BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
— .. Djcldp - Tr do - Hanh phic

S6: 19/2014/TT-BYT Ha Néi, ngay 02 thdng 06 nam 2014
sc’l Y TE’QUANG NGAI
DEN Ngay mé L22dy... THONG TU
Chuyén: uy dinh quéin Iy thudc gay nghién, thudc hréng tim than
Lutu ho sg s

va tién chit ding EAm thube

Cén ctr Ludt duge s6 34/2005-QH-11 ngay 14 thdng 6 ndm 2005;

Can cu Lugt phong chong ma tuy so 23/2000/QH] 0 ngay 19 thang 12
ndm 2000 va Ludt stra doi, b4 sung mét sé diéu ciia Ludt phong, chong ma tuy
56 16/2008/QH12 ngay 03 thdang 6 ndm 2008;

Céin cu Nghi dinh SO 79/2006/ND-CP ngay 09 thang 8 ndm 2006 cua
Chinh phu quy dinh chi tiét thi himh mét sé diéu cia Ludt duoc;

Cdn cir Nghi dinh 56 89/20]2/ND CP ngay 24 thing 10 ndm 2012 cua
Chinh phii siea doi, b6 sung mgt 56 diéu ciia Nghi dinh 56 79/2006/NDB-CP ngay
09 thdng 8 ndm 2006 cua Chinh phu quy dinh chi tiét thi hémh mét sé diéu ciia
Ludt duoc

Cdn cur Nghi dinh s6 80/2001/ND-CP ngay 05 théng 11 ndm 2001 cia
Chinh phii huomg dén viéc kiém sodt cdc hoat déng hop phdp lién quan dén ma
tuy o trong nudc;

Céan cir Nghi dinh 56 58/2003/ND-CP ngay 19 thdng 5 ndm 2003 cua
Chinh phu quy dinh ve kiém sodt nhdp khdu, xudt khdu, vén chuyen qud canh
lanh thd Viét Nam chdt ma tuy, tién chd, thudc gdy nghién, thuéc hudng tim
thén;

Can cir Nghi dinh 56 82/2013/NB-CP ngay 19 rhang 07 ndam 2013 cua
Chinh phii vé viéc ban hanh cdc danh muc chét ma tiy va tién chdt;

Cén cit Nghi dinh sé 63/2012/ND-CP ngay 31 thang 08 ndm 2012 cua
Chinh phi quy dinh chitc ndng nhiém vu, quyén han va co cdu 16 chiec cia B6 ¥
1é;

Theo dé nghi ciia Cuc truomg Cuc Qudn Iy Duge,

Bé trucng Bo Y té ban hanh Théng tw quy dinh qudn Iy thudc gdy nghién,
thubc hudmg tam thdn va tién chdt ding lam thude.




Chwong 1
NHUNG QUY PINH CHUNG
Piéu 1. Pham vi diéu chinh va d6i twgng 4p dung
Théng tur nay quy dinh cac hoat déng lién quan dén thudc gay nghién,
thude hudng tim than, tién chét ding lam thubc va thuoc thanh pham dang phbi
hop cé chira hoat chét _gdy nghién, thuoc thanh pharn dang ph01 hop cd chira
hoat chit huéng tAm than thudc thanh phim dang phéi hop c6 chira tién chit st

dung trong linh vire y té va trong phén tich, kiém ngmem nghién cru khoa hoc
clia cAc co quan, to chirc, ¢4 nhan trong nudc va nudce ngoai.

Piéu 2. Giai thich tir ngit
Trong Thong tir nay, cac tir ngit dudi day dugc hleu nhu sau:
1. Thubc gdy nghién gbm:

a) Nguyén liéu ¢o chira hoat chét giy nghién quy dinh tai Phu luc I ban
hanh kém theo Théng tir nay.

b) B4n thanh phim c6 chta hoat chit gdy nghién quy dinh tai Phy luc I
ban hanh kém theo Théng tu nay.

c) Thubc thanh phim c6 chita hoat chit gay nghién quy dinh tai Phu luc I
& moi nong d, ham lugng.

d) Thubc thanh phim ¢ chira hoat chét gay nghién phéi hop V@i hoat
chét khac trong 36 ndng @6, ham luong hoat chit gdy nghién 16n hon nong do,
ham hugng quy dinh tai Phu luc II ban hanh kém theo Théng tu nay.

d) Thubc thanh phdm cé chira hoat chat gay nghién phéi hep v6i hoat
-hat giy nghién khéc; hoic thubc thanh phim c6 chua hoat chit gay nghién
phm hop véi hoat chat huorng tim than hodc thudc thanh pham c6 chira hoat
-hit gdy nghién th hop vdi tién chat dung lam thuoc hoic thube thanh pharn
6 chira hoat chat gy nghién phéi hop véi hoat chét hudng tdm thin va t1en
,hat dung lam thubc trong d6 hoat chit géy nghién, hoat chat huéng tdm than,
ién chét ding 1am thudc & moi ndng d6, ham lugng.

2. Thudc thanh phdm gdy nghién 14 thubc quy dinh tai céc diém c, d va d
<hoan 1 Diéu nay.

3. Thuoc thanh pham dang phéi hop ¢6 chiza hoat chét gdy nghién 1a
hudc thanh phdm dép tmg ddng thdi cac diéu kién sau diy:

a) C6 chira cac hoat chit khéng phai 12 hoat chét gay nghién, khéng phai
4 hoat chat hudng tim thin va khéng phai 12 tién chat dimg 1am thudc;

b) C6 chita hoat chit gay nghién; hodc c6 chira hoat chét gay nghién phdi
19p Vi hoat chét hudng tim thin; hoic cé chia hoat chét gay nghién phéi ho’p
7Ol tlen chét ding lam thudc; hoic c6 chira hoat chit gédy nghién phm hop vai
oat chit huéng tam thin va tién chét diing 1am thudc;



c) Nong do, ham hrong cac hoat chét gy ngmen, hoat chit huéng tAm
than, tién chét ding IAm thubc d&u nho hon hojc bing néng d9, ham lugng quy
dinh tai Phu luc II, TV va VI ban hanh kém theo Thong fu nay.

4. Thude huéng tdm than gbm:

a) Nguyén liéu cb chiza hoat chat lurdmg tim than quy dinh tai Phu lyc III
ban hinh kém theo Théng tu nay.

b) Bén thanh phim cé chira hoat chét huéng tim thin quy dinh tai Phy
luc I1I ban hanh kém theo Thong tu nay.

c) Thuébc thanh pham c6 chira hoat chét hudng tdm thin quy dinh tai Phy
lyc I ban hanh kém theo Théng tu ndy & moi ndng d9, ham lugng.

d) Thubc thanh pham c6 chira hoat chat huéng tam than ph01 hop vo1
hoat chat khic trong &6 nong d6, ham lwong hoat chét hudng tdm thén 16n hon
ndng d6, ham lugng quy dinh tai Phu luc IV ban hanh kém theo Théng tu ny.

d) Thubc thanh pham c6 chira hoat chét hucmg tAm than phbi hop voi
hoat chat hudng tam thén khac; hoéc thube thanh phém c6 chira hoat chét hiréng
tdm than ph01 hop véi tién chat dung lam thude trong &6 hoat chat huéng tim
thén, tlen chit ding lam thudc & moi nong do, ham lugng.

5. Thuéc thanh phdm hudmg tam thdn 13 thube quy dinh tai cac diém ¢, d
va d khoan 4 Diéu nay.

6. Thudc thanh pham dang phOI hop c6 chira hoat chdt huedng tém thdn 14
thube thanh phim dap img ddng thoi cic didu kién sau day:

a) Co chira cac hoat chit khong phai ]a hoat chat gdy nghién, khéng phai
la hoat chét hudng tdm thin va khéng phai 1a tién chét ding lam thude;

b) C6 chira hoat chét hudng tAm thén hogic ¢6 chira hoat chit huéng tam
than phéi hop véi tién chit ding lam thube;

c) Néng d6, ham luorng cac hoat chét huéng tam than, tién chit dung lam
thubc déu nhé hon hodc bing nong d6, ham luong quy dlnh tai Phu luc IV va VI
ban hanh kém theo Théng tr nay.

7. Tién chdt dimg lam thudc gbm:

a) Nguyén lidu c6 chita tién chét dung lam thuéc quy dinh tai Phu luc V
ban hanh kém theo Théng tu ndy.

b) Bén thanh phdm c6 chira tién chét ding lam thude quy dinh tai Phy luc
V ban hanh kém theo Thong tu ndy.

¢) Thubc thanh phim c6 chira tién chét dung lam thudc quy dinh tai Phu
luc V ban hanh kém theo Théng tu ndy ¢ moi néng d¢, ham lugng.

d) Thubc thanh phim c6 chia tién chat dung lm thubc ph01 hop véi hoat
chét khac trong d6 néng d6, him luong tién chét ding 1am thudc 16n hon ndng
d9, ham lugng quy dinh tai Phuluc VI ban hanh kém theo Théng tu nay.




&) Thudc thanh pham c6 chira tién chit ding lam thude phéi hop véi tién
chét diing lam thuéc khic & moi ndng 46, ham luong.

8. Thudc thanh phém tién chét 1a thube quy dinh tai céc diém ¢, d va d
khoan 7 Diéu nay. .

9. Thudc thanh pham dang phoi hop c6 chika tién chdr 1 thubc thanh
phém dép g dbng thdi cac didu kién sau day:

VR chira cAc hoat chit khong phai la hoat chét giy nghién, khong phai
12 hoat chit hudng tim than va khdng phai 12 tidn chit diing 1am thudc;

‘ tg) Co chira tién chit dung 1am thudc & ndng d6, ham luong nhd hon hojc
bang noéng d6, ham lugng quy dinh tai Phu luc VI ban hanh kém theo Théng tu
nay.

Chuong 1T
KINH DOANH THUOC
Piéu 3. Nguyén tic chung

1. Co s¢ san xuat xut khiu, nhap khéu, ban budn, ban 1¢, co 83 cung Ung
dich vu lién quan, dén thube gy nghién, thudc hu'crng t4m thén, tién chét ding
1am thube va thube thanh pham dang phdi hop c¢6 chira hoat chat gdy nghién,
thuoc thanh pham dang phdi hop 6 chira hoat chét huong tam thén, thudc thanh
pham dang phéi hop c6 chira tién chét phai dap ung cac didu kién kinh doanh
thube theo quy dinh tai Chuong II cia Luit duge va Chuong IV Nghj dinh so
79/2006/ND-CP ngay 09 théng 08 nim 2006 cia Chinh phu va Nghi dinh 56
89/2012/ND-CP ngay 24 thang 10 nim 2012 cia Chinh phi sira 61, bd sung
mét s6 diéu ciia Nghi dinh s6 79/2006/ND-CP ngdy 09 thang 8 ndm 2006 cta
Chinh phii quy dinh chi tiét thi hinh mét s6 diéu clia Lust dugc va céc quy dinh
tail Thong tu nay.

2. Co so san xuai, xudt khau, nhap khau ban buon, co s& cung tmg dich vu
lién quan dén thubc giy nghién, thudc huéng tAm than, tién chat dung lam thuoc
phai xdy dung va thyc hién theo cac quy trinh thao tac chuén (SOP), riéng vé
thubc gy nghién, thuoc huéng tim thén, tién chét ding lam thudc d& quén ly
cac hoat ddng xuat khdu, nhdp khiu, mua, bin, bio quin, giao nhén, vin
chuyen, hiy thubc. Viée xay du'ng SOP phai bao dim an toan, khéng duogc dé
thét thoat; timg c6ng doan phai ¢ ban giao bang sb sach, c6 ky x4c nhén nhim
xéc dinh 5 trach nhiém cia timg c4 nhén trong méi céng doan.

3. Co sd san xuat xuft khau, nhép khéu, bén budn, co s& cung img dich vu
lién quan dén thuoc thanh Pham dang phéi hop cd chira hoat chét gay nghién,
thudc thanh pham dang ph01 hop c6 chira hoat chat hoat chat huéng tam than,
thudc thanh phdm dang phéi hop ¢ chra tién chét phai c6 céc quy trinh thao tac
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chuin trong cac hoat déng theo quy dinh tai khoan 2 Diéu nay. Cac SOP ndy ¢
thé viét riéng hodc chung véi SOP cia cac thude khéc.

4. Cé nhén tham gia kinh doanh thube gay nghién, thubc huéng tAm than,
tidn chit ding 1am thudc va thubc thanh phim dang phéi hop co chira hoat chét
gdy nghién, thude thanh pham dang phéi hop ¢6 chira hoat chét huéng tAm thén,
thube thanh phém dang phéi hop c6 chira tien chét phai dugc ddo tao ban diu,
cap nhét vé cac van ban quy pham phap Iuat va cac quy trinh thao tac chuén lién
quan; hd so d2o tao phai duge hru giit tai co s6.

Diéu 4. San xuit

1.Coso dang dugc phép san xuat thude gay nghién, thubc hudng tdm than
va tién chét dung lam thube duogc t1ep tuc san xuét cac thube giy nghién, thude
hwéng tam than v tién chét dimg lam thube.

Trude ngay 30 thang 11 hang ném, cac co s& ¢6 nhu cAu san xuét thuoc
gay nghien thudc hudng tAm thén, t1en chét ding lam thudc gui van ban a8
nghi vé Cyc Quan Iy Dugc -B6 Y te CucQuanlyDuoc—-BoY té can ci tinh
hinh thye t& & ban hanh sira d6i, bd sung danh sach cac co so duge phép san
xuét thudc gay nghién, thubc hudng tim thén, tién chit diing lam thube.

2. Co s& san xut thubc gay nghién, thube hudng tim than, tién chét ding
lam thube phai tuin thu cac quy dinh sau day:

a) Dat tiéu chufin thuc hanh tt san xuit thubc (GMP) phu hop véi timg
* dang bao ché it nhét 02 nam;

b) Nhén su:

- Thu kho béo quan thubc gdy nghién phai t6t nghlep dai hoc duge va ¢o
thdi gian hanh nghé it nhét 02 nim trd 1én tai co s& san xuét thube.

- Thii kho bao quan thubc huéng tim thén, tién chit ding lam thubc phai
t6t nghlep dai hoc dugc hodc trung hoc dugce trd 1én dugce uy quy én (tht trudmg
co s& ty quyén bang vin ban, thoi gian Gy quyen mbi 1an khong qua 12 thang).

- Nhan vién chii chét chiu trach nhiém vé ché d6 ghi chép, bdo céo phai tét
nghi€p dai hoc duge c6 thoi gian hanh nghé it nhét 02 nim tro 1én tai co sd san
xuét thubc;

c) Ho s0, s6 sach: Co s san xuft thubc gay nghién, thude hudng tim thén,
tién chat diing lam thudc phai 14p va ghi chép diy da cac loai sb theo dbi sau
day:

- S6 pha ché thube gay nghién, thuoc hudng tim thin, tién chat dung lam
thudc thuc hién theo quy dinh tai mu s 01 ban hanh kém theo Théng tu nay;

- S4 theo dbi xuit, nhép thudc gay nghlen, thuoc huéng tim than, tién chéat
dung 1am thudc thue hién theo quy djnh tai miu sé 02 ban hanh kém theo thong
tu nay;




- Phiéu xuit kho thubc gay nghién, thuoc huéng tim than, tién chat dung
Jam thubc thuc hién theo quy dinh tai m3u sé 03 ban hanh kém theo Thong tu
nay;

3. Co s& san xubt thube thanh pham dang phdi hop co chira hoat chat gay
nghién, thube thanh phim dang phéi hop c6 chira hoat chét hudng tAm than,
thude thanh pham dang phbi h0'p c6 chira tidn chat phai tuan thu cac quy dinh
sau day:

a) Dat tiéu chuan thuc hanh tét san xuét thuoc (GMP) phu hop vdi timg
dang bao ché it nhét 02 nim,

b) Nhén s

- Tha kho bao quan nguyén liéu, ban thanh phim c6 Chira hoat chét gy
nghién phai tot nghiép dai hoc duge b thoi gian hanh nghé it nhat 02 nam tré
18n tai co s& san xuét thube.

- Thu kho béo quan nguyén liéu, ban thanh pham c6 chira hoat chit huéng
tam thén, nguyén lidu, ban thanh phim c6 chira t1en chét phai tdt nthep dai hoc
‘dugc hodc trung hoc duge trgr 1én duge dy quyén (thil trudng co sO Uy quyén
bing van bén, thi gian Gy quyén mbi Iin khéng qué 12 thang).

- Nhén vién chii chét chiu trach nhi¢m vé che d6 ghi chép, bao cao phai tot
ncrhlep dai hoc dugc cé thoi gian hanh nghé it nhét 02 nim trd 1én tai co s san
xuét thubc.

¢) Hd so, sb sach: Co s san xuét thude thanh phim dang phdi hop ¢6 chira
hoat chat gdy nghién, thudc thanh pham dang pho1 hop ¢6 chira hoat chét hudng
tam than, thuoc thanh phim dang ph01 hop ¢6 chira tién chat phai gh1 chép diy
&t vao sb theo doi nhap, xuht thuoc thanh pham dang phdi hop ¢ chira hoat
chat gdy nghién, thudc thanh pham dang phoi horp cd chira hoat chat hudng tam
than, thubc thanh pham dang phéi hop c6 chita tién chét theo mAu s6 4 ban hanh
kém theo Thong fur nay.

4. Co s& san xut thudc gdy nghién, thubc hudng tAm than, tién chét ding
lam thudc duge:

a) Mua, nhip khdu nguyén liéu, ban thanh pham cé chira hoat chit gay

nghién; nguyén ligu, ban thanh pham ¢4 chira hoat chat huorng t4m than; nguyén
liéu, ban thanh phim c6 chira tién chét dé san xuét thubc ciia chinh co s& minh;

b) Xuét khau thubc gy nghién, thudc hudng tAm thén, tin chét ding lam
thubc ctia chinh co s& minh sén xuét;

¢) Ban thubc thanh pham giy nghién, thubc thanh pham huéng tam thin,
thubc thanh phdm t1en chét ctia chinh co s& minh san xuft ¢ho céc co s& quy
dinh tai khoan 1 Piéu 5 Théng tur nay.



5. Co s& san xuét thudc thinh pham dang phéi hop ¢6 chira hoat chat gay
nghién, thudc thanh pham dang phoi hop ¢6 chira hoat chét huéng tam thén,
thubc thanh phim dang ph01 hop c6 chira tién chat duoc:

a) Mua, nhip khdu nguyén liéu, ban thanh pham c6 chira hoat chét gy
nghién; nguyén ligu, ban thanh pham c6 chira hoat chit hu'ong t4m than; nguyén
liéu, ban thanh phim c6 chita tién chat dé san xuét thuoc cua chinh co s& minh;

* b) Xuét khdu thudc thanh pham dang phdi hop c6 chira hoat chat gy
nghién, thudc thanh pham dang phm hop ¢6 chira hoat chit huéng tAm than
thudc thanh phim dang phéi hop c6 chira tién chét;

¢) Bén tryc tiép thube thanh pham dang phéi hop ¢6 chira hoat chit gay
nghién, thubc thanh phim dang ph01 hop ¢6 chua hoat chit hudng tam than,
thudc thanh phim dang phdi hop cé chira tién chit do co s& minh san xuét cho
cac co s kham bénh, chita bénh, nha thubc dat nguyén tic tidu chuén thuc hanh
tét nha thubc (GPP) trong pham vi ¢4 nuéc;

d) Ban thudc thanh pham dang phéi hop cd chira hoat chit gay nghlen
thuoc thanh pham dang ph01 hop ¢6 chira hoat chét huéng tim thén, thube thanh
pham dang phéi hgp cé chira tién chét cho chi mét co s& bén budn thubde cb
Gidy chimg nhin d0 diéu kién kinh doanh thubc trén dia ban mét tinh de béan
cho cac co s& kham bénh, chita bénh, nha thubc dat nguyén tic tiéu chudn thue
hanh t6t nha thuéc (GPP) trén dia ban tinh dé.

6. Khi ¢6 nhu ciu mua, nhép khau nguyén liéu c6 chira hoat chét gay
nghién, nguyén liéu co chira hoat chét hué‘ng tam thin, nguyén liéu ¢6 chira tién
chét & nghién ciru san xudt mat hang moi déng ky luu hanh, co s& phai cé don
d2 nghi thyuc hién theo quy dinh tai miu s6 05 ban hanh kém theo Théng tur néy
va phai bio cdo chi tiét sd luong nguyén liéu d& dung dé nghién cilru, sén xuat
thir thire hién theo quy dinh tai mau s6 06 ban hanh kém theo Théong tu nay.

Piéu 5. Xuit kbiu, nhap khiu

1. Doanh nghiép chju trach nhiém xuat khau nhap khiu va cung ung
thudc gay nghién, thubc hudéng tam thén, tién chét dung 1am thudc cho céc co s&
kinh doanh, sir dung thudc trong ca nuéc duge quy dinh tai Phu luc VII ban
hanh kém theo Thong tu nay.

Truce ngay 30 thang 11 hang ndm, doanh nghiép c6 nhu cdu xuat khiu,
nhap khéu thuoc gay nghlen, thubc huéng tim than tién chét diing lam thubc
gui vén ban dé ngh1 v€ Cyc Quan ly Dugc -B§ Y té. Cuc Quén Iy Dugc — BoY
t& xem xét, bdo cdo dé xuit v6i Léanh dao BS. Can cir vao tinh hinh thyc tién,
Cuc Quén ly Duge - Bs Y té ban hanh sta dm bb sung danh sach céc doanh
nghiép duoc phép xudt khé.u, nhap khau thubc giy nghién, thube huéng tdm
than, tién chét dimg 1am thubc d& cung tmg cho cac co s& kinh doanh, str dung
trong ca nudc.




2. Doanh nghiép xuét khau, nhép khéu thubc gay nghién, thube hudng tdm
thén, tién chét diing lam thubc phaéi tuén tha cac quy dinh sau: :

a) Nhén sw: Th kho phai t6t nghiép dai hoc duge c6 thoi gian hanh nghé it
* nhit 02 nim trd 18n tai co s& san xuét, kinh doanh thube.

b) Ho6 so, sb sach: Doanh nghiép xuit khiu, nhap khiu thude gay ngh1en
thude huong tAm thén, tién chét ding 1am thudc phai l4p va ghi chép ddy du cac
Joai hd so, s6 sach theo dai sau day:

- S4 theo dai xuét, nhép thude gy nghién, thuoc huong tam than, tién chét
ding lam thudc thuc hién theo quy dinh tai mAu sb 02 ban hanh kém theo
Théng tu nay; .

- ijéu xuét kho thubc gay nghién,hthuc‘gc huéng tAm than, tién chét ding
lam thude thuc hién theo quy dinh tai mau s6 03 ban hanh kém theo Théng tu
nay;

- Cac chung tir lién quan dén viée xuét khau, nhap khau, mua ban thube
gdy nghién, thudc huéng tAm than, tién chit ding lam thudc.

3. Doanh nghiép xuét khéu, nhap khéu thudc giy nghlen thube huéng tim
thén va tién chét diing 1am thudc quy dinh tai khoan 1 Diéu nay duoec:

a) Xuét khau nhap khiu thudc giy nghién, thuée hucmg tAm thén, tién chét
ding lam thube;

b) Mua thubc gy nghién, thudc huréng tim than tién chit ding 1am thudc,
thubc thanh pham da.ng phéi hop b chira hoat chat gy nghién, thube thanh
pham dang phdi hop ¢6 chira hoat chit hudéng tam thén, thudc thanh phdm dang -
phdi hop ¢6 chira tién chit cta céc co s& san xuét;

¢) Béan thuéc thanh Pham gy nghién, thubc thanh phdm huéng tim thin,
thubc thénh phim tién chat cho céc co sO ban budn quy dinh tai khoan 1 Piéu 6
Théng tur nay, nha thude quy dinh tai khoan 1 Pidu 7 Thong tu ndy, co s kham
bénh, chita bénh, co s& nghién ctr, kiém nghiém, trung tam gido duc - lao dong
- x4 hoi, co s& didu tri nghién chét dang thube phién bang thubc thay thé, co s&
dao tao chuyén nganh Y- dugc trong ca nudc.

d) Ban nguyén liéu, ban thanh pham ¢é chira hoat chét gy nghién; nguyén
liéu, ban thanh pham c6 chira hoat chét hudng tAm thén; nguyen liéu, ban thanh
phdm ¢d chira tién chét cho cac co s& duge phép san xuat, pha ché thudc gay
nghién, thubc hudng tim than, tién chit ding 1am thube.

d) Chi dugc nhip khau frue Uep, khéng dugc mua, ban thuéc gay nghién,
thubc hudng tAm thin va tién chit ding lam thudc cia cdc doanh nghiép xuit
khéu, nhap khiu thudc khéc. Truong hop khong cung ung du thudc cho ngudi
bénh, doanh nghlep xust khau nhap khiu phai bao c4o Cuc Quaén ly Dugc — B4
Y té d& xem xét giai quyét.



: 4. Co s& dap Ung chc diéu kién kinh doanh thuéc theo quy dinh tai Chuong
II cta Luét duge, Chuong IV Nghi dinh so 79/2006/ND-CP ngay 09 thang 08
nim 2006 cia Chinh phu va Nghj dinh 56 89/2012/ND-CP ngay 24 thang 10
ndm 2012 cua Chinh phi sua i, bd sung mot sb didu ctia Nghi dinh 56
79/2006/ND-CP ngay 09 thang 8 nam 2006 cia Chinh pht quy dinh chi tiét thi
hanh mot sé- diéu ciia Luat duge dugc xuét khéu, nhép khAu thudc thanh pham :
dang phéi hop c6 chira hoat chét gay nghién, thubc thanh phim dang ph01 hop

- €0 chira hoat chét huéng tdm than thudc thanh phim dang ph01 hop c6 chira

. tidn chit; phai 1ap va ghi chep day dii cac hd so sau day:

a) S& theo doi nhap khéu, xuit khiu thube thanh pham dang phéi hop ¢6
chira hoat chat géy nghién, thude thanh pham dang phoi hop ¢6 chira hoat chat
huéng tim thin, thude thanh phim dang phdi hop c6 chira tién chét thyc hién
theo quy dinh tai miu s6 04 ban hanh kém theo Théng tr nay;

b) Chimg tir lién quan dén viéc xuat khau, nhap khau mua ban thudc thanh
phém dang phéi hop c6 chira hoat chit gay nghién, thudc thanh phim dang phdi
hop ¢6 _chira hoat chat huéng t4m thin va thudc thanh phdm dang phbi hop cb
chira tién chét.

5. Doanh nghigp xuét khau, nhap khau thubc chi duge ban truc tiép thude
thanh pham dang phéi hop c6 chira hoat chét _gdy nghién, thubc thanh pham
dang phéi hop cO chira hoat chai huéng tim thén, thuoc thanh phdm dang phéi
hop ¢6 chita tién chit cho:

a) Co s& kham bénh, chita bénh, nha thudc dat GPP trong pham vi ca nudce;
~b) Mét co 56 ban buén thubc ¢6 Gidy ching nhén di diéu kién kinh doanh
thudc trén dia ban mot tinh dé ban cho cac co s& kham bénh, chita bénh, nha
thudc dat GPP trén dia ban tinh do

Piéu 6. Ban budn

1. Doanh nghiép dugc pham tai tinh, thanh pho truc thude Trung wong
dang cung tmg thubc thanh pham gy nghién, thubc thanh phim hudng tdm
thn, thubc thanh pharn tién chét dwoc tlep tuc mua thudc thanh pham gay
nghién, thubc thanh phim huéng tim than thubc thanh pharn tién chét tir cdc
doanh nghiép quy dinh tai khoan 1 Diéu 5 Théong t nay d& cung {mg trén dia
ban tinh.

Trudng hop doanh nghiép dugce phém tinh, thinh phé true thuge Trung
uong khong cung Ung du thude cho cac co s¢ kham bénh, chita bénh trén dja
ban, S& Y té tinh, thanh pho tryc thuéc Trung vong chiu trach nhiém béo céo
Cuc Quan Iy Duge ~B§ Y té @& chi dinh mét doanh nghiép ban budn thuée cé
Glay chimg nhin &i dleu kién kinh doanh thudc khéc cung mg thuoc thanh
pham gy nghién, thudc thanh phim hudéng tAm than, thudc thanh phim tién
chét trén dia ban tinh.




2. Doanh nghiép quy dinh tai khoan 1 Diéu nay phai tuin thi cac quy dinh
sau:

a) Nhan su: Thii kho phai t6t nghiép dai hoc duge va o thoi gian hanh
nghe it nhét 02 nam trd 1én tai cong ty san xuét, kinh doanh thudc.

b) Hb so, sb sach:

- $6 theo dbi Xuét, nhép' thube gay nghién, tl'iuc"’)c huéng tim than, tién chét
ding lam thudc thuc hién theo quy dinh tai méu s 02 ban hinh kém theo
Théng tu nay;

- Phléu xuft kho thubc giy nghién, thuéc huéng tAm thén, tién chét dung
]am thubc thyc hién theo quy dinh tai mau sé 03 ban hanh kém theo Théng tur
nay;

- Cac chimg tir lién quan dén viée xuét khiu, nhép khiu, mua ban thudc
gy nghién, thudc hudng t4m thin, tién chit ding lam thude.

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

a) Mua thubc thanh pham gay nghién, thudc thanh pham huéng tam thén,
thubc thanh phim tién chat clia cac doanh nghiép xuit khau, nhap khiu thube
quy dinh tai khoan 1 Diéu 5 Théng tu nay;

b) Bén thubc thanh phﬁm gy nghién, thudc thanh phim huéng tim than
thubc thanh phim tién chét cho nha thubc dat GPP quy dinh tai khoan 1 Diéu 7
Thong tu nay, co s& khiam bénh, chira bénh, co s& nghién ciru, klem nghiém,
trung tdm gido duc- lao dong- x4 hoi, co s& didu tri nghién chét dang thube
phién bang thubc thay thé, co s& dao tao chuyén nganh Y- duge trén dia ban
tinh.

4. Co s& dap tmg céc didu kién kinh doanh thubc theo quy dinh tai Chuong
I ctia Luit duge, Chuong IV Nghij dinh so 79/2006/ND-CP ngay 09 théng 08
ndm 2006 cua Chinh phu va Nghi dinh 56 89/2012/ND-CP ngay 24 théng 10
nam 2012 cia Chinh phu stra d6i, bd sung mét sb didu clia Nghj dinh sé
79/2006/ND-CP ngay 09 thang 8 nam 2006 cua Chinh phu quy dinh chi tiét thi
hanh mét s didu cia Luat dwoc dugc mua, ban thudc thinh pham dang phéi
hop ¢6 chira hoat chat gy nghién, thube thanh pham dang ph01 hop ¢6 chira
hoat chét huéng tim than thubc thinh phim dang phdi hop c6 chira tién chit;
phai 1ap va ghi chép dly du c4c hd so sau day

a) Sb theo doi xuét, nhép thube thanh pham dang phdi hop ¢ chira hoat
chat gy nghién, thubc thanh pham dang phéi hop c6 chira hoat chit huéng tam
than, thuoc thanh phém dang phéi hop c6 chira tién chét thuc hién theo quy dinh
tai mAu s 04 ban hanh kém theo Théng tu nay;

b) Chimg tir lién quan dén viéc mua ban thuoc thanh pharn dang phéi hop
cd chua hoat chét _gay nghién, thubc thanh pham dang ph01 horp c6 chira hoat
chat huéng tim thén, thubc thanh phim dang phdi hop ¢6 chira tién chét.
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5. Doanh nghiép ban budn thube thanh phdm dang phéi hop cé chira hoat
chét gay nghién, thude thanh pham dang phbi hop c6 chira hoat chét huéng tdm
than, thubc thanh pham dang phbi hop ¢6 chira tién chét trén dia ban tinh phai
thoéng bdo cho S& Y té tinh, thanh phd truc thude trung wong nhtmg mét hang
ma co s& dang kinh doanh, phai théng bao lai khi c¢6 sy thay ddi va chi duoc
cung mg cho co s& kham bénh, chita bénh, nha thuoc dat GPP trén dja ban tinh

do.

Piéu 7. Ban 18

1. Nha thudc dat GPP duorc bén 1¢ thudc thanh pham gdy nghién, thude:
thanh pham huo*ng tAm thén, thuoc thanh phim t1en chét va thudc thanh pham
dang phdi hop c6 chira hoat chit gay nghién, thubc thanh phém dang phéi hop
c¢d chira hoat chét huéng tdm than, thudc thanh phdm dang phbi hop ¢6 chnra
tién chét cho ngudi bénh ngoai tru.

Cac nha thudc cé b chirc bén thubc thanh pham gay nghién phéi ding ky
~ v61 83 'Y té trén dia ban va thyc hién quy dinh tai Théng tu nay.

2. Chii nha thude, ngudi quén 1y chuyén mén phai tryc tiép quan ly va ban
1é thube thanh pham géy nghién.

3. Dugc sy trung hoc trd 1én quén ly va ban lé thubc thanh phém huéng
tam than, thubc thanh pham tién chat. _

4. Nha thuoc quy dinh tai khoan 1 Piéu nay dugc mua thude thanh pham
gay nghién, thudc thanh pham hudng tdm thin, thude thanh phém tién chét;
duge mua thuée thanh phim dang phbi hop ¢6 chira hoat chét gdy nghién, thubc
thanh pham dang phéi hop co chira hoat chit huéng tdm than, thudc thanh pham
dang ph01 hop c6 chira tlen chét tir doanh nghiép xuét khau nhap khiu thude
quy dinh tai khoan 1 Diéu 5, doanh nghiép ban buén thubc quy dinh tai khoan 1
biéu 6 Théng tu nay va dugce ban 1é theo quy dinh.

Péi v6i thude thanh pham dang phdi hop ¢6 chita hoat chét gay ‘nghién,
thubc thanh pham dang phoi horp c6 chira hoat chét huéng tdm thén, thuéc thanh
phim dang phdi hop c6 chira tién chét thuéc Danh muyc thubc khong ké don do
B$ Y té ban hanh duoc ban cho ngudi bénh khong cén don theo quy dinh. M&i
Idn ban phai ghi théng tin chi tiét khdch hang.

5. Nha thudc khéng dugc mua, ban nguyén liéu, ban thanh pham co chira
hoat chét gdy nghién; nguyén liéu, ban thanh pham c6 chira hoat chét huéng
tdm than; nguyén liéu, ban thanh pham c6 chira tién chit. -

6. Nha thubc ban 1é thuoc thanh pham gy nghién, thuéc thanh phim
huéng tdm than, thubc thanh phdm tién chét phai lap va ghi chép diy dn céc loai
hd so sau day:

a) S theo d&i xuét, nhip thude giy nghién, thuoc huéng tam thin, tién
chit ding lam thuéc thue hién theo quy dinh tai mau sé 02 ban hanh kém theo
Thong tu nay;
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b) Phiéu xuét kho thuoc gdy nghién, thube hudng tAm thin, tién chit ding
lam thude ctia noi cung cép thube;

-¢) Pon thude gay nghién luu tai co sé sau khi ban;

d) Bién ban nhan thubc thanh pha.m gdy nghién do ngudi nhi ngudi bénh
ndp lai.

d) Sé theo ddi théng tin chi tiét khach hang thuc hién theo quy dinh tai
mau s6 07 ban hanh kém theo Théng tir ndy.

Chwong 11
KE PON, PHA CHE, CAP PHAT VA SU DUNG THUOC
Diéu 8. Ké don

1. Viéc ké don thubc thanh phim gay nghién, thudc thanh phim huéng
tAm thén va thube thanh phém tién chit cho ngudi bénh ngoa1 tru thuc hién theo
quy dinh cia “Quy ché k& don thube trong didu tri ngoai trd” do Bd truong B
Y té ban hanh.

2. Viéc ké don thude thanh pham gay nghien thudc thanh phim huéng
t4m than va thudc thanh phim tién chét cho ngudi bénh ndi tra thye hién theo
quy dinh cua “Théng tu hudng dan str dung thubc trong cac co sd y t ¢o
giwdng bénh” do Bo trudng BS Y té ban hanh.

3. Thudc thanh pham dang phéi hop ¢6 chira hoat chét gay nthen thube
thanh phim dang phéi hcp c6 chwa hoat chit huéng tim than va thudc thanh
phim dang phéi h0=p cé chira tién chat thudéc Danh muc thudc khéng ké don
dugc ban cho ngudi bénh khong can don theo quy dmh tai “Danh muc thudc
khéng ké don” do B trudng Bo Y té ban hanh.

4. Thubc thanh pham dang phéi hop ¢ cnra hoat chit géy nghlen thube
thanh phim dang phéi hop ¢6 chtra hoat chét huéng tam than va thudc thanh
phim dang phéi hop cé chira tién chét khéng thude “Danh muc thuc khong ké
don” do B§ truéng BO Y té ban hanh chi dugc st dung khi c6 don cua bac s§ c6
chitng chi hanh nghé khém chita bénh. Ngudi ban thude chi dugc ban cho ngudi
bénh khi cé don ctia bac s§ ¢6 chimg chi hanh nghé kham chita bénh.

Diéu 9. Pha ché thudc tai bénh vién

1. Bénh vién ¢6 pha ché thubc thanh phém gy nghién, thudc thanh phim
huéng tim thén, thubc thanh phim tién chét va thuoc thanh pham dang phoi hgp
¢ chira hoat chét _géy nghién, thudc tharh pham dang ph01 hop ¢ chira hoat
chét huéng tAm than, thudc thanh pham dang phéi hop cé chira tién chit phai bd
tri khu virc pha ché dap tmg céc didu kién sau day .

a) Co sd vit chét:
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- Phong pha ché: ¢ trin chéng bui, nén va tudng nha bang vét lidu dé vé
sinh, khi can thiét c6 thé thuc hién cdng viée tiy tring. Phong phai duge x&y
dvng & noi thoang mat, riéng biét, an toan, cach xa nguén 6 nhlem Dién tict
mit bing t6i thiéu 1a 10m2. Céc bd phén phai bd tri theo nguyén tic mot chiéu
- -Co chd rira tay, nra dung cu pha ché; |
- Cé di dung cu phi hop véi viéc pha ché, bao quan va kiém nghién
thude.
~ b) Nhan luc:

- Ngudi gidm sat, chju trach nhiém v& ché dQ gh1 chep, bao céo, kiém trz
chat hrong thudc sau khi pha ché phai tét nghiép dai hoc dugc.

- Ngudi quan ly thube thanh pharn gay nghién sau khi pha ché phai té
nghiép dai hoc duogc.

- Ngudi quan ly thude thanh phim huong tam thin, thubc thanh phén
tién chét sau khi pha ché phai tét nghiép trung hoc dugc tré lén.

c¢) Ddng goi, dan nhén, bao quan:

- Thudc thanh pham gy nghién, thube thanh pha.m huéng tim thin
thude thanh pha.m tién chét pha ché xong phai dugc déng géi, dan nhin ngay &
tranh nhim 14n, Nhén phai ¢6 thong tin sau day: Tén co s, tén thude, dang bac
ché, hoat chat, néng d0 hoac ham lugng, nguoi pha, ngudi gidm sét, ngay phs
ché, han ding cua thubc.

- Thubc gay nghlen thubc huéng tim than, tién chét ding lam thubc phé
dwoc @& bao quan & t riéng; c6 cac bién phép, trang thiét bi ¢& bao dam ar
“toan, chéng that thoat.

-d) Ho so, s6 sach:

- 86 pha ché thubc gay nghién, thubc hudng tim thin, tién chét ding lar
thuée (MAu sb 1);

- 84 kiém tra kiém so4t chét lwong thude;

- Quy trinh pha ché thuéc theo don;

- Phai c6 ndi quy, quy trinh thao tic chufn (SOP) trong pha ché thubc.

2. Pham vi hoat déng:

a) Thubc pha ché chi ban, cip phét theo don cho ngudi bénh didu trj nd
tri va ngoai tril cta chinh co s¢ d6;

b) Chi duoc pha ché cic thudc cé cong thife, quy trinh pha ché, ti&

chuén chét luong dwgc ngudi dimg diu co s phé duyét va chju trich nhiém vi
tinh an toan va hiéu qua ca thube;

c) Khéng duge pha ché thube tiém.




Pidu 10. Pha ché, sir dung thudc tai co sé¢ nghién ciru, dao tao chuyén
nganh y-dugce

1. Co s& nghién ciru, dao tao chuyen nganh y-dugc dugc pha ché, sir
dung thude gdy nghién, thuoc huo'ng tAm than, tién chit ding lam thudc va
thude thanh pham dang phéi hop c¢6 chita hoat chit giy nghién, thudc thanh
pham dang phéi horp c6 chira hoat chét hudng tAm than, thudc thanh phim dang

o ph01 hop ¢6 chira tién chét phuc vu cong tac glang day va nghlen ciu khoa hoc;

nguoi tot nghiép hé dai hoe duge giam sét viéc pha ché va chju trach nhiém vé
ché d6 ghi chép so pha ché, sb theo dbi xudt, nhap thude gdy nghién, thubc
huéng tAm thin, tién chét diing lam thudc va béo céo theo ding quy dinh coa
Thong tu nay.

2. Thube thanh pham gy nghién, thudc thanh phim huong tAm than va
thuoc thanh phidm tién chét pha ché xong phaj duge dong gdi, dan nhan, bao
quan theo quy dinh tai diém c khoan 1 Piéu 9 Théng tu nay.

Pidu 11. Cap phat va sir dung

1. Khoa dugc cép phat thube cho céc khoa didu tri theo Phiéu linh thudc
thanh pham gly ngh1en thudc thanh phim hudng t4m thin va thubc thanh phém
t1cn chét theo mAu sb 8 ban hanh kém theo Thong tu niy va truc tiép cép phat
thubc cho ngudi bénh diéu tri ngoai tri.

Trudng khoa duge hodc ngudi tt nghiép dai hoc dugc duge truéng khoa
Uy quyen bing vin ban ky duyet phleu linh thuoc thanh pham gay nghién, thuoc
thanh phim huong t4m than va thubc thanh phim tién chat ciia céc khoa didu
trj; ky duyét phJeu linh thuoc thanh phdm gdy nghién, thudc thanh phim hudng
tam thén, thudc thanh phdm tién chét cho ca truc cia khoa duge.

2. Truong khoa diéu tri, truéng phong kham ky duyét phleu Jinh thube
thanh pham giy nghién, thubc thanh phdm huéng tim thén, thubc thinh phdm
tién chat cho khoa phong minh.

Tai c4c khoa diéu tri, sau khi nhén thude tir khoa duoc, didu dudng vién
dugc phén céng nhiém vu phai dbi chibu tén thubc, nbdng d6, ham luong, sb
lwong thudc trude lac tiém hodc phat cho ngudi bénh;

Thube thanh pham gay nghién, thubc thanh pham huéng tim thén va
thuoc thanh phim tién chit thira do khéng sir dung hét hoic do ngudi bénh
chuyén vién hodc tir vong, khoa didu tri phai lam gidy tra lai khoa dugc. Trudng
khoa duge cin cit didu kién cu thé d& quyét dinh tai sir dung hosc huy theo quy
dinh va 14p bién ban luu tai khoa dugc;

Khoa duge phéi theo ddi va ghi chép day da sb luong thudc thanh pham
gdy nghién, thuoc thanh pham huéng tim thén va thuoc thanh phdm tién chét
xuit, nhép, tdn kho thuc hién theo quy dinh tai miu s6 02 ban hanh kém theo

Théng tu nay.
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Thu kho quan ly thubc gy nghién phai tot nghiép dai hoc dugc hodc
trung hoc duoc duge ngudi ding dau co s& Uy quyén bing van ban (mdi 1an dy

quyén khong qua 12 thang).

" Thu kho quan Iy thuéc huéng t4m thin, tién chét dung 1am thubc phai tot
nghiép trung hoc dugc tro 1én. :

2. Khoa, phdng didu i trong cac co s& kham bénh, chita bénh: thubc
thanh pha.m gy nghién, thude thanh pham huéng tim thin va thudc thanh phim
tién chét trong t thuoc trurc, ti thude cép ciru  phai d& ngin riéng do diéu dudng
~ vién truc giit va chp phat theo y 1énh. Khi d6i ca truc, ngum gilt thudc ciia ca

“tric trude phai ban giao thudc va sé theo doi cho ngudi gnr thubc cla ca truc -

sau.

3. Trung tAm giéo duc - lao d0ng - x& hoi, co s& cal nghién bit budc, cac
co s& didu tri nghién chét dang thubc phién bang thubc thay thé: thuoc thanh
pham gay ngh_ten thubc thanh phdm hudng tdm than va thudc thanh phm tién
chét do nguol tbt nghlep dai hoc duge hogc trung hoc dugc tré 1én (duge nguoi
du'ng dau co s0 uy quyén ba.ng vin ban mdi 14n uy quyén khong qué 12 thang)
quén ly, cip phét va theo dai s6 sach.

4. Tram y té x4, phudng, thi trdn do ngudi co trinh d6 chuyén mén tir duge
ta tré 1én hodc tir y sy tr& 1én quén ly, cép phat thuoc thanh phdm hudng tim
than thude chuong trinh sirc khoe tdm thin cng ddng va co sb theo dbi.

_ Chuong IV
GIAO NHAN, VAN CHUYEN VA BAO QUAN THUOC
Piéu 12. Giao nhin

1. Khi giao, nhén thudc gy nghién, thube hudng tim thin, tlen chét ding
lam thubc, thudc thanh pham dang phéi hop c6 chira hoat chét gay ‘nghién,
thude thanh pham dang phéi horp c6 chira hoat chat huéng tm thin, thudc thanh
phém dang ph01 hop ¢6 chura tién chat Ngudi giao, ngudi nhan thuoc pha1 tlen
hanh kiém tra déi chiéu tén thuoc nong dd, ham lugng, s6 luong, sb 16 san xuét,
han ding, chat lwong thube vé miat cam quan; phai ky va ghi rd ho tén vao
chimg tir xuét kho, nhép kho.

2. Ngudi giao, ngudi nhén thubc gdy nghién, thude huéng tdm than, tién
chat diing lam thudc phai tét nghiép trung hoc dugce tré 1én.

Pidu 13. Van chuyén

1. Thubc g8y nghién, thudc hudng tim than, tién chat ding lam thude,
thuoc thanh pham dang phéi hop c6 chita hoat chét giy nghién, thudc thanh
pham dang phéi hop c6 chira hoat chit huorng tdm than, thubc thanh phim dang
phéi hop c6 chira tién chit phai duge dong goi, niém phong va ¢6 bién phép bao
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ddm an toan, khéng dé that thoét trong qua trinh vén chuyén; trén bao bi cn ghi
18 noi xuit, noi nhép, tén thubc, sb luong thube.

2. Ngudi dimg dau co s& phai giao nhiém vu bing van ban cho ngudi tét

- nghiép trung hoc duoc tré 1én clia co s6 minh chju trach nhiém vén chuyen o

thubc gy nghién, thube huéng tim thin, tién chét ding lam thube; ngudi chiu -

trach nhiém vén chuyén phai mang theo van ban trén, chimg minh thu nhan dan

(hoic gidy t&r tuy thén hop phap) hoa don bén hang hodc phiéu xuét kho; chiu

- trach nhiém vé ching loai, s6 luong, chét luong thube v& mat cam quan trong
. qué trinh van chuyén va giao day dii cho bén nhén.

3. Trudng hop co s¢ kinh doanh-phai thué van chuyén thubc gay nghlen
thubc huéng tAm than tlen chit ding lam thubc: Bén thué va bén nhan vén
chuyen phal ky hop dong bang van ban, trong d6 néu rd cac diéu kién lién quan
dn bao quan, van chuyén, giao nhin thubc gay nghién, huéng tdm than, tién
chét ding l1am thubc theo quy dinh. Bén nhén vén chuyén phai dép ung cac diéu
kién d6 trong qua trinh van chuyén, bao dam thudc khong bi thit thoat.

Bén thué va bén nhén vén chuyen phéi chiu trach nhiém vé céc vin dé
lién quan dén thubc gay ngh;en, thude hudng tém than, tién chét ding lam thudc
trong qué trinh vin chuyén.

Ngudi giao va ngudi nhin thube gy nghién, thubc huéng tm thén, tién
chit ding lam thude cia co s& kinh doanh phai t6t nghiép trung hoc duge trd
1én.

Piéu 14. Bio quan

1. Doanh nghlep san xuat thudc phai ¢é kho riéng dép Ung tiéu chuén
“Thyc hanh tét bao quan thuoc” do B4 trudng B Y té ban hanh & bao quan
nguyén liéu va thuoc thanh pham gy nghién, thude thanh phim huéng tim
than, thudc thanh pham tién chét; thubc thanh phim dang phébi hop 0 chira hoat
chit giy nghién, thudc thanh pham dang ph01 hop ¢6 chira hoat chét hudng tAm

than, thudc thanh pham dang phéi hgp cé chira hoat chét tién chat. Kho phai c6
cita, c6 khoa chic chin, ¢é cac bién phap bao dam an toan, khéng dé thit thoat.

2. Doanh nthep xudt khau, nhap khau thudc quy dinh tai khoan 1 Piéu 5
Théng tu nay phéi c¢6 kho riéng dap img tiéu chudn “Thuc hanh t6t bao quan
thuoc” phu hop quy mé kmh doanh ctia co s¢ nhung dién tich t6i thiéu 100m*
va thé tich ti thiéu 300m kho c6 cira, khéa chéc chan, cé cac bién phép bao
dam an toan, khéng dé thit thoat

3. Doanh nghlep bén buén thube quy dinh tai khoan 1 Diéu 6 Thong tu nay
phai ¢6 kho ddp imng tiéu chuin “Thuc hanh tot‘bao quan thudc”, trong d6 kho
bao quan thubc thanh pham géy nghlen thuoc thanh pham huéng tam thén,
thude thanh pham uen chit phai c6 khoa chéc chin, c6 cac bién phap bao dam
an toan, khong & thét thoat. Néu khong ¢6 kho riéng thi thude thanh pham gay
nghién, thubc thanh phdm huéng tm than, thudc thanh pham tién chat phai dé
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mét khu vuc riéng biét trong kho dat tiéu chudn “Thuc hianh tot bdo quan
thube”.

4. Doanh nghiép xuét khéu, nhép khau doanh nghiép ban budn thuoc
thanh pham dang phdi hgp c6 chira hoat chét _gdy nghién, thuoc thanh pharn
dang phéi hop c6 chira hoat chét huong t4m thén, thuoc thanh pham dang ph01
hop ¢6 chira tién chit phai cé kho d4p img tiéu chuan “Thire hanh t6t bao quén
thudce”, ¢6 céc bién phap bao dim an toan, khoéng dé that thoat.

5. Nha thubc phai duge trang bi ti riéng ¢4 khoa chic chin dé bao quan
thuoc thanh pham gdy nghién, thudc thanh phdm huéng tim than, thuc thanh
phim tién chit.

Néu sé lwong thubc thanh pham gay nghién it, c6 the dé cling t0 véi thude

thanh pham hudng tdm thén va thubc thanh pham tién chét nhung phéi dé ngan

riéng, tranh nhim 14n; c6 khoa chic chén, c6 cic bién phap bao dim an toan,
khéng dé thit thost.

Thuoc thanh pham dang phéi hop c6 chita hoat chit gy nghién, thuoc
thanh pham dang phdi hgp 6 chira hoat- chat huong tam thén, thudc thanh phdm
dang phdi hop c6 chita tién chit phai ¢ khu vire riéng.

6. Tt thubc tric, ti thube cp ci:

Thubc thanh pha.m gdy nghién, thubc thanh pham hudng tdm than, thudc
thanh pham tién chit & ti thube tryc, ta thube cp ctru phai dugc dé & mdt ngén
ho#c 6 riéng, tu c6 khod chic chin. S6 lwong, chung loai thube thanh pham gly
nghién, thudc thanh pham hwéng tim than, thuoc thanh phim tién chit dé tai ta
thubc trure, ti thude cip ctru do ngudi dimg diu co s quy dinh bing van ban.

7. Khoa dugc: Thuoc thanh pham gay nghién, thubc thinh phim huéng
tam than, thuoc thanh pham tién chét phai duoc bao quan trong kho tudn thi cic
quy dinh v& “Thue hanh tét bao quan thuoc” khoa dugc bénh vién phai trién
khai 4p dung nguyén tdc "Thyc hanh tét bao quan thube" (GSP) theo ding 16
trinh B8 Y té quy dinh, c6 cac bién phap bao dam an toan, khéng @2 thit thoat.

Kho, ti bdo quan thuoc thanh pham gdy nghién, thuoc thanh phim huéng
tAm thén, thuoc thanh pham tién chit c6 khoa chéc chin. Néu khéng co kho, ti
riéng, thudc thanh pham gy nghién c6 thé & chung véi thuoc thanh pham
hudng tAm than va thubc thanh phim tién chit nhung phai sip xép riéng biét dé
tranh nham 14n.

Thubc thinh pham da.ng ph01 hop ¢6 chira hoat chat gy nghlen thuoc
thanh pham dang phéi hgp ¢6 chira hogt chit huéng tim thén, thube thanh phim
dang phéi hop c6 chira tién chit phai dé khu vire riéng.

8. Co s& nghién clru, co s¢ dao tao va cac don vj lién quan khiac: Thube
gay nghién, thubc hirdng tam thin, tién chét dimg 1am thudc phai 8 & mot ngan
hodc 6 riéng, tu c6 khod chiic chin, c6 céc bién phap bao dam an toan, khong &é
tht thoat. Thudc thanh phdm dang phm hop ¢ chira hoat chit giy nghién,
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thude thanh pham dang phéi hop c6 chira hoat chiét huong tdm thén, thubc thanh
pham dang phbi hop ¢6 chira tién chét phai d& khu vy riéng.

9. Tram y té xa: Thube thanh pham huéng tAm thén phai duge sép xep
trong qudy, ti c6 khoa chic chén, c6 cac bién phap bao dam an todn, khong dé .
that thodt. ' : '

Chwrong V
HO SO, THU TUC CAP PHEP, BAO CAO VA CHE BO BUY THUOC
Pidu 15. Du tru

1. Doanh nghiép ban budn, co s& ban 1&, co sé sir dung thube phai 1ap du
tru mua thuoc thanh pham g4y nghién, thubc thanh pham huéng tam thin, thude
thanh pham tién chét thuc hién theo quy dinh tai méu s6 09 ban hanh kém theo
Théng tu nay.

2. Doanh nghi¢p san xubt thude thanh pham gy nghién, thubc thanh
phém huong tAm thén, thudc thanh pham tién chét, thuoc thanh pha.m dang phéi
hop ¢6 chira hoat chét gy nghién, thudc thanh phim dang ph01 hop c6 chira
hoat chit huéng tAm thén, thubc thanh phim dang ph01 hop c6 chira tién chat
phai lam don hang mua nguyén ligu, ban thanh pham ¢ chira hoat chit gay
nghién; nguyén liéu, ban thanh pharn ¢6 chira hoat chét hudng tAm than; ; nguyén
liéu, ban thanh phim cé chira tién chét thyc hién theo quy dinh tai mau s6 10
ban hanh keém theo Théong tu nay hoac don hang nhip khéu nguyén liéu, ban
thanh pham c6 chira hoat chat gay nghién; nguyén liéu, ban thanh pham cé chira
hoat chét hwéng tim than; nguyén liéu, ban thanh pham c¢6 chira tién chét theo
quy dinh tai Thong tur huéng dan hoat dong xuét khau nhap khéu thuoc va bao
bi tiép xiic truc tiép véi thude do Bo truémg B6 Y té ban hanh.

3. Doanh nghiép xuat khiu, nhip khiu thuoc lJam don hang xuét nhép
khiu thudc gy nghién, thudc hudng tdm than tién chét ding lam thuoc theo
quy dinh tai Thong tu hlrcmg dan hoat d6ng xuft khiu, nhép | khiu thubc va bao
bi tiép xtc truc tiép vdi thube hién hanh do B truéng B& Y té ban hanh.

4. Dy tru dugc lam thanh 04 ban (co quan duyét du tri Ivu 02 ban, don vi
hru 01 bén, noi ban hru 01 ban).

5. Céc doanh nghiép ban bubn, co s& ban 1¢, co s& sir dung thubc thanh
pham gy nghién, thudc thanh pham hu.'ong tam than thudc thanh phim tién
chat chi dugc phép mua, ban, cap phat, sir dung thudc thanh phim giy nghién,
thudc thanh phim hirdng tim thin, thudc thanh phm tién chét khi ban dy tra da
duge phé duyét.

6. Nguoi ding d4u doanh nghiép chiu trach nhiém vé so luong thubc
thanh pham géy nghién, thudc thanh phém huéng tim than, thuoc thanh phdm
tién chét di tr, s6 lucrng thudc dir trit phai pht hop vdi nhu chu sir dung cia co
sé; chi duge du tri s6 lugng thudc gay nghién, thudc huéng tim thén, tién chit
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dung lam thuoc vugt qua 50% so v6i sb luong sir dung lan trude trong trudng
hop thidu thubc, khin cép, thién tai va dich bénh.

7. Doanh nghiép san xuét, xuét khéu, ‘nhgp khéu, doanh nghiép ban buén,
co s& ban 1€, co s& sir dung thuéc thanh phim dang phébi hop c6 chira hoat chét
- gly nghién; thubc thanh pham dang pho1 hop cé chira hoat chét huéng tam thén,

- thudc thanh phim dang ph01 hop cé chira tién chat khéng pha1 lap-du tru theo
cac quy dinh trén.

8. Trong thdi han 07 ngay lam viéc, ké tir khi nhan duge ban dy tri hop
18, co quan xét duyét du tri & xem xét phé duyét ban dy trih hodc ¢6 cdng vin
tra 161, néu 18 Iy do khéng dugc phé duyét.

" Pidu 16. Duyét du tri |
1. Cyc Quan ly Dugc—B6Y té:

a) Duyét du tru thubc gy nghién, thubc hudng tAm than, tién chét dung
. 1am thubc cho cong ty san xuit thudc, co sé kham bénh, chita bénh, co so
nghién ciru, kiém nghiém, co s& dao tao chuyén nganh Y- dugc;

b) Duyét don hang Xuht khau, nhdp khéu thubc gay nglnen, thube hudng
_ tAm thén, tién chit dung lam thubc cho céc cong ty xuat khAu, nhép khéu thube
quy dinh tai khoan 1 Diéu 5 cia Thdng tu nay;

¢) Duyét dy tru thubc gy nghién, thude huong tam than, tién chat dung
lam thuéc cho céc co s& khong thude nganh Y t€ quéan 1y nhung ¢6 nhu ciu mua
thubc gy nghién dé nghlen ctru khoa hoc trén co s¢ d€ cuong nghién ciru khoa
hoc d dugc co quan quén ly nha nude cé thdm quyén phé duyét;

d) Duyét dy tru thubc thanh pham gily nghién, thubc thanh phim huéng
tdm thén, thube thanh phém tién chét cho Cuc Quény-Bé Quédc phong.

2.86Y té tinh, thanh phé truc thuéc Trung wong duyéet dy tru thube
thanh pham gdy nghién, thubc thinh phdm hudng tam thén, thube thanh phim
tién chat cho cong ty ban budn, co s& ban 1é thube, co s& kham bénh, chita bénh
trong va ngoai nganh (trr cac don vi truc thudéc Bo-Qudc phong va B Giao
thong vén tai), co s¢ nghién citu, co s dao tao chuyén nganh Y- duge. Tuy theo
timg dia phuong, 8¢ Y té c6 thé phén cap chp Phong y t€ quin, huyén, thi xa
hodc Trung tim Y té quén, huyén, thi x4 (néu c6  ngudi t6t nghiép dai hoc dugrc)
duyét du tru thude thanh pham gay nghién, thudc thanh pham huéng tim thin,
thudc thanh pham tién chét cho tram vy t& x4, phudng, thi trén.

3. Cuc Quin y - B4 Quéc phon§ duyét dy tra thubc thanh pham gay
nghlen, thudc thanh phdm huéng tdm thén, thudc thanh phdm tién chét cho céc
bénh vién, don vi tryc thudc Bé Québc phong.

4. CucY té - Bd Giao thong vén tai duyét du tr thubc thanh pham gy
nghién, thudc thanh phdm hudng tdm thin, thuéc thanh phim tién chat cho cac
“bénh vién, don vi tryc thudc Bo Giae thong vén tai.
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Piu 17. Hd so, thi tuc cép phép xuiit khiu, nhjp khiu

1. HS so, th tuc cap phép xuét khiu, nhip khiu thudc géy nghién, thubc
huéng t4m than, t1en chét diing 1am thuéc va thuoc thanh pham dang phéi hop
¢ chira hoat chét gdy nghién, thudc thanh pham dang phéi hop ¢6 chira hoat
chét hudng tim than, thudc thanh phim dang phéi hop c6 chia tién chit thye
hién theo quy dinh tai Théng tu huorng din hoat ddng xuét khau nhip khau
thudc va bao bi tiép xtic truc tiép véi thube ciia Bo trudng Bo Y té.

2. Gidy phép xudt khéu, nhap khiu thubec gdy nghién mau vang, thube
hudng tim than mau xanh, tién chit dung lam thubc mau hong dwoc cip cho
timg 14n nhap khiu, xuit khdu va cé gi4 tri trong thoi han t6i da 01 nim, ké tix

ngay ky.

3. Gxay phép xuét khdu, nhap khau thubc gay nghlen thudc hudng tdm
than, tién chét ding lam thuée duge gui cho doanh nghiép xin nhép khéu, xuit
khiu; Vin phong thuong truc phong chéng th pham va ma tuy - B4 Cong an,
Chi Cyc Hai quan ctra khéu no lam tht tye xuét khéu, nhap khau; B6 Tai chinh
(Cyc Dleu tra chong buén lau - Téng Cuc Hai quan) Uy ban klem soat ma ty
quéc té; Co quan quan 1y nudc nhap khiu (dbi vai gidy phép xubt khau).

4, Thuoc gdy nghién, thudc hudng tim than tlen chit diing 1am thuéc chi
duoc phép xuét khéu, nhap khau qua cira khéu quéc té ciia Viét Nam.

Pidu 18. Luru giit hd so, s sich

1. Co s& san xuft, xudt nhip khiu, ban budn, ban 1¢, sir dung, pha ché,
chp phat, co s& cung Umg dich vu lién quan dén thubc gdy nghién, thube huéng
tAm thdn va tién chit ding 1am thubc phai gh:a chép, theo ddi va hru gilr hé so,
so sach va cac tai liéu lién quan dén thudc gdy nghién, thudc hudng tim thin va
tlen chét ding 1am thubc sau khi thube hét han sir dung it nhét 1a hai ndm. Bon
thubc N lwu gitt theo quy dinh tai “Quy ché k& don thubc trong diéu tri ngoai
tru” do B4 treong B Y t€ ban hanh.

2. Co s& san xuét, pha ché thudc thanh phim dang phéi hep ¢6 chira hoat
chét gay nghién, thudc thanh pham dang ph01 hop ¢6- chira hoat chét huéng tim
than, thuéc thanh pham dang ph01 hop c6 chira tién chit phéi ghi chép, theo dbi
va luu git hé so, sb sich va céac tai liéu lién quan dén nguyén liéu, ban thanh
pham ¢6 chira hoat chét gdy nghién; nguyén liéu, ban thanh pham cd chira hoat
chét hudng tam thin va nguyén liéu, ban thanh pham c6 chita tin chét sau khi
thudc hét han sir dung it nhét 12 hai nim.

3. Hét thoi han hwu trit trén, ngudi dimg du co s& l4p hoi ddng dé huy,
18p bién ban hiy va hru bién ban hiy tai co sé.

Pidu 19. Bio cdo

1. Bdo céo xuét khiu, nhap khéu:

a) Thubc gy nghién, thube hudng tim thén, ti?an chit dung lam thubc:
Chém nhét 10 (mudi) ngay sau khi xuét khau, nhép khéu, co s& xuit khau, nhap
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khiu bao céo theo quy dinh tai mau 56 11A, mau sé 11B ban hanh kém theo
Thong tir nay t6i Cuc Quan Iy Dugc~-B6 Y té va Van phong thudng truc phong
chbng t61 pham va ma tuy — B Cong an;

RS b) Hang nam, doanh nghiép xuét khau, nhép khiu bso céo sb hrong xuat
khau nhap khéu thubc thanh phém dang phéi hop c6 chira hoat chét gay nghién,
thubc thanh pham dang phbi hop c6 chira hoat chét hudng tim than, thuoc thanh
' pham dang phdi hop ¢6 chita tién chét thuc hién theo quy dinh tai mAu sb 12A,
mau s6 12B ban hanh kém theo Théng tur nay toi Cuc Quan ly Dugc -Bé Y té;
chim nhét 13 ngay 15 thang 01 nim sau.. -' ,

2. B4o cao tdn kho, sit dung:

a) Doanh nghiép xuét khau, nhap khau, doanh nghiép ban bubn, co sd ban
1€, co so st dung thubc gy nghién, thuoc huong tam thin va tién chét ding lam
thudc pha1 kiém k&, 13p bao céo sb Iwong thudc ton kho hang théng, 6 thang
truée ngdy 15 théng 7 va hang nam tru6e ngay 15 thang 1 ndm sau theo quy
dinh tai mau s0 134, méu s6 13B ban hinh kém theo Théng tu nay tdi co quan
xét duyét du tri, clp phép;

b) Doanh nghiép xuét khiu, nhip khéu, doanh nghiép ban bubn, co 6
ban 1é thuoc thanh pham dang phéi hop ¢6 chira hoat chét gdy nthen, thubc
thanh pham dang phéi hgp c6 chira hoat chét huéng tdm than va thube thanh
phim dang phéi h0'p ¢6 chtra tlen chit phal kiém ké, 14p bdo cdo sb lugng mua,
nhap, tdn kho, sb luo*ng d3 xuét bén va tdn, dia chi khach hang 6 thang trudc
ngay 15 thang 7 va hiang nim trude ngiy 15 thing 01 nim sau cho S& Y té trén
dia ban.

¢) Doanh nghlep san xuat nhép khdu thubc thanh phim dang phéi hop co
chira hoat chét gay nghién, thube thanh pham dang ph01 hop c6 chia hoat chat
huéng tAm thén va thubc thanh phim dang phoi hop c6 chira t1en cht pha1 kiém
ké, 1ap bao céo sb luong mua, nhap, tdn kho, b lurong dd xuét ban va ten, dia
chi khach hang méi k¥ xin mua, nhép khau nguyen litu &8 san xudt thubec va
hang nam trude ngay 15 thang 01 n&m sau (d01' V61 bao cao ndm) cho Cyc Quén
ly Duge — B6 Y té; phai thong bao cho S& Y té tinh, thanh phé tryc thude trung
uong nhitng mét hang co s& chi dinh doanh nghiép bén trén dia ban va thong
b4o lai khi c¢6 thay dbi.

d) S& Y té c4c tinh, thanh phé trirc thude Trung uong bao cao tinh hinh sir
dung thubc giy nghién, thudc huéng tam than va tién chét ding 1am thubc hang
nim ciia cac co s& trén dia ban minh theo mau s§ 14 ban hanh kém theo Théng
fir nay;

d) Cuc Quan y - Bé Qudc phong bao céo tinh hinh st dung thubc gay
nghién hang nim cda nganh minh theo quy dinh mau s& 11A ban hanh kém theo
Théng tu nay téi Cuc Quan Iy Duge — B Y té; chim nhit ngay 30 thang 01
nam sau. '

3. B4o céo nham 14n, thit thoat hodc khi c6 nghi ngd thét thoat:
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Cé nhan, tb chitc trong nudc va nuéce ngoai ¢b cac hoat dong lién quan
dén thubc gay nghién, thube hu:orng tAm thin, tién chit ding lam thubc, thudc
thanh pham dang phéi hop ¢ chira hoat chiat gy nghién, thubc thanh phim
dang phéi h0'p ¢ chira hoat chét huréng tam r.han va thubc thanh phém dang
- phdi hop c6 chira tién chit phai bdo cdo khén t6i co quan xét duyét du tru trong
truong hop nham 14n, thit thoat hoic khi cé ngh1 ngd thit thoat. Khi nhin duoc
bao cdo khén, co quan xét duyét du tri phai tién hanh thim tra va cé bién phap -
xu ly thich hop;

~ S&Y té tinh, thanh phé tryc thude Trung wong téng hop va bao cdo khan
td1 Cuc Quan ly Duge - B Y té.
Piéu 20. Huy thubc
1. Nguyén liéu; ban thanh pham c¢6 chita hoat chét gy nghién; nguyén
li¢u, ban thanh pham c6 chira hoat chét huéng tim than; nguyén liéu, ban thanh
phim c¢6 chita tién chit; thubc thanh pham gay nghién, thudc thanh phim hudng
tam thin va thuoc thanh phim t1en chét qua han ding, kém chét lugng, mau

thudc luu khi hét thoi gian luru, thudc nhan lai tir cac khoa diéu trj va thuoc nhin
lai do ngudi bénh tir vong cin phai huy, co s& thuc hién viéc hiy thuc nhu

sau:

a) C6 van ban dé nghi hiy thuoc gm co quan xét duyet du trd. Vén ban aé
nghi hay thube phai ghi r6 tén thuoc nong d6- ham luong, sé luong, 1y do xin
hiy, phuong phap huy. Viéc huy thude chi duoc thire hién sau khi dugce co quan
duyét du tri1 phé duyét;

b) Thanh 14p hoi dong huy thudc do ngudi dimg din co s& quyét dinh.
Hbi dong c6 it nhét 03 ngudi, trong d6 phai c¢é can bd phu trach co s,

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

d) Sau khi hay thube, phai giri bdo céo viéc hity thude 1én co quan duyét
dur tra (kém theo bién ban hay thudce).

2. Cac loai du pham phe pham trong qua trinh san xuit thubc gy nghjen
thuc hudng tAm thén va tién chat ding lam thuée, thudc thanh pham dang phéi
hop c6 chita hoat chét gdy nghién, thudc thanh phim dang ph01 hop ¢6 chira
hoat chét huéng tam than va thubc thanh phim dang ph01 hop ¢6 chira tién chét
can huy, phai duge tip hop va huy nhu quy dinh tai diém b va diém c khoan 1
Piéu ndy.

3. Doanh nghiép san xudt, kinh doanh thudc: Céc loai bao bi tiép xuic tryc
tiép véi thubc gay nghién, thuc huéng tim thdn va tién chét dung lam thuoc
khong st dung nita phai dugc tip hop va hiy nhu quy dinh tai diém b va diém ¢
khoan 1 Piéu nay.

Co s& st dung thube gdy nghién, thuoc hu'ong tAm thén va tién chéit ding
Jam thubc: Cac loai bao bi tiep xiic truc tiép véi thuoc bao gom vo chai, vo
dng, vo lo dung thudc gy nghién, hudéng tdm thin va t1en chét ding lam thuoc
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khéng sir dung nita phai dugc tap hop va hily nhu quy dinh tai diém b va diém
¢ khoan 1 Diéu nay.

4. Vigc huy thuoc gy nghién, thudc hudng tim thin, tién chét ding Jam
thudc, thuoc thanh pham dang phéi hop c6 chira hoat chét gdy nghién, thube
thanh phdm dang phéi hop co chira hoat chit hudng tAm than va thubc thanh

phim dang ph01 hop c6 chira tién chét phai rleng biét v&i cac thude khéc; phai
bao dam triét dé an toan cho ngudi, sic vét va tranh 6 nhiém mai trudong theo

cac quy dinh cua phap luat vé bao vé moi trudng.

Chwong VI
PIEU KHOAN THI HANH
Piéu 21. Piéu khoan thi hanh
1. Théng tu nay c6 hiéu lyc thi hanh ké tir ngay 15 thang 07 ndm 2014,
2. Théng tr 10/2010/TT-BYT ngay 29 thang 04 nam 2010 cua Bo
truémg Bo Y té hudng dan cic hoat dong lién quan dén thudc giy nghién va
Théng tu 11/2010/TT-BYT ngay 29 thang 04 ndm 2010 cia B truong Bo Y té

huéng dan cac hoat dong lién quan dén thudc hudéng tAm thin va tidn chit ding
1am thuéc hét hiéu luc ké tir ngay Théng tur nay cé hiéu lyc.

Trong qua trinh thue hién, néu c6 kho khin, Vuorng méc de nghi cac don vi
bao cao vé BS Y té (Cuc Quan ly Duoc) dé xem xét, giai quyét./.

Nei nhin:

- Van phong Chinh phti (Céng TTDTCP, Céng béo);
- BG truong, cac Thir trudng B6 Y té;

- B Tu phap (Cyc Kiém tra vin ban, Cyc KSTTHC);
- B6 Tai chinh;

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

- B§ Cong Thuong;

- B$ Quéc phong (Cuc Quan y);

-B§ GTVT (Cuc Y t8);

- Céc Vu, Cuc, Thanh tra B6- B3 Y té;

- $& 'Y té céc tinh, thanh phé truc thuge TW,

- Tté)ng Cuc Hai quan (Cuc diéu tra chéng budn lau);
- Téng Cong ty duge VN,

- Hiép hoi DNDVN;

- Cong TT DPién tir- BYT;

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







Phu luc I

HOAT CHAT GAY NGHIEN

(Ban hinh kém theo Théng te sé- 19/2014/TT-BYT ngay 02 thing 06 ndm 2014

cua Bo trucmg B6 Y té)

STT TEN QUOC TE TEN KHOA HQC
. - (5 a, 6 a)- 4,5- epoxy-3-methoxy-17

1. ACETYLDIHYDROCODEIN methyl- morphinan-6-yl-acetat
N-[1-[2-(4-ethyl-4,5- dihydro-5-oxo-1 H-

2. | ALFENTANIL tetrazol-1-y1) ethyl]-4- (methoxymethyl)-4-
piperidinyl]- N- Phenylpropanamide

3. | ALPHAPRODINE o 1.3- dimethyl-4- phenyl-4-
propionoxypiperidine
1- para-aminophenethyl-4-

4. | ANILERIDINE phenylpiperidine-4- carboxylic acid ethyl
ester)
(1-(3- cyano- 3,3- d1phcny]propyl) 4 (2--

5. | BEZITRAMIDE oxo- 3- propionyl-1- benzimidazolinyl)-
piperidine)

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

' IRAMAD (-)-2- (a- Dimethylamino-3-

7| OL hydroxybenzyl) Cyclohexanol

8. | COCAINE Methyl ester cua benzoylecgonine

9. | CODEINE (3- methylmorphine)

10. | DEXTROMORAMIDE ((+)-4 [2- methyl-4- 0x0-3,3- diphnyl-4 (l-
pyrrolidinyl)- butyl]- morpholine)

: (-)- 13 B- Amino- 5,6,7,8,9,10,11 ¢, 12

11. | DEZOCIN octahydro- 5a- methyl-5, 11-
methanobenzo- cyclodecen-3- ol

12. | DIFENOXIN (1- (3 cyano- 3,3- Diphenylpropyl)- 4-
Phenylisonipecotic acid

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

' €poxy- morphinan

1-(3-cyano-3.3-diphenylpropyl)-4-

14. | DIPHENOXYLATE phenylpiperidine-4-carboxylic acid ethyl
ester
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DIPIPANONE

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

(3,4- Dimethoxy- 17- Methyl morphinan-6

16. { DRO O
TEBANOL B, 14 diol)
17. | ETHYL MORPHIN 3- Ethylmorphine
g, | FENTANYL (1- Phenethyl-4-N-
) Propionylanilinopiperidine)
19. | HYDROMORPHONE (Dihydromorphinone)
20. | KETOBEMIDON (4- meta- hydroxyphenyl-1- methyl-4-
propionylpiperidine)
21. | LEVOMETHADON (3: Heptanone, 6- (dimethylamino)-4,4-
_ Diphenyl, (R)
22. | LEVORPHANOL ((-)- 3- hydroxy- N- methylmorphinan)
23 | MEPTAZINOL (3(3- Ethyl-1- methylperhydroazepin-3- yl)
phenol
24. | METHADONE f_l6- dimethylamino- 4,4- diphenyl-3-
eptanone)
HINE Morphinan-3,6 diol, 7,8-didehydro- 4,5-
25. | MORP epoxy-17 methyl - (5 o, 6 )
26. | MYROPHINE MyristylBenzylmorphine
17- Cyclobutylmethyl- 7,8- dihydro- 14-
27. | NALBUPHIN hydroxy- 17- normorphine
Morphinan- 6- ol, 7,8- Dihydrro- 4,3-
28. | NICOCODINE epoxy- 3- methoxy- 17- methyl- 3- pyridin
mecarboxxylate (ester), ( 5a, 6a)
29. { NICODICODINE 6- Nicotinyldihydrocodeine
30. | NICOMORPHINE 3,6- Dinicotinylmorphine)
31. | NORCODEINE N- Dimethylcodein
32. | OXYCODONE (14- hydroxydihydrocodeinone)
33. | OXYMORPHONE (14- hydroxydihydromorphinone)
(1- methyl-4- phenylpiperidine-4-
34. | PETHIDINE carboxylic acid ethyl ester)
(2’- Hydroxy-5,9- Dimethyl-2- Phenethyl-
35. | PHENAZOCINE 6,7- Benzomorphan)
36. | PHOLCODIN (Morpholinylethylmorphine)
(1-(3- cyano-3.3- diphenylpropyl-4-(1-
37. | PIRITRAMIDE piperidino)- piperidine- 4- carboxylic acid

amide)
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)

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

38. | FROPIRAM pyridyl Propionamide)
| 1-(2-methoxy carbonylethyl)-4-
39. | REMIFENTANIL (phenylpropionylamino)piperidine-4-
- carboxylic acid methyl ester
\NIL (N-[4- (methoxymethyl)-1- [2- (2- thienyl)-

40. | SUFENT 7 ethyl]-4- piperidyl]- propionanilide)
4]. | THEBACON ( Acetyldihydrocodeinone)

&)'1' [( 2R*96S*:I lS*)' 1:2337435:6'

' hexahydro- 8- hydroxy- 3,6,11- trimethyl-

42. | TONAZOCIN MESYLAT 2.6- methano-3- Benzazocin- 11- yl]-3-

one-methanesulphonate
43. | TRAMADOL 1 (+)- Trans- 2- Dimethylaminomethyl-1-(3-

methoxy phenyl) cyclohexan-1-o}

* Danh muc ndy bao goém ca:

- Céc Ester va Ether cua cic chét trong bang nay néu chung khéng xuét
hién trong Bang khac, khi c6 thé tdn tai cac chét ester va ether dd.

- Mudi clia cac chit ghi trong Bang nay, bao gdm ci mudi clia ester, ether va
nhimg déng phan chia cac chét trén, khi cac mubi d6 c6 thé hinh thanh va tdn 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 Thong tue s6: 19/2014/TT. ~BYT ngay 02 thang 06nam 2014
cua Bé trucng B Y ié)

HAM LUQNG NONG DO
: : HOAT CHAT
HOAT CHAT TINH .
TINH THEO
N THEO DANG BAZO DANG BAZG
grr | TENHOAT CHAT THUOC | TRONG1DON VI | oou~'oty
GAY NGHIEN SAN PHAM DA x
> PHAM CHUA
CHIA LIEU HIA LIE
(Tinh theo mg) c LIEU
(Tinh theo %)
1. ACETYLDIHYDROCODEIN 100 2,5
2. COCAINE 0,1
CODEINE 100 2,5
Khéng qua 0,5 mg
Difenoxin va véi it
4, DIFENOXIN nhat 0,025 mg Atropin
Sulfat trong 1 don vi
san phim & chia lidu.
Khéng qua 2,5 mg
Difenoxylat va voi it
5. DIPHENOXYLATE nhat 0,025 mg Atropin
Sulfat trong mot don vj
san pham d3 chia liéu.
6. DIHYDROCODEIN 100 2,5
7. ETHYL MORPHIN 100 2,5
8. NICODICODIN 100 2,5
9. NORCODEIN 100 25
10. | PHOLCODIN 100 2,5
11. | PROPIRAM 100 2,5
0,2 morphin
12. | MORPHINE tinh theo
: morphin base
tinh khiét
13. | TRAMADOL 37,5
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Phu lue IIT

HOAT CHAT HUONG TAM THAN
(Ban hénh kém theo Théng tu s6: 19/2014/TT-BYT ngay 02 thang 06 ndm 2014

ciia B6 trucmg B6 Y té)

, . TEN THONG A

TT TEN QUOC TE DUNG KHAC TEN KHOA HQOC

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

2. | ALPRAZOLAM | phenyl — 4H -s- triazolo
[4,3-a] [1,4] benzodiazepine

: . 2-(diethylamino)

3. | AMFEPRAMONE Diethylpropion propiophenone
2- amino-5- phenyl- 2-

4. | AMINOREX oxazoline

. 5-ethyl-5-

3. | AMOBARBITAL isopentylbarbituric acid

6. | BARBITAL 5,5-diethylbarbituric acid

. N-benzyl-N, a-

7. | BENZFETAMINE Benzphetamine dimethylphenethylamine
7-bromo-1,3-dihydro-5-(2-

8. | BROMAZEPAM pyridyl)-2H-1,4-
benzodiazepin-2-one
2- bromo-4-(o-
chlorophenyl)-9 methy!l-6H-

9~ | BROTIZOLAM thieno(3,2-f)-s-triazolo( 4,3-
a)(1,4) diazepine
21-cyclopropyi-7-a[(S)-1-
hydroxy-1,2,2-

10. | BUPRENORPHINE trimethylpropyl]-6,14-endo-
ethano-6,7,8,14-tetrahydro
oripavine

11. | BUTALBITAL S-gllyl-S-lsobutylbarbituric
acid

12. | BUTOBARBITAL >-butyl-3- ethylbarbituric

13. | CAMAZEPAM 7-chlor0-1,3-dihydro-3-
hydroxy-1-methyl-5-phenyl-
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2H-1,4-

benzodiazepin-2-one
dimethylcarbamate (ester)

14.

CHLODIAZEPOXID

7-chloro-2-(methylamino)-
S-phenyl-3H-1,4-
benzodiazepine-4-oxide

15.

CATHINE

| (+)-norpseudo-

ephedrine

(H)-(R)-o-[R)-1-
aminoethyl]benzyl alcohol

16.

CLOBAZAM

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

‘dione

17.

CLONAZEPAM

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

18.

CLORAZEPATE

7- chloro - 2,3 - dihydro - 2
- oxo -5-phenyl-1H-1,4- .
benzodiazepine -3-
carbocilic acid

19,

CLOTIAZEPAM

5-(o-chlorophenyl)-7-ethyl-
1,3 dihydro-1 methyl-2H-
thieno[2,3¢]-1,4 -diazepin -
2- one _

20.

CLOXAZOLAM

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

21.

DELORAZEPAM

7-chloro-5- (o-
chlorophenyl)-1,3 dlhydro-
2H-1,4 benzodiazepin-2 ~
one N

22.

DIAZEPAM

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

23.

ESTAZOLAM

8-chloro-6-phenyl-4H-s-
triazolo[4,3-
a][1,4]benzodiazepin

| 24,

ETHCHLORVYNOL

-1 - chloro -3- ethyl -1-

penten -4 - yn -3-0l
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25.

ETHINAMATE

1- ethynylcyclohexanol
carbamate

26.

ETHYLLOFLAZEPATE

ethy! -7- chloro -5- (0-
fluorophenyl) -2.3 - dihydro
-2 -0%x0-1H-1,4 -
benzodiazepine -3-
carboxylate

27.

ETILAMFETAMINE

N-
ethylamphetamine

N-ethyl-a-
methylphenethylamine

28.

FENCAMFAMIN

N- ethyl-3- phenyl-2-
norbornanamine

29.

FENPROPOREX

®-3- [ (o
methylphenethyl) amino]
propionitrile

30.

FLUDIAZEPAM

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

31.

FLUNITRAZEPAM

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

32.

FLURAZEPAM

7-chloro-1-f2-
(diethylamino)ethyl] -5-(o-
fluorophenyl}-1,3-dihydro-
2H-1,4-benzodiazepin -2 -
one

33.

GLUTETHIMID

2-ethyl-2-phenylglutarimide

34,

HALAZEPAM

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

35.

HALOXAZOLAM

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

36.

KETAZCLAM

11-chloro -8,12b - (dihydro
- 2,8 - dimethyl - 12b -
phenyl - 4H -[1.3]
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oxazino[3,2-d}{1,4]
benzodiazepin-4,7 (6H)-
dione

37.

KETAMIN -

(+) ~2- (2-Clorophenyl)-2-

methylaminocyclohexanone.

38.

LEFETAMIN

SPA

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

diphenylethylamine

39.

LOPRAZOLAM

6-(o-chlorophenyl)-2,4-
dihydro-2-[(4-methyl-1-
piperazinyl) methylene]
-8-nitro-1H-imidazol[1,2-a]
[1,4] benzodiazepin -1 —one

40.

LORAZEPAM

7-chloro-5-(o-
chlorophenyl)-1,3-dihydro-
3-hydroxy-2H-1.4
benzodiazepin -2 — one

41.

LORMETAZEPAM

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

42,

MAZINDOL

5-(p-chlorophenyl)- 2,5-
dihydro -3H-imidazo[2,1-a]
isoindol-5-0l

MEDAZEPAM

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

44.

MEFENOREX

N-(3- chloropropyl)- o -
methylphenethylamine

45,

MEPROBAMAT

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

46.

MESOCARB

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

47,

METHYLPHENIDATE

Methyl a -phenyl-2-
piperidineacetate

48,

METHYLPHENO-
BARBITAL

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

49.

METHYPRYLON

3,3 diethyl-5- methyl-2,4
piperydine- dione
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50.

MIDAZOLAM

8- chloro- -6- (o-
fluorophenyl) -1-methyl-
4H-imidazol[1,5-a][1.4]
benzodiazepine

51.

NIMETAZEPAM

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

NITRAZEPAM

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

53.

NORDAZEPAM

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

54.

OXAZEPAM

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

35.

OXAZOLAM

10-chloro--2,3,7,11b-
tetrahydro-2-methyl-11b-
phenyloxazolo[3,2-d] [1,4]
benzodiazepin-6(5H) —one

56.

PENTAZOCIN

(2R*,6R*,11R*)-
1,2,3,4,5,6-hexahydro-6,11-
dimethyl-3-(3-methyvl-2-
butenyl)-2,6-methano-3-
benzazocin-8-o0l

57.

PENTOBARBITAL

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

38.

PHENDIMETRAZIN

(+)-(28,38)-3,4-dimethyl-2-
phenylmorpheline

59.

PHENOBARBITAL

5-ethyl-5-phenylbarbituric
acid

60.

PHENTERMIN

o,0-
dimethylphenethylamine

61.

PINAZEPAM

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

phenyl-1-(2-propynyl)-2H-
1,4-benzodiazepin-2-one

62.

PRAZEPAM

7-chloro -1-
(cyclopylmethyl) - 1,3 -
dihydro -5- phenyl -2H- 1,4-
benzodiazepin-2-one
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63.

PYROVALERONE

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

64.

SECBUTABARBITAL

5-sec-butyl-5-
ethylbarbituric acid

65.

TEMAZEPAM

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

hydroxy-1 -methyl-5-phenyl
-2H- 1,4-benzodiazepin -2-

one

66.

TETRAZEPAM

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

67.

TRIAZOLAM

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

68.

VINYLBITAL

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

69.

ZOLPIDEM

N, N.6- trimethyl-2-p-
tolylimidazol [1,2-¢t]
pyridine-3- acetamide

cdc mudi d6 ¢é thé hinh thanh va ton tai.

* Danh muc nay bao gdm céc mubi cla cic chét ghi trong Bang niy, khi
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Phu luc IV

BANG GIGI HAN HAM LUQGNG HOAT CHAT HUGNG TAM THAN

TRONG THUOC THANH PHAM DANG PHOI HQP
(Ban hanh kém theo Théng tw s6: 19/2014/TT-BYT ngay 02 thang 06

ndm 2014cua Bé trucong By Y té)

1. ALLOBARBITAL 10mg
2. ALPRAZOLAM 0,25mg
3. AMOBARBITAL 10mg
4. BARBITAL 10mg
5. BROMAZEPAM Img
6. BROTIZOLAM 0,25mg
7. BUTOBARBITAL 10mg
8. CAMAZEPAM Smg
9. CHLODIAZEPOXID S5mg
10. CLOBAZAM Smg
11. CLONAZEPAM 0,5mg
12. CLORAZEPAT 10 mg
13. | CLOTIAZEPAM Smg
14. | DIAZEPAM 5mg
15. | ESTAZOLAM 0,5mg
16. | FLUDIAZEPAM 0,5mg
17. FLUNITRAZEPAM 0,5mg
18. FLURAZEPAM Smg
19. |HALAZEPAM Smg
20. |KETAZOLAM S5mg
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21. | LOPRAZOLAM 0,25mg
22. | LORAZEPAM 0,5mg
23. | LORMETAZEPAM 0,25mg
24, | MEPROBAMAT 100mg
25. | MEDAZEPAM Smg
26. | METHYLPHENOBARBITAL 10mg
27. | MIDAZOLAM Smg
28. | NITRAZEPAM 5mg
29. | NORDRAZEPAM 0,25mg
30. | OXAZEPAM 10mg
31. |PARAZEPAM Smg
32. | PENTOBARBITAL 10mg
33. | PHENOBARBITAL 25 mg
34. SECBUTABARBITAL 10mg
35. | TEMAZEPAM 25mg
36. | TETRAZEPAM Smg
37. | VINYLBITAL 10mg
38. CLOXAZOLAM Img
39. | DELORAZEPAM 0,25mg
40. |{ETHYLCLOFLAZEPAT 0,25mg
41. | NIMETAZEPAM 0,25mg
42. | OXAZOLAM Smg
43. Img

PINAZEPAM




(Ban hanh kem theo Thong tur $s6:19/2014/TT “BYT ngay 02 thdng 06 ndm

Phu luc V

TIEN CHAT DUNG LAM THUOC

2014 cia Bo trucong Bj Y té)

STT TEN QUOC TE TEN KHOA HQC
(R-R*, $*)]-{1-
1. EPHEDRINE (methylamino)ethyl]-
Benzenemethanol
2. N-ETHYLEPHEDRIN 1-Ethylephedrin
N-METHYLEPHEDRIN/ ) -
3. | METHYLEPHEDRIN/ (IR, 28)-2- (dimethylamino)-1-
phenyl- propanol
DL-METHYLEPHEDRIN
[S-R*, R#)}-{1-
4. PSEUDOEPHEDRINE (methylamino)ethyl]-
Benzenemethanol
Ergoline-8-carboxamide,9,10-
5. ERGOMETRINE didehydro-N-(2-hydroxy-1-
methylethyl)-6-methy- [8 B(s)].
Ergotaman-3°,6°,18’-trione,12’-
6. ERGOTAMINE hydroxy-2’-methyl-5’-
(phenylmethyl)-(5)
7. | N-ETHYLPSEUDOEPHEDRIN | Eth¥l methyl amino - phenyl -
propane - 1 - ol
8. | N-METHYLPSEUDOEPHEDRIN | »'methylamino —phenyl — propane -

1-o0l

* Danh muc nay bao gém céc mudi cha c4c chét ghi trong Bang nay,
khi cdc mu6i dé c6 thé hinh thanh va tén 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 tu s6: 19/2014/TT- -BYT ngay 02 thang 06 nam 2014
ctia B trucng Bg Y té)

EPHEDRINE

1. 50 mg 1,5%
2. ERGOMETRINE 0,125 mg

3. N- ETHYLEPHEDRIN 12,5 mg

4, N- METHYLEPHEDRIN 31,1 mg

5. ERGOTAMINE 01 mg

6. PSEUDOEPHEDRINE 120 mg 0,5%
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Phuy luc VII

DANH SACH CAC CONG TY CHIU TRACH NHIEM XUAT KHAU,
NHAP KHAU VA CUNG UNG THUOC GAY NGHIEN, THUOC
HUGNG TAM THAN, TIEN CHAT DUNG LAM THUOC
(Ban hanh kém theo Théng t s6: 19/2014/TT-BYT ngay 02 théng 06 ndim 2014
ciia Bé truecng BS Y té)

STT "~ TEN CONG TY

1. | Céngty TNHH mét thanh vién Duge phdm Trung vong 1

2. | Céng ty TNHH mét thanh vién Dugc phim Trung wong 2

3. Cong ty TNHH mét thanh vién Duge Trung uong 3

4. | Cong ty TNHH mét thanh vién Dugc Sai Gon
5. | Céng ty cd phin Xuét nhap khdu y té thanh phé H5 Chi Minh
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Madu sé 1

Tén co sd

SO PHA CHE THUOC GAY NGHIEN, THUOC HUGNG TAM THAN, TIEN CHAT DUNG LAM THUOC
(Bdt ddu sit dung t......dén......)



SO PHA CHE THUOC GAY NGHIEN, THUOC HUGNG TAM THAN, TIEN CHAT DUNG LAM THUOC

* S8 dugc danh s6 trang tir 01 dén hét, va déng ddu gidp lai




Mdu sé 2
Tén co 56
Pia chi:
bién thoai:

s THEO DOI XUAT - NHAP THUOC GAY NGHIEN, THUOC HUONG TAM THAN,

TIEN CHAT DUNG LAM THUOC
(Bdt ddu s dung tiv....dén......)



SO THEO DOI XUAT - NHAP THUOC GAY NGHIEN, THUGC HUGNG TAM THAN, TIEN CHAT DUNG LAM THUSC

Tén thudc, néng d6, ham lugng,:
Don vi tinh:

.........................................................

..........................................................................................

SH ] nod Ol Lo i AR SPGB
e A xpgat:nhapi Nhap Xuat Con lai i g
(3) @ &) (6) (8)

* S6 dugc d4nh s6 trang tir 01 dén hét, vi déng ddu gidp lai
* Méi thudc phai danh mot s6 trang riéng, s6 trang nhiéu hay it wy loai thudc xuat, nhap nhiéu hay it.
* D6i véi co s& ban 1&: Cot (2): Ghi 1 tén, dia chi bénh nhan ; Cot (3): Ghi 16 tén, dai chi not ngudi ké don thuéc




Mdu sé: 3

Tén cu sd:
Pia chi:
PHIEU XUAT KHO THUOC GAY NGHIEN, THUGC HUONG TAM THAN,
TIEN CHAT DUNG LAM THUOC
Xuét cho co so;
Dia chi:

Ngudi giao Ngudi nhan Ngay.... thdng.... ndm....
(ky, ghi ré ho tén) (ky, ghi ré ho tén) Nguoi diing ddu co s&
hodc Ngudi duge uy quyén

*Mdu nay cé thé sit dung dé:
e Xudt ndi bd co sd.
e Xudt cho don vj khéc:
* Ghi 16 tén ngudi nhan thudc, s6 chitng minh thu nhan dan

* Co 58 6 thé diing hod don tai chinh thay cho méu 56 7 nhung t6i (hifu phai ¢ di cdc thong tin quy dinh tai miu nay hodc kém theo
Phi€u bdo lo.



Mdu 36 4
Tén co sé:

SO THEO 1)01 XUAT, NHAP THUOC THANH PHAM DANG PHOI HOP CO CHUA HOAT CHAT GAY NGHIEN, THUGC
THANH PHAM DANG PHOI HOP CO CHUA HUGNG TAM THAN THUOC THANH PHAM DANG PHOI HOP cO CHUOA

TIEN CHAT
Ten thudc, NONE A0, BAM TGN, .....coeiiit oo e e e e e
DM VI N L
INDR SAI XUAC ..ttt e,
DO im0 R
i ] Nhap Xuit Con lai R sl e
(2) (3) “4) &) (6) M ®)

* Néu 1ap 6 thi s8 dwgc danh s6 trang tir 01 dén hét, v déng dén gidp lai



Mdu sd' 5
Ten co s —_—

S4:

PON PE NGHI MUA/NHAP KHAU NGUYEN LIBU CO CHUA HOAT CHAT GAY NGHIEN/ NGUYEN LIEU CO CHUA HOAT
CHAT HUGNG TAM THAN/ NGUYEN LIEU CO CHUA TIEN CHAT

dé nghién ctu mat hang moi
Kinh giti:
Can cit vao kha ning hoat dong ctia Cong ty, Cong ty........... du ki€n nghién citu vi sin xuil thir mit hang thudc gy nghién, thuéc hudng
tam thdn, tién chdt diing 1am thudc sau:
, S6 luong Tén hoat S6 lugng nguyén Tongs6 | Sé lugng xin Ghi
STT Tén :{l:::c dy Tllllf:lhl:;fn’ Di,llcllgl é!)ﬁo san xudt chdt liéu du kién dé lugng NL mua/nhap t:l::
e thit GN/HTT/TC | nghién ciu san xudt |  du trd khdu

Cong ty dé nghi Cuc Quan 1§ Dugc xét duyét cho cOng ty mua nguyén liéu c6 chifa hoat chat gay nghién/ nguyén liéu
¢6 chita hoat chat hudng tam thdn/ nguyén liéu c6 chifa tién chét trén tai*:...... :

Cong ty cam két s€ quan 1§ va sir dung nguyén li¢u trén theo ding qui dinh ciia quy ch€ hién hanh

Noinhdn: , ngdy thdng ndm
) Ngudi ding ddu co sd
- Luu tai don vi (Ky tén, déng ddu)

* Trudng hgp cong ty xin nhap khdu truc 1i€p nguyen lieu: glri keém don hang xin nhap khdu nguyén li¢u c6 chia hoat cha:t gay nghién/
nguyén liéu cd chia hoat chat hudng tam thdn/ nguyén liéu cé chua tién chét theo quy dinh tai Thong tur hudng din viéc xudt khau, nhap khdu
thudc va bao bi tiép xic truc ti€p véi thudc



Mdnsi's
Tén ca sd:
Sa:

BAO CAO SUDUNG NGUYEN LIEU CO CHUA HOAT CHAT GAY NGHIEN/ NGUYEN LIEU CO CHUA HOAT CHAT HUGNG

TAM THAN/ NGUYEN LIRU CO CHUA TIEN CHAT
d4 sir dyng d€ nghién ciru mat hang méi san xvit lvn hanh

_ Tén thuéc 6 lwong thanh s g
2 12560 ! phﬁm Lt LR L i gl 18 A
(L 2) 3} ‘@ ) (6) M
f
Noi nhdn: ‘ : ' e , ngdy thdng ndm

i . : ‘ _ Nguti ditng ddu co s&
- Lwu tai don vi : ’ _ (Ky tén, dong ddu)



Mdu 567

Pon vi:
S6:

sO THEO 1)01 THONG TIN CHI TIET KHACH HANG MUA THUOC THANH PHAM DANG PH61 HQP CO CHUA
HOAT CHAT GAY NGHIEN THUOC THANH PHAM DANG PHOI HOP CO CHUA HOAT CHAT HUGNG TAM

THAN, THUOC THANH PHAM DANG PHOI HOP CO CHUA TIEN CHAT
(Tinh tix ngay ........dénngay ...........)

---------

.........

Noinhdn: , ngdy thdng ndm
- Cuc QLD; Co s¢ bdo cdo
- Luu tai co s& (Ky tén, dong ddu)



Mdn s6'8

Tén co so:
Khoa/phong :

PHIEU LINH THUGC THANH PHAM GAY NGHIEN, THUGC THANH PHAM HUGNG TAM THAN,
THUOC THANH PHAM TIEN CHAT

huc phat

Téng s6............ khodn
Ngudi iap bang Ngay......thdng...ndm.... Ngay....thdng.... ndm....
Trudng khoa/phong Tridng khoa duge hodc
(ky, ghi rd ho 1én) ngudi duge uy quyén
(ky, ghi ro ho tén)
Ngudi giao Ngudi nhin
(ky, ghi ré ho tén) (ky, ghi r6 ho tén)

» Phié€u Iinh thudc thanh phdm gay nghién, thuéc thinh phdm huéng tam thin, thudc thinh phim tién chét: t6i thi€u phai cé 02 ban chinh
01 ban lm tai Khoa Duge, 01 ban luu tai Khoa diéu tri .



Mdu 56 9
Tén co sé:
5a:
DU TRU MUA THUOC THANH PHAM GAY NGHIEN, THUOC THANH PHAM HUGNG TAM THAN,
THUGC THANH PHAM TIEN CHAT

Kinh gi:
: l‘g SR i 3N L b -fj
il S i il A T % ] EOr CHOL KNS | PRvEC
Bl FaioE3 | A7 | \,{».-3(1 : [ e 11 i Bl - : i i b2 | ol
1)) 2 3) ) (3) 6) ) ) &) (10) (11)
Noi nhén: Ngui lap du triy Ngady .....thdng.....ndm....... SO i , Ngay ...... thdng.....ndi..... .
- Ngudi dimg ddu co s& Duyét ban du try ndy gdm....trang.....khoan
- Luu tai co 5. Pugc mua tai cong ty........ '
Duy trit niy c6 gid tri tir ngay ky ban hanh dén hét
ngay 31/12/20*...
Co quan duyét du tri
(ky tén, déng ddu)

- Dy trdt ndy dp dung cho cic co s kinh doanh, sit dung thuc thanh phdm gay nghién, thudc thanh phidm huéng tam than, thuéc thanh phdm tién
chat.

- C6 thé fam du trlt bé sung trong nam nhung cot 4,5,6,7,8,9 phéi 14 nhiing s6 li¢u cta thoi gian trudc ngay 1am dy tri

- Dt trid lam thanh 4 ban (don vi du trit luu | ban, noi bdn 1 ban, co quan duyét luu 2 ban)

* Dy tridd ndy c6 gid tri tir ngdy k¥ ban hanh dén hét ngay 31 thdng 12 clta nam xin dy trii mua thudc. ‘
** D61 véi cdc co 53 khdm chita bénh: thic hién ddu thdu thudc theo qui dinh cia Phdp ludt: di trit c6 thé dugc lam sau khi ¢é két qud ddu thdu,
giti kém theo két qud triing thdu

** D61 voi co s¢ KCB: khéng thuc hién ddu thdu theo qui dinh ciia Phdp ludt phdi ghi ré dé nghi dugc mua tai co sd nao dé co quan xét duyét
dir trix xem xét.



Mau 56 10
Tén co sd:
56:

DON HANG MUA NGUYEN LIEU, BAN THANH PHAM CO CHUA HOAT CHAT GAY NGHIEN/ NGUYEN LIEU, BAN
THANH PHAM CO CHUA HOAT CHAT HUONG TAM THAN/ NGUYEN LIRU, BAN THANH PHAM CO CHUA TIEN CHAT

Kinh guri:

Noi nhén: Ngudi 1ap dur trd Ngdy .....thdng.....ndm.......
- Ngudi ding ddu co s&
- L tai co s0.



Madu s6 11A

Tén co s@
BAO CAO NHAP KHAU THUOC GAY NGHIEN HOAC THUOC HUGNG TAM THAN
HOAC TIEN CHAT DUNG LAM THUOC
(Bdo cdo cho tang ldn nhdp khdu)
Kinh gii :
Nguyén liéu, Sd gidy Tén, dia chi Tén, dia chi . . )
STT thuoc thanh phép nhap nha san xudt, | nha xuat khiu, 56 ilulfmégt da ) 56 ll::_:lnﬁg thyc | 50 c:g’nha“ hl\;iﬁy vléhkal:)o
phdm nhap khdu |  khiu tén nuGe tén murdc ye P g g

Cira khdu nhap hang:
Tinh trang chat lugng: 1/ Dat tiéu chudn ......... :

2/ Khong dat tiéu chudn (néu cu thé Ginh trang khong dat):

3/ Tinh trang bao bi, nhén:

Tét D

Khong tat: I:I
Noi nhdn: Ngay thang nam
- Nhu trén; Co s nhap khdu
- Luu tai co sd (Ky tén, déng dau)



Madu s6'11B

Tén co sG
BAO CAO XUAT KHAU THUOC GAY NGHIEN HOAC THUOC HUGNG TAM THAN
HOAC TIEN CHAT DUNG LAM THUOC
(Bdo céo cho timg ldn xudt khdu)
Kinh giri :

Nguyén liéu, T . 2 | Tén,dia chi

thudcthanh | SO B8y | Tén,diachi } = b o | S6luong | S6lwong | S616, han | Ngay xusit | Cita khdn xust
STT y phép xudt | nha san xuit, > X

phdm xuit khéu tén nurGe khdu, tén da duyét | thuce xuat ding hang hang
khiu nuée

Noi nhén: Ngay thdang ndm
- Nhur trén; Co s& xudt khin

- Lwu tai co sé

(Ky tén, déng ddn)




Mdu s6 124
Tén co s& :

BAO CAO NHAP KHAU THUOC THANH PHAM DANG PHOI HOP CO CHUA HOAT CHAT GAY NGHIEN | THUOC
THANH PHAM DANG PHOI HOP CO CHUA HOAT CHAT HUGNG TAM THAN/ THUOC THANH PHAM DANG
PHOI HOP CO CHUA TIEN CHAT

Kinh gii :
Tén hoat chat - ’
; Tén, dia | Tén, dia chi ’ So So
STT Tén thuéc, nong | DPon vi TI;?;::‘ lgﬂﬁlﬂﬁgf ';] %‘:ﬂ chi nha nha xu4t S‘f;ﬁll(r:g:ng S0 lugng | lugng | lugng
40, ham lugng tinh (l:)hinh vi dg zhia i é‘gl hoic san xufit, | khdu, tén hé P da nhap da ton
i R tén nudc nuéc phep ban kho
chua chia liéu
Noi nhan: Ngdy thdng ndm
- Nhur trén; Co s& nhap khdu
- Luu tai co s¢

(K9 tén, dong ddu)




Mdu 56 12B
Tén co sd

BAO CAO XUAT KHAU THUOC THANH PHAM DANG PHOI HOP CO CHUA HOAT CHAT GAY NGHIEN / THUOC
THANH PHAM DANG PHOI HGP CO CHUA HOAT CHAT HUGNG TAM THAN/ THUOC THANH PHAM DANG
PHOI HOP CO CHUA TIEN CHAT

Kinh gii :
Tén hoat chit Tén, dia L Téng s6 khoi
STT Tén thude, néng | Pon vi Tl:f:,.::lh GN/HTT/TC -ham lwong | chi nha nl;réé:l,:g!akcl? 5-“ Sd lvong | luwong hoat chét
' dd, ham hrong tinh :‘)hinh c6 trong 1 don vi da chia | san xuit, tén nl:r o >|  daxuidt GN/HTT/TC
lién hoic chua chialién | tén nmirée ' tinh ra g (kg)
Noi nhin: Ngay thang ndm
- Nhar trén; Co s& xuit khiu

- Lwu taj co sd (K tén, déng ddu)




Madu 56 134
Tén co s
Sa:

BAO CAOQ SUDUNG NGUYEN LIEU CO CHUA HOAT CHAT GAY NGHIEN/ NGUYEN LIEU CO CHUA HOAT CHAT
HUGNG TAM THAN/ NGUYEN LIEU CO CHUA TIEN CHAT

Noi nhan: Ngay thang ndm
- Co sd bdo cdo
- Luu tai co s¢ (Ky tén, déng ddu)

* Téng s6 lugng thudc clia cot 4 va cot 5 phai bang sd lugng ghi & cot 6.



Tén co sd

S6:

Mdu s6 138

BAO CAO SUDUNG NGUYEN LIEU CO CHUA HOAT CHAT GAY NGHIRN/ NGUYEN LIEU CO CHUA HOAT CHAT HUGNG
TAM THAN/ NGUYEN LIEU CO CHUA TIEN CHAT

o EnGEIal il
1 Néng do, ham Sé luong :
#%.| Tén thudc thanh | lwong hoat chat thanh phdm |;
: phim GN/HTT/TC
() @) @) @ B) ©) @) (8)
1. | e - e -
1.1 | Téng s6 nguyén lieu si
dung trong k¥
1.2 | S6 lwgng t6n kho k¥ trudc
1.3 | S6 lwong nhap trong ky
1.4 | T6n kho cudi ky
2. |
Noi nhan:

- L taj co s&

Ngay thang ndm
Co 58 bio cdo
(Ky tén, dong ddu)

* MAu nay ap dung cho Co s& san xudt: bdo cdo 6 thing, nim, mdi 14n mua/nhap nguyén liéu thudc gay nghién, nguyen liéu thudc hudng tm
thin, tién chét ding lam thuéc




S& y t€ tinh, thanh phé:

S6;

Madu s6 14

CONG HOA XA HOI CHU NGHIA VIET NAM
Péc 1ap- Tu do- Hanh phiic

Ngay

théng  ndm

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

I. Quan Iy thudc gay nghién, huéng tim thin (tién chat) trén dia ban:

Nam:.......

Kinh giti: Coc Quén Iy Duge- BO Y t€

1. S6 co s6 ban budn thubc gay nghién, huéng t4m thin (tién chét):
2. S8 ca s& ban 1é thuéc thanh phdm gay nghién, huéng tam than (tién chat):

3. S6 co sd y t€ sir dung thuSc thanh phdm gay nghién, hudng tam than (tién chét):
3.1. S6 co s& trong nganh vy t€ sir dung thuéc thanh phdm gay nghién, huéng tam thdn (tién

chit):

3.2. S6 ca sO ngoai nganh y t€ sir dung thuéc thianh phim gy nghién, huéng tam than (tién

chat):

4. Céng tac quan 1y, st dung:

II. Sir dung, t6n kho thudéc thanh phim gay nghién, huéng tim than (tién chat)

STT

Tén thudc, ndng
d6, ham lrong,
dang bao ché

Quy cach
dong goi

Pon vi
tinh

Sé
lugng
ton kho
pam
trudc

S6
lugng
nhap

S6
lugng sir
dung

S6
lugng
tén kho

* S6 lugng st dung: La s6 lugng bén 1€ clia co s¢ bén lé va s6 lugng st dung trong cic co
s& y t€ trén dia ban.
* 83 lugng ton kho: 12 s6 Tuong ton kho tai cdc co s& ban bubdn, co s& ban 1€, co sG y 1€ trén

dia ban tai thoi diém béo cdo.

Gidm d6c SO Y t€

(KY tén, déng dau)

1%







