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POl _M_Quy.di.nj: quan Iy thude giy nghién, thuée hwdéng tam thin

va tién chit ding lam thade

Cén et Lugit dvwgc 56 34/2005-QH-11 mgay 14 thing 6 nim 2005;

Can cir Luat phong, chéng ma tuy sa 23/2000/QH10 ngay 19 thdng 12
ridm 2000 va Ludt sira doi, b3 sung mot s6 dibu cia Ludt phong, chéng ma tuy

s6 16/2008/QHI2 ngay 03 thing 6 nim 2008;

Can cir Nghi dinh .s*o 79/2006/ND-CP ngay 09 thdng 8 ndm 2006 cua

Chinh phu quy dinh chi tiét thi hanh mét s6 diéu cua Ludt dugc;

Cdn cir Nghi dinh 56 89/20]2/ND—CP ngay 24 thdng 10 nam 2012 cua
Chinh phi sira d6i, b6 sung mot s6 diéu ciia Nghi dinh s6 79/2006/ND- CP ngay
09 thang 8 ndm 2006 cia Chinh phit quy dinh chi tiét thi hanh mt s6 diéu cia

Ludt duoc

Céan cue Nghi dinh sé 80/2001/ND-CP ngay 05 thdng 11 nam 2001 cua

Chinh phu huong dén viéc kiém sodt cdc hoat dong hop phdp lién quan dén ma
tuy ¢ trong nuoc;

Cdan cur Nghi dinh s6 58/2003/ND-CP ngay 19 thang 5 ndm 2003 cia
Chinh phu quy dinh Vvé kiém sodt nhdp khau, xudt khéu, van chuyen qua canh
lanh thé Viét Nam chdt ma tuy, tién chét, thuoc gdy nghién, thudc hwong tém

than

Cén cu Nghi dinh s6 82/2013/NP-CP ngay 19 thang 07 nam 2013 cua

Chinh phii vé vigc ban hamh cdc danh muc chdt ma tiy va tién chdt;

Can cit Nghi dinh s6 63/2012/ND-CP ngay 31 thdng 08 ndm 2012 cua
Chinh phit quy dinh chire ndng nhiém vy, quyén han va co cdu t6 chizc cia Bo Y

re
Theo d@¢ nghi ciia Cuc truong Cuc Qudn Iy Duoc,

B6 truomg B Y té ban hanh Théng te quy dinh quan Iy thudc gdy nghién,
thudc huedng tam than va tién chét dimg lam thude.



Chwong I
NHUNG QUY PINH CHUNG
Piéu 1. Pham vi didu chinh va d6i twgng 4p dung
Théng tr nay quy dinh céc hoat dong lién quan dén thuoc ghy nghién,
thubc hudng tam than tién chét ding lam thudc v thuoc thanh pham dang phéi
hop ¢6 chira hoat chat gy nghién, thuoc thanh pham dang ph01 hop ¢b chira
‘hoat chét huéng tim than thudc thanh pham dang ph01 hop c6 chira tién chét sir

dung trong linh vyc y té va trong phén tich, kiém ngh1cm nghaen ctru khoa hoc
clia ¢4 co quan, td chirc, ¢4 nhén trong nude va nuéc ngodi.

Piéu 2. Giai thich tir ngir
Trong Théng tu nay, céc tir ngit dwdl day duge h1eu nhu sau:

1. Thudc gdy nghién gbm:

a) Nguyén liéu c¢6 chira hoat chét gdy nghién quy dinh tai Phu luc I ban
hanh kém theo Thong tur nay.

b) Ban thanh phim c6 chita hoat chét gay nghién quy dinh tai Phy luc I
ban hanh kém theo Théng tu nay.

cl Thuédc thanh phém c6 chira hoat chét gdy nghién quy dinh ta1 Phuluc I
& moinong dd, ham lugng.

d) Thube thanh phém cé chira hoat chét gay nglnen ph01 hop véi hoat

chét khéc trong d6 ndng db, ham hrong hoat chit gdy nghién 16n hon néng dé,
ham luong quy dinh tai Phu luc II ban hanh kém theo Théng tur nay.

d) Thubc thanh pham c6 chira hoat chat gdy nghién pho1 hop vO1 hoat
chat gdy nghién khac; hodc thube thanh phém c6 chira hoat chat gdy nghién
pho1 hop véi hoat chat huéng tim than; hosic thudc thanh pham ¢ chira hoat
chét gdy nghién th hop véi tién chat ding 1am thubc; hodc thube thanh pham
cd chira hoat chét gdy nghién phéi hop véi hoat chét huéng tam thin va tien
chat ding lam thude trong d6 hoat chét gay nghién, hoat chét huéng tim thin,
tién chét ding 13m thubc & moi ndng d6, ham luong.

2. Thudc thanh phdm gdy nghién 1a thubc quy dinh tai cac diém ¢, d va d
khoan 1 Diéu nay.

3.T huoc thanh pham dang phoz hop c6 chira hoat chdt gdy nghién 1a
thubc thanh phidm dap tmg ddng thoi céc didu kién sau day:

a) Co chura cac hoat chét khong phai 13 hoat chat gdy nghién, khéng phai
1a hoat cht huéng tim thén va khéng phéi 14 tién chat ding 1dm thubc;

b) C6 chira hoat chét gdy nghién; hodc ¢4 chira hoat chét gdy nghién ph01
hop véi hoat chét huéng tim than; hoic c6 chira hoat chét g8y nghi¢én phéi hcxp
voi t1en chét dung lam thubc; hogc co chira hoat chat gy nghién phdi hop vé6i
hoat chit hurdng tam thin va tién chit ding lam thube;



.9 Nong do, ham luong cao hoat chat giy nghién, hoat chit hudng tam
thén, tién chét ding lam thubc déu nhd hon hodc bang néng d6, ham hrong quy
dinh tai Phu luc II, IV va VI ban hanh kém theo Thongtunay

4. Thuéc kudng tdm than gbm:

a) Nguyén liéu co chira hoat chit hurdng tim thin quy dinh tai Phu luc Il
ban hanh kém theo Thong tr nay.

b) Ban thanh phim cé chira hoat chit huémg tim than quy dinb tai Phu
luc 111 ban hanh kém theo Théng tu nay.

~ ©) Thuéc thanh phim o6 chira hoat chit huéng tim thin quy dinh tai Phu

Iuc 111 ban hanh kém theo Théng tu niy & moi ndng d6, ham hrong.

d)lhmcthanhph'ﬁ‘mcochuahoatchathuongtamﬂmnphmhqpvm
hoatchatkhactmngdo d5, ham luong hoat chit hudng tim than 16m hon
ndng d6, ham lugng quy dinh tai Phu luc IV ban hanh kém theo Thong tu niy.

d)'l'huécthanhphﬁmoochuahoatchaihu&ngtamthﬁnphmhcpvm
hoat chat hudng tim than khic; hogc thudc thanh pham c6 chira hoat chat hudng
tamthanphm hop véi tién chatdnnglamthuoc trong d6 hoat chét hudéng tAm
than, tién chét ding 13m thubc & moi ndng 46, ham hiong.

5. Thudc thanh phdm hudng tam thdn 1a thudc quy dinh tai cac didm ¢, d
va d khoan 4 Piéu nay.

6. Thuoc thanh phdm dang phoi hop cd chiea hoat chdt hwdmg tam than 1a
thubc thanh phim dép img dong thdi cac didu kién sau day:

a) C6 chira cdc hoat chit khong phai 13 hoat chét gay nghlen, khéng phai
la hoat chat hudng tim thin va khong phai 12 tién chét ding lam thube;

b) C6 chira hoat chét huéng tAm than hofc c6 chira hoat chat huéng tam
than phéi hgp véi tién chét diing lim thudc;

c) Néng d6, ham hrong céc hoat chit huéng tim thén, tién chit ding lam
thubc déu nho hon hoic bing nong d6, ham lugng quy dinh tai Phu luc IV va VI
ban hanh kém theo Théng tu nay.

7. Tién chdr dimg lam thudc gbm:
a) Nguyén lidu c6 chira tién chét dimg 1am thuéc quy dinh tai Phu luc V
ban hanh kém theo Thong tu nay..

b) Ban thanh phém c6 chira tién chét dimg lam thubc quy dmh tai Phu luc
V ban hanh kém theo Théng tur nay.

¢) Thubc thanh phim c6 chira tién chét dung lam thude quy dinh tai Phu
luc V ban hanh kém theo Théng tu ndy ¢ moi néng 4§, ham luong.

d) Thubc thanh pham c6 chira tién chat ding lam thuéc phéi hop véi hoat

chét khéc trong dé ndng d6, ham luong tién chét ding lam thubc 1én hon néng
d6, ham lugng quy dinh tai Phu luc VI ban hanh kém theo 'Lhéng tu nay.

»




@) Thudc thanh pham co chira tién chét ding 1am thube phdi hop véi tién
chét ding lam thubc khac & moi ndng dd, ham luong.

g. Y?ffupc thanh pham tién char 1a thube quy dinh tai cac diém ¢, d va d
khoan 7 Diéu nay. .

9. Thude thanh phém. dang phoi hop c6 chira tién chdt 1a thube thanh
pham dap tmg ddng thdi cac didu kién sau day:

a) Co chia cac hoat chét khong phai 12 hoat chat gdy nghién, khong phai
1a hoat chit hudng tam thin va khong phai 14 tién chét ding 1am thube;

‘ b) C6 chira tién chét diing 1am thube & nong 46, ham hrong nho hon hoidc
bang néng d6, ham lugng quy dinh tai Phu luc VI ban hanh kém theo Théng tu
nay. _

Chwong I
KINH DOANH THUOC
Diéu 3. Nguyén tic chung

1. Co s& san xuét, xuit khau, nhép khau, ban budn, ban I¢, co s6 cung tmg
dich vu lién quan dén thube gay nghién, thudc hudng tAm than, t1en chét ding
Jam thudc va thude thanh pham dang phéi hop c6 chira hoat chat gy nghién,
thudc thanh pham dang phoi hop ¢6 chira hoat chét hudng tAm than, thubc thanh
pham dang phéi hop co chira tién chat phai dap vmg cac diéu kién kinh doanh
thubc theo quy dinh tai Chuong I ctia Luat duge va Chuong IV Nghi dinh so
79/2006/ND-CP ngay 09 thang 08 nam 2006 cia Chinh phu va Nghi dinh sb
89/2012/ND-CP ngay 24 thang 10 nam 2012 cta Chinh phu sira dbi, bd sung
mot sé didu cha Nghi dinh s6 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua
Chinh phil quy dinh chi tiét thi hanh mot sb diéu ctia Luat duge va céc quy dinh
tai Théng tu nay. _

2. Co s san xuét, xuat khau, nhap khiu, ban bubdn, co so cung ung dich vu
lién quan dén thube gly nghién, thubc huéng tAm thin, tién chat ding 1am thuoc
phai xéy dyng va thuc hién theo cac quy trinh thao tac chuén (SOP) riéng vé
thubc gay nghién, thube _hudng tim than, tién chéit ding lam thubc dé quan ly
cac hoat ddong xuht khiu, nhap khiu, mua, bén, bio quén, giao nhén, van
chuyen, hiy thube. Vide x4y dung SOP phai bao dam an toan, khéng dugc dé
thét thoat; tlmg c6ng doan phai ¢ ban giao bing sb sach, ¢b ky x4c nhan nhim
xac dinh rd trach nhiém cia timg c4 nhan trong mdi céng doan.

3. Co s san xuit, xult khiu, nhap khau, ban budn, co s cung Umg dich vu
lién quan dén thubc thanh pham dang phéi hop cd chira hoat chit gay nghién,
thubc thanh pham dang pho1 hop ¢6 chira hoat chét hoat chat mrémg tam thén,
thubc thanh pham dang phdi hop cb chira tién chét phéi cé cac quy trinh thao tdc




chuin trong céc hoat ddng theo quy dinh tai khoan 2 Diéu nay. Cac SOP nay c6
thé viét riéng hoic chung vai SOP ciia cac thude khic.

4. Ca nhén tham gja kinh doanh thude gy nghién, thuée huéng tim than,
tién chét ding lam thude va thuocthanhpham dang phéi hop c6 chira hoat chat
gdy nghién, thudc thanh pham dang pho1 hop ¢6 chira hoat chét hudng tim than,
thuocﬂlanhphamdangphmhopcochuauenchatphalduocdaotaobandau,

capnhatvecacvanbanquyphamphapluatvacacquyﬁmhthaotacchuanhen
quan,hosadaotaophmduocluuglﬁtalwso

Pica 4. Sin xuit

1 Cosodangduqcphepsanxuatﬁnmcgﬁynghmn,ﬂmochuongtamthan
vahmchatdunglamﬂnmcduochepmcsanxuatcacthuocgﬁynghwn,thuoc
hirdmg tim thin va tién chit diing 13m thudc.

Truéc ngay 30 thing 11 hang niim, cic co s& o6 nhu ciu sin xuit thude
gayngbmn,timéchuongtémthﬁﬂ,hénchﬂtd:mglamthuécg&i'vénbéndé
nghi vé Cuc Quan ly Dugc —B§ Y t&. Cuc Quan Iy Duoc —Bd Y 1€ cén cir tinh
hmhﬂmctedebmhanhsuadm,bommgdanhsachcacwwdumphcpsan
xuit thudc gy nghién, thudc hudng tim than, tién chét ding lam thubc.

2. Co 56 san xuét thuéc gdy nghién, thube hudng tim than, tién chét ding
lam thudc phai tuén tht cac quy dinh sau day:

a) Pat tiéu chuén thuc hanh t6t sin xudt thube (GMP) pht hgp vai timg
" dang bao ché it nhit 02 nim;

b) Nhéan sy:
- Thu kho bdo quan thubc gdy nghién phai t6t nghlep dai hoc dugce va cd
thdi gian hanh nghé it nhét 02 nim trd 18n tai co s& sin xuét thubc.

- Thu kho bao quén thube huéng tAm thén, tién chit ding lam thubc phai
tbt nghlep dai hoc dugc hogc trung hoc duge tr& 1&n duoc dy quyén (thu trirdng
co s& by quyén bang vin ban, thdi gian ty quyen mdi 14n khéng qua 12 théng).

- Nhén vién chii chdt chju trach nhiém vé& ché d6 ghi chép, béo céo pha1 tbt
nghiép dai hoc duge c6 théi gian hanh nghé it nhét 02 nim trd 1én tai co s& san
xuht thuoc,

c) Hd so, sb sich: Co s& san xuét thubc gay nghién, thube huéng tim thén,
tién chét ding 1am thudc phai 18p va ghi chép dly d cic loai sb theo d6i sau
day:

- 84 pha ché thubc gay nghle.n thuoc hudng tam thén, tién chit dung lam
thudc thuc hién theo quy dinh tai mau sé 01 ban hanh kém theo Théng tur nay,

- Sé theo doi xuét, nhap thubc géy nghién, th}.lOC hudng tim than, tién chét
diing 1am thude thuc hién theo quy dinh tai m&u s6 02 ban hanh kém theo théng
fu nay;




- Phiu xuét kho thubc gay nghién, thubc huéng t4m than, tién chét ding
lam thuoc thuce hién theo quy dinh tai mau s6 03 ban hanh kém theo Thong tu
nay;

3. Co s& san xuét thude thanh pham dang phéi hop c6 chira hoat chét gy
nghién, thube thanh pham dang phéi hop ¢6 chira hoat chét nréng tam than,
thube thanh pham dang ph01 hO’p c6 chita tién chat phéi tuén thi cac quy dinh

‘sau day:

a) Pat tiéu chuan thuc hanh tét san xuét thube (GMP) phi hop véi timg

dang bao ché it nhat 02 nam;

b) Nhan su:

- Thu kho bao quan nguyén liéu, ban thanh pham cb chira hoat chét gay
nghién phal t6t nghiép dai hoc duge ¢6 théi gian hanh nghé it nhit 02 ndm tré
1én tai co s& san xuét thude.

- Thi kho bao quan nguyén liéu, ban thanh pham ¢6 chira hoat chit huémg
tam than, nguyén liéu, ban thanh phém cé chta tlen chét phai tot nghiép dai hoc
dugc hodc trung hoc dugc trg 1én duge uy quyén (thi tnrémg co so Uy quyén
bang van ban, thdi gian Uy quyén mdi lan khéng qui 12 thang).

- Nhan vién chi chét chiu trach nhidm vé ché dé ghi chép, bso cdo phai t6t
nghiép dai hoc duge co th&i gian hanh nghé it nhit 02 nam trd 1én tai co s& san
xut thube.

c) Ho so, sb sach: Co s& san xuét thube thanh phim dang phébi hop c6 chira
hoat chat géy nghién, thuoc thanh pham dang phéi hop ¢6 chira hoat chét huéng.
t4m thén, thudc thanh phm dang ph01 hop c6 chira tién chat phéi ghl chép day
dd vao sb theo d&i nhép, xuht thudce thanh pham dang phéi hop ¢ chira hoat
chat géy nghién, thubc thanh pham dang phéi 11op c6 chua hoat chat huémg tAm
than, thubc thanh phim dang phéi hop ¢6 chira tién chét theo mau s6 4 ban hanh
kém theo Thong tir nay. |

4. Co s& san xuét thubc giy nghién, thubc huéng tdm thén, tién chét dung
lam thube duge:

a) Mua, nhap khiu nguyén lidu, ban thanh pham c¢6 chira hoat chét gay

nghién; nguyén liéu, ban thanh pham ¢6 chira hoat chat hucmg tdm thén; nguyén
lidu, ban thanh phim c¢6 chira tién chat @& san xuit thuéc ctia chinh co s& minh;

b) Xuét khau thube gay nghién, thudc hudéng tAm thén, tién chit ding lam
thuéc chia chinh co s& minh san xuit;

¢) Bén thube thanh pham gy nghién, thubc thanh pham huéng tdm than,
thubc thanh phim tién chit cua chinh co s& minh san xudt ¢ho cic co s& quy
dinh tai khoan 1 Pidu 5 Thong tu nay.



Cososanxuatﬂluocﬂlanhphamdangphox hapcochuahoalchalgay
nghlcn. thudc thanh pham dang phdi hop ©6 chra hoat chat huéng tam thén,
thude thanh phim dang ph01 hop c6 chira tién chét dugc:

a) Mua, nhip khéu nguyén heu, ban thanh pham c6 chira hoat chét gay
nghién; nguyén liéu, ban thanh phamoo chira hoat chit hudng tim thin; nguyén
heu,banﬁlanhphamcochuanenchatdcsanxuaﬂhuoccuachmhcosommh

| b)XuaIkhauﬂmocﬂaanhphamdangphmhopcochuahoatchatgay
nghién, thude thanh pham dang phbi hop b chira hoat chat huéng tim thén,
dlmcﬂaanhpbamdangphmhopcochlmumcha;

c)BantmcucpﬂmocﬂaanhphamdangphonhopoochuahoaIchatgay
nghién, timoclhanhphamdangphmhopoochlmhoatchathmmgtamthan,
tlmocdmnhphamdangphonhopooch&ahmchatdowsommhsanxuatcho
céccosukhambmh,chuabenh,nhaﬂnmcdatnguyentacheuchuanﬂmchanh
t6t nhia thuéc (GPP) trong pham vi ci nudc;

d) Bin thuéc thanh pham dang phéi hop cd chira hoat chit gay ~nghién,
thubc thanh phﬁm dang ph01 hop cb chua hoat chit huéng tim thin, thudc thanh
phim dang phéi hop c6 chira tién chit cho chi mét co s& bén buén thude cb
Gidy chimg nhan & didu kién kinh doanh thubc trén dia ban mét tinh dé ban
- cho cac co s& kham bénh, chita bénh, nha thudc dat nguyén tic tiéu chuin thyuce
hanh t6t nha thuéc (GPP) trén dia ban tinh dé.

6. Khi c6 nhu cdu mua, nhip khAu nguyén liéu c6 chira hoat chét gay
nghién, nguyén liéu c6 chira boat chét huong t4m thin, nguyén liéu c6 chira tién
chit d& nghién ciru sin xuit mit héng mdi déng ky luu hanh, co s& phai co don
dé nghi thue hién theo auy dinh tai miu sd 05 ban hanh kém theo Thong tur nay
va phai b4o cao chi tiét s6 luong nguyén ligu da ding dé nghién ciru, san xuft
thir thure hién theo quy dinh tai mau s6 06 ban hanh kém theo Théng tu nay.

Didu 5. Xuét khdu, nhap khiu
1. Doanh nghiép chiu trich nhiém xuat khau, nhap khau va cung Ung
thudc gay nghaen, thube hudng tam thdn, tién chét ding lam thude cho céc co s&
kinh doanh, sir dung thube trong ca nuéc duoc quy dinh tai Phu luc VII ban
hanh kém theo Thong tu nay.

Trudce ngay 30 thang 11 hang nim, doanh nghiép c6 nhu cdu xudt khin,
nhap khéu thuoc géy nghién, thudc hudng tim than tién chit dung lam thube
gLn vin ban dé nghi vé Cuc Quén 1y Dugc-Bd Y té. Cuc Quan 1y Duoc — BoY
té xem xét, bdo cdo dé xuit v6i Lanh dao B§. Cén cir vao tinh hinh thye tién,

Cuc Quan ly Duge - B Y té ban hanh sira ddi, bb sung danh sach cac doanh
nghiép dugc phép xuét khiu, nhép khau thudc giy nghién, thubc hudng tim
thén, tién chét ding lam thude dé cung vmg cho cac co s& kinh doanh, st dung
trong ca nudc.




2. Doanh nghiép xuft khau nhép khau thudc gy nghién, thude hudng tam
thén, tién chét dimg lam thude phai tuan tha cac quy dinh sau:

a} Nhén su: Tha kho phal tbt nghiép dai hoc dugc co thoi gian hanh nghé it
* nhit 02 nam trd 1én tai co s san xuét, kinh doanh thuée.

b) Hb s0, s6 sach: Doanh nghiép Xuét khau nhép khiu thuée gay nghlen
thudce hudng tim than, tién chét ding lam thudc phai 13p va ghi chép day di cac
loai hd so, s6 sach theo dai sau day:

- S6 theo déi xuét, nhap thudc gay nghién, thubc hudng tim thin, tién chét
ding lam thudc thuc hién theo quy dinh tai miu sé 02 ban hinh kém theo
Théng tu nay;

- Phxeu xuét kho thudc gay nghién, thuoc huédng tAm than tién chit ding
1am thudc thuc hién theo quy dinh tai mu 56 03 ban hanh kém theo Théng tur
nay;

- Céc chung tir lién quan den viéc xuét khiu, nhép kh#u, mua ban thubc
giy nghién, thubc huéng tam than, tién chit ding lam thubc. .

. 3. Doanh nghiép Xuét kha'u, nhap khiu thudc gay nghién, thudc hudng tam
than va tién chat dung lam thu6c quy dinh tai khoan 1 Diéu nay dugec:

a) Xuét khiu, nhap khéu thubc gy nghién, thubc hu'onc tam than tién chét
ding 1am thube;

b) Mua thuoc gdy nghién, thubc hudng thm Than tién chét ding l1am thubc,
thuoc thanh pham dang ph01 hop c6 chira hoat chit gay nghién, thubc thanh
pharn dang phéi horp c6 chita hoat chét hu'ong tam thén, thudc thanh phém dang -

phbi hop c6 chita tién chét clia cic co sé san xuft;

¢) Béan thube thanh pham gay nghién, thubc thanh phém huéng tim thén,
thudc thanh phim tién chét cho céc co s& ban bubn quy dinh tai khoan 1 Piéu 6
Théng fur ndy, nha thudc quy dinh tai khoan 1 Pidu 7 Théng tw nay, co s& kham
bénh, chita bénh, co s& nghién ctry, kiém nghiém, trung tdm gido duc - Jao dong
- xa héi, co s& diéu trj nghién chét dang thudc phién bang thudc thay thé, co so
dao tao chuyén nganh Y- dugc trong ca nudec.

d) Ban nguyén liéu, ban thanh pham co chira hoat chat géy nghién; nguyén
liéu, ban thanh pham cé chira hoat chét hudng tam thén; nguyén liéu, ban thanh
phdm cé chita tién chit cho cac co s¢ duge phép san xuét, pha ché thuée gay
nghién, thudc hudng tdm than, tién chét ding 1am thuoc

d) Chi dugc nhap khau truc Uep, khéng dirgc mua, ban thube gy nghién,
thubc hudng tam thin vi tién chit ding Jam thudc cia cdc doanh nghiép xuht
khau, nhap khau thubc khac. Trudmg hop khong cung tmg di thudc cho ngudi
bénh, doanh 11ghlep Xuft khau nhap khiu phii béo céo Cuc Quén ly Dugc — B6
Y té dé xem xét giai quyét.




: 4. Co sé Gap tmg cac diéu kién kinh doanh thubc theo quy dinh tai Chuong
I cia Lust duge, Chuong IV Nghi dinh s6 79/2006/NB-CP ngay 09 thang 08
nim 2006 cia Chinh pbit va Nghi dinh sé6 89/2012/NP-CP ngay 24 thang 10
nim 2012 cia Chinh phil sia déi, bésungmotsédléuwaNgludmhsé
79/2006/ND-CP ngay 09 thang 8 ndm 2006 cua Chinh pbi quy dinh chi tiét thi
hanhmotsodleumaLuatduocduccxuatkhmx,nhapkhauthuocthanhpham
dang phdi hop cb chira hoat chit gy nghwn, thuée ﬂmanhpham dang phdi hop

.oochuahoalchathuongtamthan,thuocthanhphamdangphoxhopoochua

.uénchat;phmlﬁpvaghlchepdayducachososauday

a)Sotheodmnhapkhau,matkhauﬂmocthanh.phamdangphthpco
chlrahoatchatgaynghlm,ﬂmocﬂaanhphamdangphmhopcochuahoaichat

huungtamdmn,ﬂmocthanhphamdangphﬁnhopoochuaumchatﬁmchwn
theo quy djnh tai mu 56 04 ban hinh kém theo Thong tr ndy;

b)Chlmgmhmqmdenvxecxuatkhm,nhapkhml,muabanﬂmﬁcthanh
phamdangphoxhcpcochuahoatchatgiyngtnen,ﬂmocthanhphamdangphm
hopcéchuahoatchathuongtamthanvaﬁmocthanhphamdangpholbopco
chita tién chét.

5. Doanh nghiép xut khu, nhap khau thudc chi duge ban trve tiép thude
- thanh phém dang phoi hop c6 chira hoat chét géy nghién, thude thanh phim
dang phéi hop c6 chira hoat chat huéng tAm than, thudce thanh phim dang phéi
hop ¢é chira tién chit cho:

a) Co s khdm bénh, chiva bénh, nha thubc dat GPP trong pham vi ca nudc;

_ b) M6t co 56 ban buén thube 6 Gidy chiing nhan di diéu kign kinh doanh

thude trén dia ban moét tinh dé ban cho céac co s& kham bénh, chifa bénh, nha
thuoc dat GPP trén dia ban tinh do.
Piéu 6. Ban budn

1. Doanh nghmp duge pham tai tinh, thanh pho trre thuc Trung wong
dang cung 1ng thudc thanh pham géy nghién, thubc thanh pham huéng tam
than, thuéc thanh pham tién chit dugc t1ep tuc mua thube thanh pham gay
nghién, thubc thanh phim hiréng tAm than thubc thinh pham tién chét tir cac
doanh nghiép quy dinh tai khoan 1 Piéu 5 Théng tu nay dé cung tmg trén dia
ban tinh.

Truong hop doanh nghiép dugce pham tinh, thanh phd truc thudc Trung
uong khéng cung \ng di thuoc cho cac co s& kham bénh, chita bénh trén dja
ban, S& Y té tinh, thanh pho trye thuge Trung wong chiu trach nhiém béo cédo
Cuc Quéin ly Dugc — B§ Y té d chi dinh mét doanh nghiép ban bubn thude ¢b
G1ay chung nhin du diéu kién kinh doanh thudc khac cung {mg thudc thaph
pham gy nghién, thubc thanh phim huéng tim than, thubc thanh phém tién
chét trén dia ban tinh.




2. Doanh nghiép quy dinh tai khoan 1 Piéu nay phai tuan thi céc quy dinh
sau:

a) Nhan su: Tht kho phai 16t nghlep dai hoc dwgc va ¢6 thot gian hanh
nghe it nhat 02 nam trd lén: ta1 cong ty san xuét, kinh doanh thuéec.

) Hb so, s6 sach:

- Sb theo dai Xudt, nhap thube gy nghién, thuoc huong tam thén, tidn chét
ding lam thudc thuc hién theo quy dinh tai mAu s 02 ban hanh kém theo

Théng tu nay;

- Phleu xuét kho thudc gy nghién, | thuoc huéng tAm thén, tién chét ding
Jam thude thuc hién theo quy dinh tai mau s 03 ban hanh kém theo Théng tur

nay;

- Céac chung tir lién quan den viée xuét khéu, nhép khéu, mua béan thubc
gay nghién, thudc hudng tam than, tién chit ding lam thube.

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

a) Mua thubc thanh pham gy nghién, thudc thanh pham huong tam than
thudc thanh phim tién chat ctia cac doanh nghiép xuit khéu, nhap khéu thube
quy dinh tai khoan 1 Diéu 5 Théng tu nay;

b) B4n thube thanh pharn gy nghién, thubc thanh phim huéng tim thén,
thubc thanh phim tién chat cho nha thubc dat GPP quy dinh tai khoan 1 Diéu 7
Théng tu nay, co s& kham bénh, chita bénh, co sd nghién cir, kiém nghiém,
trung tAm gido duc- lao dong- x4 héi, co s diéu tri nghién chit dang thudc
phién bing thubc thay thé, co s& dio tao chuyén nganh Y- duoe trén dia ban
tinh.

4. Co s dap ung cac diéu kién kinh doanh thubc theo quy dinh tai Chuong
II cia Luat duge, Chuong IV Nghi dinh sb 79/2006/NP-CP ngay 09 thang 08
nam 2006 cia Chinh pht va Ngh; dinh s6 89/2012/ND-CP ngay 24 thang 10
nim 2012 cta Chinh phi sira ddi, b6 sung mét s diéu cia Nghi dinh s6
79/2006/ND-CP ngay 09 thang 8 nam 2006 cta Chinh pht quy dinh chi tiét thi
hanh mét sb diéu cua Luét duge duge mua, ban thubc thanh pham dang phéi
hop c6 chira hoat chét gy nghién, thubc thanh pham dang phéi hop ¢ chira
hoat chit huéng tim than, thube thanh phém dang phéi hop c6 chira tién chét;
phai 18p va ghi chép day &0 cac hd so sau day

a) Sb theo ddi xuét, nhap thuoc thanh pham dang phéi hop c6 chita hoat
chét gay nghién, thudc thanh pham dang phéi hop ¢6 chira hoat chét huéng tam
thén, thuoc thanh phim dang phdi hop c6 chita tién chét thuc hién theo quy dinh
tai miu s 04 ban hanh kém theo Théng tir nay;

b) Chimg tir lién quan dén viéc mua ban thube thanh pham dang phéi hop
cé chira hoat chét gy nghién, thudc thanh pham dang phdi ho'p co chua hoat
chét hudng t4m thén, thudc thanh pham dang phéi hop c6 chira tién chér.




5. Doanh nghiép ban budn thube thanh phim dang phédi hop ¢6 chira hoat
chét gay nghién, thudc thanh pham dang phdi hop ¢6 chira hoat chét huong tim
than,ﬂ:mocthanhpham dangphélhapcochuauen chét trén dia ban tinh phai
théng bao cho S& Y 1€ tinh, thanh phd truc thudc trung wong nhimg mét hang
maoosodangkmhdoanh,phmﬂmngbaolmkblcosuthay601vach1duoc
_ cunglmgchoccsokhambenh,chlmbenh,nhathuocdatGPPu"cndlabannnh
do.

Diéu 7. Ban 1&

1. NhathuocdatGPPduocbanléﬂmocﬂlanhphamgﬁynthen, thube.
ﬂ:anhphamhuangtamthan,&mocﬂmnhphamtxenchatvaﬂmocthanhpham
dangpbonhopoochuahoatchatgaynghxen,thuocﬂmnhphamdangphmhop
oodmahoatchathuongtamﬂmn,ﬁmocthanhphamdangphmhopcochua
tién chét cho ngudi bénh ngoai tri.

Cacnpathuocmtochucbanﬂnm‘ thanh phim gdy nghién phai ding ky
vGi SG'Y té trén dja ban va thyuc hién quy dinh tai Théng tir nay.

2. Chi nha thubc, ngudi quén 1y chuyén mén phai true tiép quén 1y va ban
1é thuoc thanh pham giy nghién.

3. Durge sy trung hoc trd 1én quan Iy va 3 ban 18 thudc thanh phém huéng
tam thén, thubc thanh phim tién chét.

4, Nha thuoc quy dinh tai khoan 1 Diéu nay dwgc mua thube thanh pham
giy nghién, thudc thanh pham huéng tAm than, thudc thanh phim tién chit;
dwge mua thudc thanh phim dang phéi hop c6 chira hoat chit gay nghién, thude
thanh pham dang phéi hop ¢6 chira hoat chét huéng tdm than, thubc thanh pham
dang phéi hop c6 chira tlen chét tir doanh nghiép xuit khiu, nhap khiu thude
quy dinh tai khoan 1 Diéu 5, doanh nghiép ban buén thude quy dinh tai khoan 1
Diéu 6 Thong tu nay va durge bén 1€ theo quy dinh.

Péi v6i thubc thanh pham dang phdi hop ¢6 chira hoat chat gy nghién,
thubc thanh pham dang phbi hop ¢6 chira hoat chit huéng tAm thén, thube thanh
phém dang phéi hop c6 chira tién chét thuge Danh muyc thudc khong ké don do
B6 Y t& ban hanh dioc ban cho ngudi bénh khong cén don theo quy dinh. M5i
14n ban pbai ghi thong tin chi tiét khach hang,

5. Nha thude khéng dirgc mua, ban nguyén ligu, ban thanh phim c6 chira
hoat chat gy nghién; nguyén liéu, ban thanh pham ¢ chita hoat chét hudng
tam than; nguyén liéy, ban thanh phim c6 chira tién chét.

6. Nha thubc ban 1& thuoc thanh pharn gdy nghién, thubc thanh phim
huoéng tdm thén, thudc thanh phim tién chit phai lap va ghi chép-dly du céc loa
hd so sau day:

a) Sé theo dai xuit, nhip thube ghy nghién, thubc huéng tim thin, tidn
chét ding 1am thubc thie hién theo quy dinh tai miu s6 02 ban hanh kém theo
Théng tu nay;




b) Phiéu xuét kho thuoc gy nghién, thube huéng tam thén, tién chét dung
Jam thube cia noi cung cap thube;

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

d) Bién ban nhén thubc thanh pham gly nghién do nguoél nha nguodi bénh
nép lal.

d) S4 theo d01 théng tin chi tiét khach hiang thwe hién theo quy dinh tai
méu s0 07 ban hanh kém theo Thong tu nay.

Chwong I
KE PON, PHA CHE, CAP PHAT VA SU DUNG THUOC
Piéu 8. Ké don | |
1. Viéc k& don thube thanh pham giy nghién, thubc thanh phim huéng
t4m than va thubc thanh phim tién chét cho ngudi bénh ngoa1 tru thue hién theo

quy dinh cua “Quy ché ké don thudc trong diéu tri ngoai tri” do B truong B§
Y té ban hanh.

2. Viéc ké don thude thanh pham gy nglnen thudc thanh pham huéng
tAm thin va thubc thanh phim tidn chit cho ngudi bénh ndi tri thye hién theo
quy dinh cua “Théng tir hudng dan str dung thubc trong céc co sd y té ¢co
givdng bénh” do B6 trirong BS Y té ban hanh,

3. Thuoc thanh pham dang phdi hop ¢6 chira hoat chét &y nghién, thude
thanh phém dang phéi hop ¢ chia hoat chét huéng tAm than va thudc thanh
phdm dang phéi hop ¢6 chira tidn chat thudc Danh muc thubc khéng k& don
duoc ban cho nguoi bénh khéng ca.n don theo quy dinh tai “Danh muc thube
khéng ké don” do B4 trudng B6 Y té ban hanh.

4. Thubc thanh pharn dang phbi hop ¢6 chira hoat chét gay nghién, thube
thanh phém dang phéi hop cé chira hoat chit huéng tim than va thubc thanh
phém dang phédi hop ¢6 chua tién chit khong thudc “Danh muc thube khoéng ké
don” do B6 trudmg B4 Y té ban hanh chi dugc sir dung khi c6 don cha béac sy cé
chimg chi hanh nghé khém chita bénh. Nguoi ban thude chi duge ban cho ngudi
bénh khi c6 don ciia bac s¥ c6 chimg chi hanh nghé khém chita bénh.

Diéu 9. Pha ché thude tai bénh vién

1. Bénh vién ¢6 pha ché thubc tha.nh pham gy nghién, thubc thanh pham
huéng tim thén, thuoc thanh pham tién chét va thudc thanh Pham dang phoi hop
c6 chita hoat chét g8y nghién, thudc thanh pham dang phoi hop c6 chira hoat
chét huéng tim than, thuéc thanh pham dang phéi hop ¢6 chira tién chit phai bd
trf khu vire pha ché dap tmg cac diéu kién sau day:

a) Co s0 vit chit:




- Phong pha ché: o trdn chbng bui, nén va tudng nha bang vat lidu dé vé
sivh, khi cén thiét cé thé thuc hién cbng viéc 1ay tring. Phéng phai duoc xay
dumg ¢ noi thoang mat, riéng biét, an toan, cach xa ngudn 6 nhiém. Dién tich
maIbangtﬁlthleulal()mQ. Cacbophanphaxbomtheonguyentacmotchleu
7 -Cochomatay,madlmgcuphache
... - Cé da dung cu phu hop véi viéc pha ché, bao quan va kiém nghiém
thudc. '

~ b)Nhin lyc:

' -Ngumglamsat,chmtxachnhlmvechedﬁghxchep bio cao, kiém tra
chatl\mgthuocsauk!nphachephaltotnghlepdmhocducc
: «Ngumquanlythuocthanhphamgﬁynghlmsankhlphachephmtot
nghiép dai hoc duge.

-Ngumqlmnlyﬂmocﬂmnhphamhtmngtamﬂmn,dmocthanhpham
nmchﬁtsaukh:phachephmtétnghleptmnghocduocuvlen.

¢} Dong g61, dan nhan, bio quén:

- Thuéc thénh pham gdy nghién, thuéc thinh phidm hudng tim than,

thudc thanh pham tién chéit pha ché xong phai duoc déng gbi, dan nhin ngay &é

tranh nhim 1an_ Nhén phai c6 thong tin sau day Tén co s6, tén thubc, dang bao

che hoat chét, ndng 36 hosic ham luong, ngudi pha, ngudi gism sat, ngdy pha
ché, han ding cia thudc.

- Thubc gay nghién, thudc hué’ng t4m than, tién chéat ding lam thudc phai
dugc dé bao quan O td néng; c6 cac bién phép, trang thiét bj d& bao dam an

toan, chéng that thojt.

d) Hb so, sd sach:

-S4 pha ché thudc iy nghién, thudc huéng tim thin, tién chit dung lam
thude (Miu s 1);

- S kiém tra kidm soéat chét lugng thudc;

- Quy trinh pha ché thuéc theo domn;

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

2. Pham vi hoat dong:

a) Thubc pha ché chi ban, cip phat theo don cho ngudi bénh diéu tri noi
trl va ngoai tra cia chinh co s& do;

b) Chi dugc pha ché cac thubc c6 cong thic, quy trinh pha ché, tiéu

chuén chét luong duge ngudi ding d4u co s& phé duyét va chiu trach nhiém vé
tinh an toan va hiéu qua cia thudc;

¢) Khéng duge pha ché thudce tiém.



Diéu 10. Pha ché, sir dung thube tai co s& nghién cire, dao tao chuyén
nganh y-duyc

1. Co s& nghién cim, dao tao chuyén nganh y-duoc dugc pha ché, st
dung thude gy nghién, thubc hudng tAm than, tién chéit ding lam thube va
thubc thanh pham dang phbi hop c6 chira hoat chat gay nghién, thuée thanh
pham dang phébi hop ¢6 chira hoat chat huéng tim thén, thubc thanh phdm dang
~ phéi hop c6 chira tién chét phuc vu cong tac gxang day va nghlen ctru khoa hoc;
nguoi t6t nghiép h¢ dai hoc dugc giam sat viéc pha ché va chiu trach nhiém Ve
- ché 46 ghi chép so pha ché, sb theo doi xuét, nhap thubc gy nghién, thude

huorng tAm thén, tién chat ding lam thudc va bdo cdo theo ding quy dinh caa

Théng tu nay.

2. Thubc thanh pham gay nghlen thudc thanh pham hudng tm than va
thuoc thanh phim tién chit pha ché xong phai duoc dong g6i, dan nhan, bao
quan theo quy dinh tai diém c khoan 1 Piéu 9 Théng tu ndy.

Piéu 11. Cip phat va sir dung

1. Khoa duoc cip phat thude cho cac khoa didu trj theo Phiéu linh thube
thanh pham gy nghién, thude thanh phim huéng tm thén v thudc thanh phim
tién chét theo mau sé 8 ban hanh kém theo Théng tu ndy va truc tiép cip phat
thubc cho ngudi bénh didu tri ngoa tra.

Trudng khoa dugc hodic ngudi tot nghiép dai hoc duge duge trudng khoa
iy quyén bang van ban ky duyet phmu linh thuéc thanh pham gay nghién, thuoc
thanh phim huéng tdm than va thubc thanh phim tién chit cia cac khoa didu
tri; ky duyét phmu linh thudc thanh pham gly nghién, thude thanh phim hudng

t4m thén, thuSc thanh phim tidn chat cho ca truc cia khoa duge.

2. Trudmg khoa didu tr, truéng phong kham ky duyét phleu Jinh thude
thanh pham gay nghién, thudc thanh phim hudng tAm than, thudc thanh phim
tién chét cho khoa phong minh.

Tai cac khoa diéu tri, sau khi nhén thude tir khoa duoc, d1eu dudng vién
duoc phén cong nhiém vu phéi d6i chiéu tén thuébe, ndng do, ham luong, sé
lugng thube trrée lic tiém hojic phat cho ngudi bénh;

Thubc thanh pham gdy nghién, thubc thanh pharn hudng tim thén va
thudc thanh phim tién chét thira do khéng su dung hét hoic do ngudi bénh
chuyén vién hosc tir vong, khoa didu trj phai lam gidy trd lai khoa dugc. Trudng
khoa duoc cén ¢t diéu kién cu thé d& quyét dinh tai st dung hodc huy theo quy
dinh va ]4p bién ban luu tai khoa duoc;

Khoa dugc phai theo déi va ghi chép day ai sb luong thude thanh pham
gay nghién, thuoc thanh phim huéng tdm thén va thuoc thinh pham tién chit
xuét, nhap, tén kho thuc hién theo quy dinh tai mAu sé 02 ban hanh kém theo
Thong tu nay.




Thu kho quan Iv thudc giy nghién phai tot nghiép dai hoc dugc hoac
trung hoc dugc duoc ngudl dimg diu oo 53 iy quyén bing vin ban (mdi 1an dy

quyen khong qué 12 thing).
* Thii kho quén Iy thudc hudng tim thin, tién chit ding lam thudc phai tht
nghiép trung hoc dugc g kn. ‘

2. Khoa,phongdleumtrongcaccosokhambenh,chuabenh thube
thanhphamgayngh:en,thuoctbanhphamhuongtamﬂ]anvadmocﬁmnhpham
Umchattmnguiﬂmoctxuc mﬂluoccapumphmdéngannengdodleuduong
_ wenmzcgmvacapphattheoylenh.l{hxdmcauuc ngumgmthuoccuaca

“truc truGe phai ban giao thudc va sb theo doi cho nguii gilt thudc ciia ca tryc
sau.

3. Trung tim gjdo duc - lao djng - xﬁh{il,wsoca:nghimbatbuoc cac
cosod:wmngbwnchﬁtdangﬂmocpmmbangthmcthaythe thudc thanh
pimmgﬁynghmn,ﬂmocﬂ:anhpbamhuungtamthanvaﬂmocthanhphamncn
chatdongumtﬁtnghepdmhocduqchoacuunghocdlmcmlen(dwcngum
dlmgdauwsouyquyenbangvanbanmm]anuyquymk:hongqua12thang)
quan ly, cap phat va theo doi s6 sach.

4. Tram y t& x4, phudng, thi trén do ngudi ¢6 trinh 46 chuyén mdn tix duge
ta trd lén hofdc tir y s¥ trd 18n quén ly, cép phat thubc thanh phdm hudng tim
thin thudc chuong trinh strc khoe tam thin cdng ddng va c6 s theo doi.

‘ Chuong v
GIAO NHAN, VAN CHUYEN VA BAO QUAN THUOC
Piéu 12. Giao nhan

1. Xhi giao, nhén thudc giy nghién, thubc hudng tm thin, tlen chat ding

lam thude, thude thanh pha.m dang phdi hop c¢6 chira hoat chat gdy nghién,
thu6c thanh pham dang phbi hop 6 chita hoat chét huéng tdm thin, thube thanh

phim dang ph01 hop ¢6 chira tién chat Nguoi giao, ngudi nhén thuoc phai tlen
hanh kidm tra,dm chidu tén thugc ndng d6, ham luong, s6 lugng, s6 16 san xudt,
han ding, chﬁt lugng thudc vé mét cam quan; phai ky va ghi r6 ho tén vao
ching tir xuét kho, nhdp kho.

2. Ngudi giao, nguol nhén thudc gdy nghién, thude huéng tdm thén, tidn
chat ding lam thubc phai t6t nghiép trung hoc duge trd 1én.
Piéu 13. Van chuyén

1. Thubc gay nghién, thubc hudng tdm thin, tién chét ding lam thudc,

thubc thanh pham dang phdi hop c6 chira hoat chat géy nghién, thudc thanh

pham dang phéi hqp c6 chira hoat chit huéng tam than, thubc thanh phim dang
phél hop ¢6 chira tién chét phéi duge déng géi, niém phong va cé bién phap bao




dém an toan, khong dé thét thoat trong qua trinh vén ¢ huyén; trén bao bi cén ghi
r6 noi xuat, noi nhap, tén thude, sé luong thube.

2. Ngudi ding déu co sé phai giao nhiém vu bang van bén cho ngudi tbt

~ nghiép trung hoc duoc trd 1én cia co sd minh chiu trach nhiém van chuyén |

thube gy nghién, thubc hudng tdm than, tién chét ding 1am thudc; ngudi chiu -

trach nhiém véan chuyén phai mang theo van béan trén, chimg minh thur nhén dan

(hodc gidy to tuy thén hop phép), hod don ban hang hodc phiéu xuét kho; chiu

- trach nhiém vé chung loai, s6 lugng, chit lwvong thubc vé miat cam quan trong
. qué trinh van chuyén va giao day dn cho bén nhan.

3. Trudmg hop co s¢ kinh doanh-phai thue véan chuyén thudc gy nghlen
thuéc hiréng tam thén, tlen chét ding lam thubc: Bén thué va bén nhén vén
chuyen phai ky hop dong bang van ban, trong d6 néu 15 cac diéu kién lién quan
" dén bao quan, véan chuyén, giao nhan thudc giy nghién, huéng tdm thin, tién
chét ding lam thuéc theo quy dinh. Bén nhén vén chuyén phai dép ung cac diéu
kién dé trong qua trinh van chuyén, bao dam thudc khéng bi that thodt.

Bén thué va bén nhén van chuyen phai chiu trach nhiém vé cac vin dé
lién quan dén thubc gy nghién, thudc hudng tAm than, tién chit ding lam thubc
trong quaé trinh van chuyén.

Nguoi giao va ngudi nhan thudc gdy nghién, thubc hudng tim than, tién
chét ding lam thudc cha co sé kinh doanh phai tét nghiép trung hoc duge trd

lén.
Diéu 14. Bio quan .

1. Doar;h nghiép san X}lét_thuéc phai ¢6 kho ri@ng dap ung tiéu chuin
“Thyc hanh tot bao quan thude” do B¢ trudng B Y té ban hanh dé bao quan
nguyén lidu va thubc thanh pha.m gdy nghién, thudc thinh phim huéng tim
than, thude thanh pham tién chét; thudc thanh phdm dang phébi hop ¢6 chira hoat
chét gay nghién, thudc thanh pham dang phbi hop c¢6 chira hoat chét huéng tam

than, thude thanh pham dang phéi hop ¢6 chira hoat chét tién chét. Kho phai cd
clra, c6 kho4 chic chin, c6 cic bién phép bao dam an todn, khong dé thét thoat.

2. Doanh nghiép xuét khiu, nhp khéu thuéc quy dinh tai khoan 1 Piéu 5
Théng tu nay phai c6 kho riéng dap ung tiéu chudn “Thuc hanh t6t bao quan
thuoc phu hop quy mé kmh doanh cha co s& nhung dién tich t61 thidu 100m>
va thé tich téi thiu 300m’, kho ¢ cira, khéa chéc chin, c6 cac bién phap bao
dam an toan, khéng dé thét thoat.

3. Doanh nghiép ban buén thude quy dinh tai khoan 1 Piéu 6 Thong tu nay
phai ¢ kho dap umg tiéu chuén “Thuc hanh 5t bao quan thube”, trong do kho
bao quin thuoc thanh pham gdy nghién, thudc thanh phim huéng tdm thén,
thudc thanh pham tién chét phai ¢6 khoéa chic chén, c6 céc bién phéap bao dam
an toan, khong Gé that thoat. Néu khéng c0 kho riéng thi thudc thanh pham gy
nghién, thudc thanh phim hwéng tam than, thude thanh phim tién chit phai aé




moét khu vare riéng biét ong kho dat tiéu chuin “Thuc hinh t6t bio quan
thude™.

4. Doanh nghiép xuét khiu, nhip khau doanh nghiép ban budn thuoc
thanh phamdangphm hopcochuahoatchaigay nghién, thuéc thanh pham
dang phbi hapcochuahoatchathuongtamthan,dmocﬂmnhphamdangphm
h0pcochuanenchatphm cokhodapungncuchuan “Thyc hanh t5t bao quin
thudc”, ¢ cac bién phap bao diam an toin, khong dE thit thoat.

5. Nhathuocphm d].roctrangblmnengcokhoachacchandcbao quan
mumﬂlanhphamgaynghwn,thmcthanhphamhuongtamthan, thuéc thanh
phim tién chit.

Neusﬁluongﬂmocmanhphmgaynghwnlt,codledecungtuvmthuoc
thanhphﬁmhuongtamthauvﬁﬂmocthanhphamumchatnhtmgphmdengﬁn
neng,lmnhnhaml" oéldmachacchan,comcblmphapbaodamantoan,
khéng dé thit thoat.

Thuoc thanh pham dang phéi hop c6 chira hoat chit gay nghién, ﬁmoc
thanh pham dangpho1 hop <6 chira hoat chit hudng tim than, thudc thanh phim
dang phéi hop c6 chira tién chét phai dé khu vuc riéng

6. Tu thude truc, tii thude cdp ctu:

Thuoc thanh pham gdy nghién, thudc thanh phim huéng tam than, thudc
thanh pham tién chét ¢ td thube truc, ti thuéc cip ciru phai dugc d& & mét ngan
hoéc 6 riéng, it c6 khod chéc chin. Sé lugng, ching loai thube thanh Pham gy
nghién, thuoc thanh pham huéng t4m thén, thuoc thanh phim tién chét dé tai th
thudc trre, td thude cip ctru do ngudi dimg du co sé quy dinh bing vin ban.

7. Khoa duogc: Thubc thanh phim gy nghién, thubc thanh phim huéng
tam than, thubc thanh phém tién chét phai duoc bao quan trong kho tuén thi céc
quy dinh v& “Thyc hanh tét bao quan thudc”; khoa duge bénh vién phai trién
khai 4p dung nguyén tdc "Thuc hanh t6t bao quan thubc" (GSP) theo ding 16
trinh B6 Y t& quy dinh, ¢ céc bién phap bao dim an toan, khéng dé thét thoat.

Kho, ti bao quan thube thanh pham gay nghién, thudc thanh pham huong
tdm than, thudc thanh pham tién chét c6 kho4 chic chin. Néu khéng c6 kho, tit
riéng, thube thanh phim gdy nghién c6 the dé chung véi thuoc thanh pham
huéng tam thén va thubc thanh pham tién chit nhung phai sép xep riéng biét dé
tranh nham l4n.

Thubc thanh pham dang phbi hop c6 chira hoat chit gay nghién, thube
thanh pham dang phoi hgp c6 chira hoat chét huéng tAm thén, thudc thanh phim
dang phbi hop cb chira tién chét phai dé khu vuec rigng,

8. Co s& nghién clry, co & dao tao va cac don vi lién quan khac: Thudc
gay nghién, thudc huéng tim than, tién chét diing 1am thubc phai dé & mot ngin
hojic 6 riéng, ti c6 khoda chic chin, c6 cac bién phap bao dam an toan, khong dé
thét thodt. Thudc thanh phdm dang phdi hop c6 chira hoat chit giy nghién,




thqéc thanh phrém dang phéi hop ¢6 chita hoat chat huéng tam thin, thube thanh
pham dang phéi hop c¢é chira tién chét phai d€ khu vire riéng.

9. Tram y té x&: 'H}uéc thanh pham hudng tdm than phéi duoc sap xép
trong quay, ti c6 khoa chic chéan, cé cac bién phap bao dam an toan, khong de
that thoét.

Chuong V
HO SO, THU TUC CAP PHEP, BAO CAO VA CHE BO HUY THUOC

Piéu 15. Dy trix

1. Doanh nghi€p ban bubn, co s& ban I¢, co s& sir dung thube phéu lap du
tri1 mua thube thanh pham gdy nghién, thuéc thanh pham hudng tdm than, thube
thanh pharn tién chét thuc hign theo quy dinh tai mau s6 09 ban hanh kém theo

Théng tu nay.

2. Doanh nghiép san xuht thubde thanh pham gy nghién, thube thanh
phém huéng tdm than, thudc thanh pham tién chét, thudc thanh pha:m dang phbi
hop ¢6 chira hoat chét gy nghién, thubc thanh phim _dang phéi hop c6 chira
hoat chat huéng tim than, thude thanh phim dang ph01 hop ¢6 chira tién chét
phai 1am don hang mua nguyén liéu, ban thanh pham cé chura hoat chét gay
nghién; nguyén liéy, ban thanh pham ¢6 chita hoat chat hudng tim thén; nguyen
ligu, bén thanh phim c6 chira tién chét thire hién theo quy dinh tai mau s6 10
ban hanh kém theo Théng tu nay hoac don hang nhap khiu nguyén liéu, ban
thanh pham c6 chira hoat chét giy nghién; nguyén lidu, ban thanh pha:m ¢o chira
hoat chét huéng tm thén; nguyén ligu, ban thanh pham c6 chira tién chat theo
quy dinh tai Thong tu huong dan hoat dong Xuét khau nhép khéu thubc va bao
bi tiép xuic trye tiép véi thude do Bo truéng B6 Y t& ban hanh.

3. Doanh nghiép xuit khau, nhép khiu thuoc lam don hang xuét nhip
khiu thubc gay nghién, thude hudng tam than, tién chét ding lam thube theo
quy dinh tai Théng tu hudng dén hoat ddng xuét khiu, nhap khau thude va bao
bi tiép xtic truc tiép véi thudc hién hanh do B6 truéng B6 Y té ban hanh.

4. Dy tru duoc lam thanh 04 ban (co quan duyét dyr tra luu 02 ban, don vi
luu 01 ban, noi ban luu 01 ban).

5. Céc doanh nghi¢p ban bubn, co s& ban 1¢, co s& sir dung thube thanh
pham géy nghién, thudc thanh pham hucng tam than, thudc thanh phim tién
chét chi duoc phép mua, ban, cap phat, sir dung thuoc thanh phdm gy nghién,
thudc thanh pham hudéng tam thin, thubc thanh pham tién chét khi ban du tri da
dugc phé duyét.

6. Ngum dimg dau doanh nghiép chju trach nhiém vé sb lrong thude
thanh pham gay nghlen thuoc thanh phdm huéng tim than, thuoc thinh phim
tién chat duy (el s6 luong thube du triy phai phi hop véi nhu chu sir dung cia co
s&; chi duge du tra s6 hrong thudce giy nghién, thude hudng tAm than, tién chét




dimg lam thudc vuot qua 50% so véi sé luong st dung lén trudc trong trudng
hop thiéu thube, khin cip, thién tai va dich bénh.

7Doanhnghwpsanxuat,xuaikhau,nhapkhau,doanhnalnepbénbuon,
co G ban l¢, coscsudungﬂmocﬂlanhphamdangphoxhopoochuaboatchat-
gayngh:en,thuocthanhphamdangphonhopoéchuahoaichathuongtamthan

-‘thuocthanhphamnanszphmhopoochlmnenchatkhongphmlapdutrutheo

cac quy dinh trén.

8. Trong thdi han 07 ngay 1am viéc, ké tir khi nhan duge ban du tri hop
le,wquanxctdnyetdutrusexemxetpheduyetbanduuuhoaccocﬁngvan
tra 161, néu rd 1y do khong dirge phé duyét.

Diéu 16. Duyét dw trit

1. Cuc Quan Iy Dugc — B Y té:

a)Duyetdutruﬂmocgaynghlen,thmchmmgtamﬂmn,ucnchﬁt dimg
lamihuocchocﬁngtysénxuﬁtlhmc co s& khim bénh, chita bénh, co s&
nghléncxm,hcmnghmm,cosadaotaochuycnnganhY-duqc

b) Duyét dcnhangmlatkbﬁu,nhapkhan thubc gy nghién, thubc huong
tAm thin, tién chét ding lam thubc cho cic cong ty xuat khiu, nhip khin thudce
quy dinh tai khoan 1 Piéu 5 clia Thong tu ndy;

c) Duyét dy tra thubc gay nghién, thube hudng tam than, tién chat ding
1am thube cho cc co s0 khéng thuje nganh Y té quan 1y nhung ¢6 nhu ciu mua
thubc gay nghién dé nghlen ciru khoa hoc trén co s6 d€ cuong nghién cim khoa
hoc da dirge co quan quén 1y nha nude cd thim quyén phé duyét;

d) Duyét dy tru thube thanh pham gy nghién, thubc thanh phdm hudng
tdm than, thudc thanh phdm tién chit cho Cyuc Quény - B Qudc phong.

2. S& Y té tinh, thanh phé truc thuge Trung wong duyét dy tr thubc
thanh pham gay nghién, thudc thinh phidm hudng tdm than, thubc thanh phim
tién chit cho cong ty bén budn, co so bén 1é thudc, co s khdm bénh, chita bénh
trong va ngoai nganh (trir cac dom vi truc thude B Qubc phong va Bd Giao
thong vén tai), co sd nghién cini, co s& dao tao chuyén nganh Y- duoc. Ty theo
timg dia phuong, S¢Y té co thé phan cap cho Phong Y té quan, huyén, thj xa
hozc Trung tim Y t& quén, huyén, thi x& (néu c6 ngudi tht nghiép dai hoc dugc)
duyét dy tru thudc thanh pham gay ngh1en, thubc thanh pham huéng tim thén,
thudc thanh phdm tién chét cho tram y té x5, phudmg, thi trdn.

3. Cuc Quan y - Bé Quéc phong duyét du tra thudc thanh Pham gay
nghlen thudc thanh phim huéng tAm thén, thudc thinh phim tién chét cho cac
bénh vién, don vi truc thude B Quéc phong.

4. Cuc Y té - Bd Giao théng vén téi duyét dy trd thudc thanh phdm ghy
nghién, thuéc thanh pham hudng tdm than, thudc thinh phém tién chéat cho céc
bénh vién, don vi truc thudc Bo Giao théng vén tai.




Diéu 17. Hb so, thi tuc cép phiép xuit khiu, nhap khiu

1. Hb so, thu tue cap phép xuit khau nhap khau thube géy nghién, thude
huéng tAm than, tién chét ding 1am thube va thube thanh pham dang phéi hop
co chira hoat chit gay nghién, thuée thanh pham dang ph01 hop ¢6 chira hoat
chét hudng tdm thén, thube thanh pham dang phéi hop ¢6 chira tién chét thue
hién theo quy dinh tai Théng tu hudng din hoat déng xuét khau nhap khiu
thude va bao bi tiép xtic truc tiép v6i thube clia Bé trudng B Y té. ‘

2. Gidy phép xuét khau, nhép khéu thuoc géy nghién méau vang, thube
huong tdm than mau xanh, tlen chét ding lam thube mau hong duoc cép cho
timng 1an nhép khiv, xubt khiu va c6 gié trj trong thoi han t61 da 01 nam, ké tir
ngay ky.

3. G1ay phép xuét khiu, nhép khiu thubc gay nghlen thube huong tam
thén, tién chat ding 1am thuée duge gii cho doanh ngh1ep xin nhap khéu, xuét
khau; Vin phong thuong truc phong chéng t01 pham va ma tuy - B6 Céng an,
Chi Cyc Hai quan cira khéu noi 1am thu tue xuét khéu, nhip khiu; B6 Tai chinh
(Cuc Bleu tra chéng buébn l4u - Téng Cuc Haj quan) Uy ban klem S04t ma tuy
quéc t&; Co quan quan Iy nurde nhap khiu (d6i véi gidy phép xuét khiu).

4. Thube _gay nghién, thuoc huéng tam than, Uen chét dung lam thube chi
duogc phép xubt khiu, nhip khau qua cira khiu qudc té cha Viét Nam.

Diéu 18. Liru giir hé so, s8 sich

1. Co s& san xuét, xuét nhap khiu, ban buén, ban 1€, sir dung, pha ché,
chp phat, co so cung umg dich vu lién quan dén thubc géy nghién, thude huéng
tam than va tién chét ding 1am thube phai ghi chép, theo d6i va luu gilr hd so,
so sach va c4c tai lidu lién quan dén thube gay nghjen thube huéng tam thin va
tién chét ding 1am thudc sau khi thudc hét han sir dung it nhét 14 hai nam. Pon
thuée N Iru gitr theo quy dink tai “Quy ché k& don thubc trong didu tri ngoai
tra” do B trudng B Y t€ ban hanh.

2. Co s& san xuft, pha ché thube thanh pham dang phéi hop c6 chira hoat
chét gay nghién, thubc thanh pham dang phbi hop ¢6 chira hoat chét huéng tim
thén, thubc thanh pham dang phéi hop c6 chira tién chat phai ghi chép, theo d&i
va luu glu hé so, sb sach va cac tai liéu lién quan dén nguyén liu, ban thanh
pham c6 chira hoat chét giy nghién; nguyén liéu, ban thanh pham c6 chira hoat
chét huong t&m thin va nguyén liéu, bin thanh phdm cé chira tién chét sau khi
thude hét han sit dung it nht 13 hai nim.

3. Hét théi han hru trif trén, ngudi dimg déu co s 1ap hoi déng dé huy,
1&p bién ban hiy va luu bién ban huy tai co sd.
Piéu 19. Bdo cio

1. Béo céo xuft khiu, nhap khéu:

a) Thubc gy nghién, thube huéng tam than, tién chét dang lam thude:
Cham nhét 10 (mudi) ngay sau khi xuét khéu, nhap khéu, co s& xuat khau, nhap




khin bio cdo theo quy diph tai méu 56 11A, mAu s 11B ban hanh kém theo
Théng tur nay 16i Cuc Quan Iy Duge — B3 Y té va Vian phong thuéng trnuc phong
 chéng t5i pham va ma tuy — B Cong an;

e b)Hangnam,doanhnghmpxuatkhau,nhapkhaubaocaosolmmgxuat
khau,nhapkhanthuocﬂlanhphamdangphmhopcochuahoaichaxgayngbjen,
thuocﬂlanhphamdangphmhoPoocthhoatchathumgtamthan,ﬂmocﬂaanh
’ phamdangphoxhopcoohuahcnchaithucbmnﬂwoquydmhtaxmanso12A,
mnmlmbanhmhkmnﬂwahongmnayﬁm()lcQuanlyDlmc B Y té;
chim nhit 13 ngay 15 thing 01 pim saw.. .. - °

2. Bio cio tbn kho, st dung:

a)Doanhnglmipmatkhau,nhapkhw,doanhnglnepbanbuﬁn,wsobén
lc,wsosud(mgﬂmocgﬁynghlm,dmochmngmmthanvauenchatdlmglam
thudc phai kiém k&, lip bio cio sb hrong thuée thn kho hing thing, 6 thing
truée ngdy 15 thang 7 va hang nim trudc ngay 15 thang 1 nim sau theo quy
dinh tai mau sé 13A,mﬁu56 13B ban hanh kem theo Théng tir nay tGi co quan
xét duyét di tri, cip phép;

b)Doanhnghlepxuatkhau,nhapkhau,doanhnthépbanbuon, co s¢
béan 1& thudc thanh pham dang phéi hop c6 chita hoat chét gy nghién, thubc
thanh phim dang pho1 hop ¢6 chia hoat chit huéng tim than va thudc thanh
phim dang phéi hop c6 chira tlen chit phal kiém k&, 1ap béo co sb lugng mua,
nhip, ton kho, s6 lugng d xuit ban va tén, dia chi khach hang 6 thang trude
ngay 15 thing 7 va hang nim trudc ngay 15 thang 01 nim sau cho S& Y té trén
dia ban.

¢) Doanh nghiép sin xuit, nhip ldléu thubc thanh pham dang phéi hop ¢6
chita hoat chét gay nghién, thubc thanh pham dang ph01 hop ¢6 chira hoat chét
huéng tAm thén va thubc thanh phim dang phdi hop c6 chira tlen chit phai kiém
k&, 1ap bio cdo sb luong mua, nhap, tn kho, s luong di xudt ban va tén, dja
chi khach hang mbi k¥ xin mua, nhap khiu nguyén liéu d& san xuft thube va
hang nam trudc ngay 15 thang 01 nim sau (db1 v&i bao czo nim) cho Cuc Quan
1y Duge — B4 Y té; phai thdng béo cho S& Y € tinh, thanh phé trirc thude trung
wong nhitng mat hang co s& chi dinh doanh nghiép ban trén dia ban va théng
bao lai khi c6 thay dbi.

d) S& Y té c4c tinh, thinh phé trrc thude Trung wong béo cdo tinh hinh sir
dung thubc gay nghién, thudc hudng tim thén va tién chit ding 1am thudc hang
nim cha cac co s& trén dia ban minh theo mau sé 14 ban hanh kém theo Théng
tu nay;

d) Cuc Quan y - Bé Qubc phong bao cao tinh hinh sir dung thubc gay
nghién hang nam ctia nganh minh theo quy dinh mau s6 11A ban hanh kém theo
Théng tu nay toi Cuc Quén Iy Dugc —B6 Y té; chdm nhit ngay 30 thing 01
nam sau.

3. Béo c4o nhim 14n, thit thoat hoic khi ¢6 nghi ngd that thoét:




C4 nhan, t6 chirc trong nude va nude ngoal ¢6 cac hoat dong lién quan
dén thuoc gay nghlen thude hudng tdm thén, tién chit ding lam thube, thudce
thanh pham dang phdi hop cb chira hoat chét gdy nghién, thube thanh phéarn
dang phéi hO‘p ¢ chvra hoat chat huéng tim than va thube thanh phim dang
phéi hop cé chira tién chét phai bdo céo khén t6i co quan xét duyét dy trii trong

truong hop nham ]an, that thoat hoic khi ¢6 nghl ngd thét tho4t. Khi nhén duge -

béo cao khin, co quan xét duyét du tri phai tlen hanh tham tra vi c6 bién phap
x1r 1y thich hop?
" S& Y t€ tinh, thanh phb truc thuge Trung wong téng hop v bdo cdo khin

161 Cuc Quan ly Dugc —Bo Y té.
Diéu 20. Huy thube

1. Nguyén liéu; ban thanh pham cé chira hoat chét gay nghién; nguyén
liéu, ban thanh pham cb chnta hoat cht huong tAm thén; nguyén liéu, ban thanh
phdm c¢6 chira tién chét; thube thanh pham gdy nghién, thudc thanh phim huong
tam thin va thubc thanh phim tlen cht qua han dung, kém cht luong, mau
thue hru khi hét thoi gian Iru, thudc nhén lai tir céc khoa didu trj va thuoc nhén
lai do nguoi bénh tir vong cin phai hily, co s& thue hién viéc hiy thube nhu
sau: :

a) Cé vin ban dé nghi hity thubc gui co quan xét duyet du tra. Van ban deé
nghi hiy thudc phai ghi ré tén thube, néng d6- ham lrong, sb luong, 1y do xin
hity, phuong phép hity. Viée hity thude chi duoc thuc hign sau khi duoc co quan
duyét dy tru phé duyét;

b) Thanh lap héi déng hity thube do ngudi dimg déu co s& quyet dinh.
Héi dbng c6 it nhét 03 ngudi, trong d6 phai cé can bd phu trich co s&;

¢) Lap bién ban hiy thube va luu tai co sé;

d) Sau khi hiy thubc, phai gui béo cdo vige huy thuéc 18n co quan duyét
dy tra (kém theo bién ban hity thube).

: 2. Céc loai du pham, phe pheun trong qué trinh san xuét thube gy nghién,
thudc huong tam than va tién chit dimg 1am thubc, thubc thanh pham dang phdi
hop ¢é chira hoat chit gdy nghién, thudc thanh phim dang ph01 hop ¢ chira
hoat chit huéng tim than va thube thanh phdm dang ph01 hop c6 chira tién chét
can huy, phai duge tip hop va huy nhu quy dinh tai diém b va diém ¢ khoan 1
Piéu nay.

3. Doanh nghlep san xudt, kinh doanh thuoc Céc Joai bao bi tiép xtic truc
tiép voi thube giy nghibn, thudc hudng tAm than vi tién chit dung Jam thubc
khéng str dung nira phai dugce tip hop va huy nhu quy dinh tai diém b va diém ¢
khoan 1 Piéu nay.

Co s6 sir dung thuoc gdy ngh1en thuoc huong tam thin va tién chét ding

lam thude: Céc loai bao bi tiép xiic trire tiép voi thube, bao gom vo chai, vo
dng, vé lo dung thude gy nghién, huéng tAm than va tién chét ding lam thube



khong str dung nira phai duge tdp hop va hiy nhu quy dinh tai diém b va diém
¢ khoan 1 Diéu pay. |

4. Viéc huy thudc gy nghién, thubc hudng tim than, tién chit ding lam
thuéc, thuée thanh pham dang phéi hop c6 chira hoat chit gy nghién, thube
thanhphamdangpho;hopcochuahoatchathucngtamﬂlanva thudc thanh
phiam dang phdi hgp c6 chira tién chit phai riéng biét véi cac thudc khac; phai
bao dim triét dé an toin cho nguoi, sic vit va trdnh 6 nhiém méi trudmg theo
cic quy dinh ciia phip luit vé bao vé méi trudng.

Chuong V1
PIEU KHOAN THI HANH

Dicu 21. Picu khoin thi hanh

1. Théng tr nay c6 hiéu lic thi hanh ké tir ngay 15 thang 07 nam 2014.

2. Théng tu 1012910/'1'1' -BYT ngay 29 thang 04 ndm 2010 cua B6
truéng B6 Y t€ hudng dan cac hoat dong lién quan dén thudoc gay nghién va
Théng tu 11/2010/TT-BYT ngay 29 thang 04 ndm 2010 cua B truong Bo Y 1é
huéng dan céc hoat dong lién quan dén thudc huong tdm thén va tién chat ding
1am thudc hét higu lyc ké tir ngay Théng tu nay c6 hiéu lyc.

Trong qua triph thyc hién, néu c6 kho khan, vurdng, méc gié nghi céc don vi

bao céo vé B6 Y te (Cuc Quan ly Dugc) dé xem xét, giai quyet./.

Noi nlign:

- Vin phong Chinh phi (Cong TTDTCP, Cong bio);
- B{ trudmg, cac Thir truong Bo Y té;

- B Tur phip (Cue Kiém tra van ban, Cyc KSTTHC); e
- B0 Tai chinh; Py
- Bo Cong an (C56, C47, A83); 2

BO TRUOGNG
..

- B Cong Thuong; ‘:

- B Quoc phong (Cuc Quan y), W

-B& GTVT (Cuc Y té); S i

- Cac Vy, Cuc, Thanh tra BG-B8 Y té; Yy, __Nguy 1 Kim Tlen

- S& Y té céc tinh, thanh pho trire thude TW; -

- Tong Cuc Hai quan (Cuc diéu tra chdng budn Jau);
- Téng Céng ty dugc VN;

- Hiép héi DNDVN;

- Cong TT Pién ti-- BYT;

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




Phu fuc ¥

HOAT CHAT GAY NGHIEN
(Ban himh kém theo Thong tu s6: 19/2014/TT-BYT ngay 02 thing 06 nim 2014
ctia Bo truomg Bo Y té)

STT TEN QUOC TE TEN KHOA HOC

(5 a, 6 a)- 4,5- epoxy-3- methoxy-17

‘1. | ACETYLDIHYDROCODEIN | =0 %% o

N-{1-{2-(4-ethyl-4.5- dthydro-5-0x0-1 H-
2. | ALFENTANIL tetrazol-1-yl) ethyl]-4- (methoxymethyl)-4-
piperidinyl]- N- Phenyipropanamide

a~ 13- dimethyl-4- phenyl-4-

3. | ALPHAPRODINE A g
propionoxypipendine

1- para-aminophenethyl-4-
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-
6. | BUTORPHANOL 314 diol

(-)-2- (o~ Dimethylamino-3-

7. | CIRAMADOL hydroxybenzyl) Cyclohexanol

COCAINE Methy! ester clia benzoylecgonine

9. | CODEINE (3- methylmorphine)

((+)-4 [2- methyl-4- ox0-3,3- diphnyl-4 (1-

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

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

12. | DIFENOXIN Phenylisonipecotic acid

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

3. epoxXy- morphinan

1-(3-cyano-3,3-diphenylipropyl)-4-
14. | DIPHENOXYLATE phenylpiperidine-4-carboxylic acid ethyl
ester




4.4~ Diphenyl-6- Piperidino-3- heptanone.

15. | DIPTPANONE

16. | DROTEBANOL (3.4- Dlunethoxy- 17- Methy] morphinan-6
B, 14 dicl)

17. | ETHYL MORPHIN 3- Ethylmorphine

18 FENTANYL (1- Phenethy]-4-N-

' Propionylanilinopiperidine)

19. | HYDROMORPHONE (Dihydromorphinone)

20. | KETOBEMIDON (4- 11'1etaf .h;ydrc_)xyphenyl-l- 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- yI)
phenol

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

HINE Morphinan-3,6 diol, 7,8-didehydro- 4,5-

25. | MORP epoxy-17 methyl - (5 o, 6 o)

26. | MYROPHINE MyristylBenzylmorphine

27 | NALBUPHIN 17- Cyclobutylmethyl- 7,8- dihydro- 14-
hydroxy- 17- normorphine
Morphinan- 6- ol, 7,8- Dihydrro- 4,5-

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)

34. | PETHIDINE (1- mcth)fl-fl-.phenylpiperidinc-4-
carboxylic acid ethyl ester)

35. | PHENAZOCINE (2°- Hydroxy-5,9- Dimethyl-2- Phenethyl-
6,7- Benzomorphan)

36. | PHOLCODIN (Morpholinylethylmorphine)
(1-(3- cyano-3,3- diphenylpropyl-4-(1-

37. | PIRITRAMIDE piperidino)- piperidine- 4- carboxylic acid

amide)




{ {N- { 1- Methyl- 2 pipendinoethyl- N- 2-

38. | PROP 1 : pyridyl Propionamide)
_ ‘ 1<(2-methoxy carbonylethyl)}-4-
39. | REMIFENTANIL (phenylpropionylamino)piperidine-4-
carboxylic acid methyl ester
‘ (N-[4- (methoxymethyl)-1- [2- (2- thienyl)-
40. | SUFENTANIL . ) oy
cthyl]4- piperidyl]- propronanilidc)
41. | THEBACON | ( Acetyldihydrocodeinone)

(H)-1- [(2R*,65%,115%)- 1,2.3,45.6-
J hexahydro- 8- hydroxy- 3,6,11- trimethyl-
4 NAZOCIN MESYLA
> |10 T 2.6- methano-3- Benzazocin- 11- yi]-3-
onc-methanesulphonate

_ (1)- Trans- 2- Dimethylaminomethyl-1-(3-
43. [ TRAMADOL - | methoxy phenyl) cyclobexan-1-ol

* Danh muc nay bao gbm ca:

- Céc Ester va Ether cua céc chit trong bang nay néu chiing khéng xuft
hién trong Bang khéc, khi c6 thé tdn tai cac chit ester va ether do.

- Muo1 cita céc chét ghi trong Bang nay, bao gbm ci mudi cha ester, ether va
nhitng dng phin cha cic chit trén, khi cac muéi d6 c6 thé hinh thanh va ton tai.



Phu fuc I

BANG GIOI HAN HAM LUQONG BOAT CHAT GAY NGHIEN TRONG
THUOC THANH PHAM DANG PHO1 HQP
(Ban hinh kém theo Thong ne s8: 19/2014/TT-BYT ngay 02 thing 06ndm 2014

ciia Bo trieomg Bé Y té)

HAM LUQNG NONG
F p HOAT CHAT
HOAT CHAT TINH -
. TINH THEO
) - THEO DANG BAZO DANG BAZO
STT TENHOAT CHAT THUOC TRONG 1 }-)O’N VI TRONG S AN
GAY NGHIEN SAN PHAM DA =
PHAM CHUA
CHIA LIEU
(T theo mg) CHIA LIEKU
(Tinh theo %)
ACETYLDIHYDROCODEIN 100 2.5
2. COCAINE 0.1
CODEINE 100 2,5
Khong qua 0,5 mg
I?ifenoxin va véi it
4. DIFENOXIN nhit 0,025 mg Atropin
Sulfaiﬁong 1 donvi
san pham 44 chia liéu.
Khong qua 2,5 mg
Difenoxylat va voi it
5. DIPHENOXYLATE nhét 0,025 mg Atropin
Sulfat trong mt dm} vi
san pham 43 chia liéu.
6. DIHYDROCODEIN 100 2.5
7. ETHYL MORPHIN 100 2,5
8. NICODICODIN 100 2,5
0. NORCODEIN 100 2,5
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




Pha lac HI

HOAT CHAT HUONG TAM THAN
(Ban hanh kém theo Thong te s6: 19/2014/TT-BYT ngay 02 thdang 06 ndm 2014
cua Bé truomng Bé Y te)

- - | TENTHONG -
T TEN QUOC TE DUNG KHAC TEN KHOA HQC
1. { ALLOBARBITAL 5.5-diallylbarbituric acid
8- chioro -1- methy -6-
2. |ALPRAZOLAM pheayl - 4H -s- triazolo
[4.3-a] [1,4] benzodiazepine
. . 2-(dicthylamino)
3. | AMFEPRAMONE Diethylpropion - onhenone J
4. | AMINOREX 2- amino->- pheayl- 2-
oxazoline
5-ethyl-5-
> |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 methyl-6H-
9. | BROTIZOLAM thieno(3,2-1)-s-triazolo 4,3-
a)(1,4) diazepine
21-cyclopropyl-7-a[(S)-1-
hydroxy-1,2,2-
10. | BUPRENORPHINE trimethylpropyl]-6,14-endo-
' ethano-6,7,8,14-tetrahydro
oripavine
11. | BUTALBITAL 5-§\llyl-5-1sobutylba.rb1tunc
acid
12. | BUTOBARBITAL > Dutyl->- ethylbarbituric
7-chloro-1,3-dihydro-3-
13. | CAMAZEPAM , Yy
P hydroxy-1-methyl-5-phenyl-




2H-1,4-

benzodiazepin-2-one
dimethylcarbamate (ester)

14.

CHLODIAZEPOXID

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

15.

CATHINE

(+)-norpseudo-
ephedrine

(+)-(R)-a-[(R)-1-
aminoethyl|benzy] alcohol

16.

CLOBAZAM

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

17.

CLONAZEPAM

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

18.

CLORAZEPATE

7- c¢hloro - 2,3 - dihydro - 2
- oxo -5-phenyl-1H-1,4-
benzodiazepine -3-
carbocilic acid

15.

CLOTIAZEPAM

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

20.

CLOXAZOLAM

10-chloro-11b-(o-
chlorophenyl)2,3,7,11b-
tetrehydrooxazolo-[3,2-d]}
[1,4}benzodiazepin-6(5SH) —
one

21.

DELORAZEPAM

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

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-
al[1,4]benzodiazepin

24

ETHCHLORVYNOL

1 - chloro -3- ethyl -1-
penten -4 - yn -3-0l




25.

ETIINAMATE

1- ethyayicyclohexanol
carbamale

ETHYLLOFLAZEPATE

ethyl -7- chloro -5- (0-
flnorophenyl) -2.3 - dihydro
-2 -oxo -1H-1,4 -
benzodiazepine -3-
carboxylate

27.

ETHLAMFETAMINE

cthylamphetamine

N-ethyl-a-
methylphenethylamine

28.

FENCAMFAMIN

N- ethyl-3- phenyl-2-
norbormapamine

29.

FENPROPOREX

®-3-( (o
methylphenecthyl) amino}
propionitrile

30.

FLUDIAZEPAM

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

31.

FLUNITRAZEPAM

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

32,

FLURAZEPAM

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

33.

GLUTETHIMID

2-ethyl-2-phenylglutarimide

34.

HALAZFPAM

- 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

KETAZOLAM

11-chloro -8,12b - (dihydro
- 2.8 - dimethyl - 12b -
phenyl - 4H -]1,3]




oxazino[3,2-d][1,4]
benzodiazepin-4,7 (6H)-
dione

37.

KETAMIN -

(+) =2- (2-Clorophenyl)-2-
methylaminocyclohexanone.

38.

I EFETAMIN

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[},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]
1soindol-5-ol

43,

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




50.

MIDAZOLAM

&- chioro- -6- (o-
fluorophenyl} -1-methyl-
4H-imidazol[1,5-aj{1.4]
benzodiazepine

51.

NIMETAZEPAM

1.3 dihydro -1- methyl-7-
nitro-5-phenyl-2H-1.4
benzodiazepin-2-one

52.

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

55.

OXAZOLAM

10-chloro—-2,3,7,1 1b-
tetrahydro-2-methyl-11b-
phenyloxazolof3,2-d] [1.,4]
benzodiazepin-6(5H) —one

56.

PENTAZOCIN

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

57.

PENTOBARBITAL

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

58.

PHENDIMETRAZIN

(+)-(28,35)-3,4-dimethyl-2-
phenylmorpholine

59.

PHENOBARBITAL

5-ethyl-5-phenylbarbituric
acid

60.

PHENTERMIN

x,o-
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




4’-methyl-2-(1-pyrrolidinyl)

63. | PYROVALERONE
valerophenone

-5-sec-butyl-5-
ethylbarbituric acid

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

64. | SECBUTABARBITAL

65. | TEMAZEPAM

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

8-chloro-6-(o- .

TRIAZ chlorophenyl)-1-methyl-4H-
67. OLAM : s-triazolo[4,3-a][1.,4]
benzodiazepin

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

N,N,6- trimethyl-2-p-

69. | ZOLPIDEM tolylimidazol [1,2-a]
: : pyridine-3- acetamide

66. | TETRAZEPAM

68. | VINYLBITAL

* Danh muc nay bao gém cac muodi clia cac chét ghi trong Bang nay, khi
cac mudi dé co thé hinh thanh va tén tai.




Pl fgc IV

BANG GIOI HAN HAM LUONG HOAT CHAT BUONG TAM THAN
TRONG THUOC THANH PHAM DANG PHOI HQP
(Ban hémk kém theo Thong tir 56: 19/2014/TT-BYT ngay 02 thang 06
ndm 2014ciia Bé trivomg Bo ¥ té)

4
5 BROMAZEPAM Img

6. |BROTIZOLAM 0,25mg
7 BUTOBARBITAL 10mg

8 CAMAZEPAM Smg

9 CHIL.ODIAZEPOXID Smg
10. | CLOBAZAM 5mg
11. CLONAZEPAM 0,5mg -
12. CLORAZEPAT 10 mg
13. | CLOTIAZEPAM Smg
14. DIAZEPAM Smg
15. ESTAZOLAM 0,5mg
16. | FLUDIAZEPAM 0,5mg
17. FLUNITRAZEPAM 0.5mg
i18. |FLURAZEPAM Smg
19. |HALAZEPAM Smg
20. |KETAZOLAM | 5mg




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 Smg

- 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, PINAZEPAM Img




Phu fuc V

TIEN CHAT pi}NG LAM THUOC
(Ban hanh kém theo Thong tue s6:19/2014/TT-BYT ngay 02 thdng 06 nam

2014 ctia B6 trieomg Bo Y té)
STT TEN QUOC TE TEN KHOA HQC
| (R-R*, S*))-1-
1. |EPHEDRINE (methylamino)ethyl}-
Benzenemethanol
2. | N-ETHYLEPHEDRIN 1-Ethylephedrin
N-METHYLEPHEDRIN/
3. | METHYLEPHEDRIN (IR, 25)-2- (d‘"’“hy"““m}l'
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)

Ethyl methyl amino — phenyl -

7. N-ETHYLPSEUDOEPHEDRIN
propane - 1 - ol

Dimethylamino — phenyl — propane —

8. N-METHYLPSEUDOEPHEDRIN 1-ol

* Danh muc ndy bao gbm cdc muéi cha cic chét ghi trong Bang nay,
khi c4c muébi d6 cé thé hinh thanh va tén tai.




Phy hue VI

BANG GIOI HAN HAM LUQNG TIEN CHAT TRONG
THUGOC THANH PHAM DANG PHOI HOP
(Ban hanh kém theo Théng twe sé: 19/2014/TT-BYT ngay 02 thdng 06 ndm 2014
ctia BY truedng BY Y 1é)

1. EPHEDRINE 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%




Phu lec VI

DANH SACH CAC CONG TY CHBIU TRACH NHIEM XUAT KHAU,
NHAP KHAU VA CUNG UNG TBUOC GAY NGHIEN, THUGC
HUONG TAM THAN, TIEN CHAT PUNG LAM THUOC
(Ban hanh kém theo Théng tie s6: 19/2014/TT-BYT ngay 02 thing 06 ndm 2014
ctia Bg trucng Bo Y té)

STT TEN CONG TY

1. | Céng ty TNHH mét thanh vién Duge phim Trung uong 1
2. | Cong ty TNHH mét thanh vién Dugc pham Trung uong 2
3. | Congty TNHH mét thanh vién Duge Trung vong 3
4. | Cong ty TNHH mét thanh vién Dugc Sai Gén
5. | Codngty ¢b phin Xuit nhip khéu y té thinh phé Hé Chi Minh




Mdu 56’1

Tén co 58

SG PHA CHES THUGC GAY NGHIEN, THUGC HUGNG TAM THAN, TIEN CHAT DUNG LAM THUGC
(Bdt ddu sit dung tit.....dén.....)




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

* 86 duge dénh 6 trang tir 01 dén hét, va déng ddu gidp lai



Mdu 26 2
Tén co sd
Pia chi:
big¢n thoai:

6 THEO DOI XUAT - NHAP THUGC GAY NGHIEN, THUGC HUONG TAM THAN,

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



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

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

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

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

T

LaNE: oSG on e R R St
B e e ;nhap: Nhap Xuit Con lai ik
(1) 2) 3 4 (5) (6)

* 88 dugc d4nh s6 trang tir 01 dén hét, va déng dsu gidp lai
* Mai thudc phai danh mét s6 trang riéng, s6 trang nhiéu hay it ty loai thudc xnat, nhap nhidu hay it.
* D61 v6i co sé ban 1¢: Cot (2): Ghi 18 tén, dia chi benh nhan : Cot (3); Ghi 16 tén, dai chi noi ngudi ké don thubc




+

.

Mdu 54; 3
Tén cg so:
Dia chi:
PHIEU XUAT KHO THUOC GAY NGHIEN, THUOC HUGNG TAM THAN,
TIEN CHAT DUNG LAM THUOC
Xuat cho cg so:
Pia chi:

Ngudi giao Ngudi nhin Ngay.... thdng.... ndm....
(ky, ghi ré ho tén) (ky, ghi ré ho tén) Ngudti ding déu co s
hofic Ngudi duge uy quyén

*Mdu ndy cé thé sit dung dé:
e  Xut ndi bo cosd.

e Xuft cho don vi khic:
* Ghi 15 tén ngudi nhin thudc, s§ chiing minh thu nhan dan
* Cd 58 c6 thé ding hoé don tai chinh thay cho miu s6 7 nhung t6i thiéu phai c6 dit cdc thong tin quy dinh tai mAu ndy hofc kém theo

Phiéu bio 10.



Mdu 564

Tén co so:

SO THEO DOI XUAT, NHAP THUOC THANH PHAM DANG PHOI HOP CO CHUA HOAT CHAT GAY NGHIEN, THUOC
THANH PHAM DANG PHOI HOP CO CHUA HUONG TAM THAN, THUOC THANH PHAM DANG PHOI HOP CO CHUA

TIEN CHAT
Ten thude, nOng do, DAM LUGNE. .......ooiii it
Don viTInh: e
INBR SAN XUAL .o e e ettt
sSoren e g I o ol ARFRIREE T o0 i i
i Nhap Xust Con lai S8l o
(3) (4) (3) (6) (8)

* Neén 1ap s6 thi 56 duge ddnh s6 trang tr 01 d&n hét, va déng déu gidp lai
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Tén co s0:
Sa:

DON DE NGHI MUA/NHAP KHAU NGUYEN LIEU CO CHUA HOAT CHAT GAY NGHIEN/ NGUYEN LIEU CO CHUA HOAT
CHAT HUGNG TAM THAN/ NGUYEN LIEU CO CHUA TIEN CHAT

d€ nghién ctru mat hang mét
Kinh gsi:
Cian ct vao kha ning hoat dong caa Céng ty, Cong ty........... dur ki€n nghién ctu vA sdn xuflt thir mat hing thuse gdy nghidn, thudc hudng
tam thdn, tién chdt ddng 1am thudc sau:
S6 luong Tén hoat S$6 ligmg nguyén Téngs6 | S6 luong xin
sr | Tenthudedy 'ﬂ?;';‘}‘f;‘f“’ Dang b2 | cin xusit chat lleu dykién @€ | luongNL | muslnbap |
ne thir GN/HTT/TC | nghién cttu sdn xudt | dutrid khéu

Cong ty dé& nghi Cuc Quan 1y Dugc xét duyet cho cong ty mua nguyén liéu c6 chita hoat chét gay nghién/ nguyén lieu
c6 chiia hoat chit hudng tAm thén/ nguyén lieu c6 chia tién chat trén tai*:...... .

Cong ty cam két s& quan If va sir dung nguyén lidu trén theo diing qui dinh clia quy ch€ hi¢n hanh

Noi nhdn:

- Luu tai don vi

...... , hgdy thdng ndm
Nguti diing ddu co s&
(K'Y tén, déng ddut)

* Trudng hop cong ty xin nhap khdu truc ti€p nguyén lidu: gin k&m don hang xin nhap khéu nguyén lieu cé chita hoat chét gay nghién/

nguyeén lieu c6 chita hoat chit huéng tam thdn/ nguyén liu cb chia tién chat theo quy dinh tai Thong tu huéng din vige xusl khéu, nhap khau
thudc va bao bi tiép xiic truc tiép véi thudc

e T
iy e et



Tén co s0:
56:

BAO CAO SU'DUNG NGUYEN LIEU CO CHUA HOAT CHAT GAY NGHIEN/ NGUYEN LIEU CO CHUA HOAT CHAT HUGNG

TAM THAN/ NGUYEN LIEU CO CHUA TIEN CHAT
da sit dyng dé nghién cifu mat hang mdi sdn xuat hru hanh

b bk SHRE et
Sé luong thanh

Tén thuée

LA L phﬂm e 5 i ; L
(1) (2) (3) 4) (5) (6) 0]

Noinhgn: , ngdy thdang ndm
- g _ _ Ngui ding diu co so
- Lwu tat don vi (Ky tén, déng ddu)



Mdu s¢ 7

Pon vi:
Y8

$O THEO DOI THONG TIN CHI TIET KHACH HANG MUA THUGC THANH PHAM DANG PHOI HQOP CO CHUA
HOAT CHAT GAY NGHIEN, THUOC THANH PHAM DANG PHOI HOP CO CHUA HOAT CHAT HUONG TAM

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

---------

---------

---------

E

Noinhdn: , ngdy thdng ndm
- Cuc QLD; Co 88 bdo cdo
- Luu tai co s& (Ky tén, déng ddu)



Maéu s5 8

Tén co so:
Khoa/phong :
S4:

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

“Thue phat

Téng sb:........... khodn
Ngudi iap bang Ngay.....thdng...ndm.... Ngay...thdng.... ndm....
Trudng khoa/phong Trudng khoa duge hoac
- (ky, ghi rd ho 1én) ngudi duge uy quyén
{(ky, ghi rd ho tén)
Ngudi giao Ngudi nhin
(ky, ghi rd ho tén) (ky, ghi rd ho tén)

* Thiéu linh thusc thanh phim gay nghién, thuéc thinh phdm hu6ng tim thén, thu6e thanh phdm tién chét: t6i thiéu phai c6 02 bin chinh
01 béan luu 13i Khoa Duoc, 01 ban luu tai Khoa didu tri .



Mdu s 9

Tén co si:
S&:

DY TRU MUA THUGC THANH PHAM GAY NGHIEN, THUGC THANH PHAM HUGNG TAM THAN,
THUGC THANH PHAM TIEN CHAT

'_: .“..7;‘:%6: h Y !‘,.;n}‘a M) ‘h‘_ i‘ g i g : -. | 1 ¢

@ G| ©) D L ® © 1 (0

Noi nhén: Ngudsi 1ap du trix Ngdy ......thdng.....ndM....... 881 iivinnny Ngdy .o thdng
- Ngudi ding ddu co sd Duy®t ban dy try ndy gém....trang.....khoan
- Luu tai co s6. Puge mua tai cOng ty........
Dy ted ndy c6 gié tej tit ngdy k¢ ban haah dén et
ngdy 31/12/20*...
Co quan duyét dy trd

(ky tén, déng ddi)

- Dy tr ndy 4p dung cho céc co s& kinh doanh, st dung thudc thanh phdm gy nghién, thude thinh phém hudng tam thén, thuSc thanh phém tién
chit.

- C6 thé 1am durtrd bd sung trong nam nhung cot 4,5,6,7,8,9 phai 1a nhfing s6 liéu cla thii gian trude nghy idm dy trd

- Dur trd 1am thanh 4 ban (don vi dir trd luu 1 ban, noi bén 1 ban, co quan duyét heu 2 bin)

* Dy trk nay c6 gid tri tir ngdy ky ban hanh dén hét ngiy 31 thdng 12 cba niim xin dit tr mua thude,

** D6i véi cdc o s khdm chia bénh: thite hién ddu thdu thudc theo qui dink cia Phdp ludt: dy trid c6 thé duge lam sau khi cé két qud ddi thdn,
giti kém theo két qud triing thdu

*% Déi vdi co sd KCB: khéng thitc hién ddu thdu theo qui dinh cia Phdp ludt phdi ghi ré dé nghi dugre mua tai co sd ndo dé€ co quan xét duydt
dut trt xem xét.
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Teén co s&: ——
Sa- .

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

Kinh giri:

Noi nhén: Nguai 1ap dv tri Ngdy .....thdng.....ndm.......
- Nguai ditng ddu co s&
- L tat 2o so.



Tén cd sd
S6.....
BAO CAO NHAP KHAU THUOC GAY NGHIEN HOAC THUGC HUONG TAM THAN
HOAC TIEN CHAT DUNG LAM THUGC
(Bdo cdo cho titng Idn nhdp khdu)
Kinh giti :
Nguyén liéu, S6 giay Tén, dia chi Tén, dia chi )
STT thubc thanh phép nhap | nhasan xudt, | nha xudt klidu, §6 ldl:?negt da | 86 ll:&nag thye | 56 (;g,“han ll’;gﬁyvlél:alp
phdm nhap khdu khdu tén nude tén nudc y P g 141 VE Ko
Cira khéu nhip hang:
Tinh trang chat lugng: 1/ Dat tiéu chuén .........
2/ Khong dat tiéu chudn (néu cu thé tinh trang khong dat):
3/ Tinh trang bao bi, nhan:
Tot O
Khong t6t: D
Noi nhan: Ngdy théng né&m
- Nhu trén;

Co s& nhip khéu
- Luu tai co sd | (Ky tén, déng dau)




Teén co sor

Mdu s6'11B

BAO CAO XUAT KHAU THUOC GAY NGHIEN HOAC THUOC HUGNG TAM THAN

HOAC TIEN CHAT DUNG LAM THUOC

(Bdo cdo cho tirng ldn xudt khdu)

Kinh giii :

Nguyén liéu, e A o o, | Tén, dia chi

thudc thanh 56 Bty Te\n, dia Ch,l nha nhap Soluong | S6lugng | S&16, han | Ngay xudt | Céra khiu xudt
STT P ] phép xuit { nha sin xuit, ) < \ p . S

pham xuat Kkhiu tén nue - khau, tén da duyét | thue xuat ding hang hang
khiu nudc

Noi nhin: Ngay thdng ndm
- Nhu trén;

- L tai co s

Co sé& xuit khiu
(Ky tén, déng ddi)



Mdu 56 124
Tén co sd '

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

Kinh gtii :
Tén hoat chét "
; ' Tén, dfa | Tén, dia chi S6 S6
STT Tén thudc, néng | Pon vi Tl:?é':‘ IEUNn/HcHgf i“;'::n chi nha | nha xuét Sgah:«éng S6 lugng | lugng | lugng
do, ham lugng tinh fhinh vl dg chia li éﬁ Logc san xufit, | khdu, tén 1hé P da nhap da ton
. < nep tén nuéc nude phtp bén | kbho
chura chia liéu
Noi nhan: | Ngay thdng ndm
- Nhu trén; ' Co s& nhip khdu
- Ltru tai co sd (K3 tén, dbnug ddu)



Mdiu s6 12B
Tén cg s6

BAO CAO XUAT 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 giri :
. Tén hoat chat Tén, dia N Téng s6 khoi
STT Tén thude, néng | Pon vi Tl;la;:lh GN/HTT/TC -ham luwong | chi nha nhll;::ag!alf;‘ éu S6 legng | luong hoat chat
do, ham lugng tinh (l:)hinh 6 trong 1 don vi da chia | sin xuit, tan nI:r dc > | da xuit GN/HTT/TC
liéu hoac chua chia lidu | tén nuéce tinh ra g (kg)
Noi nhan: Ngdy thing ndm
- Nhu trén; : Co st xuft khin
- Luu taj co sé ‘ (Ky tén, dong diu)




Mdu sé’le
Tén co s
Sa:

2 z k] - ~ Ay ' ’ R . a
BAO CAO SUDUNG NGUYEN LIEU CO CHUA HOAT CHAT GAY NGHIEN/ NGUYEN LIEU CO CHUA HOAT CHAT
HUGNG TAM THAN/ NGUYEN LIEU CO CHUA TIBN CHAT

Nuoi nhan: i Ngdy thdng ndm

L F ‘ Co 34 bbo céo
- Luu tai co 50 - _ R o (Ky tén, déng ddu)

* Tng s6 lugng thudc clia cOt 4 va cot 5 phai bing 56 lugng ghi & cot 6.



Madu 56 13B
Tén co b e

Sa:

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

Kinh gii:
Nong do, ham S6 dang ky
Tén thuéc thanh { lweng hoat chét thanh phdm
phim ' GN/HTT/TC
W) @) (3) @ G) ©) D1 ®

1.1 | Téng s6 nguyén liéu st
dung trong ky

1.2 | S& lugng i6n kho k¥ trude
1.3 | Sé& lugng nhap trong ky

1.4 | Ton kho cudi ky

Noi nhén:

- Luu taj co sy

Ngay thdng ndm
Co sd bdo cdo
(Ky tén, dong ddu)

* Mé‘iu ndy dp dung cho Co s& san xudt: bdo cdo 6 thdng, nam, méi ldn mua/nhap nguyen liéu thudc gay nghien, nguyén litu thude hudng tam
thin, tién chat ding lAm thudc




Madu s6 14

& v t€ tinh, thanh phé: CONG HOA XA HOI CHU NGHIA VIRT NAM
S6: Doc lap- Tu do- Hanh phiic

...... Ngay thdng ndm

BAO CAO CONG TAC QUAN LY THUGC GAY NGHIEN HOAC THUGC
HUGNG TAM THAN HOAC TIEN CHAT DUNG LAM THUGC
Nam:.._..

Kinh giti: Coc Quin Iy Duoc- Bo Y €

L Quin Iy thuc gy nghién, hutng tim thin (fién chi) trén dia ban:

1. 56 oo s& ban buon thatc giy nghiéa, hutng thm thin (tién chit):

2. S5 co 55 bén ¢ thudc thinh phim gay nghién, hubng tim thén (tiéa chi):

3. S6 co' s3 y 1€ sir dung thudc thanh phim giy nghién, hudng tim thén (tién chit):

3.1. S6 co s¢ trong nganh v i€ sit dung thusc thinh phém giy nghién, huéng tam thén (tién
chét):

3.2. S8 co s& ngodi nganh v € sit dung thuéc thanh phém gay nghién, hudng tim thén (tién
chat):

4. Céng tac quan Iy, sir dung:

II. Sir dung, t6n kho thuéc thanh phdm gay nghién, huéng tAm than (tién chat)

S6
Tén thuéc, nén hugn S6 S6 S6
STT | do, hz‘imml:,uqng,g %zg Cégt: Dg:h"i t6n.kl§o lwvgng |lwongsir| luong
dang bao ché | £g nam | . nhap dung | ton kho

trudc

* 86 lugng sir dung: La s6 lugng bdn 1é cha co s& bén 1é va s8 lugng sir dung trong cic co
sG y t€ trén dia ban.

* S6 lugng t6n kho: 14 s6 hugng ton kho tai c4c co s& ban buodn, co s§ ban 1&, co s& y t€ trén
dia ban tai thdi diém béo cdo.

Gidm d6c S Y t&
(Ky tén, dong ddu)
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