BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
—_— Péc lip - Trr do - Hanh phic
86: 19/2014/TT-BYT Ha Ngi, ngay 02 thdng 06 ndm 2014
THONG TU
Quy dinh quan Iy thubc giy nghién, thube hwéng tim thin
va tidn chét ding lim thube

Céin cik Lugit duge s6 34/2005-QH-11 ngy 14 théng 6 ndm 2005;
Cn cié Lugt phong, chéng ma tup s8 23/2000/QH10 ngay 19 thing 12

ném 2000 va Ludt sira d6i, b6 sung mét s6 diéu ciia Ludt phong, ching ma 7

s6 16/2008/QH12 ngay 03 théng 6 ndm 2008;

Cén cit Nghi dinh 56 79/2006/ND-CP ngay 09 thing 8 nam 2006 ciia
Chinh phii quy dinh chi tiét thi hank mgt sé diéu cia Ludt duge;

Cén cit Nghi dinh 56 89/2012/ND-CP ngdy 24 thing 10 ndm 2012 cia
Chinh phil siza d6i, b sung mét sé diéu cia Nghj dinh s6 79/2006/ND-CP ngay
09 thing 8 ndm 2006 ciia Chinh phii quy dinh chi tiét thi himh mt sé didu ctia
Ludt duege

Can cit Nghi dinh s6 80/2001/ND-CP ngay 05 thing 11 ndm 2001 ciia
Chinh phit hudmg déan viée kiém sodt cdc hoat déng hop phdp lién quan dén ma
tuy ¢ trong nude;

Can cik Nghi dinh 56 58/2003/ND-CP ngay 19 théng 5 nam 2003 cia
Chinh phii quy dinh vé kiém sodt nhdp khdu, xudt khdu, van chuyén qué cinh
lanh thd Viét Nam chdt ma tu, tién chdt, thude gy nghién, thude hudong 1ém
than;

Cén ci Nghi dink 58 82/2013/ND-CP ngay 19 thing 07 ndm 2013 ciia
Chinh phii vé vige ban hinh cde danh muc chdt ma tiy va tién chdt;

Cin etk Nghi dinh 56 63/2012/ND-CP ngay 31 thdng 08 ndm 2012 ciia
Chinh phii quy dink chite ndng nhiém vu, quyén han va co céu 16 chite ciia B6 ¥
e

Theo dé nghi ciia Cuc truémg Cuc Qudn Iy Dure,

, B6 trudng BS ¥ 1€ ban hanh Thong tu quy dink qudn Iy thudc gdy nghién,
thube hudng tam than va tién chét dimg lam thusc.
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Chwrons I
NHUNG QUY DINH CHUNG
Diéu 1. Pham vi diéu chinh va di twgng ip dung
Théng tr nédy quy dinh céc hoat déng lién quan dén thuoc gév nghién,
thude huéng tim than; tién chét ding Jam thube va nhuéc thanh pkam dar
hop c6 chira hoat chét gy nghién, thube thanh pham dang p‘nm hop «
hoat chét huéng tam thén thude thanh phim dang phéi hop c6 chira tié

dung trong linh vie y t8 va trong phén tich, kiém nghlém_ ngh;en ciru 1
ciia céc co quan, to chire, ¢4 nhan trong nude va nurée ngodi,
Piéu 2. Giai thich tir ngir

Trong Théng tu nay, céc tir ngir dudi diy dugc hiéu nhw sau:

1. Thube géy nghién gbm:

a) Nguyén liéu cé chira hoat chét gay nghién quy dinh tai Phu lve T ban
hanh kém theo Théng tr nay.

b) Bén thanh phim ¢ chia hoat chit giy nghién quy dinh tai Phu luc 1
ban hanh kém theo Théng tu nay.

¢) Thube thanh pham cé chira hoat chét gay nghién quy dinh tai Phu luc I
& moi nong 46, ham lugng.

d) Thuéde thanh phim ¢6 chira hoat chét gﬁy nghién phéi hop v ¢l hoat
chét khéc trong dé ndng d¢, ham luong hoat chét gy nghién 1én hon ndng 45,
ham lugng quy dinh tai Phuy lyc I ban hanh kém theo Théng tr nay.

d) Thubc thinh phﬁm co chira hoat chat gay nghién phéi hop véi hoat
chét gay nghién khéc; hodc thude thanh phém c6 chira hoat chat gdy nghién
phm hop vdi hoat chat huéng tdm tha.n, hogc thube thanh phé.m ¢6 chira hoat
chét gay nghién th hop véi tién chét diing lam thuéc; hoae thude thanh pham
¢6 chita hoat chét gay nghién phéi hop véi hoat chét huéng tam thén va tidn
chat ding lam thube trong d6 hoat chat gy nghién, hoat chét huéng tim thén,
tién chét ding lam thube & moi néng d¢, ham lueng.

2 Thuoc théanh phdm gy nghién 12 thube quy dinh tai cde diémec, dvad
khoén 1 Piéu nay.

3. Thudc thanh pham dang phox hop ¢6 chia hoat chdt géy nghién la
thudc thanh phim dép tmg ddng thdi céc didu kidn sau day:

2) Cé chira céc hoat chét khong phai 14 hoat chét gay nghién, khéng phai
12 hoat chét huéng tim thén va khéng phai 14 tién chét ding lam thude;

b) Cé chira hoat chét gdy nghién; hoZe cé chira hoat chét géyn
hep véi hoat chat hutng tdm thén; hoze ¢6 chira hogt ch 14t 28y nghié
véi tién chét ding lam thube; hogc ¢6 chira hogt chét giy nzh én phéi hop véi
hoat chét hudéng tim thén v tién chét ding 12m thuéc;
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¢) Néng 49, ham lrgng céc hoat chét gay nghién, hoat ch"' '
thin, tién chét ding 1am thuéc du nké hon hojc bang nong 49, han
dinh tai Phy Juc IL IV va VI ban hanh kém theo Théng tr nay.
4. Thube hdmg tém than gbm:
a) Nguyén lidu c6 chira hoat chét huéng tim thén quy dinh tai Phu luc I
ban hanh kém theo Théng tu nay.
b) Bén thanh phém c6 chira hoat chit huéng tam than quy dinh tai Phy
luc IT1 ban hanh kém theo Théng tr ndy. -
¢) Thubc thanh phim c6 chira hoat chét hudng tam than quy dinh tai Phy
Juc TI ban hanh kém theo Thong tu nay & moi nong 49, ham lugng. S
d) Thube thanh phim c6 chira hoat chét huéng tm thén phoi hop V@
hoat chat khac trong dé ndng d6, ham lugng hoat chat hudng tim than lén ]:-org
nbng 46, ham hueng quy dinh tai Phu lyc IV ban hanh kém theo Thong tr nay. =
d) Thube thanh phim c6 chira hogt chét hudng tim thin phoi hop vEL]
hoat chat huéng tém than khac; hodc thube thanh pham cé chira hoat chat huong
tim than phoi hop v6i tién chét ding lam thube trong d6 hoat chat huéng tdm
thén, tién chét ding lam thude & moi nong d§, ham hrong.
5. Thube thanh phdm hong tm than 14 thudc quy dinh tai céc diém c, d
va d khoan 4 Diéu nay.
6. Thuée thanh phim dang phoi hop c6 chiza hoat chdt huéng tém than 1a
thubc thanh phim dép img ddng thdi céc dieu kién sau day:
a) C6 chira céc hoat chét khong phai 12 hoat c]xét gdy nghién, khéng phai
12 hoat chét hudng tam thin va khong phai 12 tien chét ding lam thude;
_ b) C4 chira hoat chét huéng tim than hogc cd chira hoat chét huéng tam
thén phdi hop Vi tién chit ding 1am thude;
 ¢) Néng 46, ham lugng céc hoat chét huéng tim than, tién chét ding lam
thube déu nhé hon hodc bing ndng d6, ham luong quy dinh tai Phu luc IV va VI
ban hanh kém theo Thong tur nay.
7. Tién chdt dimg lam thuée gbm:
a) Nguyén liéu cé chira tién chét ding lam thudc quy dinh tai Phy lyc V
ban hanh kém theo Théng tu nay.
b) Bén thinh phém c6 chira tién chét dimg Jam thude quy dinh tai Phu Iy
V ban hanh kém theo Thong tu nay.
¢) Thubc thinh phém c6 chita tidn chét dung lam thude quy dinh tai Phu
luc V ban hénh kém theo Théng tw ndy ¢ moi néng do, ham luong.
_d) Thube thénh phém c6 chira tién chét ding lam thue phéi hop véi hoat
chét khéc trong d6 nbng 85, ham luong tién chat ding 1am thude 16n hon nong
&5, ham luong quy dinh tai Phu luc VI ban hanh kem theo Théng tu nay.
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4) Thube thanh phém 6 chira tién chét diing lam thude phéi hop
chét ding lam thude khic & moi ndng 40, ham luong.

8. T"‘uoc thanh pham tién chét 13 thube quy dinh tai cdc diém c ad
khoan 7 Diéu ny.

9. Thudc thanh phim dang phéi hop ¢6 chira tién chdt 1a thude thanh
phim dép Ymg dbng thai céc diéu kién sau day:

a) C6 chira cac hoat chét khong phai 14 hoat chét gav nghién, khong phai
12 hoat chét hwéng tdm thén va khéng phai 1 tién chét ding lam thude;

. b)Céchia tién chét ding Jam thuée & nong 46, ham lugng nho hon hoac
bing nong d6, ham lugng quy dinh tai Phy luc VI ban hanh kém theo Thong twr
nay.

Chwong IT
KINH DOANH THUOC

Pitu 3. Nguyén tic chung

1. Co sé sén xuaI, xuat khau, nhép khéu, ban bubn, ban 1é, co s& cung img
dich vu lién quan, dén thude gdy nghién, thude huéng tam thén, tién chét ding
lim thude va thude thanh phém dang phéi hop c6 chita hoat chat géy nghién,
thude thénh pham dang phoi hgp c6 chira hoat chét huéng tim than, thudc thanh
ph&m dang phéi hop c6 chira tién chit phai ddp tmg céc diéu kién kinh doanh
thudc theo quy dinh tai Chuong II ctia Ludt duge va Chuong IV Nghij dinh so
79/2006/ND-CP ngay 09 thang 08 nim 2006 ctia Chinh phu va Nghj dinh s6
89/2012/ND-CP ngay 24 théng 10 nim 2012 cia Chinh phi sira doi, bo sung
mét sb didu ctia Nghj dmh 50 79/2006/ND- CP ngay 09 thing 8 nam 2006 cta
Chinh phi quy dinh chi tiét thi hanh mét s6 didu ctia Luat duge va cée quy dinh
tai Théng tr nay.

2.Co scr sén xuat, xufit khiu, nhép khau, ban budn, co s¢ cung {mg dich vu
lién quan dén thudc géy nghién, thube huéng tam than, tién chat ding lam Lhuoc
phai x8y dung va thu’c hién theo céc quy trinh thao tic chuén {SOP) riéng vé
thube gay nghién, thuoc _huéng tim than, tién chat ding lam thuéc dé quén Iy
cdc hoat déng xuét khiu, nhip khéu, mua, bén, bio quén, giao nhén, vén
chuyén, hay thuée. Viée xdy dung SOP phéi bio dém an toan, khéng duge dé
thét thodr; timg cong doan phai ¢é ban giao bé.ng sd séch, c6 ky xac nhén nhim
xéc dinh rd tréch nhiém ctia timg c4 nhan trong mdi cong doan.

3. Cosdrsin nét xuét khau, nhép khiu, bén buén, co s& cung tmg dich vu
lién quen &én thuée thanh pham dang phéi hop b chira hogt chét géy nghién,
thudc thinh ph.:n dang phm hop ¢ chira hoat chét hoat chit hudng 14m thén,
thude thanh phém dang phéi hop 6 chira 1ién chat phai ¢ cdc quy trinh thao téc
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chuén trong céc hoat déng theo quy dinh tai khoan 2 Didu ndy. Céc SOP na)
thé viét riéng hodc chung v&i SOP clia céc thube khéc.

4. Cé nhan tham gia kinh doanh thuc ghy nghién, thude hucms tam thi
tién chét ding 1am thudc va thubc thinh pham dang phoi hop c0
gy nghién, thuoc thanh pham dang phoi hop c6 chira hoat chét huor

+84-8

thude thanh pham dang phoi hop cb chira tién chat phai duoc déo 120 b s

cép nhéat vé cac van ban quy pham phép luét va céc quy trinh thao tac ¢ i :ﬁ

quan; ho so do tao phai duge liru git¥ tai co 0.

Diéu 4. Sin xuét "
1. Co s& dang duge phép sén xuét thude gay nghién, thuéc hudng tam thEm

v tién chat ding lam thube duge tiep tuc sén xuat cic thudc gy ube

huéng tim thén v tién chit ding lam thuoe. ¥ 3}

Truée ngay 30 thang 11 héng nim, céc co s& ¢ nhu cBu sin xuét thuds
géy nghién, thudc hudng tim thén, tién chat ding lam thude gii vin ban aee
nghj vé Cuc Quan Iy Duge - B¢ Y té. Cuc Quén Iy Duge —B§ Y 1€ can ot Ui
hinh thue té dé ban hanh sira d6i, bo sung danh séch cdc co s§ duge phép san
xudt thuc gay nghién, thubc hrémg tam thén, tién chat ding lam thude.

2. Co s& sin xuét thube gdy nghién, thubc huéng tam thén, tién chat ding
1am thudc phai tudn thi cde quy dinh sau day:

2) Pat tiéu chudn thye hanh t6t sin xuét thue (GMP) phi hop véi timg
dang bao ché it nhét 02 nam:

b) Nhén su:

- Thi kho bio quan thude gay nghién phai 15t nghiép dai hoc duge va c6
thoi gian hanh nghé it nhét 02 n&m tr 1én tai co s& san xuat thube.

- Thii kho béo quén thudc huéng tam thin, tién chét ding l2m thubc phéi
tét nghiép dai hoc duge hoge trung hoe duge tré lén duge ty quyén (thd trudéng
co s& ity quyén bing van ban, thoi gian ty quyén moi lan khong qué 12 théng).

- Nhén vién chit chét chiu trach nhiém vé ché 8 ghi chép, bdo cdo phai 1ot
nghiép dai hoc duge cé thori gian hanh nghé it nhat 02 ndm tré 1én tai co so sén
xuét thude;

~ ¢) Hb so, s6 sich: Co 5o sén xuét thube gay nghién, thude huéng tim thén,
tién chét ding lam thube phai 1ap va ghi chép day di céc loai sb theo ddi sau
day:
- S5 pha ché thudc gy nghiéa, thubc huéng tam thén, tién chét ding lim
thube thue hién theo quy dinh tai m&u s6 01 ban hanh kém theo Théng tr nay;

- S5 theo dai xuét, nhip thudc giy nghién, thubc huéng tAm thén, tién chit
ding 1am thude thye hién theo quy dinh tzi m&u 50 02 ban hénh kém theo théng
fur nay;




thude hudng tam thin, tién chic
2u 50 03 ban hanh kém theo Théng

1&m thude thue hién theo .:1'.:)"' d‘i.“h zim
nay;

3. Co s& san xuét l:huéc thinh phém dang phéi hop c6 chira hoat chat géy
nghién, thude thanh phém dang phoi hop b chira hoat chit hurmg t4m than,
thube thanh phim dang phéi hop ¢ chia tidn chét phai wan thi cdc quy dinh
sau dzy:

2) Dat tiéu chuin thuce hinh tht sin xuit thube (GMP) phi hop véi timg
dang bzo ché it nht 02 nam;

b) Nhén syu:

- Thu kho bao quan nguyén liéy, bin thanh phim c6 chira hoat chat gay

nghién phai t6t nghiép dai hoc duge cé thdi gian hanh ngh# it nhét 02 nim tr&
lén tai co & sin xuft thude.

- Thi kho bao quan nguyén liéu, ban thanh Ehim co chua hoat chit hudng
tAm thin, nguyén li¢u, bén thanh phém co chira tién chét phai tbt nghlen dai hoc
duge hodc trung hoc duge tro lén daqc uy quyen (thd trwong co s iy quyén
bing vn ban, thoi gian ty quyén mbi lin khéng qua 12 théng).

- Nhén vién chi chét chiu tréch nhiém v& ché d§ ghi chép, bao céo phéi tdt
nghigp dai hoc dugc cd théi gian hanh nghé it nhét 02 nim tr& 1én tai co s& san
xuat thude.

¢) Hb s, sb sach: Cct s& san xuét thude thanh phém dang phéi hop cé chira
hoat c!m géy nghién, thuoc thanh pham dang phm hop 6 chira hoat chét huéng
1im than. thude thanh phim dang phcu hop cé chira tién chét phai ghi chép diy
i vao s theo dai nhap, xuét thude thinh phim dang phéi hop c6 chira hoat
chét géy nghién, thude thanh phim dang phoi hop c6 chira hoat chﬁt huéng tdm
thin, thudc thanh phim dang phoi hop ¢6 chira tién chét theo méu sb 4 ban hanh
kém theo Théng tu ndy.

4, Co s&r san xuét thube gay nghién, thube hudéng tam thin, tién chét ding
13m thube duoe:

a) Mua, nhap khiu nguyén lieu, bén thanh phﬁm c6 chira hoat chét gay
nghién; nguyén liéu, bén thanh harn c6 chira hoat chat huéng tim thén; nguyén
liéu, bén thanh phim c6 chira tzgn chét dé san xuat thube cta chinh co s¢ minh;

b) Xuét khiu thube giy nghién, thubc hudng tam thin, tién chét ding lam
thuée cia chinh co s& minh sén xuart;
¢) Bén thubc thanh phé.m g8y nghién, thube thanh pham hudmg t4m thén,
thube thinh phém tién chit cia cmh co s0 minh sén xuét cho cédc co s¢ quy
dirth 121 khodn 1 Didu 5 Théng nrnéy.
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5. Co & sin xuét thube thanh phém dang phéi hop c6 chia hc
nghién, thubc thirh phim deng phoi hop c6 chifa hoat chét huén
thube thanh phim dang phéi hop ¢6 chira tien chat duoe:

a) Mua, nhép khéu nguyén liéu, ban thanh pham c6 chira he
nghién; nguyén liéu, ban thanh pham c6 chia hogt chat hudng tam 1
Jiéu, bn thanh pham c6 chira tién chét dé sin xuat thuoc cia chinh co 0

b) Xuit khiu thube thanh phém dang phoi hop c6 chifa hoz:
nghién, thuoc thanh pham dang phdi hop co chira hoat chat huéng
thubc thanh phém dang phéi hop ¢6 chira tién chat;

¢) Bén tryc tiép thube thnh phém dang phi hop 6 chira hozt :
nghién, thubc thanh pham dang phoi hop ¢ chira hoat chat huor
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thube thinh phim dang phéi hop c6 chira tién chét do co s& minh sin > )
cic co s& khém bénh, chita bénh, nha thube dat nguyén tac tiéu chuan thie ‘J_g
t6t nha thude (GPP) trong pham vi ca nude; e

d) Bén thubc thanh phim dang phoi hop 6 chira hoat chét g&y nghidi
thube thanh pham dang phéi hop 6 chira hoat chat huéng tam than, thudc thanh
phim dang phéi hop cd chira tién chét cho chi mgt co s& bén budn thude co
Gidy chimg nhan di diéu kién kinh doanh thube trén dja ban mdt tinh de bén
cho céc co s¢ khim bénh, chira bénh, nha thude dat nguyén téc tiéu chuéan thuc
hanh tét nha thude (GPP) trén dia ban tinh do.

6. Khi c6 nhu ciu mua, nhap khdu nguyén lidu ¢6 chia hoat chét gay
nghién, nguyén li¢u ¢6 chira hoat chét huéng tdm than, nguyén li¢u ¢6 chia tién
chét dé nghién ciru sén xut mjt hing méi déing ky luu hanh, co s& phai cé don
4% nghj thyc hién theo quy dinh tai méu $6 05 ban hanh kém theo Théng tur nay
va phai béo céo chi tiét s6 lugng nguyén li¢u da ding dé nghién clru, sén xuit
thir thye hién theo quy dinh tzi mau s 06 ban hanh kém theo Thong tu nay.

Pidu 5. Xuht khau, nhip khiu

1. Doanh nghiép chju tréch nhiém xuft khiu, nhip khau va cung ing
thude gy nghién, thude huéng tdm thén, tién chat diing Jam thude cho cée co s¢
kinh doanh, sir dung thube trong cé nude duge quy dinh tai Phu luc VII ban
hanh kém theo Théng tu nay.

Trude ngay 30 thang 11 hang nm, doanh nghiép cé nhu cau xuét khéu,
nhép khiu thudc gy nghién, thudc huéng tém than, tién chét ding lam thude
guri vin ban dé nghi vé Cuc Quan 1y Duge — B Y té. CucQuanly Dugc—Bo Y
t xem xét, bdo cdo dé xuét véi Lanh dao BY. Can cir vao tinh hinh thyc tién,
Cue Quén 1y Dugc — B Y_té ban hanh sira d6i, bo sung danh séch céc doanh
nghiép duoc phép xuét khdu, nhap khau thube gdy nghién, thube hudng tim
than, tién chét ding lam thudc dé cung tmg cho céc co s& kinh doanh, sir dung
rong ¢a nudc.



2. Doanh nghiép xuét khéu, nhip khiu thude giy nghién, thude huéng tim
thén, tién chét ding Jam thude phai tin .hu cac quy 1

a) Nhan sw: Thu kho phai tht ng ghiép dai hoc duoc ¢ thdd gian harh nghé i
rihAt 02 nam trd 18n tai co s& sén xuét, Lmh doanh thube.

b) Hé so, sb sach: Doanh nghiép xuft Lhau, nhép khéu thude gay
thude huéng tdm thén, tién chit ding 1am thube phai Iap va ghi chép day
loai hé so, s sach theo doi sau dy:

- Sb theo ddi xuat, nhap thude gdy nghién, thuoc haéng tim thién, ti
ding Jam thube thyc hién theo quy dinh t2i miu s6 02 ban hanh ké:
Théng tr nay;

- Ph.leu xuét kho thudc giy nghién, t‘huoc huéng tm thén, tién chét ding
Jam thude thue hién theo quy dinh tai m&u s6 03 ban hanh kém theo Théng w
nay;

- Céc chimg tir lién quan dén viéc xuét khiu, nhép khéu, mua ban thudc
giy nghién, thudc hudng tim thén, tién chét ding 1am thuée.

3. Doanh nghiép xuét khéu, nhép khiu thude gay nghién, thuée hudéng tim
thin va tién chét ding 1am thubc quy dinh tai khoan 1 Diéu nay duge:

a) Xut khéu, nhap khéu thudc gay nghién, thubc huéng tam thin, tién chét
ding 1am thude;

b) Mua thuoc gély nghién, thudc huéng tim than tién chét ding lam thuée,
thuéc thanh phém dang phdi hop ¢6 chita hoat chat géy nghién, thude thanh
p‘iam dang phéi hop c6 chira hoat chét hucmg ta.m thin, thue thanh phém dang
phéi hop ¢6 chira tién chét ciia céc co s& san xudt;

¢) Ban T.huoc thanh phim géy nghlen, thudc théanh phém huéng tim than,
thubc thanh phim tién chat cho céc co sé ban buon quy dinh tai khoan 1 Diéu 6
Théng tu nay, nha thude quy dinh tai khoan 1 Diéu 7 Théng tu nay, co s& khim
bénh, chita bénh, co s& nghién cin, kiém nghiém, trung tim gido dyc - lao dong
- x4 héi, co s¢ didu tri nghién chét dang thuée phién bang thuée thay thé, co s&
dao tao chuyén nganh Y- duge trong ca nudc.

d) Bén nguyén liéu, bén thinh phﬁm ¢6 chira hoat chét géy nghién; nguyén
ligu, ban thanh pham c6 chira hoat chét huéng tim than; nguyén liéu, bén thanh
phém ¢6 chira tién chit cho céc co s& duge phép san xuat, pha ché thude gay
nghién, thude huéng tm thin, tién chit ding lam thudc.

d) Chi dugc nhép k.hau e nep, khong duge mua, bén thube gy nghién,
dmoc hudng tim r.'nén va tién chét ding lam thube cia cic doanh nghiép xuat
khéu, nhép khiu thuoc khéc. Trudng hep khong cung {mg &0 thude cho ngudi
bénh, doanh nghié & xuft ‘Lhau. nhip khéu phéi béo cdo Cuc Quén Iy Duge —Bé
Y 1 d& xem xét giai quyét.
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4, Co s& dap Umg cée didu kién kinh doanh thuoe theo quy dinh 1z
11 ciia Lujt duge, Chuong TV Nghj dinh s0 79/2006/ND-CP ngay
nim 2006 cia Chinh phi va Nghj dinh so 89/2012/ND-CP ngay >
nim 2012 ctia Chinh ph sira doi, bé sung mét s diéu cia Nghi
70/2006/ND-CP ngay 09 thang 8 nim 2006 cia Chinh phti quy djnh chi
hanh mot sb didu cha Lujt duge duoc xuit khau, nhép khau thuoc
dang phdi hop 6 chira hoat chit gay nghién, thudc thanh pham dang phoi he
<6 chira hoat chét huéng tAm thin, thudc thanh phém dang phéi hop 6 chid=
tién chét; phéi lap va ghi chép day du céc ho so sau day: 5

2) S theo ddi nhéap khau, xult khéu thubc thanh pham dang phoi hop g
chira hoat chét gay nghién, thubc thanh phim dang phoi hop ¢6 chira hoat chistemt
huéng tim thén, thude thanh phim dang phéi hop 6 chira tién chat thye hiérh
theo quy dinh tai m3u s6 04 ban hanh kém theo Théng tw nay; [# 2!

b) Chimg tir lién quan dén viéc xuét khu, nhap khau, mua bén thudc thas!
phim dang phéi hop ¢6 chira hoat chét gy nghién, thuoe thinh pham dang pho
hop ¢6 chira hoat chét huéng tam than va thudc thanh pham dang phoi hop é‘l‘JJ
chira tién chét.

5. Doanh nghiép xuat khéu, nhép khau thube chi duge bén trye tiép thube
thanh pham dang phoi hop 6 chira hoat chat gy nghién, thuoc thanh pham
dang phéi hop ¢6 chira hoat chét huéng tim thén, thuée thanh phim dang phoi
hop c6 chira tién chét cho:

a) Co s& khém bénh, chita bénh, nha thube dat GPP trong pham vi ca nude;

b) Mét co s& bén bubn thude c6 Gidy chimg nhin du diéu kién kinh doanh
thudc trén dia ban mot tinh dé ban cho cdc co so kham bénh, chita bénh, nha
thuoe dat GPP trén dia ban tinh do.

Pitu 6. Bin budn

1. Doanh nghiép dugc phém tai tinh, thanh phé trye thuge Trung wong
dang cung img thubc thinh phim gay nghién, thube thanh pham huéng tam
than, thude thanh pham tién chat duge tiép tyc mua thuoc thanh phim gay
nghién, thude thanh pham huéng tim than, thudc thanh phim tién chat tir cac
doanh nghiép quy dinh tai khoan 1 Diéu 5 Théng tw nay dé cung tmg trén dia
ban tinh.

Trudng hop doanh nghiép duge phém tinh, thanh phé true thude Trung
wong khéng cung tmg du thude cho céc co s& kham bénh, chita bénh trén dja
ban. S& Y 1é tinh, thanh phé truc thude Trung uong chiu tréch nhiém béo cdo
Cuc Quén Iy Duge —B§ Y té dé chi dinh mdt doanh nghiép bén budn thube ¢4
Giay chimg nhén du dieu kién kinh doanh thuéc khéc cung tmg thude thanh
phém gy nghién, thudc thanh pham huéng tém than, thudc thanh phém tién
chat trén dia ban tinh.




2. Doanh nghiép quy dinh tai khoan 1 Diéu nay phai tuin thi céc quy ¢
sau;

a) Nhan sw: Thi kho phai t6t nghmp dai hoc durge va c6 thoi ¢
nghé it nhét 02 nim é 1én tai cong ty san xuét, kinh doanh thuée.

b) H so, sb séch:
- S theo ddi xuét, nhip thube gdy nghién, Lbuéc hudng tdm thén, tién chét

ding l&m thude thue hidn theo quy dinh tai miu sé 02 ban hanh kém th
Thong tu nay;

- Pl'ueu xuét kho thube gdy nghién, thuoc huéng tim than, tién chit dime
Jam thuée thue hién theo quy dinh tai miu s 03 ban hanh kém theo Théng tur
nay;

o
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- Céc chimg tir lién quan dén vige xuét khiu, nhép khéu, mua bén thude
gfy nghién, thudc hudng tdm than, tién chét ding lam thuéc.

3. Doanh nghiép quy dinh tai kho4n 1 Biéu nay duge:

a) Mua thudc thanh phém gay nghién, thudc thanh phim huéng tim than,
thube thanh phim tién chét cia cic doanh nghiép xudt khau, nhap khiu thudc
quy dinh tai khoan 1 Diéu 5 Théng tur nay;

b) Bén thuoc thanh Phﬁm gy ngh;én thude thanh phém huéng tim than
thube thanh phim tién chit cho nha thude dat GPP quy dinh tai khoan 1 Diéu 7
Théng tu ndy, co s& khim bénh, chita bénh, co s& nghién cir, kJElII nghiém,
trung t&m gido dyc- lao ddng- xa héi, co s& diéu tri nghién chét dang thube
phién bing thube thay thé, co s& dao tao chuyén nganh Y- dugc trén dia ban
tinh.

4. Co s& dap tmg céc diéu kién kinh doanh thudc theo quy dinh tai Chuong
11 cia Ludt duge, Chuong IV Nghi dinh so 79/2006/ND-CP ngay 09 théng 08
nim 2006 cta Chinh phi va Nghi dinh s6 89/2012/ND-CP ngay 24 théng 10
nam 2012 cia Chinh phi sita dbi, bd sung mot sb diéu cia Nghj dinh s6
79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy dinh chi tiét thi
hianh mét sb didu cha Luit duge duge mua, ban thube thanh pha.m dang phéi
hop c6 chira hoat chét gy nghién, thubc thanh phém dang phéi hop c6 chira
hoat chat hué'ng tdm than, thude thanh phim dang phéi hop c6 chira tién chit;
phai lap va ghi chép ddy du cac hd so sau day:

a) S theo dai xuﬁt, nhap thude thanh phim dang phéi hap c6 chira hoat
chat géy nghién, thuoc thanh pham dang phoi hop ¢6 chira hoat chét huéng tim
thén, thuoc thanh phim dang phéi hgp c6 chira tién chét thuc hién theo quy dinh
1z mAu sb 04 ban hanh kém theo Théng tu néy;

b) Chimg tir lién quan dén vide mua bén thude thanh p l.uarn dang phéi ho‘p
¢b chita hoat chét ga} nghién, ;l'n.,» thanh pham dang phoi hop cd chira hoat
chét huéng tam thén, thube thinh phém dang phéi hop 6 chira tién chit.
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5. Doanh nghiép bén budn thude thinh pham dang phéi hop ¢6 chira hos
¢hét gy nghién, thudc thinh phim dang phoi hop 6 chira hogt chét hn
thin, thube thanh phim dang phéi hop c6 chira tién chat mwén dia ©
théng béo cho S& Y 1€ tinh, thanh pho trye thude trung wong nh".fr.'-.-z‘ mit
ma co s& dang kinh doanh, phai thong béo lai khi c6 sy thay @di va chi dug
cung tmg cho co s¢ khédm bénh, chira bénh, nhi thube dat GPP wén dia ban tnll
4o.

Piéu 7. Bén 1&

1. Nha thube dat GPP dugc bén 1é thube thénh phim gy nghién, thubé®
thanh phém huéng tam thin, thuoc thanh pham tién chat va thuoe thanh pha
dang phéi hop c6 chira hoat chat gdy nghién, thubc thanh phém dang phoi hopmy
c6 chira hoat chét huéng tim than, thude thénh pham dang phéi hop co chigm
tién chat cho ngudi bénh ngoai tru.

Céc nha thube cé t6 chirc ban thubc thanh phdm gdy nghién phai ding ke
v6i S& Y té trén dia ban v thuc hién quy dinh tai Théng tr nay.

2. Chu nha tl_méc, ngudi quén 1y chuyén mon phai trre tiép quan Iy va ban
1é thube thanh pham gy nghién.

3. Duge s§ trung hoc G 1én quan Iy va bén 1& thubc thanh phdm huéng
t4m thin, thuéc thanh phém tién chat.

4. Nha thubc quy dinh tai khoén 1 Didu ndy duge mua thudc thanh phim
géy nghién, thuoc thanh pham huéng t4m than, thudc thanh pham tién chay;
dugc mua thude thanh phém dang phoi hop cd chira hoat chét gay nghién, thuoe
thanh pham dang phoi hop cé chira hoat chat huéng tém than, thude thanh pham
dang phéi hop c6 chira tién chét tir doanh nghiép xuét khau, nhép khau thude
quy dinh tai khoan 1 Piéu 5, doanh nghiép bén buén thude quy dinh tai khoén 1
Diéu 6 Thong tu nay va duge ban 1é theo quy dinh.

Déi véi thubc thinh phim deng phdi hop c6 chira hoat chét gay nghién,
thuoe thanh phém dang phoi hop ¢6 chira hoat chét huéng tim than, thude thanh
phém dang phéi hop cé chira tién chat thuge Danh mue thude khéng ké don do
B4 Y té ban hanh duge ban cho ngudi bénh khong can don theo quy dinh. Méi
l4n ban phai ghi thong tin chi tiét khach hang.

5, Nha thube khéng duge mua, ban nguyén liéu, ban thinh phém ¢4 chira
hoat cbét gay nghién; nguyén liéu, bén thanh phim c6 chira hoat chat huéng
t4m thén; nguyén li¢u, ban thanh pham cé chia tién chat.

6. Nha thubc bén 1¢ thuéc thinh phim gdy nghién, thubc thinh phim
huéng tam thén, thude thanh pham tién chét phai 14p va ghi chép ddy du céc lozi
hé so sau diy:

_ 2) S theo ddi xudt, nhap thubc gdy nghién, thude huéng tim thén, tién
chét ding lam thude thyc hién theo quy dinh tai m&u s0 02 ban hanh kém theo
Théng T nay;

F84-8-
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b) Phidu xuét kho hy be g
12m thude clia noi cung efp thué

géy nghién, thude hudng tim thin, tidn chét dins

2y I
¢

c]Donﬂ'.-ufrcg-' 2zhién huu tai co s sau khi ban;

d) Bién ban nhin
ndp lai.

thube thinh phém gy nghién do ngudi nha ngudi bénh

d) S6 theo dai théng tin chi tiét khach hang thue hién theo quy dinh tai
m&u 6 07 ban hinh kém theo Théng tr ndy.

Chuwong IIT
KE PON, PHA CHE, CAP PHAT VA SU DUNG THUOC
Diéu 8, Ké don

l Viéc ke don thuoc thanh pham géy nghién, thudc thanh ph&n huéng
tim thén va thude thanh phém tién chat cho ngudi bénh ngoal tri thye hién theo
quy, dinh ctia “Quy ché ké don thude trong diéu tri ngoai tri” do B trudng B
Y té ban hanh.

2. Viée ké don thube thénh pham gay nghién, thube thanh phim hudng
t4m thén va thubc thanh phim tién chét cho ngudi bénh néi trd thire hign theo
quy dinh cua “Thong wr hudng da.n st dung thude trong cac ca s& y 1 ¢b
givdmg bénh” do B truémg BS Y té ban hanh.

3. T'huoc thanh phﬁm dang phb! hop c6 chira hoat chit géy nghién, thude

Ihanh pham da.ng phéi hop c6 chu'a hoat chét huéng tim thﬁn va thube thanh

phim dang phéi hop ¢ chira tién chét thude Danh muyc thude khéng ké don

dugc bén cho ngudi bénh khong cén don theo quy dinh tai “Danh muc thuébc
khéng ké don™ do B4 trudmg B6 Y té ban hanh.

4. Thuoc thanh pham da.ng phéi hop c6 chira hoat chét géy nghn;n, thuée
thanh pham dang phéi hop ¢ chira ‘hoat chét hudng tm thén va thuéc thanh
phim dang phéi hop cé chira tién chét khong thuge “Danh myc thude khéng ké
don” do B$ trudng By Y té ban hanh chi duge str dung khi ¢é don clia béc s§ cé
chimg chi hanh nghé khém chira bénh. Nguéi ban thuoc chi duge ban cho ngudi
bénh khi ¢é don cua béc sy ¢d chimg chi hanh nghe khém chita bénh.

Pitu 9. Pha ché thude tai bénh vién

1. Bénh vién c6 pha ché thubc thanh pha.m géy nghién, thudc thanh pham
thmg tim thin, thuoc thénh phim tién chét va thude thinh pham dang phoéi hop
c6 chira hoat chét _géy nghién, rhuoc thanh phé.m dang phoi ho? cd chira hoat

kit hudng 18m ‘_lﬂan L‘ ,oc Lhé nne'n dzng phéi hop c6 chira tién chit phai bé
1w kbu vue pha ché & digu kién sau day:

a) Co so vit chér:

12
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- Phong pha ché: ¢6 trén chéng bui, nén va tutng nha }.Jéng v
sinh, khi cin thiét cé thé thye hién cong vige 12y ring. Phong p

dyng & noi thoang mét, riéng biét, an todn, cach xa nguén 6 nhier

3930 3279 *
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mit bing t4i thiéu 1a 10m2. Chc b phén phai bo i theo nguyén tic me ﬁ

- Cé chb rira tay, rira dung cu pha ché; , N .f

. C6 di dung cu phi hop véi viée pha ché, bao quan va kiem nghiém.,

thude. E
b) Nhén lyc: : .

- Ngudi giém sét, chiu tré_ch nhié‘m vé ché d6 ghi chép, bao cdo, kiém tra
chét luong thuée sau khi pha ché phai 16t nghiép dai hoc duge.

- Ngudi quén Iy thube thanh pham gy nghién sau khi pha ché phéi t
nghiép dai hoc duge.

. - Ngudi quén 1y thubc thanh phim huéng tim thin, thubc thanh phén
tién chét sau khi pha ché phai t6t nghiép trung hoe duge rd 1én.
¢) Péng géi, dén nhén, bio quan:

- Thubc thanh phim giy nghién, thubc thinh phim huéng tim thén,
thudc thanh pham tien chat pha ché xong phai dwge déng gbi, dén nhan ngay dé
trdnh nhim 1&n. Nhan phéi ¢6 thong tin sau dy: Tén co &, tén thube, dang bao
ché, hoat chat, nbng d hodc ham luong, nguoi pha, ngudi gidm sat, ngay pha
ché, han ding cha thude.

- Thubc gay nghién, thudc hudng tim thin, tién chit ding 1am thube phéi
duge dé bao quan & t riéng; cb céc bién phép, trang thiet bj dé bao dam an
toan, chong that thoét.

d) Hb so, sb sach:

- 85 pha ché thubc gay nghién, thubc huéng tam thén, tién chét ding lam
thube (Méu s6 1);

-S4 kiém tra kiém soat chét lugng thudc;

- Quy trinh pha ché thudc theo don;

- Phéi c6 néi quy, quy trinh thao téc chuin (SOP) trong pha ché thude.

2. Pham vi hoat dfng:

a) Thuéc pha ché chi bén, c4p phét theo don cho ngudi bénh diéu trj ndi
i va ngoai tri etia chinh co s do;

_ b) Chi duoc pha ché céc thube c6 cong thic, quy trinh pha ché, tiéu
chuén chét luong duge ngudi dimg dau co s& phé duyét va chju tréch nhiém vé
tinh an toan va hidu qua cta thudc;

¢) Khéng dugc pha ché thude tiém.
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Ditu 10. Pha ché, sir dung thude tai co s& nghién etru, dao tzo
nganh y-duge

1. Co s& nghién cir, dao tzo chuyén ngénh \-dutrc duge pha ki,
dung thude géy nghién, thube huéng tam thin, "en chit diing Jam huic vz
thuée thanh pham dang phéi hop c6 chira hozt chér gay nghién, thuic tia
phém dang phéi hop ¢4 chua hogt chét huéng t4m thén, thube thénh p

: pho: hcrp ¢6 chira tidn chit phyc vu cong téc gisng day v nghién ctru
ngudi tot nghiép h¢ dai hoc duge gidm sét viée pha ché va chiju trach »
ché d¢ ghi chép sb pha ché, sb theo ddi xuit, nhap thube gay nghién
huéng tim thén, tién chit ding lim thude va béo céo theo ding quy ¢
Thong tur nay.

2. Thube thanh pham gay nghién, thube thanh phim huéng tér
thude thanh phim tién chét pha ché xong phél duge déng géi, dén nh
quan theo quy dinh tai diém c khoén 1 Piéu 9 Thong tu nay.

Diéu 11. Cip phat va sir dung

1. Khoa duge cip phét thude cho céc khoa diéu trj theo Phiéu linh thude
tha.n.h pham gay ngtuén, thudc thanh pham huéng tam than va thube thénh phém
tién chét theo méu sb 8 ban hanh kém theo Théng tr nay va truc tiép cép phit
thubc cho ngudi bénh didu trj ngoai tri.

Truong khoa dugc hoic ngudi t6t nghiép dai hoc duge dugce trudng khoa
Uy quyén bang vin ban ky dIJ) &t ph.leu Iimh thLoc thanh pham giy nghién, thude
thanh pham huéng tam than va thube thanh phém tién chat clia céc khoa didu
tri; ky duyét ph.leu linh thuéc th.énh phim géy nghién, thude thanh phim huéng
t4m thén, thude thanh phim tién chét cho ca tryc cta khoa duge.

2. Truémg khoa diéu tri, trudng phong khim ky duyel ph.reu linh Lh-.loc
thanh pham géy nghién, thube thanh pham hwéng tim than, thude thanh phnm
tién chat cho khoa phong minh.

Tai céc khoa diéu tri, sau khi nhén thude tir khoa duge, diéu dudng v ién
duge phén céng nhiém vu phai dbi chidu tén thude, nong dé, ham luong, s6
lugng thude trrée e tiém hoéc phét cho ngudi bénh;

Thube thanh pham gdy nghién, thuée thanh pham huéng tam thén va
thuoc thanh phém tién chat thira do khéng sir dung hét hoic do ngudi bénh
chuyén vién hojc tir vong, khoa dleu [rj phai 12m giay tra lai khoa dugc. Truéng
khoa durgc can cir diéu kién cu thé d& quyét dinh tai sir dung hodic huy theo quy
dinh va lap bién ban luu tai khoa duge;

Khoa duge phéi theo dai va ghi chép &y 4n sb luong thude thénh ph..'_q
géy nghién, thuoc thénh pham huéng tdm thén vd thuoc thanh phim tién ché
xuér, nhip, dn kho thuc hién theo quy dirh tzi m2u sé 02 ban hanh kém 3
Théng tu nay.
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Thii Kho quén 1y thubc géy nghién phai 1ot nghiép dai hoc duoe hod
trung hoe duoc duge ngudi dimg du co sd Uy guyén bing van ban (mo1
quyén khéng qua 12 thang).

Thi kho quén 1y thube huréng tim thén, tién chat ding lam thude phéi to
nghiép trung hoc duge o 1én.

2. Khoa, phong diéu 1r trong cdc co SO khém bénh, chira bénh: 1
thanh phém géy nghién, thudc thanh pham huéng tam than va thubc thanh p
titn chét trong 1 thude trye, ti thube c&p ciru phéi dé ngan riéng do dieu dudn
vién trye gilr va cép phat theo y lénh. Khi doi ca truc, ngudi gilt thude cia
true trudc phai ban giao thude va sb theo ddi cho ngudi gilr thuoe clia ca g
sau. =)

3. Trung tm gido duc - lao déng - xa héi, co s6 cai nghién bat budc. cdgh
co s& didu tri nghién chét dang thuoc phién bang thube thay thé: thuoc thanh
phim gay nghién, thubc thanh phém hu¢ng tim than va thuoe thanh phax tiéy
chét do ngudi tot nghiép dai hoc duoc hodc trung hoc duge trés 1én (duge 1 m
dimg dAu co s& uy quyén bing van bin mbi lan uy quyén khéng qui 12 thang)
quén 1y, cdp pht va theo ddi sb séch.

4. Tram y té x4, phudng, thi trén do ngudi ¢6 trinh 4§ chuyén mén tir duge
14 tré 18n hodic tir y sy tré 1én quén I, cap phét thude thanh phim hwéng tém
thén thude chuong trinh sirc khoe tim than cong déng va cb sb theo ddi.

I: +84°8-3930 3279 *
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Chuong IV
GIAO NHAN, VAN CHUYEN VA BAO QUAN THUOC
Ditu 12. Giao nhin
1. Khi giao, nhén thubc gay nghién, thudc huéng tam thin, tién chét ding
lam thude, ‘fhug‘)c thanh phim dang ph6i hop co chira hoat chét gay nghién,
thuc thanh phim dang phéi hop o6 chira hoat chét huéng tm than, thuoc thanh
pham dang phdi hop ¢6 chira tién chat: Ngudi giao, ngudi nhin thude phai tién
hénh kiém tra d6i chiéu tén thude, nong 49, ham lugng, so lugng, 616 san xut,
han ding, chat luong thubc vé mat cam quan; phéai ky va ghi 15 ho tén vao
chimg tir xuét kho, nhép kho.
2. Ngudi giao, ngudi nhan thube gay nghién, thuéc huéng tm thén, tién
chét ding 1am thube phai 1ot nghiép trung hoe duge trd 1én.
Pitu 13. Van chuyén
L Thude gay nghién,'thuéc huéng tdm Lhén,_tién chét dung lam thuéc,
thude thinh phim dang phoi hop c6 chira hoat chat gy nghién, thude thanh
phém dang phéi hop c6 chira hoat chét huéng tam than, thude thanh phim dang
phéi hop ¢6 chia tién chat phai duge déng goi, niém phong va cd bién phép bao
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d&m an tozn, khéng &8 thét thodt trong qua trinh vin chuyén; trén bao -
rd noi xult, noi nhép, tén thude, sb luon g thude.

2. Ngudi dimg dhu co s& phéi giao nhigm vy bing vén bin cho ngudi 1t
ngh;ep trung hoc duge ré lén ciia co s minh chiu trach nhiém vén
thubc gay nghién, thude huéng tim thén, tién chét ding lam thuéc; n
trach nhiém vén chuyén phéai mang theo vin ban trén, chimg minh thu
(hoic gidy t&r tuy than hop phép), hod don ban hang hozc phiéu xuét 1 1
trach nhiém vé ching loai, sb Jugng, chét lugng thube vé mat cam quan trong
qua trinh vain chuvén va giao ddy dii cho bén nhan.

3. Trudng hop co s¢ kinh doanh phai thué vén chuyén thube gav n-*]m 1,
thudc huéng tim thin, tién chét ding lam thuéc: Bén thué va bén nhin vin
chuven phai ky hop dong bing vén bén, trong d6 néu rd céc diéu kién Jién qL an
dén bao quéan, vén chuyén, giao nhén thudc gay nghién, hudng tam thén, tién
chét dimg 1am thuéc theo quy dinh. Bén nhin vén chuyén phai ddp img céc dicu
kién d6 trong qua trinh vén chuyén, bao dam thudc khéng bj thét thoét.

Bén thué va bén nhén vén chuyen phéi chju trdch nhi¢m vé chc vén dé
lién quan dén thube gay nghién, thude huéng tam thin, tién chat ding lam thube
trong qua trinh van chuyén.

Ngudi giao va ngudi nhin thude gay nghién, thube huéng tam than, tidn
chét diing lam thudc clia co s& kinh doanh phai tdt nghiép trung hoe duoc tra
lén.

Pitu 14. Bio quan

1. Doanh nghiép san xuat thudc phéi ¢6 kho néng dép {mg tidu chuin
“Thye hanh t6t bao ~quan thube” do Bo truémg B Y té ban hanh & bao quan
nguyén liéu va 1huoc thanh pharn gdy nghién, thube thanh phim hudéng tém
Ihﬁn thude thanh phim tién chat, thude thanh phém dang phéi hop c6 chira hoat
chat géy nghién, thudc thanh phﬁ.m dang phél hop ¢6 chua hoat chét hudéng tam
thén, thude thanh pham dang phéi hop cé chira hoat chét tién chét, Kho phai ¢é
cira, c6 khod chic chén, c6 céc bién phép bao dim an toan, khéong dé thét thoat.

2. Doanh nghiép xuit khéu, nhap khéu thude quy dinh tai khoén 1 Piéu 5
Théng tu ndy phéi cé kho riéng dép (mg tiéu chuén “Thye hanh tét bao quan
!huoc" phi hop quy mé kinh doanh ciia co s& nhung dién tich 16i thidu 100m’
va thé tich tbi thidu 300:1'1 kho c6 cira, khoa chéc chén, ¢6 cdc bién phép bio
dém an toan, khdng @& thit thoat.

3. Doanh nghiép ban bubn thudc quy dmh tai khoan 1 Bléu 6 Théng tr nay
phéi ¢d kho dap img tiéu chuan “Thuc hanh wt bao quan thuoc" trong d¢6 kho
béo quan Lhuoc thanh pham géy nghién, thuc-c thanh pha.m huéng tim thén,
thude thanh pha.m t en. chét phéi c6 khoa chéc chin, cb cdc b1¢'1 1,‘1an béo d'"n
an 10én, khong @& thét thodt, Néu khéng cd kho riéng thi thube thén 2
nghién, thude thinh phim huéng tim thén, thudc thinh phém tién ch:.. P
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mét khu vy riéng biét wong kho dat téu chuén “Thyc hanh 10t bao quan
thude™.

4. Doanh nghiép xuét khéu, nhép khéu, doanh nghiép bén butn 1
thanh pham dang phoi hop ¢é chia hoat chét gay n%hién, thube t
dang phéi hop ¢6 chira hoat chat huéng tim than, thuoe thanh phér:f
hop c6 chira tién chat phéi ¢ kho dap img tiéu chufn J:‘lec hanh 14t ba
thuéc”, cb cae bién phap bao dam an toan, khong dé that thoat.

5. Nha tiubc phéi duge trang bf ti riéng 6 khod chic chin dé bio quan
rhuﬁc thanh pham gy nghién, thubc thinh phém hwéng tam thén, thude thank
pham tién chat.

N'é_u 56 lugng thuéc‘ﬂlénh phé_m gdy nghién it, ¢6 tbf: 48 cling 1 véi thuodD
thanh phim hu¢ng tim than va thudc thanh pham tién chét nhung phai dé ngd@’)
riéng, tranh ,nhim 1in; cé khoé chic chén, c6 cic bién phép bao dam an :oﬁng
khong dé thét thoét. e

Th_uéc thanh Qhé.m dang phéi hop cé chira hoat ch_ét gly nghién, f.hL{qi"J
thanh phém dang phéi hgp ¢4 chira hoat chét huémg tAm thén, thuoc thanh pham
dang phéi hop c6 chira tién chat phai dé khu vye riéng.

6. Tt thube true, t thude cdp et

Thubc thanh phim gy nghién, thubc thanh phim huéng tam thén, thude
thanh phém tién chét & ti thude trye, th thude cap ciru phéi duge ¢ & mgt ngén
hodc 6 riéng, ti 6 khod chic chan. SO lugng, chiing loai thude thanh pham gay
nghién, thube thanh pham huéng tam than, thuoe thanh pham tién chat dé tai t
thuée tre, ti thude cap ciru do ngudi dimg dau co s& quy dinh bang vin ban.

7. Khoa dugc: Thubc thanh pham gay nghién, thudc thanh phém hwéng
tam thén, thubc thanh phém tién chét phai dugc bao quén trong kho tuén thi cée
quy dinh vé “Thyc héanh tot bao quéan thuoe”; khoa duge bénh vién phai trién
khai 4p dung nguyén téc "Thyc hanh tét bao quén thube" (GSP) theo diing 16
trinh B Y té quy dinh, c6 c4c bién phép bao dam an toan, khong dé that thodt.

Kho, ti1 bao quan tl?uéc Ehénh’phim gdy nghién, 't.huéc_ thanh phém huéng
tim than, thuée thanh pham tién chat c6 khoa chac chan. Néu khong ¢6 kho, m
riéng, thubc thanh pham gy nghién ¢6 the de chung véi_thur;c thanh pham
hudéng tam than va thuoe thanh pham tién chat nhumg phai sap xép riéng biét dé
tranh nham 1&n.

Th_uéc thanh gh‘é‘.m dang phéi hop ¢ chira hoat ch_:-'it géy nghién, thu_éc
thanh phém dang phoi hgp c6 chita hoat chat huéng tam thén, thubc thanh phém
dang phéi hop cé chira tién chat phai d€ khu vire riéng.

8. Co s& nghién ciru, co s& dio tao va céc don vi lién quan khée: Thude
gay nghién, thudc hudng tém thén, tién chat diing 12m thudc phai dé & mét ngén
hoc 6 riéng, td ¢6 khod chéc chin, ¢6 céc bién phép bio dém an toan, khéng &é
thét thost, Thuéc thinh phim dang phéi hop cd chira hoat chat gdy nghién,
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-:u dang phéi hop ¢6 chita hoat chiét hucmg tam than, thube thanh
2héi bop ob chira tién chét phai d€ khu vire riéng.

am v 18 XE: Th_uoc thanh phém huéng tm thin phéi duge Xép
1 ¢ khoa chic chén, ¢6 céc bién phdp bio dam an toan, khén

Chwong V
HO S0, THU TUC CAP PHEP, BAO CAO VA CHE DO HUY THUOC
Pidu 15, Dir tru

1. Doanh nghiép bén bubn, co s& ban 1¢, co s¢ sir dung thude phai l&p du
tri mua thude thénh phim gay nghién, thudc thanh ham huémg tdm thin, thude
thanh pham tién chat thye hién theo quy dinh tai mau s6 09 ban hanh kém theo
Thong tu nay.

2. Doanh nghiép sin xuét thubc thanh phim gy nghién, thuéc thinh
phém hum’:g tim tha.n thube thanh pham tién chét, thugc thanh pham dang phéi
hop ¢6 chira hoat chat géy nghién, thude thanh phém dang phéi hop ¢6 chira
hoat chét hwéng tAm thén, thude thanh phim dang phéi hop c6 chira tién chét
phai [&m don hing mua nguyén liéu, bén thanh phﬁm c6 chira hoat chét gay
nghién; nguyén lidu, ban thanh pham co chira hoat chét huéng tam Ihan, nguyen
liéu, ban thanh phim ¢ chira tién chit thuc hién theo quy dinh tai mau s6 10
ban hanh kém theo Théng tu nay hodc don hang nhép khiu nguyén ligu, ban
thanh pham ¢é chira hoat chét gay nghién; nguyén heu, bén thanh phﬁm co chira
hoat chat huéng tam thin; nguven liéu, béan thanh pham ¢6 chira tién chét theo
quy dinh tai Théng tr huén dAn hoat déng xudt khau, nhap khéu thube va bao
bi tiép xic trye tiép véi thude do Bo trudng B Y 1€ ban hanh.

3. Doanh nghiép xuat khéu, nhip khau thuoc lam don hang xuét nhip
khéu thuoc giy nghién, thube hmmg tAm thén, tién chat ding lam thuoc theo
quy dinh tai Théng tr huéng dén hoat déng xuét Kkhéu, nhép khau thubc va bao
bi tiép xtic true tiép véi thude hién hanh do B trudng Bo Y té ban hanh.

4. Du i duge 1am thanh 04 ban (co quan duyét du tri luu 02 ban, don vi
liru 01 bén, noi bén luu 01 ban).

5. Céc doanh nghiép ban buén, co s& ban 1¢, o s& sir dung thube thanh
pha.m géy nghién, thude thanh phém huéng tim rha.n, thuéc thanh phém tién
chat chi duge phép mua, bén, cap phét, st dung thuor.: thanh phé.m géy nghlén,
thude thanh phim huéng tim thin, thude thanh phém tidn chét khi ban du tra d&
duge phé dL._ ét.
‘gudt dimg ¢iu doanh nghiép chiu tréch nhiém vé 56 luemg thube
¥ nighién, ..‘1;10.. thanh phém hwéng tm than, thuoc thinh phim
tién czat du i, 56 hugng thube dwr tra phai phit hop véi nhu ciu sir dung claco
s chi duge dir wit s luong thube gay nghisn, thude hudng tam than tién chét
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diing lam thude vugt qué 50% so Vi s lugng sir dyng 1&n trude trong rudn
hop thiéu thude, khén cép, thién tai va dich bénh.

7. Doanh nghiép san )m:it,_ xuét khéu,_nhép khéu, _c}oanh nghié |
co s& bén 1é, co s& sir dung thuée thanh pham dang phoi hep b :
géy nghién, thube thanh phim dang phoi hop c6 chira hoat chat huon
thubc thinh phim dang phéi hop c6 chira tién chat khong phai lap dy tri the
cac quy dinh wen.

8. Trong thai han 07 ngay lam viée, ké tir khi nhén duge ban du triz hop
12, co quan xét duyét dur trl s& xem xét phé duyét ban dy trit hogic cd cong
tra 104, néu rd 1y do khdng duge phé duyét.

Didu 16. Duyét dur trit

1. Cuc Quén Iy Duge - B3 Y é:

a) Duyét dy trd thube gly nghién, thube huéng tim than, tién chat ding
lam thuéc cho céng ty san xuét thude, co s& khim bénh, chita bénh, co 507
nghién ciru, kiém nghiém, co s& déo tao chuyén nganh Y- dugc;

b) Duyét don hang xuit k.lgéu, nhép khiu thudc %éy nghién, Lhué_c huéng
tam than, tién chét dfln% lam thube cho cac cong ty xuat khau, nhép khau thude
quy dinh tai khoan 1 Dieu 5 cia Théng tu nay;

¢) Duyét du tri thube gay nghién, thuéc huéng tam thén, tién chét ding
1am thube cho cée co s& khong thude nganh Y té quan ly nhung ¢6 nhu ciu mua
thube giy nghién @& nghién ciru khoa hoc trén co s& @& cuong nghién clu khoa
hoc 43 duge co quan quan Iy nha nude cé tham quyen phé duyét;

d) Duyét dy tri thude thanh phém gay nghién, thude thanh pham hutng
tim thin, thubc thanh pham tién chét cho Cuc Quén y - B Qubc phong.

2. S¢ Y té tinh, thanh phd trye thude Trung wong duyét dy trd thudc
thénh phdm gay nghién, thuée thanh phém huéng tdm than, thuoe thinh pham
tién chét cho cong ty ban buén, co s& bén 1é thude, co s& khdm bénh, chira bénh
trong va ngoai nganh (trir céc don vi trye thude B Quéc phong vi B Giao
théng vén tai), co s& nghién ciry, co s& dio tzo chuyén ngénh Y- duge. Ty theo
timg dia phuong, S¢ Y té ¢ thé phan cap cho Phong y 1€ quén, huyén, thi xa
hofic Trung tdm Y té quén, huyén, thi x& (néu c6 ngudi 10t nghiép dai hoe dugc)
duyét dy trd thude thanh pham gy nghién, thuoe thanh pham hudng tam than,
thube thanh phim tién chét cho tram y té x&, phudng, thi trén.

3. Cuc Quén y - Bo Quéc phong duyét dy thu_éc thanh Phﬁm géy
nghién, thudc thinh phdm huéng tam than, thubc thanh pham tién chat cho cdc
bénh vién, don vj truc thude Bé Quoc phong.

4, Cuc Y té - B) Giao théng vén ti duy§t dy trd thube thinh phim gay
nghién, thudc thanh phim huéng tim thin, thubc thanh pham tién chat cho cée
bénh vién, don vi tryc thude Bo Giao théng vin téi.
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Diéu 17. Hb so, thil tye cép pbép xuit khiu, nhip khiu
1. Hb $0, thi e .._p phér x k‘:;_éu, nhép khéu thuée
huéng tim thén, tén chét ding lam thube v thuoc thanh
6 chira hoat chit géy nghién, thube thanh pham dang phéi b
chit huéng tim thén, thude thirh ﬂha:n dang phéi hop ©6 ch Lién
hién theo quy dinh tai Théng w hdng dén hoat déng xuit } °..1 nhé
thude v bao bi tiép xlic tryc tip v thude ciia Bo trnémg B4 Y i€,

2. Gidy phép xuft k.hau, nhip khdu thube gy nghién méu vang
hu'cma t4m than miu xanh, tién chét ding lam T.huﬁc méu l*o*g dwrge cap ch
timg lan nhép khéu, xuét khéu va cé gia tr] wrong thoi ha.n 161 da 01 nam, ké tir
ngay ky.

3. Glay _phép xuét khau, nhép khiu thube gay nz]:uen, thude huéng tam
thén, tién chét ding 1am thudc duoc gii cho doanh ng,lnep xin '1hap khau, xuat
khau Vin phong Lhucmg trye pho*ig chong 191 pham va ma tuy - B§ Cong an,
Chi Cuc Héi quan cira khéu noi 1am thi tue xuit khéun, nhip khau B& Tai chinh
(Cuc Piéu tra chéng buén lau - Tong Cuc Hai qua.n), Uy ban klérn soal ma iy
quéc té; Co quan quén Iy nuée nhép khiu (d6i véi gidy phép xuat khéu).

4. Thube - gdy nghién, thude hucmg tAm tha.n, uén chét ding 1am thudc chi
duoc phép xuét khéu, nhap khéu qua cira khéu quéc té cia Vist Nam.

Pic¢u 18. Luwru giir h so, sb sich

1. Co s& san xuit, xuét nhép khiu, bén buén, bén l¢, sir dung, pha ché,
cip phét, co s& cung tmg dich vu lién quan dén thuéc géy nghién, thuoe huong
am thin va tién chat ding lam ‘rhuoc phéi ghi chép, theo dai va lru giir ho 50,
so sdch va cdc tai liéu lién quan &én thube g4y nghién, thube hudng tém thén va
tién chét diing 1am thude sau khi thude hét han sir dung it nhét 1a hai nZm. Pon
thude N hru giit theo quy dinh tai “Quy ché ké don thuéc trong didu mi ngoai

i’ do B trudmg B6 Y 1€ ban hanh,

2. Co s& san xuat, pha ché thudc thanh phé.m dang phéi hop ¢d chira hoat
chit gﬁy nghién, thudc thanh pham dang ph01 hqg ¢6 chira hoat chét hudng tim
thén, thuée thanh pham dang phéi hqp co chira tién chat phai ghi chép, theo dai
va luu gir hd so, sb sich va céc tai lidu lién quan dén nguyén liéu, bén thanh
phém c6 chira hogt chét gy nghién; nguyén liéu, ban thanh phém ¢6 chira hoat
cha{ hwéng tém thén va nguyén ligu, bén thanh phém c6 chia tidn chét sau khi
thude hét han sir dung it nhat 1 hai n&m.

3. Hét thoi han hwu triy trén, nguéd dimg ddu co s& 14p héi ddng dé huy,
lap bién ban hiy va huu bién bén hiy 12i co s6.
Diéu 19. Bdo cdo
1. Béo cdo xuft khéu, nhip khiw:
a) _Thuéc 2dy nghién, thube huéng tm thén, Ii_én chét ding lim thube:
Cham nhét 10 (mudi) ngay sau khi xuit khiu, nhap khiu, co s& xuit khin, nhép
20
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Ichiu béo céo theo quy dinh tai méu s6 114, miu sb 11B ban b kém th
Théng tu nay téi Cuc Quan ly Duge —Bo Y 1é va Vin phong thudng
chéng toi pham va ma tuy — Bg Cong an;

b) Hing nim, doanh nghiép xuht khi}.l, nhap khéu béo cdo :.o luong xuates
khiu, nhap khéu thubc thinh phém dang phoi hop cb chia hoat chét
thube thanh phém dang phbi hgp ¢ chira hoat chét huéng tam than, thuoe than, .
phim dang phéi hop 6 chira tién chét thyc hién theo quy dinh tai mau s I:A_ﬁ

#

miu s5 12B ban hanh kém theo Thong tu nay téi Cuc Quéan 1y Duoe - BO Y 183
chim nhét 12 ngdy 15 théang 01 n&m sau,.

2. Bao céo tén kho, sir dung: &=

a) Doanh nghiép xuét khau, nhap khéu, doanh nghiép bén budn. co s balD)
Ié, co s& st dung thube gy nghién, thue huéng tim thén va tién chit ding 12Gf)
thube phai kiém ke, 14p bdo céo sb lugng thuoc ton kho hang thing, 6 théngs:
truée ngay 15 thang 7 v hang nim trude ngdy 15 thang 1 nim sau theo quyms
dinh tai mau s 13A, méu s6 13B ban hanh kém theo Théng tw nay t&i co quan_]
xét duyét dyr triy, cdp phép;

b) Doanh nghiép xuét khéu, nhép khéu, doanh nghiép bén bubn, co 6
bén 1é thudc thanh pham dang phéi hop ¢6 chira hoat chét gdy nghién, thude
thanh phim dang phéi hop c6 chira hoat chat huéng tdm than va thuoc thanh
phém dang phéi hop c6 chira tién chét phéi kiém ké, 14p bdo cdo sb lugng mua,
nhip, 19n kho, sb lugng 43 xudt bin va tdn, dia chi khéch hang 6 thang trude
ngay 15 thang 7 va hang ném truéc ngay 15 thing 01 ném sau cho S& Y té trén
dja ban.

¢) Doanh nghiép sin xuét, nhap khau thubc thanh pham dang phoi hop cé
chira hoat chét gay nghién, thudc thanh pham dang phéi hop ¢6 chira hoat chét
huéng t4m thin va thudc thanh phim dang phdi hop c6 chira tién chét phai kiém
ké, 14p béo céo sé lugng mua, nhép, tén kho, sb lugng d& xuét bin va tén, dja
chi khéch hang mdi k¥ xin mua, nhip khiu nguyén liéu dé san xuét thude va
hang ndm trude ngdy 15 thang 01 nim sau (déi' vai béo cao nam) cho Cyc Quan
1y Dugc — Bg Y té; phai thong bao cho S¢ Y té tinh, thanh pho true thuge trung
uong nhimg mét hang co s& chi dinh doanh nghi¢p bén trén dia ban va théng
bao lai khi c6 thay dbi.

d) S& Y té céc tinh, thanh phb tryc thuge Trung wong béo céo tinh hinh sir
dung thuoc gay nghién, thuéc huéng tdm thén va tién chét ding lam thuée hang
nam ciia céc co s& trén dia ban minh theo méu s6 14 ban hanh kém theo Théng
I nay:

d) Cuc Quan y - Bé Quéc phong béo céo tinh hinh sir dung thude gay
nghién hang nm ctia nganh minh theo quy dinh méu s0 11A ban hanh kém theo
Théng tr nay t6i Cyuc Quén Iy Duge — B Y té; chim nhat ngdy 30 thng 01
nam sau.

3. Béo c4o nhim 14n, thét thodt hozc khi c6 nghi ngd thét thodt:
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Cé nhén, 1d chire rong nudc va nuéc ngodi cé cac w;.t dong lisn quar
dén thude gy nghién, thube hudng tBm than, tién chér dlmg 13m 1
thanh pham dang phéi hop cé chira hoat chét gay nghién, thude
dang phéi ho'p c6 chira hoat chét hudéng tim than va thude thanh pt
phéi hop c6 chira tién chat phii béo co khin téi co quan xét duyét du
truomg hop nham 14n, thét thoét hodc khi 6 nghi ng& thét thoat. Khi nhi:
béo cdo khén, co quan xét duyét du tri phai tién hanh thim tra va ¢6 bién
xir 1y thich hop;

S&'Y té tinh, thanh phé tryc thuge Trung vong tdng hop va béo c4o khin
101 Cyuc Quan ly Duge — B Y té.
Piéu 20. Huy thube

1. Nguyén liéu, bén thanh pham 6 chira hoat chit gay nghién; nguyén
liéu, béan thanh pha.m 6 chira hoat chat ‘hudng tam thén; nguyen liéu, ban thanh
phim c6 chita tién chét; thube thanh phim gdy nghién, thudc thanh phim hué
tam thén va thuoc thanh pham ue.n chét qué han ding, kém chét luon 5u
thudc Iuwu khi hét thai gian luu thube nhén lai tir cc khoa didu i va thuu;. nhdn
lai do ngudi bénh tir vong cén phéi huy, co s& thuc hién viée huy thuée nhu
sau:

durg
“|
F

a0
iap

a) C6 van béan dé nghi hiy thube g'm co quan xét duyét du trii. Vin ban aé
nghj huy thube phai ghi o tén thuéc néng d6- ham lugng, sé lugng, 1y do xin
hity, phuong phap hity. Viée hity thude chi duge thue hién sau khi duge co quan
duyét du trii phé duyét;

b) Thanh 1&p hoi déng hiy thube do ngudi dimg diu co sér quyét dinh.
Hai ddng c6 it nhat 03 ngudi, trong d6 phii ¢6 cén bd phu trich co s

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

d) Sau khi hiy thubc, phai gui béo cdo viée huy thude 1én co quan duyét
dy trid (kém theo bién ban huy thuéc).

2. Cac loai du phim, phé pham trong qua trinh sén xuét thube gay nghién,
thuée huémg tam thén va tién chit ding Jam thuée, thude thanh phém dang phéi
hop ¢é chira hoat chét 28y nghién, thube thanh phém dang phéi hop c6 chira
hoat chét huéng tAm thén va thude thinh phim dang phéi hop cé chira tién chét
can huy, phai duge tép hop va huy nhu quy dinh tai diém b va diém ¢ khoan 1
Diéu nay.

3. Doanh nghiép san xuét, kinh doanh thude: Cac Joai bao bi tiép xuc trye
nep véi thube gay nghién, thube hudmg tim than va tién chét ding lam thube
khéng st dung nita phai duge tép hop va hiy nhw quy dinh tai diém b v diémc
khoan 1 Diéu nay.

Co s& s dung thude g;.} nghién, Jmoc huc'ng t2m thin x e tién chét ding
lam thube: Céc loai bao bi tiep xtic tryc tiép véi thubc, bao ﬁorn w0 chai, vo
dng, vo lo dung thube gdy nghién, hudng tim thén va tién chét ding lam thude
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khong st dung nira phai duge tap hop va hiy nhu quy dinh tai diém b va -Jii-g
c khoan 1 Diéu nay. -
4. Viée huy thube gy nghién, thudc huéng tam thén, tién chat ding iy

thudc. thude thanh phim dang phéi hop c6 chira hoat chat gay nghién, thués
thanh phim dang phéi hgp c6 chira hoat chét hudng tam than va thuce U afR
pham dang phdi hop ¢ chira tién chét phai riéng biét v6i cao thuoc khac: al
bao dam triét dé an toan cho ngudi, sic vat va trénh 6 nhiém moi truong thd

che quy dinh ctia phap ludt vé bao vé méi trudme. H
L

=

Chuwong VI CCI:J

PIEU KHOAN THI HANH =

Piéu 21. Piéu khoan thi hanh =

1. Thong tu nay c6 higu Iyc thi hinh ké tir ngdy 15 théng 07 néim 20 lse]

2. Thong tu 10/2010/TT-BYT ngay 29 thang 04 nidm 2010 coa Bg
truémg Bo Y té huéng din céc hoat dong lién quan dén thube gdy nghién va
Thong tw 11/2010/TT-BYT ngay 29 thang 04 nam 2010 cua By trong Bo Y té
huéng dn céc hoat ddng lién quan dén thude huéng tam than va tien chét ding
lam thude hét higu lyc ké tir ngay Thong tu nay cé hiéu lue.

Trong qua trinh thue hién, néu co kho khan, vuéng méc fié nghi cac don vi
bao cdo vé B Y té (Cuc Quén Iy Duge) dé xem xét, giai quyet./.

Neri nliin:

- Viin phong Chinh phii (Cong TTDTCP, Céng bio):
- B§ trudmg, cée Thir trudmg BS Y té:

- B Tu phap (Cuc Kiém tra véin ban, Cyc KSTTHC);
- B Tai chinh;

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

- B6 Céng Thuong;

- B§ Quéc phong (Cuc Quén y),

-B§ GTVT (Cuc Y 18);

- Céc Vy, Cye, Thanh tra B- BY Y t&;

-8 Y t€ cac tinh, thanh pho true thuge TW;

- Tong Cyc Hai quan (Cyc diéu tra chong budn 13u);
- Tong Cong ty duge VN;

- Hiép hoi DNDVN;

- Céng TT Dién tir- BYT; V'

- Luu: VT, PC, QLD (2 b},

NG

)

g



Phulucl

HOAT CHAT GAY NGHIEN . .
(Ban hanh kém theo Théng ne s6: 19/201 4/TT-BYT ngay 02 thang 06 nam 2014
ciia Bé truomg Bo Y 1é)

+84-8-3930 3279 *

—
— &
| sTT TEN QUOC TE TEN KHOA HQC =
- | (5 o 6 a)- 4,5- epoxy-3- methoxy-17 ]
1. | ACETYLDIHYDROCODEIN | “ /i o inan-6-yl-acetst &
N-[1-[2-(4-ethyl-4.5- dihydro-5-ox0-1 H- =
2. | ALFENTANIL tetrazol-1-v1) ethyl]-4- (methoxymethyl)-474%
piperidinyl]- N- Phenylpropanamide .
-
HAP ; - 1,3- dimethyl-4- phenyl-4- i
3. | ALPHAPRODINE propionoxypiperidine e
1- para-aminophenethyl-4-
4. | ANILERIDINE phenylpiperidine-4- carboxylic acid ethyl
ester)
(1-(3- cyano- 3,3- diphenylpropyl)- 4 (2-
5. | BEZITRAMIDE oxo- 3- propionyl-1- benzimidazolinyl)-
piperidine)
6 BUTORPHANOL (-)- 17- (cyclobutylmethyl) morphinan-
’ i 3,14 diol
IRAMAD (-)-2- (at- Dimethylamino-3-
fa | € oL hydroxybenzyl) Cyclohexanol
8. | COCAINE Methy! ester ciia benzoylecgonine
9. | CODEINE (3- methylmorphine)
10. | DEXTROMORAMIDE ((+)-4 [2- methyl-4- oxe-3,3- diphnyl-4 (1-
b 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
| _ (1- (3 eyano- 3,3- Diphenylpropyl)- 4-
ie l DIFENORIN Phenylisonipecotic acid
i | DIHYDROCODEIN 6- hydroxy- 3- methoxy-N- methyl-4.5-
3 epoxy- morphinan
1-(3-cvano-3,3-diphenylpropyl)-4-
14. | DIPHENOXYLATE phenylpiperidine-4-carboxylic acid ethyl
ester

24



15. | DIPIPANONE 4.4- Diphenyl-6- Piperidino-3- heptar
B ) 3,4- Dimethoxy- 17- Methyl morphinen-6 |
15, | DROTEBAN G, Xy sl mory

| DROTEBANOL B, 14 diol)
17. | ETHYL MORPHIN 3- Ethylmorphine ]
.. | FENTANYL (1- Phenethyl-4-N-
= | Propionylanilinopiperidine)
| 18, | HYDROMORPHONE | (Dihydromorphinone)
| 20. | KETOBEMIDON (4= metehydvoyphenyl-1< metyl-4-
propionylpiperidine)
2. J LEVOMETHADON 1 aeoun e metyliing 4,4
iphenyl. (R)

| 22. | LEVORPHANOL ((-)- 3- hydroxy- N- methylmorphinan)

- (3(3- Ethyl-1- methylperhydroazepin-3- v1)

| 23. | MEPTAZINOL e

lias (6- dimethylamino- 4,4- diphenyl-3-

| 24 METHADONE Reptanone)

= Morphinan-3,6 diol, 7.8-didehydro- 4,5-
s}

‘ & || MOREEIGE epoxy-17 methyl - (5 o, 6 @)

| 26. | MYROPHINE MyristylBenzylmorphine

[l g 17- Cyclobutylmethyl- 7.8- dihydro- 14-

[ 27. | NALBUPHIN hydroxy- 17- normorphine

Morphinan- 6- ol, 7,8- Dihydrro- 4,5-
28. | NICOCODINE epoxy- 3- methoxy- 17- methyl- 3- pyridin
| mecarboxxylate (ester), ( Sa, 6a)
| 20. | 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)
s | < ; (2’- Hydroxy-5,9- Dimethyl-2- Phenethyl-
35 ; PHENAZOCINE 6,7- Benzomorphan)
35. | PHOLCODIN (Morpholinylethylmorphine) |
l (1-(3- cyano-3,3- diphenylpropyl-4-(1- '
37. | PIRITRAMIDE piperidino)- piperidine- 4- carboxylic acid

| amide)
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l PROPIRAM

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

+84-8-3930 3279 *

- | pyridyl Propionamide)
1-(2-methoxy carbonylethyl)-4-
39. | REMIFENTANIL (phenylpropionylamino)piperidine-4-
carboxylic acid methyl ester
(N-[4- (methoxymethyl)-1- [2- thienyl)- =3
40:, | SURENEANIL ethy]]-4- piperidyl]- propionanilide) i
41, | THEBACON ( Acetyldihydrocodeinone) i
(+)-1- [( 2R*,65%,118%)- 1,2,3.4.5,6- ﬁ
MES hexahydro- 8- hydroxy- 3,6,11- trimethyl-
42. | TORAZQCINMESTLAT 2,6- methano-3- Benzazocin- 11- v1]-3- o=
one-methanesulphonate Cg
TRAMAD ()- Trans- 2- Dimethylaminomethyl-1-(3-
i Ok methoxy phenyl) cyclohexan-1-ol 3
* Danh muyc nay bao gdm cé:

- Céc Ester va Ether cla céc chét trong béng nay néu ching khéng xuét
hién trong Bang khée, khi ¢6 thé thn tai cac chit ester va ether dé.

- Mubi cia céc chit ghi uongBangnéy, bao gbm ca mubi ciia ester, ether v
nhmgdoquhénwacécchatuén,khl cac mubi @6 c6 thé hinh thanh va tén tai.
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Phuluc I

BANG GIGT HAN HAM LUQNG HOAT CHAT GAY NGHILN TRONG
THUOC THANH PHAM DANG PHOI HQP

(Ban hémh kém theo Thong tw s8: 19/2014/TT-BYT ngay 02 thang 06nan 2014

ctia B trudng Bo Y 1é)

+84-8-3930 3279 *

el
D
3 NON
HAM LUONG H'o(lrccﬁ?T i
HOAT CHAT TINH TINH THEO *
; THEO DANG BAZO | 1\ NG A7 s
ST TEN HOAT CHAT THUOC | TRONG 1DONVI | 1p e gin™
GAY NGHIEN SANPHAM®PA | poii o, ©
AM CHU:
CHIA LIEU et 5]
(T theo mg) CHIA LIEU
(Tinh theo %)
1. | ACETYLDIHYDROCODEIN 100 2.5 =1
2. | COCAINE 0,1 -
3 CODEINE 100 2,5
Khéng qué 0.5 mg
Difenoxin va vai it
4. | DIFENOXIN nhét 0,025 mg Atropin
Sulfat trong 1 don vi
san pham di chia liéu.
Khéng qua 2,5 mg
Difenoxylat va véi it
3. DIPHENOXYLATE nhat 0,025 mg Atropin
Sulfat trong mot don vi
sén pham d3 chia liéu.
6. DIHYDROCODEIN 100 25
7. ETHYL MORPHIN 100 25
8. NICODICODIN 100 2.5
9. NORCODEIN 100 2,5
10. | PHOLCODIN 100 2.5
11. | PROPIRAM 100 25
0.2 morphin
12. | MORPHINE tGik e
morphin base
tinh khiét |
13, | TRAMADOL 37.5 |

27



(Ban hanh kém theo Théng tie s6: 19/2014/TT- -BYT ngay 02 thang 06 nam 2014
ciia B trieemg Bg Y 1é)

Phuy lue ITL

HOAT CHAT HUONG TAM THAN

+84-8-3930 3279 *

LawSoft + Tel

G - 5

TT| TENQUOCTE g%;ggg : TEN KHOA HOC

1. |ALLOBARBITAL 5.5-diallylbarbituric acid
8- chloro -1- methy -6-

2. | ALPRAZOLAM phenyl - 4H -s- iriazolo
[4,3-a] [1.4] benzodiazepine

: — 1 2-(diethylamino)

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

4, | AMINOREX et
5-ethyl-5-

5. | AMOBARBITAL isopentylbarbituric acid

6. | BARBITAL 3,5-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 Sieio0.2-0 striazolol 43~
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 ::ia‘lilyl-s-:sobuty]barbitunc

| 12. | BUTOBARBITAL :;?;‘“'1‘5‘ ethylbarbituric
| CAMAZEPAM 7-chlore-1,3-dihydro-3-

hyvdroxy-1-methyl-3-phenyl-

28



l

2H-1.4-

benzodiazepin-2-one
dimethylcarbamate (ester)

CHLODIAZEPOXID

7-chloro-2-(methylamino -
S-phenyl-3H-1.4-
benzodiazepine-4-oxide

CATHINE

(+)-norpseudo-
ephedrine

(+)-(R)-0-[(R)-1-
aminoethyl]benzy] alcohol

16.

CLOBAZAM

7-chloro-1-methyl-35-
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
- 0%0 -3-phenyl-1H-1,4-
benzodiazepine -3-
carbocilic acid

CLOTIAZEPAM

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

CLOXAZOLAM

10-chloro-11b~(o-
chlorophenyl)2.3,7,11b-
tetrahydrooxazolo-[3,2-d]
[1,4]benzodiazepin-6(5H) —
one

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

. | ESTAZOLAM

8-chloro-6-phenyl-4H-s-
| riazolo[4,3-
| oJ[1,4]benzodiazepin

. | ETHCHLORVYNOL

| 1 - chloro -3- ethy] -1-
| penten -4 - yn -3-ol

20
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-2
th

. | ETHINAMATE

1- ethynyleyelohexancl
carbamate

ETHYLLOFLAZEPATE

ethyl -7- chloro -5- (0-
fluorophenyl) -2.3 - dih
-2 - ox0-1H-1.4 -
benzodiazepine -3-
carboxylate

f
=
£
5
3

27.

ETILAMFETAMINE

N-
ethylamphetamine

N-ethyl-a-
methylphenethylamine

28,

FENCAMFAMIN

N- ethyl-3- phenyl-2-
norbornanamine

+84-8-3930 3279 *

28,

FENPROPOREX

(x)-3-[(o-
methylphenethy!) amino]
propionitrile

L:’:uwSoft| * Tel

30.

FLUDIAZEPAM

7-chloro -3- (o-
fluorophenyl) -1,3-dihydro -
1- methyl- 2H - 1.4-
benzodiazepin -2- one

. | FLUNITRAZEPAM

5-(o-fluorophenyl) -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

GLUTETHIMID

2-ethyl-2-phenylglutarimide

HALAZEPAM

7-chloro-1,3- dihydro -3-
phenyl-1-(2,2,2 -
trifluoroethyl)-2H-1.4-
benzodiazepin -2 — one

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]

30



oxezzino[3,2-d][1.4)
benzodiazepin-4,7 (6H)-

dione

7 | KETAMIN

(%) =2- (2-Cloropheny1)-2-

| methylaminocyclohexanone.

LEEETAMIN

|
SPA

(-)-N.N-dimethy]-1,2-
diphenylethylamine

39.

| LOPRAZOLAM

6-(o-chlorophenyl)-2.4-
dihydro-2-[(4-methyl-1-
piperazinyl) methylene]
-8-nitro-1H-imidazol[ 1 2-c]
[1.4] benzodiazepin - | —one

40.

LORAZEPAM

7-chloro-3-(o-
chlorophenyl}-1,3-dilivdro-
3-hydroxy-2H-1,4
benzodiazepin -2 — one

4].

LORMETAZEPAM

7-chloro-3-(o-
chlorophenyl)-1.3-dihydro-
3-hydroxy-1-methyl-2H-1.4
benzodiazepin -2 — one

MAZINDOL

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

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 & -phenyl-2-
piperidineacetate

METHYLPHENO-
BAREITAL

S-ethyl-1-methyl -3-

phenylbarbitric acid

[ 49,

| METHYPRYLON

|3,

33
| pipervdine- dione

diethyl-3- methy1-2.4
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LawSoft = Tel




MIDAZOLAM

| 4H-imidazol[1,5-2]

8- chloro- -6- (o-
fluorophenyl) -1-meth

benzodiazepine

NIMETAZEPAM

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

+84-8-3930 3279 *

52.

NITRAZEPAM

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

53.

NORDAZEPAM

7-chloro- 1,3 dihydro-3-
phenyl-2H-1.4
benzodiazepin-2-one

Soft = Tel

54.

OXAZEPAM

7-chloro- 1,3 dihvdro-
3hydroxy-5- pheny!-2H-1.4
benzodiazepin-2-one

Faw

55.

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-methyl-2-
butenyl)-2.6-methano-3-
benzazocin-8-ol

PENTOBARBITAL

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

PHENDIMETRAZIN

(+)-(28.38)-3.4-dimethyl-2-
phenylmorpholine

PHENOBARBITAL

5-ethyl-3-phenylbarbituric
acid

PHENTERMIN

o,0-
dimethylphenethylamine

61.

PINAZEPAM

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

32



l

. | PYROVALERONE

. | SECBUTABARBITAL

ethylbarbituric acid

65.

TEMAZEPAM

7- chloro - 1.3 - dihydro -3-
hydroxy-1 -methyl-3-phenyv]
-2H- 1,4-benzodiazepin -2-

one

66.

TETRAZEPAM

7-chloro-5-(1-cyelohexen-1-
yl}-1,3dihydro-1-methvi-
2H-1,4 benzodiazepin -2-
one

67.

TRIAZOLAM

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

68.

VINYLBITAL

5-(1-methylbutyl)-3-
vinylbarbituric acid

69.

ZOLPIDEM

N,N.6- trimethyl-2-p-
tolylimidazol [1.2-a]
pyridine-3- acetamide

céc mudi d6 c6 thé hinh thanh va tén tai.

* Danh myc nay bao gbm céc mudi cia cdc chét ghi trong Béng nay, khi
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Phyluc IV

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

(Ban hénh kém theo Théng tu s6: 19/2014/TT-BYT ngéy 02 thing 05
nam 2014ctia Bé truomg B Y 1é)

+84-8-3930 3279 *

LawSoft = Tel

==

STT,

1. | ALLOBARBITAL

3. | ALPRAZOLAM .
3. | AMOBARBITAL I
4. | BARBITAL

5. |BROMAZEPAM

6. |BROTIZOLAM

7. | BUTOBARBITAL

§. |cAaMAZEPAM

9. | CHLODIAZEPOXID

10. |CLOBAZAM

11. | CLONAZEPAM

12. | CLORAZEPAT

13. |CLOTIAZEPAM

14, |DIAZEPAM

15. |ESTAZOLAM

16. |FLUDIAZEPAM

17. | FLUNITRAZEPAM

18. |FLURAZEPAM

19. | HALAZEPAM

| 20. |KETAZOLAM




21. | LOPRAZOLAM 0.25mg
29, 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 23mg
36. | TETRAZEPAM Smg
37. | VINYLBITAL 10mg
38. | CLOXAZOLAM Img
39. |DELORAZEPAM 0.25mg
40. |ETHYLCLOFLAZEPAT 0,25mg
41, | NIMETAZEPAM 25mg
42. | OXAZOLAM 5mg
43. | PINAZEPAM Img

+84-8-3930 3279
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PhulyeV
TIEN CHAT DUNG LAMTHUOC
(Ban hénh kém theo Théng fu s0:1 9/2014/TT-BYT ngay 02 thdng 06 nam
2014 ciia B6 truomg B Y 1é)
STT TEN QUOC TE TEN KHOA HOC
([R-(R*, $*)]--[1-
1 EPHEDRINE (methylamino)ethyl]-
Benzenemethanol
2 N-ETHYLEPHEDRIN 1-Ethvlephedrin
N-METHYLEPHEDRIN/ (1R, 25)2 (dimeths]
THYLEPHED 28)-2- (dimethylamino)-1-
3 ME ERHEPRIY phenyl- propanel
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)
5 | NETHYLPSEUDOEPHEDRIN | Ethyl methyl amino — pheayl -
propane - 1 - ol
8 | N-METHYLPSEUDOEPHEDRIN ?f”;‘;‘hy}m‘m ~phesyl—propane -

* Danh myc ndy bao gdm c4c muéi cia cdc chat ghi trong Bang nay,
khi cdc muéi d6 c6 thé hinh thanh va t6n tai.
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Phu lue VI

BANG GIOI HAN HAM LUQNG TIEN CHAT TRONG
THUOC THANH PHAM DANG PHOI HQP
(Ban hanh kém theo Thong ri 56: 19/2014/TT-BYT ngay 02 thdng 06 ném 2014

cua Bp trudng Bg Y 1é)

I. EPHEDRINE

50 mg
| 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%

7

+84-8-3930 3279 1

LawSoft = Tel

|




Phu lye VI

+84-8-3930 3279 *

LawSoft * Tel

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 tie s6: 19/2014/TT-BYT ngdy 02 thang 06 riam 2014
ctia Bg truong B§ Y 1)

STT TEN CONG TY

1. | Céngty TNHH mét thanh vién Dugc phém Trung wong 1

2.~ | Cong ty TNHH mét thanh vién Duge pham Trung vong 2

3. | Céng ty TNHH mét thanh vién Duge Trung uong 3

4. | Céngty TNHH mét thanh vién Dugc S&i Gén

5. | Céngty cb phin Xuét nhap khiu y té thanh phé HO Chi Minh
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Ten cu sl

6 PHA CHE THUGC GAY NGHIEN, THUGC HUGNG TAM THAN, TIEN CHAT DUNG LAM THUOC
(Bt ddu soi dung fir......dén......)



SO PHA CHETHUOC GAY NGHIEN, THUGC FIUGNG TAM THAN, TIEN CHAT DING LAM THUGC

* S8 duge ddnh 6 trang (i 01 dén hét, vh déng di gisp lai



di
Ten et i
Bia chi:
ién thoai:

5O THEO DOI XUAT - NHAP THUGC GAY NGHIEN, THUGC HUGNG TAM THAN,
TIEN CHAT DUNG LAM THUGC
(Bt didu sik dung OF...dén.....)



SO THEO DOTXUAT - NHAP THUGC GAY NGHIEN, THUGC HUONG TAM THAN, TIEN CHAT DUNG LAM THUGC

“Ten thudie, ndng o, am hung.:
Dan vi tink;

* S e dhinh <6 trang tir 01 8fn het, A déng dsio gidp lai
* M ke phidi Biah mg 6 trang ring, 50 trang nhidu hay it g loai thutc xust, wihip nhid hay it.
* LN it o s Dk 182 €t (2): Cihi 18 tén, din chi bénh nldn ; Cot (3): Ghi 1 1én, dai chi nei nguti ke don thude



M sib: 3

T ca 5
L chi:
PHIEU XUAT KHO THUOC GAY NGHIEN, THUGC HUGNG TAM THAN,
TIEN CHAT DUNG LAM THUGC
Kubl clio cor s
Bia chi:
e
Ny piac Nypui nhidn Ngdy.... thing.... ndne....
(k. ghi v o sén) [, ghi r hp tén) Nt dhing 4w co s
lode Ngudi duge uf quyin
*Mdu way cé thé sit duny dé:

o Xufit ndi b co sé
»  Kuli cho don v khic:
* Gihi o ten ﬁ,\a‘n wilifian thuedc, 50 chibng mink b nhdn din

* Cir s o (e ding ho don ti chinh thay cho mil 56 7 nlg 01 thide phai co A cie thong to quy djol ol mis aly hede kio leo
Thin Do 1.



Min 4
Ten corsdn

SO 1RO DOLXUAT, NITAR THUGC TIANT PHAM DANG PHOLIOP CO CHUA HOAT CHAT GAY NGHIEN, TTIUGE
THANI PHAM DANG PHOTHOP CO CHUA HUGNG TiﬁM THAN, THUOC THANH PHAM DANG PHOI HOP CO CHTA
TIEN CHAT

‘T thude, ndog 30, hivm g,
P vi vinh:
Ml s xusi:

* M 19 o thi 4 duee dinh s teang 6 01 dén bet, vA déng dsin gidp b



M 203’5

Ten g sl

DON DE NGHT MUANHAP KHAU NGUYEN LIEU €O CHUA HOAT CHAT GAY NGHIEN NGUYEN LIEU CO CHUA HOAT
CHAT HUONG TAM THAN NGUYEN LIEU CO CHUA TIEN CHAT
dé nghien cirn mat hing mdi

Kinh gii:

Cam i vio khi ning hoat dong cia Cong ty, Cong ty........... et ki mgghien o vl sin xust thit mat kang tude giy nghién, thude liing
s Uadin, ticn chat dimg Fun thude sau:

S0 g xin |
munfuliip
| khfu

“Ten thude dy | Than phin, | Dang bio | 50 108 Fén hogt
Kién bt

chiit
Théem fugmge ] GNHTITC

Cong ty dé nghi Cuc Quin 1§ Duge xé duyét cho cong ty mua nguyén licu 6 chita hoat chit gay nghin/ nguyen licu
i chita hoat chiil hudng tm thin/ nguyén lidu e chita tién chal trén i*e...... .

51T chin

Cong ty cam ket 5€ quin 1§ vit i dyng nguyén lidu trén theo diing qui djnh e quy che hign hank

Ne phviin: voevneg ARyt nidint
- Mg g ddu cor sls
~ Lana tgn dom vy (K tdwn, by, clifar)

* Truimpg hyp cong ty xin nhap khdn e G nguyén liew: gl kém don hing sio shap khiu ngoytn lizo ob el hoat chat gy nghida/
npuyen lign o6 chita hoat chat hudng tm thdnf aguytn licu cd chia tign chit theo gquy dink tai Thong i diln vide xult ki, ahdp ki
thaecic v b b 1 xie trge Gep vii thudc



BAO CAD SITDUNG NGUYEN LIEU €O CHUA HOAT CHAT GAY NGHIEN/ NGUYEN LIBU €O CHUA HOAT CHAT miineG
TAM THAN/ NGUYEN LIRU €O CHUA TIEN CHAT
A0 sit dung d€ nghién el mat himg mii sin xudt o hinh

Netahgn: gy thing  mim
E : Ny ditmg ddu cor s
<L tai ddemi wi (K tén, déng didn)



Bon vi:
50 THEO I.K}l THONG TIN CHLUTIET KHACH HANG MUA THUGC THANH PHAM DANG l'llgl nor co c!ll’ﬂ\
HOAT CHAT GAY NGHIEN, TH UOC THANH PHAM DANG PHOL HOP CO CHUA HOAT CHAT HUGNG TAM

THAN, THUGC THANH PHAM DANG PHOIHOP €O CHUA TIEN CHAT
(Tt 6 ngdy .o dEi HRAY o)

Netghdn: e ngdy  thdng i
- Cue QLI Car it b clio
= Lan i o it (K3 tén, dng diin)



“Ttan con s
Ehoafphung :
oy
PHIEU LINH THUGC THANH PHAM GAY NGHIEN, THUGC THANH PHAM HUONG TAM THAN,
THUGC THANH PHAM TIEN CHAT
e iTen B 2
i Yiu chn Th 1
Mg idp hing Nedy.....thdng... ndm..., Nygdy....thing... niin.
Truimg K Trusbmg khos duge: hoje
(&, ghi i s tén) nguin duge ug quyén
(5, ghi 18 hgp tén)
Mpein pian Mguin nhdn
(¥, ghi 78 oo 1én) (5, phi 18 s e

= Phi Bty s iy b gy nghicn, thie thanh phdim hisdng Mo, s thnh phim it chai: 16 hign Pl e 02 ban ehinh

IR i Bomn v s Do, €01 Ddion b v Khvon oo o




M 35 %
BLTETE

DUTRU MUA THUOC THANI PHAM GAY NGHIEN, THUOC THANH PHAM HUGNG TAM THAN,
THUOC THANH PHAM TIEN CHAT

0 et ...

Mo alin: Nguia Bp dy tf Ny
7 Mg ding ddu co s

= Latu tad v s,

Cor g oyt du o
(k3 tén, g chin ) .
- Dyt trih vy dip dymg <o e cof i kinh choans, sir dyng thude thinh phdm gay nghi¢e, thude thank phiin hudag 1 thén, thude thinh phin Gé
chat.
= 0 thé B iy trid b sung tong ndm alumg oot 4,5,6,7.8,9 phid 13 nhitng =06 litw cba thoi gian tade ngay Bin di ui
= st Fuomy thahaehs 4 b (o v dug teid T | b, i bin § b, co quan duyit v 2 bing
* [y tris vy <6 gid i 4ir gy kg ban hank dén bt gy 31 thing 12 el nm xin dy tris mua thudc. )
% [ il ede cor sob b chitee bendy; thye hign didie thedu thide thee qui dinh ciba Phap i d i e the dage fim so ki e ket gqu dii thd,
Joiti et theo ket quad triing thdu
= i v v seb KCH: Ry st hidn ddie thdu theo qui dinle cia Phip Indt phé ghi o6 d€ aghi dige musa 1gi co s ndo A cot agunan aét duygt
et trit e a1,



Mibn s 10
T cor
R

DON HANG MUA NGUYEN LI

BU, BAN THANH PHAM CO CHUA THOAT CHAT GAY NGHIEN/ NGUYRN LIEU, AN
THANI PHAM €O CHUA HOAT ClE

AT HUGNG TAM THAN/ NGUYEN LIEU, BAN THANH PHAM CO CIUA TIEN CLAT

Kinh gi:

[T ) ) [G 0] (®) o | (o o

Misi ahdn: Ny il Ny .. ahdng..._miw.......
- Mpde Wi ding didu e s
= b ko s,



Tén e s

BAO CAO NHAP KHAU THUGC GAY NGHIEN HOAC THUGC HUONG TAM THAN

HOACTIEN CHAT DUNG LAM THUOC
(Bidor cider cho ting I mhdp k)

Kinh gin ;
Nguyin liéu, S gidy “Tén, dia chi Tén, djachi | .. = | =
STV | thude tianh | phépnhdp | ol san xudt, | ol cudt ki, | 50 00 [ 5% ks Lt 591 e "':?’v:';"lr“
| phdm nhap khiu khiu 10 mdic 1 murde v i s L

Ciea khéi nhip hivng:

Tk trang chilt lugng: 1/ Pat tigu cludn
2/ Khdng dat titu dmin {neu cu (hé ok trang khong dat):
3/ Tinh trang, bao bi, nhén:
Tot O
Khéng tit: [

MNgay thing nim
Cor sdf mhap khdu

-l.mllau.us& (K4 ten, ding diu)



Mk s 11
BAO CAO XUAT KHAU THUGC GAY NGHIEN HOAC THUGC HUGNG TAM THAN
HOAC TIEN CHAT DUNG LAM THUGC
(Méo cido cho timg ldn xudr ki)
Kinh pin :

“Nguyén liéw, Tendinchi | ] 1 1 1
crr | thnoe think g;i?ﬂ e dinchi | “andnbap | Sttugmg | S5 hame | 5616, han | Neay xust | Cim kg st
: phim xufit e Khiu PP "|  khdu, tén da duydt | thue xudt dimg hiing hing
— ki nue
Mari nhdin: Ny thang  mdm
= Mhur trétn; Cor it xueflt khin
= L taj con sy

(Ky 1én, déng ddin)



“Tén cu s

BAO CAO NHAP KHAU THUGC THANH PHAM DANG PHOLHOP CO CHOA HOAT CHAT GAY NGHIEN ITHUOC
THANH PHAM DANG PHOLHOP CO CHUA HOAT CHAT HUGNG TAM THAN THUOC THANH PHAM DANG
PHOTHOP €O CHUA TIEN CHAT

Kinh gin ;
— "' “Tén hoat chat | o ™| =
. o e Ten, dia | Ten, diachi | o 5o S0
cpee | TEn thude, ndng | Bom v Thialy GNHTIITC e |y | i it Sulugug | op gy, | g | Tugng
511 phin | Wy oo trong Ldon | da cip
i, D D tinh hinh +§ 08 chia tiéa b san xudt, | khiu, tén hip da nhip di i
! chitta chin IH!IW tén nude e s i Kl

Nt nilin: Ny thdng  ndm
- Mt tedai; Cor i nhip kb
= L faj o s (Ky tén, ddng ddn)



Man s 1200

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

PHOI HOP CO CHUA TIEN CHAT

Kinh piri :

o [ Tén hoat chiit Ten,djn [ Thng 30 khoi
ST Tén thude, ndng | Bom vi ‘n":\;:'h GNMHTT/TC -hivm lwomg | chi nhiy “Jie:;:h::j S0 hwgmg | hrgng hoat chit
: dobambeng |t | BES | e6 trong 1 don vi da chia | sin wust, | "% 0P KRA, | g gt | e

liéu hode ehira chia lién | tén mnde tinh ra g (kg) |
Ngdy thing  ndm
Cor el xusit khdu

- Bl tedn;
- Lans taj co 5

(K5 tém, déing diin)



Ten e s
B

BAO CAO SUDUNG NGUYEN LIBU €O CHUA HOAT CHAT GAY NGHIEN NGUYEN LIEU €O CHUA HOAT CHAT
HUGNG TAM THAN/ NGUYEN LIEU €O CHUA TIEN CHAT

Kinh gin:

®

Mo nldus:

- Lo taj cur s

* Tihng 50 liupng thude ciia et 4 vi ot 5 phii bing =0 lugng ghi & et 6.

Nydy thing  nim
Clor st brbiy ¢y
(K s, dmg i)




Mdnt s 138

T cor s
S

BAO CAO SUTDUNG NGUYEN LIEU CO CHUA HOAT CHAT GAY NGHIEN NGUYEN LIEU €O CHUA HOAT CHAT HIUGNG
TAM THAN/ NGUYEN LIEU CO CHUA TIEN CHAT

Kinl gii;

LU | Tong 50 ngayen licn si
| thung rong ky
; S0 ligmg 1da kho K trnse
54 higng nhap trong ky
L4 | T kho cuti ky
| | I |
_ | | | |
o il Nydy thdng  ndm
Cor it b o
(K tém, ding o)

= 1w tmd o
* Mdu by dpe g el Corsd sho xulit: béo 4o 6 thdng, nim, mdi ln musfuhap nguyen ligu thude gdy nghitn, nguyen lign thute Tanig tin

thdn, it et dibng Bam thide



Mdu s6 14

Sy té tinh, thanh phe: CONG HOA XA HOI CHU NGHIA VIET NAM
: Doc lap- Ty do- Hanh phiic

s6:

+84-8-3930 3279 *

w.Ngay thdng  ndm

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

Kinh giti: Cyc Quén If Duge- BY Y 1€

1. Quin Iy thude gay nghién, huéng tam thén (tién chat) trén dia ban:

1. S co 50 bén buon thudc gy nghién, hutng tim thén (tién chat):

5. S§ ca s& bén 1é thutc thanh phim gay nghién, huéng tam thén (tién chit):

3. 56 co s&f y t& sir dung thudc thanh phim gay nghién, huéng tam thin (tién chet):
3.1, S6 co s trong nganh y t€ sit dung thu6c thaah phim gay nghién, huéng t&m thén (tién

LawSoft = Tel

;1.];1)56 co s& ngoai nganh y 1€ sir dung thuéc thinh phim gay nghién, huéng tam thén (tién
fg:ng téc quan 1y, sir dung:
IL. Sir dung, tén kho thudc thanh phém gay nghién, hudng tam thén (tién chat)
So
luong | S6 6 S6

Tén thuéic, néng
Quy céch | Pon vi o
STT | 4o, hamlueng, | 4 onggoi | tioh tén kho | lwong |luongsi| lwong
dang bao ché nam nhap dung | ton kho
trudc B

+ 6 lugng sir dung: L2 s6 lugng bén 16 cba co sd bén 1& v2 56 lugng sir dung trong céc co

s& y 1€ rén dia ban.
= S5 luong 16n kho: 12 s6 lugng tén kho tai cdc co 50 bén budn, cd saban 18, co st y € trén

dja ban tai thai diém béo céo.
Gim ddc Sa Y &
(K¥ 1én, déng déu)
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