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BOYTE

BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
- Poc 1ap - Tw do - Hanh phuc

S6: 11/2010/TT-BYT Ha Noi, ngay 29 thang 4 nam 2010

THONG TU
Hudng dan cac hoat déng lién quan dén thudc huéng tim than va
tién chit dung lam thube

Can cir Nghi dinh s6 188/2007/ND-CP ngay 27 thang 12 nam 2007 cua Chinh phu
quy dinh chirc nang, nhiém vu, quyén han va té chitc bé may Bo Y té:

Can cir Luat Duoc s6 34/2005/QH 11 ngay 14 thang 6 nam 2005;

Cin cir Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006 ctia Chinh phu quy dinh chi
tiét thi hanh mét s6 diéu cia Luédt Dugc:

Can ¢t Luat Phong chong ma tiy s6 23/2000/QH 10 ngay 19/12/2000;

Can cir Nghi dinh s6 80/2001/ND-CP ngay 05/11/2001 cua Chinh phii huéng dan
viée kiém soat cac hoat dong hop phap lién quan dén ma tiy & trong nudc;

Cin cir Nghi dinh s8 67/2001/ND-CP ngay 01/10/2001 cta Chinh phu vé viée ban
hanh cac danh muc chat ma tiy va tién chit;

Can cir Nghi dinh s 58/2003/NP-CP ngay 19/5/2003 ctia Chinh phu quy dinh vé g
kiém soat nhip khau, xuit khiu, vin chuyén qua canh lanh thé Viét Nam chat ma.~
tiy, tién chét, thudc gay nghién, thude huéng tam than;

Can cir Nghi dinh s6 133/2003/ND-CP ngay 06/11/2003 cua Chinh phu vé vide
bé sung mot sé chit vao danh muc cac chit ma tiy va tién chat ban hanh kém theo
Nghi dinh s6 67/2001/ND-CP ngay 01/10/2001 cta Chinh phu;

Can ctr Nghi dinh sé 163/2007/NP-CP ngay 12/11/2007 ciia Chinh phu vé vige
stra tén, bd sung, chuyén, loai bo mét s6 chét thudc danh muc cac chit ma tay va
tién chét ban hanh kém theo Nghj dinh s6 67/2001/ND-CP ngay 01/10/2001 cua
Chinh phu;

B6 Y té hudng din cac hoat dong lién quan dén thude hudng tim than, tién chét
dung lam thudc sir dung tai Viét Nam,
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Chuong 1
NHUNG QUY DPINH CHUNG

Diéu 1. Pham vi di¢u chinh

I. Thong tu nay hudng dan cac hoat dong lién quan dén thude hudng tam than.
ticn chat ding 1am thude (goi tit 1a tién chat) st dung trong linh virc y t¢ va trong
phan tich, kiém nghiém. nghién ciru khoa hoc quy dinh tai Danh myc thudc hudng
tam than (Phu luc 1, Phu luc 1), Danh muc tién chat dung lam thuoc (Phu luc 11, Phu
luc 1V) ban hanh k¢m theo Théng tu nay.

2. Thudce thanh pham gom nhiéu hoat chat ma trong céng thirc ¢o chira hoat chat
hudng am than, tién chat phoi hop voi hoat chat khac (khong phai la thuoce gay
nghién. hudng tam than, tién chat) ¢6 ham lugng hoat chat hudng tam than. tién chat
bang hodc nho hon ham lugng quy dinh tai Danh muc thuéce hudng tam than ¢ dang
phoi hop (Phu luce 1) va Danh muc tién chat dung lam thudc ¢ dang phoi hop (Phy
luc 1V) duge mién thuc hién mot $6 diéu khoan ctia Thong tu ndy trir cac dicu khoan
sau: Dicu 4. diém b khoan 1 Dicu 7, khoan 2 Biéu 9, khoan | va khoan 3 Diéu |1,
khoan 2 va khoan 4 Biéu 12, Dicu 15, khoan 1 Piéu 20.

Di¢u 2. Doi twgng ap dung

Thong tur nay ap dung doi voi cac ca nhan, 16 chire trong nude va nude ngoai co
hoat dong lién quan dén thudce hudng tam than, tién chat trong linh vue y t¢ va trong
phan tich, ki¢m nghié¢m, nghién ctru khoa hoc tai Vi¢t Nam.

Diéu 3. Ké don

Viée ké don thudc hudng tam than va tién chat cho bénh nhan ngoai tra dugce thue
hi¢n theo quy dinh cua “Quy ché ké don thudce trong dicu tri ngoai tri™ do B truong
B0 Y (¢ ban hanh.

Diéu 4. Nhan thubc

Thuc hién theo quy dinh ciia Thong tr hudng dan ghi nhan thude do B truong
BO Y (¢ ban hanh.

Diéu 5. Giao nhan

Khi xuat kho, nhap kho thudc hudong tam than, tién chat: phai tién hanh kiém tra
doi chicu 1én thuoe, nong dg, ham lugng, s6 lugng, sé 16 san xuat, han dung, chat
lrong thude vé mat cam quan; ngudi giao, ngudi nhidn phai ky va ghi rd ho t¢n vao

chirng tir xudt kho, nhéap kho.
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Piéu 6. Vin chuyén

I. Trong qua trinh van chuyén: Thudc hudng tdm than, tién chit phai dugc dong
g0i, niém phong va co6 bién phap dam bao an toan, khong dé that thoat trong qué trinh
véan chuyén; trén bao bi can ghi 16 noi xuat, noi nhap, tén thudc, s6 lwong thude.

2. Nguoi dirng dau co sé c6 thube huéng tam than, tién chét phai ¢6 viin ban
giao cho ngudi cua co s¢ minh chiu trach nhiém van chuyén thude huéng tim
than, tién chat; Ngudi chiu trach nhiém van chuyén thuéc hudng tdm thin, tién
chat phai c6 gidy t& néu trén, chirng minh thu nhan dan (hogc gidy to tiy than hop
phép) héa don ban ha‘mg hodc phiéu xuat kho; chiu trach nhiém vé chit lwong thude
vé mit cam quan, s6 lugng, chiing loai thubc hudng tam than, tién chat trong qua_
trinh van chuyén va giao day du cho ngudi c6 trach nhiém giir thubc hudng tam than, =
tién chat.

at.co
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3. Truong hop co s& kinh doanh thuée hudng tam than, tién chat can thué vans
chuyén thudc huéng tim than, tién chat. Bén thué va bén nhan vén chuyén phai
ky hgp dong bang van ban, trong d6 néu rd céc dieu kién lién quan dén bao quan,;
vén chuyén thube hudng tdm than, tién chét theo quy dinh. Bén nhin van chuyén
phai dap ng cac diéu kién do trong qua trinh van chuyén; bao dam thudc khong b|°°
that thoat.

W, ThuVie
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Bén thué va bén nhan van chuyén phai chiu trach nhiém vé cac van dé lién quan
dén thu6c hudng tim than, tién chat trong qua trinh van chuyén.

Piéu 7. Bao cao

oft = Tel: +8

I. Bao cao xuat khiu, nhap khau:

W

a) Thudc hudéng tam than, tién chat: Cham nhat muoi ngay sau khi xuat khauz

nhép khau thuéc hudng tdm than, tién chét co so xuit nhap khiu bao cao (Miu sb
1A, Mau s6 1B) t6i Bo Y té (Cuc Quan ly duge) va Bé Cong an (Vin phong thudng
truc phong chéng ma tiy);
. b) Thudc thanh pham hudéng tim than, tién chit dang phéi hop quy dinh tai khoan 2
Diéu 1 cua Thoéng tu nay: Hang nam, co s& phai bao cao s6 luong xuit khau, nhap
khau (Mdu sb 2A, Mau s6 2B) t6i Bo Y té (Cuc Quan ly dugc); cham nhét 1a ngay 15
thang 01 nam sau.

2. Béo cdo ton kho, sur dung:

a) Cac co s¢ kinh doanh, sir dung thudc hudng tdm than, tién chat: phai kiém ké
ton kho, bao cdo thang, bao céo 6 thang, bdo cdo nam (Mau sé 3A, Miu s6 3B) va
guri tGi co quan xét duyét du tru, cap phép xuat nhap khau; bao cao duoc ndp cham
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nhat 1a ngay 15 thang sau (néu 1a bao cao thang), ngay 15 thang 7 (néu 1a bao cdo 6
thang dau nam) hodc ngay 15 thang 01 nim sau (néu la bao cdo nam);

b) S& Y té cac tinh, thanh phd truc thuéc Trung wong: bio cio tinh hinh sir dung
thudc hudng tam than, tién chat cia cac co so trén dia ban minh (Mau s6 4); Cuc
Quan y - Bd Qudc phong bao cao tinh hinh sir dung thubc hudng tim than, tién chat
hang nam cia nganh minh (Mau sé 3A) t6i Bo Y té (Cuc Quan ly dugc); bao céo
duoc ndp cham nhat 1a ngay 30 thang 01 nam sau.

3. Bao cao dot xuat:

Cac co so kinh doanh, sir dung thudc huéng tdm than va tién chat déu phai bo
cao khén t&i co quan xét duyét dy tru trong trudng hop nham 1an, thét thoat hogic kh|

c6 nghi ngd that thoat. Khi nhan duogc bao cdo khan, co quan xét duyét du tru phaau
tién hanh tham tra va c6 bién phap xi ly thich hop;

nﬁlapLuat

S&'Y té cac tinh, thanh phé truc thudc Trung wong tap hgp va bao cio khan toi Bg
Y té (Cuc Quan ly dugc).

Piéu 8. Luu giir hd so, s6 sich

Www.ThuWe

I. Céc co sd kinh doanh, pha ché, cap phat thube huo*ng tdm than va tién chét phai’
ghi chép, theo ddi va luu giit cac tai liéu lién quan dén nguyén liéu thude huéng tamf,g
than va tién chat, thudc thanh pham hudng tdm than, tién chat sau khi thudc hét han?
str dung it nhét I hai nam.

2. Hét thai han luu triy trén, ngudi dimg dau co s 1dp hoi dong dé huy, lap bién
ban huy va luu bién ban huy tai co sé.

Oft = Tell +84-8 3875

Piéu 9. Huy thudc

I. Nguyén liéu, thubc thanh pham huéng tam than va tién chat quéa han dung, kerr&
chét lugng, hét thoi gian ]uu mau, thudc nhén lai tir cac khoa diéu tri, thude nhén la1
do ngudi bénh tir vong cin phai huy, co sé thuc hién viéc huy thudc nhu sau:

a) Co vin ban dé nghj huy thude gui co quan xét duyét du tri. Pon dé nghi hiy
thude phai ghi ro tén thube, nong do - ham luong, s6 lugng, ly do xin huy, phuong
phap huy. Viéc hity thude chi duoc thuc hién sau khi duoc co quan xét duyét dy tru
phé duyét;

b) Thanh 1ap héi ddng huy thude do ngudi dimg dau co sd quyét dinh. Hoi dong
¢6 it nhat 03 nguoi, trong d6 phai ¢ can b phu trach co so;

c) Lap bién ban sau khi hay thubc va luu tai co so;

d) Sau khi hity thudc, phai giri bao cao viéc huy thudc 1én co quan duyét du tru
(kém theo bién ban huy thubc);
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2. Céc loai du pham, phé pham trong qua trinh san xuat thudc hudng tam than,
tién chét can huy, phai duogc tap hgp va hiuy nhu quy dinh tai diém b va diém ¢
khoan 1 cua Diéu nay.

3. Cac loai bao bi truc tiép dung thuéc huéng tam than, tién chat khong sir dung
nita phai tap hop va huy nhu quy dinh tai diém b va diém c khoan 1 cua Diéu nay.

4. Viéc huy thudc hudng tdm thin va tién chét phai riéng biét voi cac thude khac.
Viéc huy thude phai dam bao triét dé, an toan cho nguoi, suc vat va tranh 6 nhiém
moi truong theo cac quy dinh cua phap luat vé bao vé moi trudng.

Pidu 10. Pha ché, sir dung thudc hwémg tim thén, tién chit tai co ¢ nghién
ctru, dao tao chuyén nganh Y - dugc

1. Co s& nghién ciru, dao tao chuyén nganh Y - dugc dugc pha ché, sir dung thude

huéng tam than, tién chat phuc vu cong tac giang day va nghién cuiru khoa hoc; pha1
c6 Duoc si dai hoc giam sat va chiu trach nhiém vé ché do ghi chép s6 pha ché, sb

xuat nhap va bao céo theo quy dinh tai Thong tu nay.

2. Thube hudng tam than va tidén chat pha ché xong phai dugc dong goi, dan nhan
ngay d8 tranh nhim 13n. Nhan it nhat phai c6 thong tin sau: Tén co so, tén thudc,
nong do, ham luwong (dung tich), nguoi pha, ngudi giam sat, ngay pha ché.

3. Thudc huéng tam than va tién chét phai dugce bao quéan & ta riéng, co cac trang
thiét bi, bién phap dé dam bao an toan, chdng thét thoat.

Chuong II
KINH DOANH THUOC HUOGNG TAM THAN VA TIEN CHAT

Piéu 11. Nguyén tic chung

1. Cac co s& san xuét, xuit khau, nhap khéu, ban budn, ban 1é thudc hudng
tam than, tién chat phai dap ng céc diéu kién kinh doanh thuéc theo quy dinh
Chuong Il Ludt Duoc va Chu’omg IV Nghi dinh cua Chinh phu s6 79/2006/ND-CP
ngay 09/8/2006 quy dinh chi tiét thi hanh mét sé diéu cua Luat Dugce va tuan thu cac
quy dinh tai Thong tu nay.

2. Céc co s kinh doanh thube huéng tam than, tién chat phai xdy dung va thuc
hién theo cac quy trinh thao tac chuin (SOP) dudi dang van ban cho tat ca cac hoat
dong chuyén mén phu hgp véi timg loai hinh kinh doanh dé moi nhan vién ap dung,
ti thiéu phai co cac quy trinh sau:

a) Quy trinh xuét khau, nhap khau, mua, ban thu6c hudng tam than va tién chat;
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b) Quy trinh bao quan thudc hudng tdm than va tién chat;

¢) Quy trinh giao nhan, van chuyén thudc hudng tim than, tién chat;

d) Quy trinh huy thuéc hudng tim than, tién chat (nguyén liéu hudng tdm than,
tién chat, thubc thanh pham hudng tim than, tién chat, du phim, phé pham, bao bi
truc tiép).

Viéc xay dung SOP phai dap Ung cac quy dinh nhu sau:

- Pam bdo an toan, khong dugc lam that thoat thudc hudng tam than, tién chat
dung lam thudc;

- Ting cong doan phai ¢é ban giao bang s6 sach, ¢ ky xac nhan nham xéac dinh
rd trach nhiém cua tirng ca nhan trong moi cong doan;

com

3. Tat ca cac nhan vién tham gia vao viéc kinh doanh thuéc huéng tim than, tién
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luit va cac quy trinh thao tac chuan lién quan dén thudc huéng tam than va tién chat =
dung lam thudc; hd so dao tao phai duge Iuu gilr tai co so.

ThuVie

4. Bao quan: Co sé san xudt, xuat khau, nhip khau, ban budn phai c6 kho dat tiéu
chuén thye hanh t6t bio quan thuéc (GSP) do B9 Y té ban hanh; trong d6 kho bao ©
quan thude hudéng tam than, tién chit phai c6 khoa chéc chin, ¢6 cac bién phap dam £
bao an toan, khong dé thit thoat. Néu khong cé kho riéng thi thube huéng tam than, 2
tién chat phai dé mét khu vuc riéng biét trong kho dat GSP, c6 khéa chic chin va cac =
bién phap dam bao an toan chéng that thoat.

Piéu 12. San xuit

WWW,

I. Hang nam, B4 Y té (Cuc Quan ly duge) can ctr vao tinh hinh thyc tién dé ban
hanh danh sach cac co s duge phép san xuét thude huéng tdm than, tién chét.

awSoft = Tel: +s

2. Céc co s& san xudt thudc hudng tim than, tién chat phai tuan tha cac quy
dinh sau: '

a) Pat tiéu chuan thyc hanh tot san xuit thude (GMP) phu hgp vai tirng dang bao
ché it nhat 02 nam;

b) Nhan su:

- Thu kho: duoc si dai hoc hoac dugc si trung hoc duoc uy quyén (thu truong don
vi Gy quyén bang van ban, mdi lan uy quyén khong qua 12 thang):;

- Nguoi giam sat qué trinh nghién ciru, san xuét, phan tich, kiém nghiém va chiu
trach nhiém vé ché dé ghi chép, bao cao: Dugc si dai hoc ¢6 thoi gian hanh nghé it
nhat 02 nam trg 1én tai co s san xuat thudc.
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¢) Ho so, so sach:

- S6 pha ché thudc huéng tim than, tién chat (Mau s6 5);

_ S theo ddi xuét, nhap thudc hudng tim than, tién chat (Mau s6 6A);

-S4 theo ddi xuat thube thanh pham hudng tAm thén, tién chat dang phdi hop quy
dinh tai khoan 2 Piéu 1 cua Thong tu nay (Mau sé 6B);

- Phiéu xuét kho thudc hudng tam than, tién chét (Mgu sb 7);

3. Pham vi hoat dong ctia co s& san xuat thuéc hudng tdm than, tién chét:

a) Mua, nhap khdu nguyén liéu hudng tdm than, tién chit dé san xuit thuéc c6
chira hoat chat huéng tdm than, tién chat cua chinh doanh nghiép minh;

b) Xuét khau thudc hudng tdm than, tién chét cua chinh doanh nghiép minh;

¢) Ban thudc thanh ph'?im hudng tam than, tién chit do minh sén xuat cho céac co
s quy dinh tai khoan 1 Biéu 13 ctia Thong tu nay.

4. Khi ¢6 nhu cdu nguyén liéu huéng tam than va tién chat dé nghién ciru san
xuat mit hang mai dang ky luu hanh, co so san xuat phai co don dé nghi mua/nhf;i[?
khau nguyén liéu hudng tdm than va tién chat (Mau s6 8A); va bao cao chi tjét sO
lugng nguyén liéu hudng tim than, tién chat da dung dé nghién ctru, san xuat thr
(Miu s6 8B).

Piéu 13. Xuit nhip khau - Ban buén
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t}{f Duogc Trl}ng‘uong 3, Cong ty Dugc Sai Gon, Cong ty c6 phan xpéit nhép khau y 3
té thanh pho Ho Chi Minh (YTECQO), Cong ty co6 phan Dugc - Thiét bi y t€ Ha Noi .
(HAPHARCO) chiu trach nhiém cung trng nguyén liéu va thudc thanh pham hudngs
tAm than, tién chét cho céc co so kinh doanh, sir dung trong ca nudc.
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2. Nhén su: Tha kho phai la dugc si dai hoc hoac dugc si trung hoc dugce uy quyén
(thu truéng don vi Gy quyén bing vin ban, mdi lan uy quyén khong qua 12 thang).

3. Ho so, s sach:

a) SO theo ddi xuét, nhap thudc hudng tim than, tién chat (Mau s6 6A);

b) Phiéu xuat kho thudc hudng tam than, tién chat (MAu sb 7);

c) C\éc chirng tir lién quan dén viéc xuét khau, nhap khau, mua ban thubc hudng
tam than, tién chat.

4. Pham vi hoat dong:

a) Xuét khau, nhap khau nguyén liéu va thudc thanh pham thudc huéng tam than,
tién chat;

9-CB
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b) Mua thudc thanh phé’im hudng tam than, tién chat cua cc co s& san xuat;

¢) Ban thudc thanh pham thude hudng tam than, tién chét cho co sé ban buédn, co
so ban 1é thudc gay nghién, co so y té, co s nghién ciru, dao tao chuyén nganh
Y - dugc, trung tam cai nghién trong ca nudc;

d) Ban nguyén liéu thuéc hudng tam than, tién chit cho cac co s duoc phép san
xuat, pha ché thudc huéng tam than, tién chat.

5. Cac cong ty dugc phém tinh, thanh phf‘) tryc thudc Trung uong (bao gém ca
doanh nghiép nha nuéc va doanh nghiép nha nudce sau ¢6 phan hoa) duge mua thude
thanh pham hudng tam than, tién chat tir cac cong ty duge quy dinh tai khoan 1 cua
Diéu nay dé cung tmg cho cic co sd y té, co sd nghién ctru, dao tao chuyén nganh Y -
dugc, trung tam cai nghién trén dia ban.

6. Duoc si dai hoc hodc dugc si trung hoc duogc ity quyén (thu truong don vi uy
quyén bang van ban, méi lan Gy quyén khong qua 12 thang) tryc tiép ban budn thude
hudng tam than, tién chat.

Diéu 14. Ban 1é

I. Nha thudc, quiy thude.

a) Dat tiéu chuan thyuc hanh tdt nha thube (GPP):

b) Duoc si dai hoc chu nha thude hoic duge si trung hoc chu quay thudce truc tiép
quan 1y va ban 1é thuéc huéng tam than, tién chit;

¢) Bao quan: thubc hudng tdm thén, tién chit phai dugc bao quan trong tu riéng.
c6 khoa chic chin, c6 cac bién phap dam bao an toan, khong dé thét thoat;

* Tel: +84-8-3845 6684 * www.ThuVienPhapLuat.com

t

Néu sb luong thude hudng tdm than va tién chat it, c6 thé dé cung ti voi thudc gay=
nghién nhung phai dé ngin neng, tranh nham 1dn; cé khoa chic chén, c6 cac bleng
phap dam bao an toan, khong dé thit thoat;

d) Ho so, sb sach: Sé theo ddi Xuat, nhap thudc thanh phé‘im hudng tam than, tién
chat (Mau s6 6A); Phiéu xuat kho thudc hudng tdm than, tién chit cua noi cung cap
thuéc;

d) Pham vi hoat dong:

- Mua thudc thanh pham hudng tdm than, tién chit va ban 1¢é theo quy dinh tai Quy
ché ké don thudc trong diéu tri ngoai trii;

- Khdng dugc mua, ban nguyén liéu hudng tim than, tién chat;
2. Dai ly ban thubc ciia doanh nghiép, ti thude tram y té xa:

a) Co s¢ vat chat: Quay, ti phai c6 khéa chic chén; Thudc hudng tdm thin, tién
chat phai dugc sap xép & vi tri dm bao an toan, tranh nham lan;
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b) Hd so, s6 sach: Sé theo ddi xuét, nhap thude thanh pham hudng tim than, tién
chat (Mau s6 6A);

¢) Pham vi hoat dong:

- Pai ly ban thudc cua doanh nghiép dugc phép ban thude hudng tim than, tién
chat trong Danh muc thudc thiét yéu Viét Nam;

- Tu thuéc tram y té xa dugc phép ban thudc hudng tam than, tién chat trong danh
muc thuoc thiét yéu ding cho tuyén y té cap xa trong Danh muc thudc thiét yéu Viét

Nam.

Chuwong 111

PHA CHE, CAP PHAT, SU DUNG, BAO QUAN THUOC HUONG TAM THAN,
TIEN CHAT O CAC CO SO Y TE, TRUNG TAM CAI NGHIEN

Piéu 15. Pha ché

1. Co s0 y té c6 chirc nang kham bénh, chita bénh c6 chirc ning pha ché thude
hudng tdm than, tién chat phai bo tri khu vuc pha ché dap ung cac dicu kién sau:

a) Co s& vt chét:

- Phong pha ché: co tran chdng bui, nén va tuéng nha bing vat liéu dé vé sinh,
khi cén thiét co thé thuc hién cong viéc tay trung. Phong phai duoc xay dung ¢ noi
thoang mat, riéng biét, an toan, cach xa ngudn 6 nhidm. Dién tich mat bang ti thiéu
la 10m2. Cac bd phan phai b tri theo nguyén taic mot chiéu;

- C6 chd rura tay, rira dung cu pha ché;

- C6 du dung cu phi hop véi viée pha ché, bao quan va kiém nghiém thude.

b) Nhan luc:

- Ngudi giam sat va chiu trach nhiém v& ché do ghi chép, bao céo, kiém tra chét
lrgng thudc sau khi pha ché: Dugc si dai hoc;

- Nguoi giit thuée hudng tam than, tién chit sau khi pha ché: Dugc si trung hoc
tro 1én.

c¢) Bong goi, dan nhan, bao quan:

- Thudc huéng tam than, tién chit pha ché xong phai duge déng géi, dan nhan
ngay dé€ tranh nham lan. Nhan it nhat phai c6 thong tin sau: Tén co s0, tén thudc,
dang bao ché, hoat chat, nong d6 hoac ham lugng, ngudi pha, nguoi giam sat, ngay
pha ché;

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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- Thube huéng tam than, tién chét phai dugc bao quan ¢ tu riéng: cod cac bién
phap, trang thiét bi dé dam bao an toan, chong that thoat.

d) Ho so, so sach:

- S6 pha ché thude hudng tam than, tién chit (Mau sb 5):

- S kiém tra kiém soat chat lugng thudc:

- Quy trinh pha ché thudc theo don;

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

2. Pham vi hoat déng:

a) Thudc pha ché chi cap phat theo don cho ngudi bénh diéu tri néi tri va ngoai
trd cua chinh co so;

b) Chi dugc pha ché cac thude co cong thue, quy trinh pha ché, tiéu chuan chat

luong duroc nguoi dimg dau co so phé duyét va chiu trach nhiém vé tinh an toan va
hiéu qua cua thude;

¢) Khong dugc pha ché thude tiém.
Diéu 16. Cap phat, sir dung

6684 * “W.ThuﬂenPhapLuat com

. Khoa dugc phat thude huo*ng tim thén, tién chét cho cac khoa diéu tri theo 2
leu linh thubce hudng tam than, tién chat (Mau sb 9) va truc tiép cap phat thude cho 3
ngudi bénh diéu tri ngoal tri. Truong khoa duge hodc dugc si dai hoc duge trucmg°0
khoa dugc Uy quyén bang van ban ky duyét phiéu linh thuéc hudng tam than, tlen ¥
chat ciia cac khoa diéu tri.

Tel:

=

Tai cac khoa diéu tri, sau khi nhan thudc tir khoa duoc, diéu duong vién dLrorc=—
phan cong nhiém vy phai déi chiéu tén thude, nong do, ham lwong, s6 luong thuoc g
truoc luc tiém hoac phat cho ngudi bénh.

Thube hudng tam than, tién chat thira do khéng sir dung hét hoac do ngudi bénh
chuyén vién hodc tir vong, khoa diéu tri phai lam gidy tra lai khoa duoc. Trudng
khoa dugc can cu tinh hinh cu thé dé quyét dinh tai sir dung hodic hity theo quy dinh
va lap bién ban luu tai khoa duge.

Khoa dugc phéi theo ddi va ghi chép day du sé luong thudc huéng tam than, tién
chat xuat, nhap, ton kho (Mau s6 6A).

2. Doi véi tir thude true, ti thude cap clru & céc khoa, phong trong cac co sd y 1
c6 str dung thude hudng tdm than, tién chit do diéu duéng vién truc giir va cap phat
theo y 1énh. Khi dbi ca truc, nguoi giit thudc cua ca truc trude phai ban giao thube
va s6 theo ddi cho ngudi giir thude cua ca truc sau.
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3. Trung tdm cai nghién: dugc si trung hoc tro 1én chiu trach nhiém tiép nhén,
quan ly, cap phat thuéc huéng tam than, tién chat.

Piéu 17. Bio quan

1. Bao quan thudc hudng tam than, tién chit tai khoa dwoc:

a) Co s& vit chat: Thube huéng tam than, tién chit phai dugc bao quan trong
kho tuan thu cac quy dinh vé thuc hanh 6t bao quan thude; Kho, ti bao quan thude
hudng tam than, tién chit ¢6 khoa chéc chan, dugce trang bi thich hop dé dam bao an
toan, chong thit thoat. Néu khéng ¢ kho, ti riéng, thudc hudng tam than, tién chat
¢6 thé dé cuing kho, ti véi thude gy nghién nhung phai sip xép riéng biét dé tranh
nham lan;

b) Thu kho: Dugc si trung hoc tré 1én.

2. Bao quan thudc hudng tam than, tién chat tai tu thude truc, tu thude cap ciru:
Thude hudng tam than, tién chat ¢ tu thube true, ti thude cap ctru phai dé ¢ mot ngan
hodc 0 riéng, tu ¢6 khoa chic chan. S6 luong, chung loai thude hudng tam than, tién
chit dé tai ta thude tryc, ti thude cdp ctru do ngudi ding dau co so quy dinh bang
van ban.

Chuong IV
HO SO, THU TUC VE DU TRU, MUA BAN, XUAT NHAP KHAU

Piéu 18. Dy tri

1. Hang nam, cé4c co s& kinh doanh, sir dung thude hudng tam than, tién chat phai
lap du tri mua thudc hudng tim than, tién chit (Mau sb 10). Dy tru dugce lam thanh
4 ban (co quan duyét du tru luu 2 ban, don vi gitr 1 ban, noi ban 1 ban).

2. Cac co s& kinh doanh, str dung thudc hudéng tim than, tién chat chi duoc phép
mua, ban, cap phat, sir dung thuc huéng tam than, tién chit khi co dy tri da dugc
phé duyét theo quy dinh tai Piéu 19 ciia Théng tu nay.

3. Nguoi dirng dau co sé chiu trach nhiém vé sb lugng thude hudng tam than, tién
chat dy trti, sé lugng thude hudng tdm than va tién chat phai pha hop véi nhu cau
st dung cua don vi; khi dy tri s6 luong thude hudng tdm than va tién chat vuot qua
50% so v6i s6 lugng sir dung ky trirde: co sé dy tri phai giai thich 13 1y do.

Truomg hop s6 lugng thude hudng tdm than, tién chat da mua theo du tru khong
dap (mg dii nhu cau st dung, cac co s& ¢6 thé dy trit bd sung va giai thich ly do.
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4. Trong vong 07 ngay lam viéc ké tir khi nhan duge ban du trii hop 1€, co quan
xét duyét du tri s& xem xét phé duyét ban du tr hodc ¢6 cong vén tra 161, néu rd ly
do khong duoc phé duyét.

Piéu 19. Duyét dur tru

. Bo Y té (Cuc Quan ly duoc):

a) Duyét du tru nguyén liéu hudng tim than, tién chit cho co s& san xut thudc,
co sO y té&, co sd nghién ciru, co s¢ dao tao chuyén nganh Y - dugc, trung tam cai
nghién;

b) Duyét dy tru thudc thanh pham huéng tim than, tién chét cho cac co s& quy
dinh tai khoan 1 Diéu 13 cia Thong tu nay;

t.com

¢) Duyét dy tru thudc hmmg tam than, tién chit cho co s& khong thudc nganh y 5
té quan ly nhung c6 nhu cdu mua thudc hudng tam than va tién chat dé nghién ciu E
khoa hoc. Khi 1ap ban duy tri, co s& phai giri kém theo cong van giai thich ly do va‘%
dugc ngudi dung dau co quan cip Vu, Cuc trd 1én ¢6 chire ndng quan ly truc tiép
xac nhan;

d) Duyét du tru thude thanh phém hudng tam than va tién chét cho Cuc Quan y 4Bo
Quéc phong.

2.S¢'Y té tinh, thanh phé truc thude Trung wong duyét dy tru thudc thanh pham
hudng tdm than, tién chit cho co s& ban budn, ban 1é thudc, co s6 y té, co so nghién
clru, co s& dao tao chuyén nganh Y - dugc, trung tam cai nghlen trén dia ban. Tuyz
theo timg dia phuong, SO Y té c6 thé phan cép, Uy quyén cho Phong Y té quan i
huyén, thi xa hoac Trung tim Y té quan, huyén, thi xa (neu ¢O can b chuyén monc
dugc) duyét du tru thude thanh pham hudéng tm thin, tién chét cho tram y té xa,%
phudng, thi tran.

l +84—8—3845 6684 4 www. ThuVie

3. Cuc Quéan y - Bo Quéc phong duyét dur tri thudc thanh pham huéng tam than
va tién chat cho cac bénh vién, don vi tryc thuée Bo Qudc phong.

4. Truong khoa didu tri, truong phong kham ky duyét Phiéu linh thudc hudng
tAm than va tién chét cho khoa phong minh (MAu s6 9). Trudng khoa duoc ky duyét
Phiéu linh thudc hudng tam than va tién chét cho ca truc cia khoa dugc.

Diéu 20. H so, thii tuc vé xuét Khiu, nhip khiu

1. Hd so, thu tuc xuit khau, nhap khau thudc hudng tam thn va tién chat thuc
hién theo quy dinh tai Thong tu huéng dan hoat dong xuat khau nhap khau thude va
bao bi tiép xuc tryc tiép véi thude hién hanh ciia BO Y té.
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2. Gidy phép xuét khau, nhap khau thuéc hudng tam than mau xanh va tién chat
mau hdng duge cap cho timg lan nhap khau, xuét khau va co gia tri trong thoi han
t6i da 01 nam ké tir ngay ky.

3. Gidy phép xuat khau, nhap khiu duoc giri cho doanh nghiép xin nhéap khau,
xudt khau; Vin phong thudng truc phong chong ma tuy Viét Nam, Chi Cuc Hai quan
cira khau noi 1am tha tuc xuét khau, nhap khau; Bo Tai chinh; Uy ban kiém sodt ma
tay qudc té; Co quan quan Iy nudce nhap khau (d6i voi gidy phép xuat khau).

4. Nguyén liéu, thanh pham thudc hudng tam thén va tién chét chi duoc phép xuat
khau, nhap khau qua ctra khau Qudc té ctia Viét Nam.

Chuwong V
THANH TRA - KIEM TRA - XU LY VI PHAM

Piéu 21. Kiém tra, thanh tra

1. Cuc Quan ly dugc, Thanh tra Bo Y té td chirc kiém tra, thanh tra viéc thuc hién
Thong tu nay theo tham quyén déi véi cac t6 chirc, ca nhan tham gia cac hoat dong
lién quan dén thudec hudng tm than va tién chét trén lanh tho Viét Nam.

2. S Y té cac tinh, thanh phé trrc thudc Trung wong chiu trach nhiém kiém tra,
thanh tra viéc thuc hién Thong tu nay trong pham vi dia phuong minh quan ly.

Piéu 22. Xir Iy vi pham

* Tel: +84-8-3845 6684 * www.ThuVienPhapLuat.com

Moi hanh vi vi pham Thong tu nay, tuy mirc do va tinh chét vi pham s& bj xtt phat
hanh chinh hoic bi tam nging cap, thu héi gidy phép hodc bi truy ciru trach nhiém
hinh su theo quy dinh ctia phap luét.

ft

awono

- Chuong VI
PIEU KHOAN THI HANH

Piéu 23. L trinh thuc hién

Cac nha thudc, quiy thude tiép tuc dugc mua, ban th}léc hudng tam than, tién chat
theo 16 trinh bat budc trién khai ap dung cac nguyén tac, tiéu chudn “Thyc hanh t6t
nha thu6c” theo quy dinh cua B4 Y t€.

Piéu 24. Hiéu lwc thi hanh

I. Théng tur ndy c¢6 hiéu luc thi hanh sau 45 ngay, ké tir ngay ky. Bai bo cac Quyét
dinh s6 3047/2001/QD-BYT ngay 12/7/2001 ciua Bo truong B Y t€ v€é vigc ban
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hanh Quy ché Quan ly thudc hudng tim than, Danh muc thudc hudng tam than, tién
chat ding lam thuéc va Danh muc thudc huéng tim than, tién chét ding lam thudc
¢ dang phm hop; Quyét dinh s6 l443/2002/QD BYT ngay 25/4/2002 cua B truong
Bo Y té vé sira doi, bd sung mot s& Piéu ciua Quy ché Quan ly thudc hudng tAm
than ban hanh kém theo Quyet dinh s6 3047/2001/QD-BYT ngay 12/7/2001 cua Bo
truong Bo Y té; Quyét dinh s6 71/2004/Qf) -BYT ngay 09/01/2004 cua Bo trucmg
Bo Y té vé stra ddi, bd sung mot so chat vao Danh muc thubc huéng tam than ban
hanh kém theo Quyét dinh s6 3047/2001/QD-BYT ngay 12/7/2001 ctua B truong
BOY té.

2. Cuc Quan ly duge, cac don vi truc thude Bo Y té, So Y té cdc tinh, thanh phd
tryc thudc Trung wong, Tong Cong ty Dugc Viét Nam; céc t6 chirc, ca nhan cOg
hoat dong lién quan dén thude hudng tim than, tién chat va cac to chirc, ca nhan*-'
nudc ngoai cung cap thudc huéng tim than, tién chat vao Viét Nam; cac co sd'y te
co s& nghién clru, ddo tao chuyén nganh Y - dugc c6 trach nhi¢m thue hién Thong“a
tu nay.

Trong qua trinh thuc hién, néu c6 khé khan, vudng mac dé nghi cac don vi baoz
c40 vé BO Y té (Cuc Quan ly dugc) dé xem xét, giai quyet /.

Lua

e

ThuVi

WWW.

KT. BQO TRUONG
THU TRUONG

Cao Minh Quang
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T

Phuy lyc 1

DANH MUC THUOC HUONG TAM THAN

(Ban hanh kém theo Théong tw so 11/2010/TT-BYT ngay 29 thdang 4 ndm 2010
ciia Bé trucng Bo Y té)

e

TT| Tén quoc té Ten thong dung khac Tén khoa hoc
I | Allobarbital 5,5-dia -
llylbarbituric acid

2 |Alprazolam | | 8- cloro -1- methy -6- phenyl - 41 -s-
triazolo [4,3-a] [1,4] benzodiazepin

'3 | Amfepramon | Diethylpropion | 2-(diethylamino) propiophenone

4 |Aminorex | | 2- amino-5- phenyl- 2-oxazoline

5 |Amobarbital | |5-cthyl-S-isopentylbarbituric acid

6 |Babital | | 5,5-dicthylbarbituric acid

7 Benzfetamm ______ B enzphetamme --------- N -benzyl-N, a- dlethy]phenethyldmme

'8 |Bromazepam | 7-bromo-13-dihydro-5-(2-pyridyl:
2H 1 4 benzodla?epm 2 -one.

9 Brouzo]am ________ ) 2- bromo 4-(o- chlorophenyi) 9 6H—
thieno(3,2-f)-s-triazolo( 4,3- a)(1,4)
diazep !

10 |Buprenorphin | | 21-cyclopropyl-7-a[(S)-1-hydroxy-
1,2,2-trimethylpropyl

11 [Butalbital | |S-allyl-S-isobutylbarbituric acid

12 |Butobarbital | | 5-butyl-5- ethylbarbituric acid

13 |Camazepam | | 7-chloro-1,3-dihydro-3-hydroxy-1-
methyl-5-phenyl-2H-1.,4-
benzodiazepin-2-one
dimethylcarbamate (ester)

14 |Chlodiazepoxid| | 7-chloro-2-(methylamino)-5-phenyl-

Cathine

(+)-norpseudo-
ephedrine

AWDOITU = Tel: +84-8-3845 6684 * W‘W.ThuﬂenPhapLuat.com

3H I, 4-benzodiazepine-4- 0x1de

{+) -(R)-a-[(R)-1-
aminoethyl]benzykl ancohol
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Tén quoc té

Tén théng dung khac

Tén khoa hoc

Clobazam

Fludiazepam

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

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

7- chloro - 2,3 - dihydro - 2 - 0x0 -5~
phenyl-1H-1,4-benzodiazepine -3-
carbocilic acid

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

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

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

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

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

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

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

7-chloro -5- (o-fluorophenyl) -1,3-
dihydro -1- methy 1-7-nitro - 2H - 1,4-

benzodiazepin -2- one

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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A A A
Tén quoc te

Tén thong dung khac

Tén khoa hoc

41

Flunitrazepam

Loprazolam

Lormetazepam

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

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

1-(2,2,2 -trifluoroethyl)-2H-1,4-
benzodiazepin -2 - one

[0-bromo-11b -(o-fluorophenyl)-
2,3,7,11b tetrahydrooxazolo [3,2-d]
[1,4] benzodiazepin -2 -one

[ 1-chloro -8,12b - (dihydro - 2,8 -
dimethyl - 12b - phenyl - 4H -[1,3]
oxazino[3,2-d][1,4] benzodlazepm-
4,7 (6H)-dione

(*) -2- (2-Clorophenyl)-2-
methylaminocyclohexanone

(-)-N,N-dimethyl-1,2-
dlphenylcthylammc _

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

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

7-chloro-5-(o-chlorophenyl)-1.3-
dihydro-3-hydroxy-1-methyl-2H-

1,4 benzodiazepin -2 - one

Tol:

|
|
=

LYY L UL
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Tén qubc té

Tén thong dung khac

Tén khoa hgc

Mazindol

Methylpheno-
barbital

Nimetazepam
Nitrazepam

Pc.ntazoun

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

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

N-(3- chloropropyl) a -
methylphenethylamine

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

3- (amethylphenethyl)- N-
(phenylcarbamoyl) sydnone imine

3,3 diethyl-5- methyl-2,4 plperydme-
dlone

------------

8- thO-l:O— -6- (o-ﬂuorophenyl) 3
I-methyl-4H-imidazol[1,5-a][ 4]

7-chloro- 1,3 dihydro-5- phenyl-
2H-14 ben?odiazepin -2-one

I(] chloro——2,3,7,l 1b- u,trdhydm -2-
methyl-11b-phenyloxazolo[3,2-d]
[1.4] benzodsachm -6(5H) -one

(2% 6R* 1 1R*)-12,3,4.5.6-hexahydro-
6,11-dimethyl-3-(3-methy!-2-butenyl)-

hu\‘lent’hapl_,uat.com

benzodiazepine c;
1.3 dihydro -1- methyl-7-nitro-5-  §
phenyl -2H-1 4 benzodla?epm -2-one 4
1,3 dlhydro ~7-nitro-5- phﬁ,nyl-ZH- %
1,4 benzodiazepin-2-one ;3

WWW.

2.6- methano 3 ben?'amun 8 ul
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Tén quoc té

Tén thong dung khac

Tén khna hoc

59
60
61

Pentobarbital
Phendimetrazin
Phenobarbital
Phentermin

Pinazepam

Prazepam

Pyrovaleron

Secbutabarbital |

Zolpidem

5- cthyl 5-(1- methylbutyl) bdrbltunc

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

S5-ethyl-5-phenylbarbituric acid
a,0- dlmethylphenethylamlm

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

7-chloro -1- {Lyclopropylmcthyl) -
1,3 - dihydro -5- phenyl -2H- 1,4-
benzodlazepm 2-one

4-methyl-2-(1- pyrrolldlny)
valerophenone

-------------------------------------------------

7- chloro -5- 1.3 - dihydro 3- ,
hydroxy-1 -methyl-5-phenyl 2H-
| 4-benzodiazepin -2- one

7 thoro 5-(1- Cyclohexen ]~yl)
1,3dihydro-[-methyl-2H-1.4
benzodiazepin -2- one
8-chloro-6-(o-chlorophenyl)-1-
methyl-4H-s-triazolo[4,3-a][1,4]
benzodiazepin

5-(I-methylbutyl)-5-vinylbarbituric

aAaWSoft = Tel: 5353545 6654 www, | hu YienPhapLuat.com

aCId

]mldd?OI [1 2 a] pyrimldm 3~
acetamid, N,N.6- Trimethyl-2- (4-

methylphenyl)
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Phu luc 11

DANH MUC TIEN CHAT DUNG LAM THUOC
(Ban hanh kém theo Thong tir s6 11/2010/TT-BYT ngay 29 thang 4 nam 2010
cia Bo truong Bo Y 16)

STT Tén quoc té Tén khoa hoc
l Ep};edrin Beniénemethauol a -[1 -(methylamino)ethyl ]

2 [N-Ethylephedrin | I-Ethylephedrin

3 |N-mEthylephedrin a-[-1-(Dimethylamino)Ethyl]
Benzenemethanol

4 |Pseudoephedrin | Benzenemethanol.o-2(methylamino)-1-
phenylpropan-1-ol

s |Ergometrin | Ergoline-8-carboxamide,9, 10-dihydro-N-(2-
hydro-1-methylethyl)-6-methy- [8(s)]. |

6 |Ergotamin | Ergotaman-3",6°,I8-trione, 12"-hydroxy-2"- |
methyl-5’ (phenylmethyl) (5’a) |

7 [N-Bthylpseudoephedrin |

8 |N-mEthylpseudoephedrin | 7

1: +84-8-3845 6684 * www.ThuVienPhapLuat.com
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Phu luc I

DANH MUC THUOC HUONG TAM THAN O DANG PHOI HQP
(Ban hanh kém theo Thong tw s6 11/2010/TT-BYT ngay 29 thang 4 ndm 2010

cua Bé trieong Bo Y 1é)

STT Tén chat hwong tam than va tién chat Hé“: lwgng fﬁi‘-ﬂa ‘36 t.r:}ng
mot don vi da chia liéu
1 Allobarbital 10mg

""" > |Alprazolam | 025mg
""" 3 |Amobarbitl | lomg

4 |Babit | omg
""" 5 |Bromazepam | img
""" 6 |Brotizolam | 025mg
""" 7 |Butobarbial | lomg
""" 8§ |Camazepam | smg
""" 9 |Chlodiazepoxid | smg |3

10 |Clobazam | smg
""" Il |Clonazepam | o0s5mg
""" 12 |Clorazepat | lomg
""" 13 |Clotiazepam | smg
""" 14 |Diazepam | smg
""" Is |Estazolam | o0smg
""" 16 |Fludiazepam | 0s5mg
""" 17 |Flunirazepam | 05mg
""" 18 |Florazepam | smg
""" 19 |Halazepam | smg
20 |Ketazolam | smg
o 2 O Lopmmla m ................................................................ ()-,_:i smg ________________
22 |Lorazepam | 0.5mg
23 |Lormetazepam | 025mg
24 |Meprobamat | 00mg

6684 * www.ThuVienPhapLuat.com

4-8-3845
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Ham lwgng t6i da co trong
mot don vi da chia liéu

STT | Tén chit hudng tam than va tién chit
i 25— Medazepam .
26 |Methylphenobarbital
2% |Nitrazepam
29 | Nordrazepam
30 |Oxazepam
31 |Parazepam
""" 32 | Pentobarbital
33 |Phenobarbital
34 |Secbutabarbital
35 | Temazepam
36 |Tetrazepam
37 | Vinylbial
38 | Cloxazolam
39 | Delorazepam
40 |Ethylcloflazepat
41 |Nimetazepam
42 |oxazolam
43 |Ppinazepam

__________________________________________

54 * www.ThuVienPhapLuat.com
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Phu luc IV
DANH MUC TIEN CHAT DUNG LAM THUOC O DANG PHOI HQP
(Ban hanh kém theo Thong tw s6 11/2010/TT-BYT ngay 29 thang 4 nim 2010
cua Bo truong Bo Y té)
Ham lugng tbi da cé | Nong dd toi da co
STT Tén tién chat trong mét don vida | trong mét don vi
chia liéu chwa chia liéu
1 Ephedrin 50mg 1,5%
2 | Ergometrin 0,125mg 5
3 | N- Ethylephedrin 12,5mg
4 | N- Methylephedrin 31,Img
5 | Ergotamin Img
6 | Pseudoephedrin 120mg 0,5%

awSoft = Tel: +84-8-3845 6684 *
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Miu s6 1A

Tén co so

So:....

BAO CAO NHAP KHAU THUOC HUONG TAM THAN (TIEN CHAT)
(Bdo cdo cho tirng lan nhdp khdu)

Kinh gui:
i Nguyén S6 Tén, di . .
JBOYER 20 | ren,aia | ML s6 | sé | | Neay
li¢u, thuoc | giay chi nha chi nha o lron So 10, ha
. : w n
STT thanh phép | | P xuat rong | frone han ‘@P
2 .| sdn xuat, 2 .. da thue N hang
pham nhap tén nuwoc khau, ten duyét | nha dung | s kh
R . vé kho
nhip khiau | khiu nudc ¥ P

Cira khau nhap hang:

Tinh trang chét lugng: 1. Pat tiéu chuan.........:

Noi nhan:

- Nhu trén

- Luu tai co so

2. Khong dat tiéu chuan (néu cu thé tinh trang khong dat):
3. Tinh trang bao bi, nhan:
]

Tot:
Khong tot:

]

Ngay..... thang.....
Co s6 nhap khau
(Ky tén, dong diu)

nam........

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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Tén co so

So:....

Mau sb 1B

BAO CAO XUAT KHAU THUOC HUONG TAM THAN (TIEN CHAT)
(Bao cdo cho tung lan xudt khdu)

Kinh gui:
Nguyén | S0 | Tén, | Tén,dija
A o e bl I T PR IR o™
liéu, thuoc | giay | dia chi | chi nha So 16,| Ngay 2
. , R N lwgng | lwgng «. | Khéau
STT| thanh phép | nha sin | nhép han | xuat p
2 £ A P . da | thue | . xuat
pham xuat| xuat |xuat, tén|khau, tén duvét xu.ﬁt dung | hang han
khéu khau | nwéc nwoc yE g
Noi nhan: Ngay..... thang..... nam........
- Nhu trén Co sé xuit khiu

- Luu tai co so

(Ky tén, dong dau)

-8-3845 6684 ¥ www.ThuYienPhapLuat.com

awSoft = Tel: +s84
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Miu s6 2A

Tén co so

So:....

BAO CAO NHAP KHAU THUOC HUONG TAM THAN (TIEN CHAT)
DANG PHOI HQP

lrgng
tOIl"
khio

awWSoft = Tel: +84-8-3845 6684 * www. ThuVienPhapLuat.com

Kinh gut:
Tén hoat
chat ga
n hiégny Ten, Tén
Tén 8 . dia | .. . £
" ham . |dia chi| So £ A X
thuoc, ) .| chi . SO So So
) Pon | Thanh| lwgng co . | nha [lwgng
. nong ] N nha M _ |lwgng | lwgng
STT 46 vi | phian | trong 1 sin xuat | da aa s A
0, , , . 2
. | tinh | chinh | don vi .. | khau, | cap . ,
ham .| xudt, . , | nhidp | ban
lrom da chia tén tén | phép
14
e liéu hoic , | nwée
nwoc
chwa
chia liéu
Noi nhan: Ngay..... thang..... nam........
- Nhur trén Co so nhap khiu

- Luu tai co so

(Ky tén, dong dau)



Tén coso

So:....

MAiu s 2B

BAO CAO XUAT KHAU THUOC HUGNG TAM THAN (TIEN CHAT)
DANG PHOI HOP

Kinh gui:

" Tén hoat chat| Tén, | Tén, ;.
Tén . A N Tong so
2 gay nghi¢n - | dia chi | dia chi & '
thuoc, . . , . . S0 | khoi lwgng
A Pon | Thanh| ham lwong c6| nha nha P
) nong . N i . lwgng| hoat chat
STT 46 vi | phan | trong 1 don san nhip i . his
. . ; ay n n
*" | tinh| chinh vi da chia liéu | xuat, | khau, A g ,} ghi¢
ham B . N xuat | tinhrag
lwon hoac chwa tén tén (k)
w A
yne chia liéu nudc | nuoc &
Noi nhan: Ngay..... thang..... nam........

- Nhu trén

- Luu tar co so

Co sé xuit khiu
(Ky tén, dong dau)

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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Méu s6 3A

Pon vi:

So:

BAO CAO SU DUNG NGUYEN LIEU HUONG TAM THAN (TIEN CHAT),
THUOC THANH PHAM HUONG TAM THAN (TIEN CHAT)

Kinh guri:

Tén S6 lwong | Sé S6 £ N N
thudc, |Pon| tdn kho lwgng lwgng 50 Ton
Nk _ . .~ |Tong lwgng | kho | Ghi
TT| nong vi ky trwéc | nhap xuit \ ,
o ) X 50 hw hao,| cudi | chu
d), ham | tinh | chuyén trong trong | .. .
. . doidw | ky
lwgng sang ky ky
(| @) (3) (4) S | ©® | () (8) (9) | (10)
Noi nhén: Ngay..... thang..... nam........

- Luru tai co so

Co so bao cao

(Ky tén, dong dau)

* Tong s6 lugng thude cua cot 4 va cot 5 phai bing s6 luong ghi & cot 6.

awSoft = Tel: +54-5-3545 6654 * www. ThuVienPhapLuat.com
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Tén co sO

So:

Miu s6 3B

BAO CAO SU DUNG NGUYEN LIEU HUONG TAM THAN
(TIEN CHAT)

Kinh gur:

Dién giai
Nong do, So
Don| Tén |hamluwgng| So qung
TT Tén nguyén li¢u vi | thudc | hoat chit diing lrgng | nguyén
tinh théﬂnh huéng tim ky th:‘axnh liu s
phdm | thén (tién pham | dung
chét)
(1) (2) 3)| @ (5) 6) | (1) (8)
- - - - S
1.1 |Téng sé nguyén liéu sir|
dyng trongky |
12|88 ugngénkhokytnwge|
13 Sﬁlugmgnhﬁp trm_ag_!(_jf ________________________________________________________________________
14|Tonkhocubiky |
2 IS PR ’ __________ 1 ................. , ........ l ......................

Noi nhén:

- Luru tai co s¢

Ngay..... thang.....
Co sé bao cao

(Ky tén, dong dau)

........

Ooft = Tel: +84-8-3845 6684 * www. ThuVienPhapLuat.com

aw

* MAu nay ap dung cho Co s san xuét: bao c4o 6 thang, nam, mdi 1an mua/nhap
nguyén lidu thudc hudng tim than, tién chat (thay cho mau so 3A).
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Mau sb 4
S&'Y té tinh, thanh phd: CONG HOA XA HQI CHU NGHIA VIET NAM
S6: Pdc 1ap - Ty do - Hanh phiic

BAO CAO CONG TAC QUAN LY THUOC HUONG TAM THAN
(TIEN CHAT)
Nim.:.......

Kinh giri: Cyc Quan ly Duogc - BO Y té

I. Quén 1y thubc hwéng tim thin (tién chit) trén dia ban:

1. S& co s ban budn thube hudng tim thin (tién chét):

2. 86 co s ban 1é thude thanh phdm hudng tdm than (tién chét):

3. 86 co sd 'y té st dung thubc hudng tam than (tién cht):

3.1. S co so trong nganh y té sir dung thude hudng tam than (tién chat):
3.2. Sb co s ngoai nganh y té sir dung thuéc hudng tim than (tién chat):
4. Cong tac quan ly, sur dung:

11. Sir dung, tdn kho thudc thanh phim huéng tim thin (tién chit)

S6 1 S6 Sé

Tén thudc, nong ((:;-::!:’l Pon vij tt’inlrlf:og 56 lwgng lll".':ig
1

ang g6i | truée P | dyng | kho

* 6 lugng st dung: La s6 lugng ban 1é ctia co sd ban 16 va sd lugng str dung trong
céc co s y té trén dia ban.

* S lugng ton kho: 1a s lugng ton kho tai cac co s ban budn, co sd ban 1é, co
8O y té trén dia ban tai thoi diém bao céo.

Gidm dbc S& Y té
(Ky tén, dong dau)

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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Tén co so

MAu s6 5

SO PHA CHE THUOC HUONG TAM THAN (TIEN CHAT)

(Bt ddu sir dung ti

lllll

. dén......)

SO PHA CHE THUOC HUONG TAM THAN (TIEN CHAT)

Co S61 So1
Tén ng | S lwgng "ML | Ho va | Ho va
Sé | thube - thire thude thuoc tén tén
Ngay | | o |pha ché| thanh thanh | e | ON
thang n g (cho 01 | pham thu phim thu g g”_( chu
te | do, ham N . pha | kiém
e 16 sian | dwgc theo | dwgc trén ché soht
e phim) | ly thuyét | thyec té
() | (2) (3) (4) (5) (6) (7) (8)

* §4 dugc danh sb trang tir 01 dén hét, va déng dau giap lai.

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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M3au sé 6A

Tén co so
Pia chi:
Pién thoat:

SO THEO DOI XUAT - NHAP THUOC HUONG TAM THAN
(TIEN CHAT)
(Bit ddu sir dung tir.... dén......)

SO THEO DOI XUAT - NHAP THUOC HUONG TAM THAN

x < £

(TIEN CHAT) g

3

Tén thude, ndng d0, RAM IWONE:........cvovevieieeieiieeeseeee e, é

Pomn vi tinh: ... %

=

Nga S6 chig ti 86 lwgng S6 16 GhiE
gay . chirng tir 0 10, h
Noi t, nh 0 . Q
thing xuat, nh@p |\ udt, nhap | Nhap | Xuét (i"," han ding | chi
o ]

(1) (2) 3) (4) () (6) (7) (8) &

* 86 dugc danh sb trang tir 01 dén hét, va dong dau giap lai

* Mdi thudc phai danh mot sb trang riéng, so trang nhiéu hay it tuy loai thuo

Xuit, nhép nhiéu hay it.

+
=
S
B
&

* Poi voi co so ban 1é: Cot (2): Ghi rd tén, dia chi bénh nhan; Cot (3): Ghi rd tén,

dia chi noi nguoi ké don thude.
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A
Maiu so 6B
Tén co so:

SO XUAT THUOC THANH PHAM HUONG TAM THAN

(TIEN CHAT) DANG PHOI HQP
(Bdt diu sir dung tiv.... den......)

SO THEO DOI XUAT THUOC THANH PHAM HUONG TAM THAN
(TIEN CHAT) DANG PHOI HQP

Hoat chit S0 lurgng
Ngay . P hwong tim | Noi Thubc p Ghi
thang Ten thude thin (tién mua | thanh phﬁm Xuat/ | Con chu
A - X bi'lll lai
chat) san xuat )

* S6 nay dp dung doi voi cdc co sé san xudt thuéc thanh pham huwong tam than,
tién chat dang phoi hop quy dinh tai khoan 2 Diéu 1 cia Thong tu nay.

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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Mau sé 7
Tén co so:
Dia chi:
PHIEU XUAT KHO THUOC HUONG TAM THAN (TIEN CHAT)

Xuét cho co s

Pia chi:
. Pon S616 san | Nha sin
Tén thudc, nong do, . Ghi
STT ‘u nons €o vi |S6 lwong xuit| xuit,han | xuit- ,'
ham luwong ) . R , | chna
tinh dung tén nudc
Ngay.... thang.... nam...
Nguéi giao Nguwoi nhin Nguoi dirng diu co' ¢
(Ky, ghi rd ho tén) (Ky, ghi o ho tén) hoic Nguoi duoce ity quyén

* Mau nay sir dung dé theo doi viéc xudt: Nguyén li¢u hwong tam than (tién chatr),
thuoc thanh pham huéng tam than (tién chat), cé thé:

* Xuat ndi by co so.

« Xuét cho don vi khac:

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com

* Ghi rd tén ngudi nhan thude hudng tam than (tién chit), sé chirng minh thu nhan
dan.

* Co s 6 thé dung héa don tai chinh thay cho mu s 7 nhung téi thiéu phai c6
du céc thong tin quy dinh tai mau nay hodc kém theo Phiéu bao 16.
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Maiu s6 SA

Tén co s0: CONG HOA XA HOQI CHU NGHIA VIET NAM
S6: Poc 1ap - Tu do - Hanh phic

....... Ngay.... thang....... nam........

PON PE NGHI MUA/NHAP KHAU NGUYEN LIEU HUGNG TAM THAN
(TIEN CHAT)
dé nghién ciru mit hang méi san xuat lvu hanh

Kinh guri:

Can ¢ vao kha ning hoat dong ctia Cong ty, Cong ty....... du kién nghién ctru va

san xuét thir mit hang thudc huéng tam than (tién chat) sau:

S6 | S6 lwong nguyén | Tong sb

Thanh D , 2
Tén N " ] &,l‘ng lwgng liéu thuoc gay lwgng | Ghi
STT £ phan, ham | bao . ' - iy !
thuoc I ché san xuat | nghién du kien | NLdy | chu
e thir dé NC, SX tru

¥ Tel: T84-8-3845 6684 * www.ThuVienPhapLuat.com

awSoft

Cong ty dé nghi Cuc Quan ly dugc xét duyét cho cong ty mua nguyén liéu thudc

hudng tam than (tién chat) trén tai*:..........
Cong ty cam két s& quan ly va str dung nguyén liéu trén theo dung quy dinh cu
quy ché hién hanh.

Nguwoi dirng dau co s&
(Ky tén, dong dau)

1a

* Néu cong ty xin nhap khau truc tiép nguyén liéu: guri kem don hang xin nhap
khau thudc hudng tam thin (tién chit) theo quy dinh tai Thong tu hudng dan viée

xuat khau nhap khau thubc va m¥ pham hién hanh cia Bo Y té.
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x A
Mau so 8B
Tén co so:
So:

BAO CAO SU DUNG NGUYEN LIEU HUONG TAM THAN (TIEN CHAT)
da sir dung dé nghién ciru mit haing méi san xuét lwu hanh

Kinh guri:

— — :

Sl:)gl:;l;g Dién giai - HZE ;;:-:gé $6 lrong - .

- X F 0 wong u hue hé :

ligu Tén thuoéc | SO 10 thanh phﬁm da sir dung r hong ;

(1) (4) (5) (6) ® | (10)

Noi nhén: Ngay..... thang..... ndm........ =

- Nguwoi ding diu co sé i
- Luru tai don vi (Ky tén, dong déau)

awSoft
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MAiu sb 9
Tén co so:
Khoa/phong:
So:

PHIEU LINH THUOC HUONG TAM THAN (TIEN CHAT)

én thude, nbng d So lugn Ghi
pr | renthuoe,ndngde, | b o v tinh 2 !
ham lwgng, quy cach Yéu cdu | Thyc phat | chu
:
_______________________________________________________________________________________________________________ g
E
F
-
=
Tong so:........... khoan E
Nguwdi lap bang Ngay.... thang.... nz‘im 2
Truéng khoa/phong. ©
(Ky, ghi rd ho tén) §
=
Nguwdi giao Nguwdoi nhin Ngay.... thang.... nam.... 5
(Ky, ghi r6 ho tén) (Ky, ghi rd ho tén) Truwdéng khoa dugce hoéc%

ngudi dwoce ity quyén
(Ky, ghi rd ho tén)

« Phiéu linh thudc hudng tam thén (tién chat): tdi thiéu phai ¢6 02 ban chinh 01
ban lru tai Khoa Duge, 01 ban luu tai Khoa diéu tri.



Miu 50 10
Tén co so;
So:
DU TRU MUA THUOC HUGNG TAM THAN (TIEN CHAT)

Kinh gut:
“Tén thuée, Don Phin bdo cio ky truc ; ]
A an |+ | Gk Y . i AL Solwgng . Ghi-
'TT nongdd, vi | Solwgngton SO lwong nhap Tong Tong so xudt Ton khoi drtri Duyét chi
ham lrong tinh | kho Ky trwde | trong ky s | trongky cwdiky | |
mw e 5 0 ® O (0 (1
\ \ \
‘ ‘ ‘
.......................................................... )
Ngay...... thang...... ndm....... Ngy..... thang..... ndm......
Noi nhan: Nguon 1ap du tru Nguti dimg dducoso Duyét ban dy tril nay gOm.... trang.... khodn
Pugc mua tai cong ty........
- Luu tai co 50 Co quan duyét dy tru
(Ky tén, dong déu)

* Dy tri ndy ap dung cho cac co's kinh doanh, st dung thuoe hudng tam thn (tién chat)
* (6 thé lam dy tri bo sung trong nm nhung ¢t 4, 5,6,7.8,9 phai la nhimg s0 liéu cua thot gian truoc ngay lam dy tru
* Dy trit lam thanh 4 ban (don vi du trit lru | ban, not bn | ban, co quan duyét luu 2 ban)

% D vii cde o 56 khdm chiva bénh: thire hién d thau thudc theo quy dinh cia Phdp ludt: dyr rit co the diegc lam
sau khi o két qua dav thav, gui kém theo ket qua tring thau

%% Ddi vdi o 50 KCB: khong thire hién dau thau theo quy dinh ciia Phap lugt phai ghi ro de nghi dwoc mua tai co so

ndo dé co quan xet duyét du trit xem xét

98
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