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NoQi dung

1. Van ban quy pham phap luat lién quan

2. Quy dinh cua B0 Y té veé quan ly thu(‘)‘c
gay nghi¢n, thuoc huwong tam than va tién
chat dung lam thuoc



Phan 1. Vin ban quy pham phép luat lién quan

Cong wée thong nhat vé chat ma ty
nam 1961

Cong wéec Quoc té vé cac chat HTT
nam 1971

Cong woe lién hop quoc vé chong budn
ban bat hgp phap cac chat ma tuy va
chat hwéng than nim 1988



Phan |. Vin ban quy pham phap luat lién quan

Luat so 23/2000/QH10 ciia Quoc Hoi ban
hanh ngay 09/12/2000 vé Phong, chong ma
tuy; Luat sira doi bo sung mot so dieu luat;

Luét Duge sb 34/2005/QH11 ngay 14/06/2005

Luat Dworc s6 105/2016/QH 13 ngay
16/04/2016 c6 (hiéu hre ngay 01/01/2017);

Luat hinh sw (d6i v6i cac trueong hop bat hop
phap va vi pham vé quan ly thuoc gay
nghi¢n);



Phan 1. Van ban quy pham phap luat lién quan

Nghi dinh 79/2006/ND-CP ngay 09/8/2006
Nehi dinh s6 89/2012/ND-CP ngay 24/10/2012

Nghi dinh s6 80/2001/NP-CP ngay 05/11/2001
Nghi dinh s6 58/2003/ND-CP ngay 29/5/2003

Nghi dinh s6 187/2013/NP-CP ngay
20/11/2013

Nghi dinh 82/2013/ND-CP ngay 19/07/2013:
Danh muc chat ma tdy va tien chat; Nghi
dinh 126/2015/ND-CP ngay 09/12/2015: sira
doi, bo sung



Cac viin ban lién quan trong nganh Y té

TT s6 05/2016/QD-BYT ngay 29/02/2016: Quy
ché ké don thuoc trong di€u tri ngoai tru;

Cac van ban lién quan dén xuat, nhiap khau
danh muc thuoc khong ké don, Quy dinh veé
cac GPs

Thong tw so6 19/2014/TT-BYT ngay 02/6/2014:
thuoc gay nghién, thuoc huwong tam than va
tien chat dung lam thuoc



Quy dinh cua B0 Y té vé quan ly thudc
gay nghién, thuoc hwdong tam than va
tien chat dung lam thuoc

QUA TRINH XAY DUNG
VAN BAN QUAN LY thuéc GN, HTT, TC
trong nganh Y te
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Hé thong quy ché quan ly dwoc xay dung, sira
doi, bo sung twr nam 1963 dén nay, co thé chia
thanh 7 giai doan:
>Giai doan 1 (1963-1979): Quy ché thudc ddéc ndm 1963
»Giai doan 2 (1979-1995): Quy ché thudc ddéc nam 1979

>Giai doan 3 (1995-1999): Quy ché quan ly thudc gay nghién
(1995),Quy ché quan ly thuéc hwdng tam than (1997)

> Giai doan 4 (1999-2001):Quy ché quan ly thuoc gay nghién
(1999),Quy ché quan ly thuéc hwéng tam than (2001)



» Gial doan 5 (2001-2010): B6 sung mot s6 dicu ciia Quy
ché Quan ¥y TGN nam 1999; Quy, ché quan ly thuoc HTT
nam 2001, Bo sung mot so chat vao danh muc thudc
HTT, Tién chat

> Giai doan 6 (2010-2014): hiéu Iy thi hanh tir 14/6/2010

Thong tw s0 10/2010/TT-BYT ngay 29/4/2010 huwong
dan cac hoat dong lién quan dén thudc giy nghién

Thong tw so0 11/2010/TT-BYT ngay 29/4/2010 hu’o’ng
dan cac hoat dong lien quan dén thudc huéng tim
than va tién chat dung lam thudc

» Glal doan 7 (2014 nay): hiéu luc thi hanh tr 15/7/2014

Thong tw s0 19/2014/TT-BYT ngay 02/6/2014 huong
dan cac hoat dong lien quan dén thuoc gay nghién,
thuoc hu’ong tam than va tién chat dung lam thuéc



Qua trinh xay dung quy ché va danh muc (1)

& Quy ché thudc doc va ché d6 ghi nhan nam 1963 dugc coi
la Van ban dau tién quy dinh vé ché do quan ly, sa dung
thudc doc, bao gom ca thude hién nay thudc danh muc thude
GN, HTT.

& Quy ché thudc doc nam 1979 thay thé Quy ché thuodc doc
nam 1963, gom 9 phan, 51 Picu. Trong d6 quy dinh:

- Piéu kién cén bd o1l thude doc, ché dod bao quan,
giao nhan, van chuyén

AChé do ké don, pha ché, dong goi

- Ché d6 du tri, bdo céo, s6 sach

- Ché d6 xuat, nhap khau
Pac biét co quy dinh riéng déi vai thuoe Poc Bang A nghién
(13 chat)



Qua trinh xdy dung quy ché va danh muc (2)

Quy ché Quan 1y thuéc GN (1995), Quy ché quan 1y thude
HTT (1997):

- Thuc hién Nghl Quyet s6 06/CP vé tang cuc)’ng cong tac
phong chong va kiém soat Ma tuy, nham quan ly chat ché
TGN, T HTT trong nganh Y té, BO Y té da ban hanh Quy
ché Quan ly thuéc GN (1995) Quy ché quan Iy thuéc HTT
(co tham khao Quy dinh cua cac nudc va cac Cong udc
Quoc te).

- Danh muc thuoc GN nam 1995 gom 113 chat gay nghién
trong cac Bang quy dinh cua Cong udc 1961 (mac du VN
chua tham gia Cong udc)

-'Danh myc Thudc HTT gdm céac chat HTT thudc Danh muc

thuoc HTT trong cac bang quy dinh cua COng udc
1971.(108 chat HTT va 05 tién chat dung 1am thudc)



Qua trinh xay dung quy ché va danh muc (3)

# Quy ché Quan Iy TGN 1999, Quy ché quan 1y thuéec HTT
2001
- Danh muc TGN gom 43 chat GN dung lam thudc trong d6
cO 36 chat thuoc Danh muc TGN cua Cong udc 1961 va 07
thudc do B Y té can cur tinh hinh thuc té dua vao ap dung tai
Viét Nam.

- Danh muc thuoc HTT gom 67 chat HTT va 05 tién chat
dung lam thudc.

* Sau khi.Luat phong, chong Ma tuy ¢6 hiéu luc (01/6/2001),
Luat Duogc va cac Nghi dinh huéng dan Luat dugc c6 hiéu luc
mot s6 quy dinh tai Quy ché QLTGN 1999 va Quy ché
QLTHTT 2001 khong con phi hop, Bo Y té dd ban hanh
Thofig tu so 10, s6 11/2010 ngay 29/4/2010 hudng dan céac
hoat dong lién quan dén thuoc GN, HTT, TC dung lam thudc



o Thong tw s6 19/2014/TT-BYT ngay 02/6/2014:
thuoc gay nghién, thuoc huwong tam than va
ien chat dung lam thudc

‘ o Noi dung cu thé



KET CAU CUA THONG TU

/J Chuong |: Nhirng quy dinh chung

. Chuong I1: Kinh doanh thudc

' Chuong 111; K& don, pha ché, cap phat va sir dung

. Chuong IV: Giao nhan, van chuyén va bao
quan thudc

O Chuong V: Ho so, thi tuc cap phép, b&o cdo va
ché do huy thudc

. Chuong VI: Diéu khoan thi hanh



PHAM VI PIEU CHINH & POI TUONG
AP DUNG

Thuoc gay nghién;

Thuoc hwéng tdm than;

Tién chat dung lam thudc;

Thuoc thanh pham dang phoi hop c6 chira hoat chat GN;
Thuoc thanh pham dang phoi hop c6 chira hoat chat HTT;
Thuoc thanh pham dang phoi hop c6 chira tién chat;

Sir dung trong linh vwe y té va trong phan tich, kiém nghiém
va nghién ciru khoa hoc cuia cac co quan, to chirec, ca nhan
trong nwéc va nwée ngoai.



GIAI THICH TU NGU

Nguyén liégu: HC

>

GN (PL I)
Ban thanh pham:
HC GN (PL I)
Thanh pham: HC )
X GN (PL 1) HCGN [ . | HC
Thuoc
) GPLID | © | { khac
gay I"._“\
nghién HCGN | + | HCGN
| - .
Thanh pham HC GN +
HC GN +
HC GN +

VD: Paracetamol 500mg + Codein base 110mg
Codein phosphat 10mg + Ephedrin HCI 10mg




GIAI THICH TU NGU

Pap ing dong thoi ca 03 diéu kién sau:

— HCGN
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[ HC]
HC GN +
| HTT
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chat
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Nong d6, ham lwong HC GN, HTT, TC < tai Phu luc

I, 1V vaVi

Vidu: Paracetamol 500mg + Codein phosphat 30mg ‘
Clorpheniramin maleat 2mg + Codein phosphat 10mg + Ephedrin hydroclorid 10mg




GIAI THICH TU NGU

Nguyeéen liéu: HC i
HTT (PL III)

J

B4n thanh pham: |
HC HTT (PL III)

X " HC HTT
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hwong
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VD: Chlodiazepoxid 10mg + Clidinium bromide 2,5mg
Phenobarbital 8mg + Ephedrin HCI 25mg




GIAI THICH TU NGU

Pap ing dong thoi ca 03 didu kién sau:

(

HC HTT)

wenrr | [e )

HC khac ]

Nong @6, ham lwong HC HTT, TC < tai Phu luc IV, VI

Vi du: Theophylin monohydrat 120mg + Phenobarbital 8mg
Ephedrin hydroclorid 25mg ‘




GIAI THICH TU NGU

Nguyeén li¢u:

(PL V)

Ban thanh ph
b TC (PL V)
tien

, TC(PL'
chat \
' )
f TC‘ + f TC‘

(i B
B fT%gf + Hcmmc)

VD: Dextromethorphan HBr 7,5mg + DL-methylephedrin 35mg
Pseudoephedrine HCI 60mg + Ephedrin HCI 30mg ‘

Thubc

( Thanh pha

-




GIAI THICH TU NGU

Pap ing dong thoi ca 03 didu kién sau:

Thuoc
TPdang
phoi hop
co6 chira
tien chat

Vidu: Triprolidine HCI 2,5mg + Pseudoephedrine HCI 60mg ’
Triprolidine HCI 2,5mg + Pseudoephedrine HCI 60 mg + Ephedrin HCI 30m

Nong d9, ham lwong TC < tai Phu luc VI




PHAN A: THUOC GN, HTT, TC

Kinh doanh thudc
Nguyén tiac chung:

Phai tuan thi PKKKDT dwge quy dinh

SOP riéng: XNK, mua, ban, bao quan, giao nhian, van
chuyén, huy thuoc.

Ca nhan: dao tao ban dau, cip nhat caic VBQPPL — SOP, ho
so’ dao tao phai dwoec luu gitr tai Co so



PHAN A: THUOC GN, HTT, TC

= San xuat:

1. Cuc QLD — BYT: stra d6i, bé sung DS co so
duoc phép SX: TGN, HTT, TC.

2. Quy dinh chung:

- GCN GMP: it nhat 02 nam

- Nhan vién cha chét chiu t!n vé ché do ghi chép,
bao cao: DH dugc (KN: it nhat 02 nam/CSSXT)



PHAN A: THUOC GN, HTT, TC
San xuit:

Thuéc GN

Thi kho: PH Duoc va it nhat 02/CSSXT
Thuoc HTT, TC

Thua kho: BH duogc/ TH duoc trd [én (Thu truéng UQ = van
ban, khéng qué 12 thang/lan).
Ho so 6 sdch
-S6 pha ché thudc (Mau s6 01)
-S6 theo di xuat, nhap thudc
(Mau s6 02)
-Phiéu xuat kho thudc
(Mau s6 03)



PHAN A: THUOC GN, HTT, TC
San xuat:

Pham vi CSSX

- Mua, nhip khau nguyén li¢u, ban thanh pham: dé
san xuat thuoc caa chinh co s minh;

. X\ué‘it k}lﬁu thuoc gay pghién, thu6c hudéng tam than,
tién chat dung lam thudc ciia chinh co sé minh san
xuat;

- Béan thuéc thanh pham GN, HTT, TC cua chinh co

s& minh san xuat cho cac co sé¢ XNK thudc GN,
HTT, TC




PHAN A: THUOC GN, HTT, TC

Xuat khau, nhap khau:
1. DN chiu t/nhiém XK, NK va cung tmg thuoc GN,
HTT, TC:

Cong ty CPDP TW CPC1

Cong ty CP DP TW Codupha
Ccongty CP D TW3

cong ty TNHH MTV Duoc Sal Gon

Cong ty co phan xuat nhap khau y té Tp. Ho
Chi Minh

o A~ W NP

Cuc Quan Iy Dugc — Bo Y té s& ban hanh sira doi, bo
sung danh sach



PHAN A: THUOC GN, HTT, TC
Xuat khau, nhap khau:

Nhan sw

Tha kho: PH duogc & it nhat 02/ CS SX/KDT

Ho so sé sdch
- S6 theo d&i xuat, nhap thudc (mau so 2)
- Phi€u xuat kho thudc (mau so 3)

- Cac ching tir lién quan dén viec xuat nhap khau, mua ban
thudc



PHAN A: THUOC GN, HTT, TC
Xuat khau, nhap khau:

Pham vi hd ciia DN XNK thudc GN, HTT, TC:
Xuat khau, nhap khau thuéc GN, HTT, TC
Mua thuoc: GN, HTT, TC va phoi hop cia céc co' ¢6' san
xuat trong nwoc
Ban budn: cho co sé BB, nha thudc, CS KCB, CS nghién cuu,
kiém nghiém, TT GD- lao dong- -XH, CS didu tri nghién chat

dang thuoc phién bang thude thay the co s& dao tao chuyén
nganh Y-duoc /ca nude

Ban NL, BTP: cho c4c co s& SX, pha ché

Nhip khau trwe tiép; khong dwoc mua, ban thudc GN,
HTT, TC cua cac doanh nghiép XNK thudc khéc

Ban truc tiép thuéc TP dang p/hop cO chtra hoat chat GN,

HTT, TC cho co so KCB, nha thudc dat GPP; 01 co so BB
thube /01 tinh




PHAN A: THUOC GN, HTT, TC

HO so, thi tuc cap phép xuat khau, nhap khau
* H(:'i s0, thi tuc XNK: Th’f)ng tu hd hoat dong XK, NKT va bao bi
tiép XUcC truc ti€p voi thuoc
* Giay phép c6 gia tri trong thoi han toi da 1 nam ké tir ngay ky
* Giay phép giri:
- DN NK, xuat khau;
- C42- Bo Cong an;
- Chi cuc HQ ctra khau noi 1am thi tuc xuat khau, nhap khau;
- B0 Tai chinh (Cuc Btra chéng budn 1au - TCHQ);
-~ INCB;
- Co quan quan Iy nudc NK (d6i vai gidy phép XK) ‘
* Chi dwge phép XNK qua cira khau Quac té ciia Viét Nam.




SO PO QUY TRINH CAP PHEP NHAP KHAU

|

. Cuc Quan ly
Nha nhip khiu Duoc
INCB
Cuc Hai quan cta GiAy phép nhap
khau khau
Cuc Tham muu Nha i(uét
—>| canh sat (C42), khau
TCCS, BCA
Nha nhép khau
B6 Tai chinh (Cuc

Piéu tra, chong
buon lau) ‘

Bao cao nhap khau trong vong 10 ngay nhap kho




PHAN A: THUOC GN, HTT, TC

Ban budn

CS ban buén thude GN, HTT, TC

1 Nhan sw

Tht kho : PH dugec- it nhat 02 nam/CS SX, KDT

2 Ho so so sach

-S6 theo d&i xuat, nhap thude - Phiéu xuat kho

- Cac chung tur 11€n quan dén viéc xuat nhap khau, mua ban
thuoc




KINH DOANH THUOC
Ban budn

Pham vi ciia DN ban buén thuoc GN, HTT, TC:

Mua thudce TP GN, HTT, TC cua c4c doanh nghiép XNK

Ban thuoc TP GN, HTT, TC cho nha thudc dat GPP, co so
KCB, c¢s NC, KN, TTGD- LD- XH, co s¢ diéu tri nghién chat
dang thudc phién bang thudc thay thé, co so BT c/nganh Y-
duoc/tinh



PHAN I: THUOC GN, HTT, TC

Ban lé:

Quyén va nghia vu ciia nha ban 1é

Nha thuéc GPP: ban cho bénh nhan ngoai tri

Nha thudc ban thuoc tp GN: DK véi So'Y té/dia ban
Thudc GN: DSPH.

Thuoc HTT, TC: DSTH tré Ién.

Khong dwge mua nguyén liéu, ban thanh pham chia hoat chat
GN, HTT, TC



So' @0 phan phoi thuéc GN, HTT, TC

Cong ty san Cong ty cung
xuat trong nwéc cap nwéc ngoai

I J

Cong ty XNK (05 cong ty)

o K

1 Cong ty BB/
1 tinh

LU

Co s& KCB, NT GPP/ Co s& KCB, NT GPP/
dia phwong ca nwoéc




PHAN A: THUOC GN, HTT, TC

Giao nhan

Nguoi giao, nhan thudc: kiém tra, doi chiéu: tén thuéc, néng
d6/ham luong, s6 luong, s6 16 SX, HD, chat lugng thudc veé
mit cam quan, phai Ky va ghi rd ho tén vao chtng tir xuat kho,
nhap kho.

Ngudi giao, nhan thudc: trung hoce dwoe tré [én.



PHAN A: THUOC GN, HTT, TC

Van chuyén
Pong gQi, n,iém phong va cO bién phap bao dam an toan,
khf)ng de that thpét trong qua trinh van chuyén; tré,n bao bi
can ghi r0 noi xuat, noi nhap, tén thuoc, s6 luong thuoc.
Trung hoc dugc tro |€n chiu trach nhiém van chuyén phai co
giay giao nhiém vu do nguoi diing dau co sé ky.

Truong hop thué van chuyén: Phai c6 hop dong bang vin
ban; Bén thué va bén nhan van chuyén phai chiu trach nhiém
moi van dé lién quan trong quéa trinh van chuyén; Ngudi giao
va ngudi nhan cua co sé kinh doanh phai tot nghiép trung hoc
dwoc tro Ién.



PHAN A: THUOC GN, HTT, TC
Bao quan

1. DN SXT: kho rieng dat GSP dé bao quan: NL- Thudc tpham-
thudc tpham dang phdi hop c6 chtra hoat chat GN, HTT, TC.

2. DN XNK thuoc GN, HTT, TC: phai c6 kho riéng dat GSP phu
hop voi quy mo kinh doanh cua co s, dién tich t6i thiéu 100m?
va thé tich toi thiéu 300m3

3. DNBB: kho dat GSP trong d6 c6 kho riéng dé bao quan thudc
GN, HTT, TC.

4. Nha thudc: ti riéng c6 khoa chac chan dé bao quan thudc.tp
GN, HTT, TC



PHAN A: THUOC GN, HTT, TC
Bao quan
7. Tt thudc truc, tu thube c?ip ,c(ru:,Thuéc tp GN, HTT, TC trong
ngan hoac 0 riéng co khoa chac chan.

8. Khoa dwgrce: phai tuan thu GSP.
Thude GN: ¢6 thé dé chung véi thudée HTT, TC nhung phai sép
xép riéng biét dé tranh 1am 1an.

9. Co s6 NC, DT va cac don vi lién quan khac:
* Thuoe TP GN, HTT, TC phai dé & mot ngén hodc 0 riéng.

10. Tram VY té x&: quay ti c6 khoa chic chan.



PHAN A: THUOC GN, HTT, TC

Du tru

1. DNBB, CS ban 1é, CS sir dung: dy trd mua thudc tp GN,
HTT, TC.

2. DN SX: Pon hang mua/NK NL- BTP GN, HTT, TC
3. DN XNK: don hang XK-NK.

* DT, DH: 04 ban va giri vé co quan quan ly dé duyét duy tru;

* Céc doanh nghiép ban budn, ban 1&, co sd st dung thuée GN,
HTT, TC chi dugc phép mua, ban, cap phat, sir dung thuoc sau
khi ban du tru duoc phé duyét



PHAN A: THUOC GN, HTT, TC

S6 lugng DT, NK, Mua:
Ngwoi dirng dau doanh nghiép chiu trach nhiém.

S6 lwong du trd chi duge vuot qua 50% s lugng SD lan trudc
trong truong hop thi€u thuoc, khan cap, thién tai va dich bénh

* CQ xét duyét du tru: 7 ngay lam viéc: phé duyét or CV tra 101,
néu ro ly do khong duoc phé duyét.



PHAN A: THUOC GN, HTT, TC

Duyét duy tru:

1. Cuc Qudn |y Dwoc:

* NL, BTP: DN SXT, KCB, CS ngh/ctru, KN, CS DT chuyén
nganh Y duoc.

* PDon hang XNK: DN XNK

* Thuoe TP: CS khong thudce nganh Y té (nghién ciru khoa hoc)

* Cuc Quan y - B6 Qudc Phong.

2.86Y te:
Thuoc thanh pham: DNBB, CS ban 1¢, cic CS KCB trong va
ngoai nganh (trir cac don vi truc thuéc B Quoc phong va Bo
Giao thong van tai), CS ngh/ctru, CS DT chuyén nganh 'Y duoc.

3. Cuc Qudn Y B Quoc Phong: don vi truc thuoc Bo QP

4. Cuc Yté - B4 GTVT: don vi truc thuoc Bo GTVT



PHAN A: THUOC GN, HTT, TC

Luwu trir ho so, so sach

- Thuéc thanh phim GN, HTT, TC

Tai liéu luu trix S6 sach va cac tai liu lién quan dén thude thanh
pham GN, HTT, TC

Thoi han lvu trie 2 nam ké tir khi thudc hét han su dung

Huy khi hét thoi  Nguoi dimg dau co so lap hoi dong dé huy, lap bién

gian luu trix ban huy va luu bién ban tai co s&




PHAN A: THUOC GN, HTT, TC
Bao cao:

Poi twong Loai béo céo Co quan nhan
bao cao bao cao

DN SX, XK, - B/c XK, NK (sau 10 ngay)

NK - B/c ton kho: hang thang, 6 thang
(trude 15/7), hang nam (trude 15/1)

DN ban buén - B/c ton kho: hang thang, 6 thang
(trude 15/7), hang nam (trude 15/1)

Cosobanlé - B/c ton kho: hang thang, 6 thang
(trude 15/7), hang nam (trude 15/1)

CQLD, C56

Co quan duyét
du trd, cap phép
Co quan duy¢t
du tru, cap phép
Co quan duy¢ét
du tru, cap phép

* Ca nhén, to chirc trong nuwéc & nwde ngoai cé lién quan => b/c khan
khi c6 nham lan, that thoat hoiic nghi ngd that thoat t6i co quan

duyét du tru




PHAN A: THUOC GN, HTT, TC

Poi twong bao Loai bao céo Co quan nhén béo
cao cao

Co s6 st dung - B/c ton kho: hang thang, 6 Co quan duyét du
thang (trudc 15/7), hang nam  tru, cap phép
(trude 15/1)

SO Y té B/c hang nam tinh hinh sir CQLD
dung thudc GN, HTT, TC
Cuc QuanyY B/c hang nam tinh hinh st CQLD

dung thudc GN (trude 30/1)

*C& nhan, to chire trong nwée & nwde ngoai cé lién quan =>
b/c khan khi c6 nham lan, that thoat hoic nghi ngo that
thoat téi co quan duyét dw tru ‘




PHAN A: THUOC GN, HTT, TC

Pha ché thudc tai Bénh vién

* Pap ng cac diéu kién: Co sd vat chat; Nhan luc; Pong goi,
dan nhéan, bao quan; HoO so, sO sach

* Pham Vi hoat dong:
Chi ban, cap phat theo don cho nguoi bénh diéu tri noi trd va
ngoai tru cua chinh co s¢ do
Chi pha ché thudc ¢ cong thtrc, quy trinh pha ché, tiéu chuan
chat luong duge ngudi ding dau phé duyét va chiu trach nhiém
vé tinh an toan, hiéu qua cta thudc

Khong duoc pha ché thudc tiém



PHAN A: THUOC GN, HTT, TC

Pha ché, sir dung thudc tai co sé nghién ciru, dao
tao chuyén nganh y-duoc

* Phuc vu cOng tac giang day va nghién ctru khoa hoc;

* Nguoi tot nghiép hé PH duogc giam sat viéc pha ché va chiu
trach nhiém vé ché dd ghi chép s6 pha ché, s6 theo doi xuat,
nhap thuoc GN, HTT, TC va bao cao theo dung quy dinh cua
Thong tu

* Thudc thanh pham GN, HTT, TC pha ché xong phai duoc dong
goi, dan nhan, bao quan theo quy dinh



PHAN A: THUOC GN, HTT, TC

Cap phat va sir dung
Truwéng khoa diéu tri, truong phong khdm ky duyét phiéu
linh thudc cho khoa phong minh
Piéu dudng vién dugc phan cong phai doi chiéu tén thudc,
nong do, ham luong, so6 thudc trude luc tiém hoac phat cho
nguo1 bénh
Thuoc thira khong str dung hét, hodc do ngudi bénh chuyén
vién hoac tir vong, khoa di€u tri lam giay tra khoa dworc.



PHAN A: THUOC GN, HTT, TC

Cap phat va sir dung

Khoa, phong diéu tri trong cac co s& kham chita bénh phai dé
thudc GN, HTT, TC trong ngan riéng do diéu dudng Vién truc
gilr va cap phat theo y 1énh.

Trung tam GD-LP-XH, co sé cai nghién bat budc, co sé diéu
tri nghién chat dang thuoc phién bang thudc thay thé: nguoi
quan ly, cap phat, theo doi so sach vé thuoc GN, HTT, TC phai
la nguoi PH dugce hoac TH duoc duoc nguoi ding dau co sé
UQ bang van ban.

Tram Yy té x&, phuong, thi tran do nguoi co trinh do chuyén
mon tir dugc ta trd |1én hoac tir y sy trd 1€n quan ly, cap phat
thudc thanh pham HTT thudéc Chuong trinh strc khoe tam than
cong dong va co so theo doi



NL, BTP, TP chtra hoat chat
GN, HTT, TC qua han dung,
kém chat luong, mau thudc
luu hét thoi gian luu, thude
nhan lai tr cac khoa diéu tri,
tir nguoi bénh tir vong can
huy

PHAN A: THUOC GN, HTT, TC

Hiiy thuoc:

1. C6 vin ban dé nghi huy thudc gui co
quan xét duyét du trd, ghi ré tén thudc,
nong do, ham luong, so6 lugng, Iy do xin
huy, phuong phéap hiy. Viéc hay thude chi
duoc thuc hién sau khi duoc co quan duyét
du tru phé duyét

2.Thanh lap hoi dong hay thudc do nguoi
ding dau co sd quyét dinh. Hoi dong co it
nhat 3 nguoi, trong d6 phai ¢6 can bd phu
trach co so

3. Lap bién ban hily thudc va luu tai co sé
4. Sau khi huy thudc, gti béo céo viéc hiy
thude 1&n co quan duyét du trd (kém theo
bién ban hiy thudc)



PHAN A: THUOC GN, HTT, TC

Poi twong hity Quy trinh hity

Du pham, phé pham trong qué trinh

san xuat thudc thanh pham GN, 1.Thanh lap hoi dong hiy thude do

HTT, TC nguoi dimg dau co sé quyét dinh.
Hoi dong co it nhat 3 nguoi, trong
d6 phai co can bo phu trach co sé

Bao bi tiép xtc truc tiép véi thude 2 Lép bién ban huy thudc va luu tai
GN, HTT, TC cta cdc DN SX, KD €050
thuoc




PHAN A: THUOC GN, HTT, TC

Poi twong hity Quy trinh hity

Bao bi tiép xUc truc tiép vai thuée  1.Thanh 1ap hoi dong hiy thude do

GN, HTT, TC cua cac co so su nguoi ding dau co sé quyét dinh.

dung thudc, bao gom: vo chai, vo  Hoi dong 6 it nhat 3 nguoi, trong

ong, vo lo dung thude d6 phai co can bo phu trach co sé
2. Lap bién ban hily thudc va luu
tal co SO

Viéc hity thuéc phdi dim bdo:
-Riéng biét vbi cac thudc khac;
-Triét dé an toan cho nguoi, suc vat
-Tranh 6 nhiém moi truong




PHAN A: THUOC GN, HTT, TC

Nhap khau:

Thuoc gay nghién, hwéng tdm than, tién chat ding lam
thuoc chwa cO so dang ky hoac da cO so dang ky lwu hanh
con hiéu lwe Khi nhap khau phai c6 Giay phép nhap khau
cia Cuc Quian ly Dwoc.

Xuat khau:

Thuoc gay nghién, hwéng tdm than, tién chat ding lam
thuoc khi xuat khau phai c6 Giay phép xuat khau ciia Cuc
Quan ly Duoc.




PHAN A: THUOC GN, HTT, TC

1. Nguyén liéu, ban thanh pham GN, HTT, TC:

NSX (dé, san xuat thudc ctia chinh don vi minh/nghién ciru san
xuat thudc moin),

Cac don vi XNK thuée GN, HTT, TC (05 don vi)

2. Thuéc thanh pham GN, HTT, TC: c4c don vi XNK thudc
GN, HTT, TC (05 don vi)

3. Thudc thanh pham lam mau ding Ky luu hanh: cic co so
dang Ky thudc



PHAN B: THUOC TP DANG PHOI HQP
CHUA HC GN, HTT, TC

Kinh doanh thuéc
Nguyeén tic chung:

Phai tuan thi PKKKDT dwge quy dinh

SOP riéng hoac chung: XNK, mua, ban, bao quan, giao
nhan, van chuyén, huy thuoc.

Ca nhan: dao tao ban dau, cip nhat cac VBQPPL — SOP, ho
so’ dao tao phai dwoc luu gitr tai Co so ‘




PHAN B: THUOC TP DANG PHOI HOQP
CHUA HC GN, HTT, TC

San xuat:

Quy dinh chung:

1  GCN GMP: it nhat 02 nim

2 Nhan vién cht chét chiu t/n vé ché dd ghi chép, béo céo:
PH duoc (KN: it nhat 02 nam/CSSXT)




PHAN B: THUOC TP DANG PHOI HOP CHUA
HC GN, HTT, TC

SAN XUAT (Ttép)
Nguyen lieu-BTP Gay nghién:

Thu kho: PH D va it nhat 02/CSSXT
Nguyén liéu-BTP Hwdng tim than-TC:

Thu kho: BH duoc/ TH duogc trd 1€n (Thu truong
UQ = vin ban, khong qua 12 thang/lan).

Hob so sé sach

S6 theo ddi X- NKT

(Mau so 4)



PHAN B: THUOC TP DANG PHOI HOP
CHUA HC GN, HTT, TC

Pham vi CSSX thudc TP dang p/h c6 chita GN, HTT, TC:

Mua, nhap khau: NL-BTP: SXT ciia chinh co sé minh
Xuat khau thuoc TP dang p/hop

Ban truc tiép thuoc TP dang p/hop: do CS minh SX cho cac
co s& KCB, nha thudc GPP trong pham Vi ca nuéc

Ban thudc TP dang p/hop: cho chi mot co sé ban budn thudc
c6 Giay ching nhan DPDKKD thudc trén dia ban mot tinh/dé
ban cho cac CS KCB, nha thudc GPP trén dia ban tinh do.



PHAN B: THUOC TP DANG PHOI
HOQP CHUA HC GN, HTT, TC

2. Xuat khau, nhap khau thuoéec TP dang p/hop c6 chira
HC GN, HTT, TC:

Chuong |l cua Luat Duoc,

Chuong IV Nghi dinh s6 79/2006/ND-CP ngay
09/08/2006

Nghi dinh s6 89/2012/ND-CP ngay 24/10/2012



PHAN B: THUOC TP DANG PHOI
HOP CHUA HC GN, HTT, TC

Ho so so sach

-S6 theo ddi NK, XK (Mau s6 4)

-Cac churng tur lien quan dén viéc xuat nhap khau,
mua ban thudc




IFNAINN D. 1 I1UUCL 1T UANU rmiul Hl}l’
CHUA HC GN, HTT, TC

Pham vi cua co s& XNK:

Ban truc tiép thudc TP dang phoi hop chira hoat chat
GN, HTT, TC cho:

+ Co s6 kham bénh, chita bénh, nha thudc GPP trén
pham vi ca nuoc

+ 01 Co so ban budn thudce c6 Giay ching nhan
PDKKD thuoc trén dia ban 1 tinh dé ban cho cac co so
KB,CB, nha thuoc dat GPP trén dia ban tinh do



PHAN B: THUOC TP DANG PHOI
HOQP CHUA HC GN, HTT, TC

2. Co so ban budn thudée TP dang p/hop ¢ chira HC GN, HTT,
TC:

Co so dap ung cac diéu kién kinh doanh thudc theo quy dinh tai
Chuong Il cta Luat Duoc, chuong IV Nghi dinh so
79/2006/ND-CP ngay 09/08/2006 cta Chinh phu va Nghi dinh
s6 89/2012/ND-CP ngay 24/10/2012 ctia Chinh phu stra doi, bo
sung mot s6 diéu cia Nghi dinh s6 79/2006/ND-CP ngay
09/08/2006 ctia Chinh phu



PHAN B: THUOC TP DANG PHOI
HOQP CHUA HC GN, HTT, TC

Ban bubdn
Ho so sé sach
- S6 theo ddi N-XK (Mau s6 4)

- Cac chtg tir lién quan dén viéc XNK, mua ban thudc




PHAN B: THUOC TP DANG PHOI HOP
CHUA HC GN, HTT, TC

Pham vi ciia DN ban buén thudc tp dang p/hop:

- Mua thude Tp dang p/hop ¢6 chita hc GN, HTT, TC cua:
- DN XNK thubc
- CS SX thudc

- Ban cho ¢s KCB, nha thubc GPP/tinh.

- DN: thong béo cho Sé Y té mat hang ma co so KD,
phai thong béo lai khi c6 su thay doi



PHAN B: THUOC TP DANG PHOI
HQP CHUA HC GN, HTT, TC

Ban Ié:

Quyén va nghia vu ciia nha ban 1é
Nha thuéc GPP: ban cho bénh nhan ngoai tri

Thudc tp dang p/hop thude Danh muec OTC: Ban khéng can
don nhung mdi lan ban phai ghi thong tin chi tiét khach hang
(Miu s6 7)

Khong dwee mua nguyén liéu, ban thanh pham chia hoat chat
GN, HTT, TC



So do phan phéi thuéc thanh pham dang phéi hop

Céng ty XNK thuoc TP dang Cong ty SX thubc TP dang

PH
(du diéu kién XNK) PH
ﬂ 1 Cong ty
1 Cong ty BB/ R
1 tinh ]

AV A V4

Co sod KCB, NT GPP/
ca nuoc




PHAN B: THUOC TP DANG PHOI
HOP CHUA HC GN, HTT, TC

Bao quan

1. Doanh nghiép XK, NK thudc
kho dat GSP
DN BB.

2. Nha thuoc: khu vuc riéng




PHAN B: THUOC TP DANG PHOI
HOQP CHUA HC GN, HTT, TC

Bao quan
3. Khoa dwoc: phai tuan thu GSP.
Thubc TP dang p/h : khu vue riéng.

4. Co sé NC, DT va cac don vi lién guan khac:
* Thude TP dang phdi hop: khu vuc riéng.




PHAN B: THUOC TP DANG PHOI
HOP CHUA HC GN, HTT, TC

Duyét duy tru:

NL, BTP: XNK, SXT,
KCB, CS ngh/ctru, KN,
CS DT chuyénnganh Y duoc: | Cuc QLD

‘Thuoc TP dang phoi hgp: DN XNK (DHang) |

.Thuoc TP dang phdi hep: BB, BL, SD khong phai 1ap du tru




PHAN B: THUOC TP DANG PHOI
HOP CHUA HC GN, HTT, TC

Pha ché thudc tai Bénh vién

* Pap ng cac diéu kién: Co sd vat chat; Nhan luc; Pong goi,
dan nhéan, bao quan; HoO so, sO sach

* Pham Vi hoat dong:
Chi ban, cap phat theo don cho ngudi bénh diéu tri ndi tri va
ngoai tru cua chinh co s¢ do
Chi pha ché thudc ¢ cong thtrc, quy trinh pha ché, tiéu chuan
chat luong duge ngudi ding dau phé duyét va chiu trach nhiém
vé tinh an toan, hiéu qua cta thudc

Khong duoc pha ché thudc tiém



PHAN B: THUOC TP DANG PHOI
HOP CHUA HC GN, HTT, TC

Pha ché, sir dung thudc tai co sé nghién ciru, dao
tao chuyén nganh y-duoc

* Phuc vu cOng tac giang day va nghién ctru khoa hoc;

* Nguoi tot nghiép hé PH duogc giam sat viéc pha ché va chiu
trach nhiém vé ché dd ghi chép s6 pha ché, s6 theo doi xuat,
nhap thuoc GN, HTT, TC va bao cao theo dung quy dinh cua
Thong tu

* Thudc thanh pham GN, HTT, TC pha ché xong phai duoc dong
goi, dan nhan, bao quan theo quy dinh



PHAN B: THUOC TP DANG PHOI HQP
CHUA HC GN, HTT, TC

Luwu trir ho so, so sach

Tai lidu luu trit So6 sach, tai liéu lién quan dén nguyeén liéu, ban
thanh pham chia hoat chat GN, HTT, TC

Thoi han lvu trit - 2 ndm ké tir khi thudce hét han st dung
Huy khi hét thoi  Nguoi dimg dau co so lap hoi dong dé hay, 1ap bién
gian luu trir ban huy va luu bién ban tai co s&



PHAN B: THUOC TP DANG PHOI HQP CHUA HC GN, HTT,

TC
Bao cao:
Poi twong Loai bao cao
bao cao
DN XK, - B/c XK, NK hang nim (truéc 15/1) CQLD
NK - Blc 6 thang (trudc 15/7), hang nim (truéc SYT

15/1): SL mua, nhap, ton kho, st dung, SL da
xuat ban, ton, dia chi KH

DN ban - B/c 6 thang (trudc 15/7), hang nam (truéc SYT
budn 15/1): SL mua, nhap, ton kho, st dung, SL da

xuat ban, ton, dia chi KH




PHAN B: THUOC TP DANG PHOI HQP CHUA HC GN, HTT,

Poi twong

bao cao

TC
Bao cao:

Loai bao cao

Co so& ban
1&

DN SX,
NK

- B/c 6 thang (trwoc 15/7), hang nam (trudc
15/1): SL mua, nhap, ton kho, st dung, SL da
xuat ban, ton, dia chi KH

- B/c mdi ky mua, hang nim (truéc 15/1): SL
mua, nhap, ton kho, SL da xuat ban, tén, dia chi
KH

- Théng bao nhirng mat hang co s& chi dinh DN
ban trén dia ban & thdng béo lai khi co thay doi

SYT

CQLD

SYT




PHAN B: THUOC TP DANG PHOI HOP
CHUA HC GN, HTT, TC

Hiiy thuoc:

NL, BTP, TP 1. C6 vin ban dé nghi huy thudc gui co
quan xét duyét du trd, ghi ré tén thudc,
néng do, ham luong, sb lrong, ly do Xin
huy, phuong phéap hiy. Viéc hay thude chi
duoc thuc hién sau khi duoc co quan duyét
du tru phé duyét
2.Thanh lap hoi dong hay thudc do nguoi
ding dau co sd quyét dinh. Hoi dong co it
nhat 3 nguoi, trong d6 phai ¢6 can bd phu
trach co so
3. Lap bién ban hily thudc va luu tai co sé
4. Sau khi huy thudc, gti béo céo viéc hiy
thude 1&n co quan duyét du trd (kém theo
bién ban hiy thudc)



PHAN B: THUOC TP DANG PHOI HQP
CHUA HC GN, HTT, TC

Poi twong hity Quy trinh huy

Du pham, phé pham

1.Thanh 1ap hoi dong huy thude do
nguoi dimg dau co sé quyét dinh.
Hoi dong co it nhat 3 nguoi, trong
d6 phai co can bo phu trach co sé

Bao bi tiép xuc truc tiép nguyén liéu 3 o .
2. Lap bién ban huy thuoc va luu tai

CO SO




PHAN B: THUOC TP DANG PHOI HQOP CHUA HC
GN, HTT, TC

Nhap khau:

Thuoc dang phoi hop c6 chira hoat chat GN, HTT, TC chwa
cO so dang Ky hoac da co so dang ky lwu hanh con hiéu lwe
khi nhap khau phai c6 Giay phép nhap khau cia Cuc Qudn
ly Dworc.

Xuat khau:

Thuoc dang phéi hop co chira hoat chat GN, HTT, TC khi
xuat kKhau phai c0 Giay phép xuat khau cia Cuc Quan ly
Duwugc.




MOT SO QUY PINH VE THUOC GN, HTT, TC TAI
THONG TU SO 05/2016/TT-BYT QUY PINH VE KE
PON THUOC TRONG PIEU TRI NGOAI TRU

BN néi tru
Thuéc thanh pham GN, : K& dom :> i

HTT, T
g1 —> BN ngoai tri

:> Ban theo don
—— > Bankhong

can don, ghi
thong tin
chi tiét
khach hang
—

Thuéc thanh pham dang :> DM thudc
phoi hop khong ké don




S6 lugng (1) Co sé kham bénh, chira bénh

don c6 (2) SO kham bénh hodc S6 diéu tri bénh dai ngay cia
dau ciia co nguodi bénh

so KCB  (3) Co s6 ban, cap thudc

(3 ban)
Thoi gian  Khong qua 07 ngay Khong qua 10 ngay (bénh
st dung  (bénh cap tinh) cap tinh)
Khong qua 30 ngay Khong qua 30 ngay (bénh
(chia 1am 3 don, mdi mén tinh)

don khong qua 10 ngay
vO1 bénh nhan ung thu
hoac bénh AIDS)



|  ThubécGN Thuéc HTT, TC

Thoi han  Phu hop véi ngay cua
don thuéc  dot diéu tri ghi trong don

Thoi gian 02 ndm ké tir ngay hét han sir dung. Lap hoi dong
luudon  huy sau khi hét thot gian luu don

Kédon Y sikhdng dugc ké don thude thanh pham dang
pho1 hop GN, HTT, TC khong nam trong Danh muc
thudc khong ké don do BYT ban hanh
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