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TOM TAT:

Thudc tAn dugc 12 mot trong nhitng mit hang kinh doanh c¢6 diéu kién, lién quan truc tiép dén
sttc khde con ngudi, nén viéc quéan 1y chat lugng 1a nhiém vu quan trong va cap thi€t. Hién nay hé
thong vin ban phép luat kinh doanh thudc tin dugc tuong d6i day di da thi€t 1ap mot hanh lang
phép 1y diéu chinh cic hanh vi trong linh vuc kinh doanh thudc tin dudc, thic diy nganh cong
nghiép dugc néi chung va kinh doanh thudc tin dudc & Viét Nam néi riéng phat trién va tirng budc
hdi nhap véi thé gidi. Bai viét tap trung 1am rd vai trd cla phap luat vé kinh doanh thudc tAn dugc
va dua ra nhitng gidi phdp nhiim ddm b4o hoat dong kinh doanh thudc tan dugc theo ding quy dinh

cta phap luat.

T kho4: thudc tAn dudc, phép luat, kinh doanh thudc tan dugc, Luat Dugc.

1. Dit van dé

Trong giai doan hién nay, cdc quy dinh cta
phdp ludt kinh doanh thudc tin dugc tip trung chd
yé&u vao cdc ndi dung vé: diéu kién kinh doanh
thudc tAn dugc; sdn xuat thudc tin dudc; phan
phdi thudc tin dudc; xui't khau, nhap khau thudc
tan dugc; dich vu kiém nghiém thudc tin dugc;
dich vu bdo quén thudc tin dugc... Tuy nhién, viéc
qudn 1y hoat dong kinh doanh thudc tin dudc tai
dia phuong con mot s& han ché, nhu: diéu kién
bdo quin thudc khdong ddm bdo; thudc va thuc
phdm chitc ning khong dudc sip x&p theo nhém;
cAp nhat sd sach theo ddi hoat dong khong day da,
trang phuc clia ngudi kinh doanh thudc khong
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diing theo quy dinh.... Nhiéu vi pham trong hoat
dong kinh doanh thudc tin dugc va thuc phim
chitc ning dién ra phd bién tai cdc cd s3. Viéc
thanh tra, ki€m tra du dudc tri€n khai hiing nim
nhung viéc x{ phat chua du stic rian de.

2.No¢i dung

2.1. Phdp ludt vé kinh doanh thuéc tin dugc &
Viét Nam hién nay

Nghi quy€t s6 46-NQ/TW ngay 23/2/2005 clia
Bo Chinh tri vé cong tic bdo vé&, chim séc va
nang cao stic khde nhan dian xdc dinh, phét trién
nganh dugc thainh mot nganh kinh t€ - k§y thuat
miii nhon, wu tién phat trién cong nghiép Dudc;
ning cao ning lyc sdn xuat thudc trong nudc, uu
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tién sdn xuit cdc dang bao ché& cong nghé cao,
quy hoach va phdt trién viing dudc liéu, sidn xuat
nguyén liéu héa - dugc... dd thé hién rd sy quan
tAm siu sic clia Pdng va Nha nudc ddi véi su
phét trién clia nganh dugc tai Viét Nam. Thang
3/2021, Chinh phii d3a ban hanh Quyét dinh s6
376/QP-TTg, phé duyét Chuong trinh phat trién
cong nghiép dugc, dugc liéu sdn xudt trong
nudcdén nim 2020, tam nhin d€n nim 2045. Muc
tiéu téng quit clia Chuong trinh 1a xdy dung
nganh cong nghi¢p dudc trong nudc dat mic do
phét trién & trinh d6 cao, dat cdp d6 4 theo thang
phan loai ctia T8 chitc Y t& The gisi (WHO), c6
gid tri thi trudng trong top 3 ASEAN, gép phan
bdo ddm cung ng day dd, kip thdi thudc c6 chat
lugng, an toan, hiéu qua va gid hop ly. Pong thdi,
phét trién dudc liéu va cdc san phdm tir ngudn
dugc liéu trong nuée thanh linh vuc sdn xui't hang
héa c6 cht lugng va gi4 tri cao, ¢ stic canh tranh
trén thi trudng trong nuéc va trén thé gidi.

Ngay 01/01/2017, Ludt Dugc nim 2016 da
chinh thitc ¢6 hiéu lyc thi hanh trén thyc t€; trong
dé c6 1 chuong vé6i 21 diéu quy dinh chi tiét vé
hoat dong kinh doanh thuéc. Luat Dudc dudc ban
hanh di ddnh ddu mdt budc quan trong trong hé
thong phap luat vé dugc, 1 co sé phap 1y cao nhat
thé ch& héa quan di€m, dinh huéng ctia Pdng va
Nha nu6c vé quin 1y hoat dong dugc. Piéu nay di
tao cd s§ va hanh lang phdp 1y cho hoat dong kinh
doanh thudc tAn dudc tai Viét Nam.

Trén cd s8 cdc chinh sdch ctia Nha nudc vé linh
vuc dugc quy dinh tai Ludt Dudc, cdc cd s kinh
doanh thudc da dugc hudng cdc chinh sdch
khuy&n khich, vu dii dau tw.Nha nudc thuc hién
chinh sdch Dy 4n ting dung cong nghé tién tién dé
san xuat thudc, nguyén liéu 1am thudc, thudc chi
y&u, thudc thay thé thudc nhap khiu dudc hudng
cédc uu dai dau tu. Cdc wu dai dau tu duge quy dinh
cu thé tai Nghi dinh s6 79/2006/ND-CP sira dai,
bd sung tai Nghi dinh s6 89/2012/ND-CP 1a c4c uu
dai vé von, dat dai, thu€ va cdc vu dii khic theo
quy dinh cia phdp luit.

Noi dung vé sdn xuit thudc duge Luit Dugc

2016 quy dinh vé nguyén tic chung trong san xuit
thudc, quy dinh quyén va nghia vu cida cdc cd s
san xuit thudc. Cdc vin ban dudi luat vé sdn xuit
thudc chd yé&u lién quan d&€n quy dinh tiéu chuin
nguyén tic thuc hanh t6t sin xuat thudc - GMP
(Good Manufacturing Product), 10 trinh thuc hién
tiéu chuidn nay va cong tic ki€m tra, thim dinh.
Co sd sdn xuat thudc 1a co sd thuc hién it nhat mot
cong doan sdn xuat hoic thuc hién viéc kiém tra
chd't lugng d€ xudt xudng 16 thudc. Theo quy dinh
clia cdc vin bdn phdp luit co sd sdn xudt thudc tin
dugc c6 hinh thifc t8 chdc kinh doanh 12 Doanh
nghiép sdn xuat thudc. Cdc doanh nghiép sdn xuit
thudc ngoai cdc quyén va nghia vu cda doanh
nghiép dudc quy dinh tai Luat Doanh nghi€p thi
cdn ¢6 cdc quyén va nghia vu mang tinh dic thu
cua Iinh vuc dugc.

Vai trd clia phdp ludt doi véi hoat dong kinh
doanh thudc tin dugc tai Viét Nam 13 hét sic
quan trong. Phdp luat diéu chinh tit cd cdc linh
vuc trong hoat dong kinh doanh thudc va tdc dong
truc ti€p téi cdc doi tugng trong hoat dong kinh
doanh. Tuy nhién, hién nay, phdp luat vé kinh
doanh thudc tin dugc & Viét Nam van con mot sd
han ché:

Hién cd s kinh doanh thudc muén hoat dong
phdi dugc cAp Gidy chitng nhan dd diéu kién kinh
doanh thudc va Gidy chiing nhan thyc hanh 5t
theo 19 trinh thyc hién nguyén tic Thuc hanh t6t
(GP). Tuy nhién, diéu kién dé cap 2 loai gidy nay
lai c6 sy tring lip vé ndi dung lién quan dén co sé
vat chat, trang thi€t bi va nhin sy, nén cin dugc
diéu chinh cho phit hdp véi thuc tién, cling nhu
phu hgp véi chd truong cdi cdch thi tuc hanh
chinh hién nay.

Linh vuc sdn xuit thudc con nhiéu han ché.
Quy md cdc doanh nghiép dugc sin xuat thudc tin
dudgc trong nudc cia Viét Nam nhin chung con
nhd c4 vé tai chinh va nhan luc. Luit Dudc va céc
van ban hién hanh chua cé ch€ tai cu thé d€ tao
lap moi trudng canh tranh lanh manh gitta cic
cong ty trong nudc va giita cic cdng ty trong nudc
véi cdc cong ty nude ngoai. Cdc cd s sdn xudt
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thudc chii yéu diu tw diy chuyén sdn xuit cic
dang bao ch& don gidn, rdt han ché& diu tu, dp
dung cong nghé dé sdn xuit cdc dang bao ché&
hién dai, nhu: thudc phéng thich hoat chat c6
ki€m sodt, thudc ngdm qua da... do thi€u sy hd trg
clia Nha nudc vé von va daura clia sidn phaim.

Hé thong phan phdi, cung tng thudc clia Viét
Nam hién nay thi€u tinh chuyén nghiép, dan trai
din dé&n ting chi phi phan phdi, gay khé khin cho
cong tdc gidm sdt chit lugng thudc. Hé thong
phdp luat kinh doanh thudc tin dugc c6 nhiéu vé
s6 lugng viin ban nhung lai khong c6 sy thdng
nha't trong ndi dung. Cc ndi dung diéu chinh hoat
dong kinh doanh thudc tin dugc khong dudc quy
dinh trong mot vin ban cu thé, ma nim rairic tai
nhiéu vin ban.

Van dé vi pham phép luat kinh doanh thudc tin
dugc c6 xu hudng gia ting, tinh hinh vi pham dang
ngay cang dién bi€n phic tap, cdc thd doan vi
pham ngay mdt tinh vi. Tuy nhién, x& 1y vi pham
clla cdc c¢o s kinh doanh thudc tin dudc nhin
chung con nhe; hau hét hinh thitc x& 1y vi pham
méi dirng lai & xi phat hanh chinh, thu hoi thudc
tan dugc dang luu hanh, tam ngitng cip s6 ding
ky luu hanh thudc, tam ngitng cAp phép nhap khau
hoidc kéo dai thdi gian cdp phép gia han gidy
chitng nhin dd diéu kién kinh doanh. Céc vu viéc
xt 1y hinh sy con it.

2.2. Gidi phdp hoan thién phdp ludt vé kinh
doanh thuéc tan duogc & Viét Nam hién nay

Mot la, nghién citu stta ddi, b6 sung Luat Dugc
nhim khuyé&n khich sdn xuat va sit dung thudc
trong nuéc, chuin héa diéu kién kinh doanh
thudc, 4p dung cic tiéu chuin thuc hanh tot (GPs),
cung ng, ddu thiu, quan ly chit ché gid thudc va
cdc ndi dung lién quan pht hgp véi dicu kién kinh
t€ - x4 hoi cia Viét Nam va hodi nhap qudc t€.
Khuyé&n khich phdt trién nghién ctu khoa hoc vé
cong nghé bao ch&; sin xuit thudc dé thay thé&
thudc nhap khau, nhung lai khong cé cdc chinh
sdch uu tién, uu dai trong cdac hoat dong sén Xuat,
kinh doanh cla cdc doanh nghi€p trong nudc,
ciing nhu cd ch€ ddm bio diu ra cho cic loai
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thudc nay. Hién wu dii diau tu cho cdc doanh
nghiép san xuit cdc thudc ndy vin chi y&u la vé
thué€ va hau nhu khong c6 sy khdc biét nao so véi
cac linh vuc khac.

Hai la, bio ddm don gidn, minh bach, d& hiéu,
d& thuc hién, tao thuin 1¢i cho t3 chifc, c4 nhan
hoat dong trong linh vyc dugc phat trién; gép phin
thic ddy cdi cdch thii tuc hanh chinh, hién dai hod
cong tdc quan ly dugc va tirng budc hdi nhap véi
cdc nude trong khu vyc va th€ gidi. Hoan thién
chinh sich thic ddy viéc nghién ctu, sin xuit,
xudt khdu, nhap khiu, cung @ng thudc tin dugc
thi€t y&€u, bdo ddm cho ngudi dian cé diéu kién
ti€p can, lua chon, st dung thudc tin dudc an
toan, hiéu qua véi gia hop ly. Ti€p tuc thé ché& hod
dudng 161, chd truong, chinh sich clia Pang va
Nha nu6c vé phat trién cong nghiép dudc, trong
d6 quy dinh cu thé cdc chinh sdch mang tinh dot
phd d€ c6 thé phat trién cong nghiép dugc theo
huéng Nha nuGc gilt vai trdo chd dao trong viéc
d4u tu phat trién cong nghiép dugc, ddng thdi diy
manh x4 hdi héa, nhim huy dong moi ngudn lyc
cho hoat dong nay, bdo ddm cung tng dd thudc cé
chat lugng v6i gid hop ly. Bdo ddm hgp hi€n, hgp
phdp, thong nhi't va dong bo trong hé thdng phap
luat Viét Nam ciing nhu véi cdc cam k&t quoc t&€
ma Viét Nam la thanh vién, ¢6 tinh 6n dinh, bdo
ddm tinh kh3 thi va phu hdp vé6i diéu kién phat
trién kinh t€ xa hoi cda dat nudc.

Ba la, hoan thién hé thong phdp luat kinh
doanh thudc tin dugc d€ cdc chinh sich thudc
qudc gia dudc cu thé héa vao cdc vin ban quy
pham phdp luat va dp dung trén thuc t€. Hoat
dong kinh doanh thudc hién nay dang ¢ su phat
trién nhanh chéng, cdc quy dinh ctia phap luat da
ban hanh tré nén 15i thdi va khong phit hgp. Céc
hoat ddng, hinh thitc kinh doanh méi dugc dua ra
nhung chua c6 cic quy dinh clia phap luat dé diéu
chinh dang @it Viét Nam trude doi hdi phédi hoan
thién cdc quy dinh ctia phdp luit vé kinh doanh
thudc tin dudc, song song vdi d6 1a c6 cdc gidi
phéap thyc thi phdp luat c6 hiéu qué nhim phat huy
nhitng thanh tyu da dat dugc, han ché, tién tdi x6a
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bd cdc vuéng mic, ton tai, dua linh vuc kinh
doanh thudc tin dudc titng budc phat trién tuong
xttng v6i tiém ning sin c¢6, nim bit dudc cic co
hdi va ti€n kip vé6i cdc nuée trong khu virc va trén
thé gidi.

Bén la, ti€p tuc hoan thién va trién khai tiéu
chuén thuc hanh t6t ké don thudc, thuc hanh tot
nha thudc va cdc chinh sich lién quan dé€n hoat
dong canh gidc dudc, thong tin, quing cdo thudc.
Xay dung hé thong thong tin quéan 1y ké don thudc
va bdn thudc theo donla hé thdng kho ti€p nhan,
luu trit va phan phdi don thudc tir tit cd cdc phin
mém clia cdc cd s6 kham chita bénh dang st dung,
du ctia bat ky don vi cung cAp ndo vé kho chung
ctia Cuc. Thong qua viéc quin 1y va phan phdi
don thudc, nha quin 1y sé& c6 nhiéu cong cu trong
quan tri, bén canh dé ngudi dan thuin Igi hon
trong viéc ti€p can, luu trit hd sd clia chinh minh.
Cu thé, ngudi dan c6 thé mién phi tra ciu, truy
xuit don thudc clia minh bat cit Iic nao. Con nha
quan ly c6 thé truy citu, tra sodt tirng don thudc da
ké tdi tirng cd s8, tirng béc si ké don thudc.

Ndm la, cic co s& ban 1 thudc thuc hién viéc
niém y&t gid bdn 1€ tiing loai thudc bing cdch in
hodc ghi hodc ddn gid ban 1& trén bao bi dung
thudc hoic bao bi ngoai clia thudc va bang gid ban
1é thudc cong khai cho bénh nhin va khong dudc
ban cao hon gid da niém y&t va mifc gid ké khai,
ké khai lai dugc cong bo. Cd sé ban 18 thudc trong
co s& kham bénh, chita bénh phdi niém yét, thuc

TAILIEU THAM KHAO:

hién theo quy dinh vé thing s& bdn 18 t3i da cia
B0 Y t&€. Co s kinh doanh dudc c6 trach nhiém
thuc hién day di cdc quy dinh vé ké khai, ké khai
lai gid thudc va cdc quy dinh khic vé quan ly gid
thudc; chiu trach nhiém trudc phdp luat vé gid ké
khai, ké khai lai va tinh chinh x4c cla cdc s6 liéu,
tai liéu bdo cdo, thong tin do co s& cung cap. Céc
lyc lugng chifc ning tai cdc dia phuong cin t&
chitc cac doan kiém tra lién nganh vé gid thudc
trén dia ban. Qua d6, ddm bdo cdng tac quéan ly
gid cling nhu chi't lugng thudc, ddm bdo quyén va
1gi ich hgp phdp cia ngudi st dung.

3.Ké&tluan

Hoan thién phdp ludt dugc néi chung cling nhu
phép luat kinh doanh thudc tin dugc néi riéng 1a
yéu cau can thiét, c6 y nghia quan trong. Muc dich
ctia hoan thién phép luat trudc hét 1a d€ thé ché
héa dudng 161, chi truong, chinh sdch ctia Pdng va
Nha nuéc vé duge, cu thé 1a ddm bio cung tng
thudc ¢6 chat lugng cho nhan dan, sit dung thudc
hdp 1y, an toan, c¢6 hiéu qua. Nhitng hoat dong vé
kinh doanh thudc, ding ky, luvu hanh thudc, cung
tng thudc, thong tin, quang cdo thudc, thir thudc
trén 1am sang, quin ly thudc gdy nghién, thudc
huéng tim thin, tién chit dung 1am thudc phéng
xa, tiéu chuin chat lugng va kiém nghiém thudc
déu thudc pham vi diéu chinh ctia Luit Dugc va
nhitng quy dinh diéu chinh cdc hoat dong d6 dé
pht hgp véi tinh hinh hi€n nay ®
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ABSTRACT:

Selling and trading medicines for specific treatments are conditional business activities as these
activities directly affect human health. Hence, it is an important and urgent task to manage the
quality of medicines for specific treatments. Vietnam has a relatively completed legal system
governing business activities related to medicines for specific treatments. This legal system has
facilitated the development of pharmaceutical industry in general and business activities related to
medicines for specific treatments in particular in Vietnam. It has also promoted the international
integration of Vietnam’s pharmaceutical industry. This study is to clarify the role of regulations on
business activities related to medicines for specific treatments, and propose some solutions to
ensure the legal compliance of these business activities.

Keywords: medicine for specific treatments, law, selling and trading medicine for specific
treatments, the Law on Pharmacy.
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