TRUONG PAI HQOC LUAT, PAl HOC HUE

THUC TRANG PHAP LUAT VE PIEU KIEN POI VOI CHU THE KINH DOANH
DUQC PHAM VA KIEN NGHI GIAl PHAP HOAN THIEN O VIET NAM

Tom tat:

Duoc pham 1a mat hang kinh
doanh c6 diéu kién, lién quan tryc tiép
dén quyén duoc bao vé siic khoe con
nguoi. Do d6, hoat dong kinh doanh
duoc pham mang tinh dic thu, chiu sy
quan ly nghiém ngat cua phap luat. Hé
théng phap luat hién hanh, dic biét sau
khi Luat Dugc dugc sira d6i nim 2024
co ban di quy dinh day du diéu kién
kinh doanh, tao nén tang phap ly cho
nganh dugc phét trién va hoi nhap.
Tuy nhién, thuc tién thuc hién van ton
tai nhitng bat cap nhu tha tuc hanh
chinh chua tinh gian, thiéu co ché
kiém soét hiéu qua dbi véi thube luu
hanh qua nén tang s, va chua xéac 1ap
rd trach nhiém phap ly caa céc chu thé
trung gian. Chinh vi vay, viéc hoan
thién phap luat vé diéu kién déi voi
chu thé kinh doanh dwgc pham 14 can
thiét nham nang cao hiéu lyc quan ly,
bao dam an toan thudc va thuc day
phat trién nganh duoc bén viing.
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Abstract:

Pharmaceuticals are  conditional
business products directly associated with
the fundamental right to health protection.
Due to their particular nature, pharmaceutical
business activities are subject to strict legal
regulation. Following the 2024 amendments
to the Law on Pharmacy, the current legal
framework has generally established
comprehensive business conditions, thereby
providing a legal foundation for the
development and international integration
of the pharmaceutical sector. Nevertheless,
practical implementation continues to
reveal shortcomings, including administrative
procedures that remain cumbersome,
ineffective mechanisms for controlling
drugs distributed through digital platforms,
and the absence of clear allocation of legal
responsibility for intermediary entities
within the supply chain. Accordingly,
further improvement of the legal framework
governing conditions for pharmaceutical
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business entities is imperative to enhance
regulatory effectiveness, ensure drug
safety, and promote the sustainable
development of the pharmaceutical industry.

Tor khoa: Keywords:
biéu kién, chu thé kinh doanh, Conditions, business entity pharmaceuticals.
dugc pham.

1. Pit van dé

Duoc pham Ia loai hang héa dac thi, ¢d anh huang truc tiép dén quyén dugc bao
vé stic khoe va tinh mang cua con ngudi'. Do d6, hoat dong san xuét, kinh doanh dugc
pham thuéc nhém nganh, nghé dau tu kinh doanh c6 diéu Kién theo quy dinh tai Luat
Pau tu va Luat Duoc hién hanh, doi hoi phai tuan thu nghiém ngat cac quy chuan ky
thuat, tiéu chuan chét lugng va quy trinh kiém soat chuyén mén.

Véi vai trd 1a céng cu thiét yéu trong cong tac phong bénh, chira bénh va nang
cao thé trang cong ddng, duogc pham dwgc quan 1y chat ché tir khau nghién ctu, san
Xuat, kiém nghiém, bao quan dén phan phéi, luu thong. Theo quy dinh tai Luat sta
ddi, bo sung mot sb diéu cua Luat Duoc nim 2024 va Nghi dinh sé 163/2025/ND-CP,
cac diéu kién kinh doanh dwgc pham hién nay bao gom: diéu kién vé co sé vat chat,
trang thiét bi; diéu kién vé nhan su chuyén mon; diéu kién vé hé théng quan ly chat
luong; diéu kién vé bao quan, van chuyén; va diéu kién vé truy xuat ngudn gdc san
pham. Tuy nhién, thyc tién quan ly hoat dong kinh doanh dwoc pham tai mét sé dia
phuong van con ton tai nhitng bt cap. Cu thé, nhiéu co s¢ chua dap ung diy du yéu
cau vé diéu kién bao quan thubc theo quy dinh tai Piéu 35 Luat Dugc; viéc phan loai,
sap xép thudc va thuc pham bao vé sic khoe chua tuan thi nguyén tic chuyén mén; hd
so, sO sach theo ddi hoat dong kinh doanh con thiéu tinh cap nhat; va trang phuc cua
nhan vién béan thudc chua bao dam dung quy cach theo Thong tu s6 31/2025/TT-BYT.
Ngoai ra, tinh trang vi pham trong hoat dong kinh doanh dugc pham va thuc pham
chic nang van dién ra pho bién, trong khi co ché thanh tra, kiém tra tuy duoc trién

! L& Phan Anh (2017), Béing ky kinh doanh duwot pham theo phap ludt Viét Nam tzr thuc tién thanh phd Ha Ngi,
Luén véan thac si, Hoc vién Khoa hoc xa hoi, tr.34.
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khai dinh ky nhung bién phap xir Iy hanh chinh chua du sic rin de, dan dén hiéu qua
quan ly chua cao’.

Tt nhitng van dé néu trén, dit ra yéu cau cap thiét phai tiép tuc stra ddi, bo sung
va hoan thién quy dinh phap luat vé diéu kién ddi véi cha thé kinh doanh duoc pham
theo huéng bao dam an toan duoc pham va bao vé quyén loi ciia ngudi tiéu dung.

2. Thuc trang quy dinh vé diéu kién d6i véi chi thé kinh doanh dwec pham va
nhitng van dé phap ly dit ra

Trong béi canh phat trién kinh té thi truong va yéu cau ngay cang cao vé chat
lugng cham soc suc khoe cong dong, hoat dong kinh doanh dwgc pham tai Viét Nam
da va dang dugc xac dinh 12 nganh nghé kinh doanh c6 diéu kién, chiu sy diéu chinh
nghiém ngat cua phap luat. Theo quan diém hién nay, khai niém “kinh doanh dugc
pham” bao gdm toan bo cac hoat dong lién quan dén viéc xuat khau, nhap khau, phan
phdi (ban bubn, ban 1) va cung tng dich vu bao quan dugc liéu. Viéc kiém soat chat
ché céc hoat dong nay la can thiét nham dam bao chat lugng thude, an toan cho nguoi
sir dung va hiéu qua quan ly nha nu6c

Diéu chinh hoat dong kinh doanh duoc pham, hé théng phép luat Viét Nam da
ban hanh va cap nhat nhiéu vian ban quy pham phap luat chuyén nganh. Trong d6, Luat
Duoc s6 105/2016/QH13, dwoc sira doi, bo sung bai Luat sb 44/2024/QH15, dong vai
tro 1a van ban phap ly nén tang. Bén canh d6, Nghi dinh s6 163/2025/ND-CP cua
Chinh phua quy dinh chi tiét va huéng dan thi hanh mot sé diéu cia Luat Duoc, va
Thong tu s6 31/2025/TT-BYT cua Bo Y té va Thong tu s6 20/2017/TT-BYT (sta doi
boi Thong tu s6 27/2024/TT-BYT), da hinh thanh mot hé thong quy pham phap luat
tuong d6i day du, gop phan nang cao hiéu luc quan 1y nha nudc va bao vé quyén loi
nguoi tidu ding trong linh vuc dugc pham.

Trude khi di vao cac diéu kién cu thé theo tirng loai hinh kinh doanh, can xéc
dinh cac diéu kién phap ly chung ma moi co sé kinh doanh duoc pham déu phai tuan
thi. Trugce hét, co so kinh doanh phai dugc cap Gidy ching nhan du diéu kién kinh
doanh thudc, trong d6 ghi rd pham vi hoat dong phi hop véi ting loai hinh nhu xuat
nhap khau, ban buén, ban Ié hoic bao quan. Tiép theo, ngudi phu trach chuyén mén vé
dugc tai co s¢ phai ¢d chiang chi hanh nghé dugc, duoc cap theo quy dinh tai Luat

2 L& Thi Hao (2023), Phép lugt vé kinh doanh thudc tdn duwoc: Thuc trang va giai phép, Tap chi Cong
Thuong dién tu, truy cap tai https://tapchicongthuong.vn/phap-luat-ve-kinh-doanh-thuoc-tan-duoc--thuc-
trang-va-giai-phap-104822.htm, truy cap ngay 15/11/2025.
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Duogc nim 2016, sira doi, bé sung nim 2024. Diém dang chu ¥ trong 1an sira doi nay la
viéc mo rong danh muc van bang chuyén mén duoc phép hanh nghé, khdng con gigi
han trong cac treong dai hoc chuyén nganh y duoc, phu hop véi xu hudng dao tao da
nganh hién nay’.

Bén canh yéu cau vé van bang chuyén mén, ca nhan dé nghi cap ching chi hanh
nghé duoc con phai dap tng cac didu kién bd sung nhu co thoi gian thuc hanh tai co
s dugc hop phép, c6 gidy chang nhan da stc khoe dé hanh nghé, va khéng thudc céac
truong hop bi cdm hanh nghé theo ban an, quyét dinh cua Toa an. Déi véi nhiing
nguoi dang ky cap ching chi theo hinh thic thi, phap luat ciing quy dinh rd céc diéu
kién can thiét & dam bao tinh khach quan va minh bach trong qué trinh cip phép.
Pang luu ¥, tai mot dia diém kinh doanh cé nhiéu hinh thtc kinh doanh thudc, phap
luat chi y8u cau mot ngudi quan 1y chuyén mén dap ung diéu kién hanh nghé, nham
giam thiéu thu tuc hanh chinh nhung vin dam bao tinh chuyén mén.

Trén co s& cac quy dinh vé diéu kién néu trén, phap luat chuyén nganh tiép tuc
quy dinh chi tiét d6i vai tirng loai hinh kinh doanh nhim dam bao tinh dac thd va kiém
soat hiéu qua.

Déi vai hoat dong xuat khau, nhap khau dugc pham déy 1 hoat dong quan trong
trong chudi cung tng thudc, ¢ anh huang truc tiép dén chat luong, do an toan va tinh
hop phap cua san pham luu hanh trén thi trudng. Theo quy dinh cua Luat Dugc nim 2016
(stra d6i, bo sung nam 2024), co sd kinh doanh chi dwgc phép thuc hién hoat dong
xuat khau, nhap khau khi dap tng day du cac diéu kién sau: (i) C6 Gidy chung nhan dua
diéu kién kinh doanh thudc vai pham vi ban budn; (i) Tuan thi tiéu chuan Thyc hanh
t6t bao quan thudc (GSP) theo Thong tu s6 36/2018/TT-BYT dugc sira d6i, bo sung
boi Thong tu s6 11/2025/TT-BYT (6 hiéu luc tir ngay 01/7/2025).

Trong truong hop co s chua da diéu kién dé truc tiép nhap khau, phép luat cho
phép thuc hién hop dong ay thac nhap khau véi don vi da dugc cap phép hop 1é. Tén
ctia co s& uy thac phai duoc ghi rd trong hd so va don hang nhap khau, nham dam bao
tinh minh bach va x&c lap trach nhiém phap ly rd rang gitta cac bén lién quan.

Déi vai hoat dong xuat khau, ngoai viéc tuan thu cac quy dinh phap luat trong
nude, co so kinh doanh con phai dép tng cac tiéu chuan ky thuat va yéu cau quan ly

¥ Ta Ngoc, "Ludr Duoc sira déi nam 2024: Hodn thién hanh lang phap 1y, mé réng co héi phét trién nganh
duroc”. Tap chi Kinh té va Dy bao dién tr. Pang ngay 02/5/2025, truy cap tai https:/tapchikinhtetai
chinh.vn/luat-duoc-sua-doi-nam-2024-hoan-thien-hanh-lang-phap-ly-mo-rong-co-hoi-phat-trien-nganh-duoc.html.,
ngay truy cap 15/12/2025.
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cua qudc gia nhap khau, thé hién nguyén tic tén trong cha quyén phap Iy cua nuéc
tiép nhan san pham. Pay 1a quy dinh nham hai hoa giira luat qudc gia va théng Ié quéc
té trong linh vuc thuong mai dugc pham.

Dic biét, ddi véi duge pham nhap khau lvu hanh tai Viét Nam, nguyén tic chung
la san pham phai c6 Gidy dang ky Iuu hanh do B9 Y té cap. Trong trudng hop dic biét,
khi chwa c6 ding ky luu hanh nhung phét sinh nhu cau cip thiét vé y té, Bo Y té ¢6
tham quyén cip Gidy phép nhap khau dic biét theo quy dinh tai Piéu 60 Luat Duoc
stra doi, bd sung nam 2024. Quy dinh nay vira dam bao tinh linh hoat trong quan ly
nha nudc, vira dap tng kip thoi yéu cau phong, chéng dich bénh va chiam soc sic khoe
nhan dan.

Dbi voi co s¢ ban budn duoc licu, theo quy dinh tai Thong tur s6 03/2018/TT-BYT
vé Thyc hanh tot phan phéi thude (GDP) va Thong tu sé 36/2018/TT-BYT vé Thyc
hanh tét bao quan thudc (GSP), cac co sd ban budn duoc liéu phai tuan tha day du cac
tiéu chuan k¥ thuat nham dam bao chéat lugng thudc trong qua trinh luu thong va bao
quan. Pay 1a diéu kién tién quyét dé duoc cap Gidy ching nhan du diéu kién kinh
doanh duoc theo Luat Dugc nam 2016, sira d6i, bd sung nim 2024. Mot diém dang
luu ¥ trong co ché quan Iy hién hanh 1a: sau khi dwoc cip Gidy ching nhan du diéu
kién ban budn, co s¢ dugc phép thuc hién dong thoi hoat dong bao quan duoc liéu ma
khong can tién hanh thi tuc bo sung pham vi kinh doanh. Quy dinh nay thé hién sy
linh hoat trong quan ly hanh chinh, vira dam bao kiém soét chat lugng duoc liéu theo
chuan muc quéc té, vira tao dong luc cho doanh nghiép dau tu vao hé théng kho bi va
trang thiét bi bao quan dat chuan. Tir ngay 01/7/2025, khi Thong tu s6 11/2025/TT-BYT
chinh thtc ¢6 hiéu luc, cac quy dinh lién quan dén GDP va GSP sé& duoc diéu chinh
theo hudng ting cuong yéu cau ki thuat va diéu kién hanh nghé. Muc tiéu caa sy thay
d6i nay 1a nang cao mic do an toan, hiéu qua va tinh minh bach trong toan bo chudi
cung tmg duoc liéu, phi hop véi xu hudng hoi nhap va chuan hoa qudc té trong linh
vue dugc pham.

Co s& ban 1¢ duoc lidu dong vai tro 1a diém tiép xUc tryc tiép gitra san pham
thudc va nguoi tidu ding, do d6 phap luat hién hanh cé nhiing quy dinh kiém soét
nghiém ngit nham dam bao chat lwong va an toan trong hoat dong kinh doanh. Theo
quy dinh tai Thong tu s6 11/2025/TT-BYT, sira do6i, bo sung cic Thong tu sb
02/2018/TT-BYT, 03/2018/TT-BYT va 36/2018/TT-BYT, co s& ban 1é thudc phai dap
ng cac diéu kién sau: (i) Co nguoi phu trach chuyén mén dugc cap Chang chi hanh
nghé duoc theo quy dinh cua Luat Dugc ndm 2016 va Luat sira doi nam 2024; (ii) Tuan
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thi c&c nguyén tic va tiéu chuan vé Thuc hanh tét phan phéi thubc (GDP) va Thyc
hanh tét bao quan thudc (GSP), dam bao quy trinh bao quan, van chuyén va phan phéi
thudc dung quy chuan ky thuat; (iii) Thuc hién ding ky, thAm dinh va cap gidy ching
nhan da diéu kién kinh doanh tai co quan chuyén mén vé y té cap tinh. Thuc tién quan
1y nganh duoc cho thiy, phan 16n cac vi pham lién quan dén chat lwong thudc, ngudn
gdc xuat xtr va diéu kién bao quan thuong phat sinh tai khau béan 1¢. Piéu nay dit ra
yBu cau cap thiét v& viéc ting cuong cong tac hau kiém, dong thoi nang cao ning luc
chuyén mén va dao dirc nghé nghiép cua doi ngii nhan sy tai cac co s& bén Ié dugc lidu”.

Mic du hé théng phap luat vé diéu kién kinh doanh duoc pham di duoc hoan
thién dang ké, dac biét sau khi Luat Duoc duoc sira doi, b sung nim 2024, qua trinh
thuc thi trén thuc té van cho thady mot sb ton tai, han ché, cu thé nhu sau:

Thiz nhat, quy dinh vé thoi gian thuc hanh dé cap Ching chi hanh nghé duoc.

Trong hé théng phép luat vé duoc hién hanh, quy dinh vé diéu kién cap Chutng
chi hanh nghé duoc dugc xac 1ap nham dam bao ning luc chuyén moén va dao duc
nghé nghiép ciia nguoi hanh nghé. Theo quy dinh tai Luat s6 44/2024/QH15 sira doi,
bd sung mot s6 diéu cua Luat Duoc ndm 2016, mot trong nhitng diéu kién bat budc dé
duoc cap Chung chi hanh nghé 1a ca nhan phai co thoi gian thuc hanh tai co so duoc
hop phap. Quy dinh nay thé hién su tiép can theo hudng nang cao chat lwong nguon
nhan lyc nganh dugc, dong thai bao dam quyén loi caa ngudi s dung dich vu y té; tuy
nhién van con mot s6 han ché nhét dinh trong qué trinh &p dung.

Phap luat hién hanh chua quy dinh rd rang vé cau trdc va noi dung chuong trinh
thuyc hanh chuyén mén d6i véi nguoi dé nghi cap Chang chi hanh nghé dugc. Theo
quy dinh cua Luat Duoc va cac vin ban huéng dan nhu Thong tu sb 31/2025/TT-BYT
cua Bo Y té va Thong tu s6 20/2017/TT-BYT duoc stra ddi, bo sung bai Thong tu sb
27/2024/TT-BYT, viéc thuc hanh phai dugc thuc hién tai co s dugc hop phap va phu
hop vai pham vi hanh nghé du kién. Tuy nhién, phap luat chua thiét 1ap cac tiéu chuan
cu thé v& noi dung cong viéc chuyén mon ma ngudi thuc hanh phai tham gia trong qué
trinh thuc hanh, chang han nhu cac hoat dong quan ly thudc, tu van st dung thuée, bao
quan thudc, kiém nghiém hozc phan phéi thude. Biéu nay, dan dén viéc qua trinh thyc

* Bo Y té (2025), Bao céo tdng két 07 nam thi hanh Nghi dinh s§ 54/2017/ND-CP ngay 08/5/2017 cua
Chinh phii quy dinh chi tiét mot sb diéu va bién phép thi hanh Luat Duoc va Nghi dinh sb 155/2018/ND-CP
ngay 12/11/2018 caa Chinh phu sira d6i, bé sung mot s6 quy dinh lién quan dén diéu kién dau tu kinh
doanh thugc pham vi quan 1y nha nuéc cua Bo Y té, Ha Noi.
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hanh chi yéu phu thudc vao cach té chirc va hudng dan cua timg co sé duoc, tir do
lam phat sinh su khac biét vé chat luong thuc hanh gitra cac co s& va anh huong dén
hiéu qua caa co ché kiém soat ning lwc hanh nghé.

Phap luat hién hanh chua thiét lap day du co ché danh gia két qua thuc hanh dbi
V6i ngudi dé nghi cap Chiing chi hanh nghé dugc. Theo quy dinh cia Luat Duoc va
cac van ban huéng dan thi hanh, hd so dé nghi cap Chang chi hanh nghé duoc phai c6
gidy xac nhan thoi gian thuc hanh tai co s¢ duoc hop phap. Tuy nhién, phap luat chua
quy dinh cu thé vé tiéu chi chuyén mon dé danh gia chat lugng qua trinh thuc hanh, va
chua thiét 1ap cac chuan muyc k¥ thuat nham kiém tra mac d6 dap ang yéu cau nghé
nghiép cta ngudi thyc hanh. Viéc danh gia két qua thuc hanh chi yéu dwa vao xac
nhan cua co s& duoc noi nguoi hanh nghé thyc tap, trong khi chua ¢é co ché kiém
dinh doc lap hodc hé théng tiéu chuan danh gia théng nhat. Didu nay lam giam tinh
khach quan va minh bach trong qua trinh xét cidp Chtng chi hanh nghé dugc, déng
thoi anh huong dén hiéu qua cua co ché kiém soét chat luong nguon nhan luc trong
linh vuc kinh doanh duoc pham.

Thaz hai, quy dinh vé co ché hau kiém ddi vai hoat dong kinh doanh duoc.

Trong bdi canh phép luat Viét Nam dang timg buéc hoan thién co ché quan ly
nganh nghé kinh doanh cé diéu kién, hoat dong kinh doanh dugc pham dugc dit dudi
su giam séat chat ché nham dam bao an toan suc khoe cong ddng. Theo nguyén tac
quan ly hanh chinh hién dai, viéc két hop giira tién kiém (kiém tra truéc khi cdp phép)
va hau kiém (kiém tra sau khi cap phép) la yéu cau bat budc ddi véi cac linh vuc c6
nguy co anh huéng truc tiép dén tinh mang va sic khoe con ngudi®. Mic di Nghi dinh
s6 163/2025/ND-CP va cac van ban huéng dan cua Bo Y té quy dinh trach nhiém cua
co quan quan ly trong viéc thanh tra, kiém tra hoat dong kinh doanh duoc, tuy nhién
chua thiét 1ap quy dinh rd rang vé chu ky kiém tra bat budc dbi véi tirng loai hinh co
s& kinh doanh dugc. Viéc thiéu quy dinh cu thé vé tan suat kiém tra dinh ky dan dén
hoat dong hau kiém phu thudc nhiéu vao diéu kién té chic, nhan lyc va nguén luc
quan Iy cua ting dia phuong, tir d6 lam phat sinh sy thiéu théng nhat trong viéc ap
dung phap luat va anh huéng dén hiéu qua kiém soat hoat dong kinh doanh duoc trén
pham vi toan qudc.

> Nguy@n Vin Phuc, Cao Nguyan Bao Lién (2024), Ban vé hoan thién hé thdng quy pham phép lugt nganh
diroc. Thoi bao Kinh té Sai Gon, truy cap tai https://thesaigontimes.vn/ban-ve-hoan-thien-khung-phap-ly-
nganh-duoc/, truy cap ngay 02/10/2025.
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3. Mot sé kién nghi hoan thién phap luat vé diéu kién ddi véi chi thé kinh doanh
dwgc pham

The nhdt, hoan thién quy dinh vé thoi gian thuc hanh dé cip Chang chi hanh
nghé dugc.

Can bo sung quy dinh vé thoi lwong thuc hanh tdi thiéu ddi véi tiing pham vi
hanh nghé dugc trong cac vin ban hudng dan thi hanh Luat Duoc, dic biét 1a Nghi
dinh s6 163/2025/NP-CP. Kinh nghiém quéc té cho thay nhiéu qudc gia da thiét 1ap
chuan myc dinh luong rd rang vé thoi gian thuc hanh nhim bao dam ning luc nghé
nghiép cua dugc si. Tai Hoa Ky, tng vién hanh nghé duoc phai hoan thanh chuong
trinh thuc tap cd giam sat véi thoi lwgng tdi thiéu tir 1.500 dén 2.000 gid tly theo quy
dinh cua tirng bang®. Tuong ty, tai Canada, tng vién phai trai qua chwong trinh dao tao
thue hanh kéo dai tir 32 dén 40 tuan dudi sy gidm sat cua dugc si hanh nghé trudc khi
duoc tham gia ky thi cap phép qudc gia. Viéc quy dinh cu thé thoi luong thuc hanh
nhu vay gilp bao dam su thong nhat trong tiéu chuan ning luc hanh nghé va ting cudng
tinh minh bach trong qua trinh cip phép’. Trén co so do, Viét Nam can nghién ciu
thiét 1ap khung thoi gian thuc hanh téi thiéu twong @ng véi ting linh vic hanh nghé
dugc nham bao dam tinh thdng nhat trong qua trinh xét cap Chiing chi hanh nghé.

Can quy dinh rd noi dung chuyén mén bat bugc trong qué trinh thuc hanh nghé
dugc, gan vai cac hoat dong chuyén moén trong kinh doanh va cung tng dwoc pham.
Theo kinh nghiém cua céc qudc gia thudc Lién minh chau Au, Chi thi sé 2005/36/EC
cua Nghi vién va Hoi dong chau Au quy dinh chuong trinh ddo tao duoc si phai bao
gom it nhat 6 thang thuc hanh tai co s& dugc hop phap véi noi dung thuc hanh gan lién
v6i hoat dong quan Iy thude, tu van st dung thude va cham soc sic khoe cong dong.
Viéc thiét lap chuong trinh thuc hanh ¢ ciu tric gidp bao dam ring ngudi hanh nghé
duoc trang bi day du k¥ nang chuyén mon can thiét truée khi tham gia hoat dong nghé
nghiép doc 1ap®. Do do, phap luat Viét Nam cin quy dinh cu thé noi dung thyc hanh bét
budc trong cac van ban hudng dan chuyén nganh nhu Théng tu sé 31/2025/TT-BYT

® Verovian Pharmacy Agency USA. Working in the US as a Foreign-Trained Pharmacist: Your
Comprehensive Guide [online]. 2025. Awvailable at: https://verovian.work/us/working-in-the-us-as-a-
foreign-trained-pharmacist-your-comprehensive-guide.

” Canadian Pharmacists Association. How to Become a Pharmacist in Canada [online]. 2025. Available at:
https:/Mmww.pharmacists.ca/pharmacy-in-canada/becoming-a-pharmacist-in-canada/ [Accessed 2 Oct. 2025].

8 European Parliament and Council. Directive 2005/36/EC on the Recognition of Professional
Qualifications [online]. 2005. Available at: https://eur-lex.europa.eu/eli/dir/2005/36/o0j/eng [Accessed 2
Oct. 2025].
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va Thong tu s6 20/2017/TT-BYT duoc sira doi, bd sung bai Thong tur s6 27/2024/TT-BYT,
trong d6 xac dinh rd céc hoat dong chuyén méon nhu bao quan thudc, quan ly ton trir
thude, tu van str dung thude, phan phéi thubc va kiém soat chét luong thude.

Can thiét 1ap co ché giam sat va danh gia két qua thuc hanh nhiam bao dam tinh
khach quan trong qué trinh cap Chang chi hanh nghé duoc. Theo kinh nghiém cua
Canada, ngoai chuong trinh thuc hanh ¢6 cau tric, tng vién con phai tham gia ky thi
danh gia nang lyc do Pharmacy Examining Board of Canada t6 chiic nham bao dam
chuan dau ra thdng nhat trén pham vi toan qudc. Co ché danh gia nay gidp kiém soat
chat lwong chuyén mén cua ngudi hanh nghé va han ché su phu thudc hoan toan vao
x4c nhan cia co s& dao tao thuc hanh®. Trén co s¢ tham khao kinh nghiém qudc té,
phap luat Viét Nam can bo sung cac quy dinh vé co ché danh gia két qua thuc hanh
théng qua hé théng tiéu chi chuy@n mdn thdng nhat, ddng thoi xac dinh rd trach nhiém
cua co s& dugc trong viéc hudng dan, gidm sat va xac nhan qua trinh thyc hanh. Viéc
hoan thién co ché giam sat va danh gia thuc hanh gop phan nang cao chat luong ngudn
nhan luc trong linh vire dugc pham va bao dam tinh minh bach, khach quan trong hoat
dong cap Ching chi hanh nghé duoc, qua dé ting cudng hiéu qua quan 1y nha nudc
dbi voi hoat dong kinh doanh dugc pham.

Thit hai, hoan thién quy dinh vé hau kiém d6i véi hoat dong kinh doanh duoc.

Can b sung quy dinh cu thé vé co ché kiém tra dinh ky di véi cac co so kinh
doanh dugc sau khi duoc cap phép. Mac di phap luat hién hanh quy dinh trach nhiém
thanh tra, kiém tra ciia co quan quan 1y nha nuéc trong linh vuc dugc, tuy nhién chua
xac dinh rd tan suat kiém tra bat budc d6i véi ting loai hinh co sé kinh doanh dugc.
Kinh nghiém quédc té cho thdy nhiéu qudc gia di thiét 1ap co ché kiém tra dinh ky
mang tinh bat buoc nham bao dam viéc duy tri cac diéu kién kinh doanh dugc. Tai
Singapore, Co quan Khoa hoc Y té thuc hién kiém tra dinh ky cac co so kinh doanh
dugc pham theo ké hoach hang nim nham danh gia viéc tuan thu cac tiéu chuan vé bao
quan, phan phdi va cung &ng thudc™. Trén co sé do, phap luat Viét Nam can nghién
ctru b sung quy dinh vé chu ky kiém tra dinh ky ddi véi co s kinh doanh duoc trong
cac van ban quy dinh chi tiét thi hanh nhu Nghi dinh s6 163/2025/ND-CP nham bao

% Canadian Pharmacists Association. How to Become a Pharmacist in Canada [online]. 2025. Available at:
https:/Mmww.pharmacists.ca/pharmacy-in-canada/becoming-a-pharmacist-in-canada/ [Accessed 2 Oct. 2025].

19 Ministry of Health Singapore. Penalties and Measures Against Sale of lllegal Health Products [online].
2024. Awvailable at: https://www.moh.gov.sg/newsroom/penalties-and-measures-against-sale-of-illegal-
health-products [Accessed 2 Oct. 2025].
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dam tinh thdng nhat trong hoat doéng hau kiém va nang cao hiéu qua giam sat cua co
quan gquan ly chuyén nganh.

Can hoan thién quy dinh vé co ché kiém tra dot xuat d6i véi co so kinh doanh
dugc khi ¢ dau hiéu vi pham phap luat. Theo quy dinh hién hanh, co quan quan ly c6
tham quyén duoc tién hanh thanh tra, kiém tra khi phat hién dau hiéu vi pham, tuy
nhién cac vin ban chuyén nganh vé duoc chua thiét 1ap day du céc tiéu chi phép ly va
quy trinh nghiép vu cu thé d6i voi hoat dong kiém tra dot xuat. Trong khi do, tai nhiéu
qudc gia c6 hé thong quan 1y dugc phét trién nhu Vwong qudc Anh hoic Phap, co
quan quan 1y duoc pham thudng xuyén thuc hién céc cudc kiém tra dot xuat nham kip
thoi phat hién cac vi pham lién quan dén bao quan, phan phdi hoic béan I¢é thudc. Viéc
thiét 1ap co ché kiém tra dot xuat rd rang va c6 quy trinh chuyén mén cu thé gidp nang
cao kha nang phat hién sém céac hanh vi vi pham va han ché nguy co thudc khdng bao
dam chét lugng luu hanh trén thi treong™. Do d6, phéap luat Viét Nam can b sung céc
quy dinh cu thé vé can ctr phap ly, quy trinh va tham quyén tién hanh kiém tra dot xuat
trong linh vuc kinh doanh dugc nham ting cuong hiéu qua cia co ché hau kiém.

4. Két luan

Hé théng quy pham phap luat diéu chinh diéu kién di vai hoat dong caa cha thé
kinh doanh dugc pham di budc dau thiét 1ap nén tang phap ly nham bao dam trat tu
quan ly trong linh vuc dugc, gop phan kiém soat chat lugng san pham va dich vu cung
g thudc trén thi trudng. Tuy nhién, do su giao thoa gitra Luat Dugc va cac van ban
phap luat lién quan dén quan ly thi trudng, canh tranh, bao vé ngudi tiéu dung, dan dén
khé khan trong Viéc xac dinh can cir phap 1y va co ché xir ly khi phét sinh hanh vi vi pham.

Dic thi cua hoat dong kinh doanh dwoc pham 1 lién quan truc tiép dén sirc khoe
va tinh mang con ngudi, do d6 can duoc dat trong khudn kho phép ly chat ché, véi cac
tiéu chuan ky thuat nghiém ngit va co ché kiém tra, giam sat thuong xuyén. Luat
Duoc s6 105/2016/QH13 va cac vin ban hudng din thi hanh nhu Nghi dinh sb
54/2017/ND-CP, Nghi dinh sé 155/2018/ND-CP, va cac Thong tu méi ban hanh nhu
Thong tu sé 11/2025/TT-BYT va Thong tu s6 12/2025/TT-BYT da quy dinh vé diéu
kién kinh doanh, dang ky luu hanh thudc, thyc hanh tét co sé béan Ié thudc, tuy nhién
van con thiéu cac quy dinh cu thé vé trach nhiém phép Iy khi xay ra sy ¢ lién quan
dén chét luong thudc, quang céo sai léch, hodc phan phdi san pham khong ré nguon

1N Richards va I Hudson. "UK medicines regulation: responding to current challenges”. British Journal of
Clinical Pharmacology 82, s 6 (Thang 12/2016): 1471-1476.
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géc. Hoat dong kinh doanh duoc pham hién do Cuc Quan Iy Dugc (B Y té) giam sét,
phdi hop Véi cac co quan kiém nghiém va thanh tra y té. Tir ngay 01/03/2025, theo
Nghi dinh s6 40/2025/ND-CP, mé hinh Téng cuc Quan ly thi truong chim dat; thay
vao d6, B6 Cong Thuong thanh 1ap Cuc Quan ly va Phat trién thi trudng trong nudc
trén co s& hop nhat chitrc nang, nhiém vy va bo may cia Tong cuc Quan Iy thi truong
va Vu Thi truong trong nude. Tuy nhién, co ché phdi hop lién nganh van chua rd rang,
gay thiéu dong bo trong kiém tra va xt Iy vi pham. Thyc trang vi pham phép luat trong
hoat dong kinh doanh duoc phiam van dién bién phuc tap, v6i xu hudng gia ting ca vé
s6 luong va mic do tinh vi. Cac hanh vi nhu san xuét, kinh doanh thuéc gia, thudc
kém chat luong, quang cao sai su that, ban thudc khong rd nguon géc. .. gay thiét hai
vé tai san va de doa nghiém trong dén suc khoe cong dong. Trong béi canh do, viéc
xay dung mot hé théng quy pham phép luat diéu chinh ¢ tinh hé théng va kha thi dé
diéu chinh diéu kién d6i véi chi thé kinh doanh duoc pham la yéu cau cap thiét trong
bdi canh hién nay.
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