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Tom tat

Thudc chira bénh 1a ‘mot loai hang hoa dac biét, lién quan truc tiép dén sirc khoé va tinh mang nguoi bénh. Hién nay s6
luong thudc duge cap s6 dang ky luu hanh hang ndm trén thi truong khong nging tang vé danh myc tén thudc va hoat
chat. Do céac yéu td khach quan hay chu quan, thudc gia, thudc kém chit luong van luu hanh bét 'hop phap, tuy nhién
viéc phat hién va thu hoi khong hé d& dang. Bai béo nay nghién ciru mé ta cit ngang qua hdi ciru sb lidu cac truong hop
vi pham chét luong thudc tai Viét Nam nam 2019 véi muc tiéu “Phan tich cong tac quan 1y vi pham chét luong thude tai
Viét Nam nam 2019”. Nghién ctru nay cho thﬁy nam 2019 ¢6 99 doanh vi pham chat lwong thudc, trong d6 ¢6 17 doanh
nghiép (DN) dugc dua ra khoi danh sach vi pham. Nhom 16i Thudc san xuét, kinh doanh khong dat chit luong, thude
gia bi xir phat nhiéu nhét (95, 74%); Bién phép rut s6 dang ky Iuu hanh thude, thu hoi thudc chiém ty 1& xur phat cao nhét
(60,00%). Vién Kiém nghiém thudc Trung wong phat hién thudc vi pham chét lugng thong qua két qua kiém nghiém
chiém ty 18 cao nhat (71,05%).

Tir khéa: Thube gia; thude kém chét luvong; Viét Nam; quan 1y vi pham; 2019.

Abstract

Introduction: Medicine is a special commodity that directly affects health and human life. Currently, there is a
continuous increase in the number of drugs that were granted approval to circulate on the market, including drugs ‘name
and active ingredients. Due to objective or subjective factors, counterfeit drugs, and low - quality drugs are still
circulating illegally, however, the detection and recall of these are not easy. Methods and objective: A study of cross-
sectional data of drug recall cases in Vietnam in 2019 with the objective of "Analysis of the management of drug
quality violations in Vietnam in 2019". Results: In 2019, there are 99 enterprises that violate the quality of drugs,
including 17 enterprises that are released from the list of violation. The violation group of producing and circulating
poor quality drugs and counterfeit drugs was sanctioned most (95,74%). The method of withdrawing the drug
registration number and recalling the drug accounted for the highest sanction rate (60,00%). National Institute of Drug
Quality Control detecting drug violations through quality test results accounted for the highest proportion (71,05%).
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1. D3t vin dé

Thudc chita bénh 1a mot loai hang hoa dac
biét, lién quan tryc tiép dén strc khoé va tinh
mang ngudi bénh. Hién nay ) lugng thude
duoc cip sb6 ding ky luu hanh hing nam trén
thi truong khong ngimg ting vé danh muc tén
thuc va hoat chat. Do cac yéu t6 khach quan
hay cha quan, thudc gia, thudc kém chat lugng
van luu hanh bat hop phép, tuy nhién viéc phat
hién va thu hoi khong hé dé dang. Mot buic
tranh tong thé vé cong tac quan 1y chét luong
thudc s& gitp cai thién va hoach dinh chién
lugc phong chéng thube gia, thudc kém chat
lugng hi¢u qua hon.

3. Két qua va ban luin
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2. P6i twong va phwong phap nghién ctru
2.1. Poi twong nghién ciru

La cac thudc vi pham chét luong duoc cong
bd cong khai trén trang web ciia Cuc Quan 1y
Duoc - Bo Y té (www.dav.gov.vn) trong khoang
thoi gian tir ngay 01/01/2019 - 31/12/2019.

2.2. Phwong phap nghién ciru

Nghién ctru mé ta cit ngang qua hdi ciru sb
lidu vé céc truong hop vi pham chét luong thude
tai Vi¢t Nam nam 2019. Thyc hién ky thuat
chon méu va 1dy miu tong thé: LAy mau toan bo
cac thude vi pham chét luong da dugc cong bd
trén cong thong tin dién tir cia Bo Y té (BYT).

3.1. Cong bo danh sdch cdic doanh nghiép vi pham va dwoc dwa ra khéi danh sach vi pham chit

lwong thuébc

Bang 1: S6 luong doanh nghiép dugc vi pham chat luong thude va duoc dua/chua dua ra khoi
danh sach vi pham chit luong thudc tai Viét Nam nam 2019

ne Trong nwéc | Nwdéc ngoai Tong cong
STT Noidung SL| % | SL | % | sL | %
1 DN vi pham chat lugng thuoc 34 | 34,34 65 65,66 99 100
2 DN du’c_rﬂc dua ra kPm danh sach vi 8 8,08 9 9,09 17 1717
pham chat lugng thuoc
3 DN chu? dua ra kPm danh sach vi 26 26.26 56 56,57 82 82.83
pham chat lugng thuoe

Nam 2019 c6 99 DN vi pham chat luong
thudc, trong d6 c6 34 DN trong nudc va 65 DN
nude ngoai (Bang 1). S6 lugng cac DN dugc
dua ra khoi danh sach vi pham con rat thap chi
c6 8 DN trong nudc (8,08%) va 9 DN nudc
ngoai (9,09%); con 82 DN chua dugc dua ra
khoi danh sach vi pham. Qua d6 da cho thay
viéc khéc phuc céac 16i vi pham cua cac DN la

rat kho khan, doi hoi can phai c6 thoi gian, thay
d6i cong nghé, ciing nhu ning lyc tai chinh.
Mat khéc, cac nudc c6 kha nang cung trng mot
khéi luong 16n duge pham cho thé gidi nhu An
b9, Trung quéc, Han Quéc,... van chua chim
durt san xuat thude kém chat luong véi gia ré dé
bén sang cic qudc gia co thu nhap thip va trung
binh, trong d6 c6 Viét Nam [13], [14].

3.2. Cong bé bé sung, diéu chinh théng tin lién quan dén chit lwong thuéc

Bang 2: Cac nhom thong tin cong bd bd sung, diéu chinh lién quan dén chét luong thude

. N Thudc ndi Thudc ngoai Tong cong
STT Nhom thong tin S % SL % SL %
y | Dinh chinh thong tin trong sO dang| 16 | 5061 | 503 | 7503 | 754 | 96,54
ky va giay phép luu hanh thudc
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Cong bd danh muc thudc c6 tai liéu
2 ching minh twong duong sinh hoc 19 2,44 3 0.37 22 281
3 | Cap nhat thong tin dugc ly 0 0 2 0,26 2 0,26
Cap nhat thong tin hudng dan sur
4 dung (HDSD) thuéc 0 0 1 0,13 1 0,13
5 | Tam ngung nhap khau 0 0 2 0,26 2 0,26
Tong sO 180 23,05 | 601 | 76,95 | 781 100

Két qua nghién ctru (Bang 2) cho thiy c6 5
nhém thong tin lién quan dén chét luong thude
dang luu hanh trén thi truong, trong d6 dinh
chinh thong tin trong sé ding ky va gidy phép
lru hanh thudce chiém ti 18 16n nhét (96,54%)
v6i 754 thude. Véi 754/2389 thube duge dinh
chinh thong tin trong sé ding ky va gidy phép
luu hanh nam 2019, chiém 31,56% danh sach
thudc duge cip gidy phép luu hanh (GPLH).
Diédu nay cho thidy Cuc Quan 1y Dugc (CQLD)
da rat than trong, ti mi, chinh xéc trong viéc ra
soat cac van ban da cong bd trude do, kip thoi
b6 sung, diéu chinh dé khong gay ra nhiing hau
qua vé khoa hoc, kinh té, phap 1y lién quan dén
thubc va cac DN.

Cong bd danh muc thube co tai liéu chimg
minh twong dwong sinh hoc 4p dung khi ho so
dang ky thudc chwa dap tmg ngay khi ndp cho
CQLD dé dang ky cac thudc tuong duong sinh
hoc véi cac tén thuong mai dang luu hanh trén
thi truong. Véi 22 thude can bd sung tai lidu
chimg minh twong duong sinh hoc trong tong s6
thude duoc cap GPLH trong nam 2019 cho thay
da s6 cac thubc di duoc danh gia tvong duong
sinh hoc dé duoc phép luu hanh trén thi trudng,
CQLD Viét Nam da tuan thu chat ché nhiing
quy dinh trong viéc cap GPLH thudc theo dung
quy dinh ctia Luat Dugc (2016) va cac van ban
huéng dan ciia Chinh phii va BYT [10], [11].

Trong nam 2019, chi c6 2 thong tin duoc 1y
dugc cap nhét d6 1a qua trinh hip thu, phan bd,
chuyén hoa, thai trr thube d6i véi hoat chit
paracetamol dang giai phong bién ddi sau khi
qua liéu do cach giai phong phirc tap cia thudc
trong co thé dé cac co so y té giam sat chat chd
trong qua trinh str dung thudc va 1 thong tin vé
thay d6i/bd sung mot sb chi dinh, lidu dung va
cach dung, chéng chi dinh, canh bao va than
trong khi dung thudc, tuong tac, ADR cua hoat
chat diacerein trong diéu trj thoai hoa khép [6].

Vé cap nhat théng tin HDSD thudc, trong
nam 2019, CQLD chi c6 1 van ban lién quan
dén HDSD chita hop chat
phospholipid dau nanh vé cic ndi dung nhu:
Chi dinh, chong chi dinh, liéu dung va cach

thuoc c¢o

dung dbi v6i mot hoat chat da rat quen thudce co6
trong hat ddu nanh tuéng chimg rat an toan,
nhung da duogc canh bdo vé qua man khi s
dung hodc canh bdo khi dung cho tré em dudi
18 tudi do chua dwgc nghién ctru day da [5].

Trudong hop tam nging nhap khau thudc,
nguyén liéu lam thuéc (NLLT), trong nam 2019
chi c6 1 cong van cua CQLD tam ngung nhap
khau 2 thudc ciia An Do san xuét do nghi ngd
vé an toan hiéu qua cia thudc 1a Coffnil va
Jointace Tablet, sau d6 2 thudc nay di bi rat
GPLH tai Viét Nam [4].

Bang 3: Phan loai cac thong tin duoc dinh chinh, bd sung lai trén sb ding ky va gidy phép luu

hanh thudc di cap theo ndi dung

A . . z Thuoc ndi Thudc ngoai Tong cong

STT Noi dung dinh chinh, b6 sung SL % S % SL %
1 | Dia chi nha san xuat 9 1,19 133 17,64 | 142 | 18,83
2 | Tén thudc 36 4,77 55 7,29 91 12,07
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3 | Ham lugng hoat chét chinh 38 | 5,04 48 637 | 86 | 11,41
4 | Quy ché dong goi 30 | 3,98 40 531 | 70 | 9,28
5 | Tén nha san xuét 8 1,06 58 769 | 66 | 875
6 Dia chi co s¢ dang ky 10 1,33 44 5,84 54 7,16
7 | Hiéu lyc s6 diang ky luu hanh 3 0,40 41 544 | 44 | 584
8 Han dung cua thudc 3 0,40 41 5,44 44 5,84
9 | Dang bao ché 6 0,80 35 464 | 41 | 544
10 | Tén co so dang ky thudc 5 0,66 32 424 | 37 | 491
11 | Bja chi co sd dong goi va xuat xuong 0 0 28 371 | 28 | 371
12 | Tiéu chuan chat luong 2 0,27 13 1,72 15 1,99
13 | Nguon gbc xut xir 0 0 13 1,72 | 13 | 1,72
14 | Tudi tho cta thude 5 0,66 7 093 | 12 | 1,59
15 | S6 dang ky thude 6 0,80 2 0,27 8 1,06
16 | Thiéu co s& dong goi thude 0 0 2 0,27 2 0,27
17 | Ngay ban hanh cong van 0 0 1 0,13 1 0,13
Tong sb 161 | 21,35 | 593 | 78,65 | 754 | 100

Nhiing thong tin lién quan dén thudc dugc
dinh chinh, b6 sung dugc thé hién trong Bang 3
dugc chia thanh 2 nhom: Nhom gdm céac thong
tin mang tinh chat hanh chinh, phap 1y va nhom
cac thong tin mang tinh chét k¥ thuat.

Dinh chinh, b6 sung thong tin lién quan dén
thudc da dwoc cdp GPLH la viéc lam rat can
thiét @& dam bao tinh chinh xac tuyét ddi cho
san pham thudc khong nhitng tranh duoc su
nham 14n, hiéu sai vé chét luong thuéc ma con

bao vé quyén loi cho cac DN. Mdi nhom thong
tin néu trén déu ¢ vi tri, vai trd nhat dinh trong
ho so ding ky thude, do d6 khong thé bi nham

CFJgacar

Mabencazole 500 mg

Hinh 1: Thubc Fugacar that (bén trai) va thuéc
Fugacar gia (bén phai)

M6 ta va so sanh thudc Fugacar that va
thuc Fugacar gia & Hinh 1 va Hinh 2 cho thay:
Giita thudc that va thudc gia chi khac nhau &

14n hodc cong bd thiéu chinh xac. Néu 16i 1a do
CQLD thi can xem xét nang cao trinh dg, tinh
than trong, chinh xdc cho nhitng nguodi dugce
giao nhiém vu soan thao quyét dinh cip GPLH
thube. Néu 13i thudc vé cac co sé ¢o thude xin
dang ky luu hanh thi CQLD can nhic nhd, xem
xét hd so k¥ cang trude khi ky quyét dinh cap
phép cho thude Iuu thong trén thi trudng Viét
Nam, tranh xay ra cac truong hop tranh chép veé
ban quyén giita cac DN va 1a k& ho cho thude
kém chét lugng, thudc gia lwu hanh trén thi
truong (Hinh 1, 2).

Djc ditm Fugacar thit Fugacar,gid (s0 10 514015)
Vohop ~"Ma s§ bao bl hop thubc gt 13 | - MA sb bao bl hop thubc gia 12
991013240, 991- 013-064.
- §18 sin xut, ngay sin xult, hen | - S6 16 sin xuft, ngdy sin xult,
ding dwge in ndi, khi & o6 thé cim | han ding in thutmg, khi sb khong
nhfn duge cim nh{n duge.
To huéng din st | - Nhit 89 bdo quéntk15'C~30'C. | - Nhiét d0 béo quén ti 15C -
dung - Than phién chét lugng sén phdm | 30C.
PPy - Than phién chft lugng. Thiéu
A G chit “sin phdm”,
Vitwde |- _ﬁlma Vit han st dung 13 |- Cich viét han st dyng 12
{ " | ngaythang.nim, cich nhau béi dfu | ngdy/hing/nfim, chch nhau béi
. d_m:(-). dbu ggch chéo ().
Vi&xh;@c_;_; [ Mot mit khic chir “Janssen”, miit [ Mt mjt khiioivgch chla 40}, m3t
cdn lai 12 chy “Me 500", con lqi tron khéng khic.

Hinh 2: Phan biét thubc Fugacar that va thudc
Fugacar gia

vai diém néu khong quan sat ky thi khé phan
biét nhu mé s6 bao bi, nhiét d6 bao quan thiéu ky
hiéu d6 (°), han str dung.
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3.3. Vi pham lién quan dén chit lwong thudc va xiv phat hanh chinh
3.3.1. Cdc 16i vi pham hanh chinh lién quan dén chat lwong thuéc
Bang 4: Cac ndi dung vi pham hanh chinh lién quan dén chit luong thudc
A Thuoc ndi Thudc ngoai | Tong cong
STT Noi dung SL| % | SL| % | SL]| %
1 | Thudc san xuat, kinh doanh khong dat | g5, | 3517 | g4 | 5957 | 135 | 9574
chat luong, thuoc gia
Ban budn thudc thanh phdm cho co s&
2 khong c6 chirc ning kinh doanh thude 3 213 0 0 3 213
3 | Vipham di€u kién bdo quan, ton trir thuoc 1 0,71 0 0 1 0,71
Khong mo sb theo ddi hodc phuong tién
4 theo ddi hoat dong mua ban thudc 1 0.7 0 0 1 0,71
Kinh doanh thuoc khong dung dia chi ghi
5 | trong Giay ching nhan du dicu kién kinh | 1 0,71 0 0 1 0,71
doanh duogc
Tong so 57 4043 | 84 | 5957 | 141 | 100

Déi v6i vi pham vé thude san xuét, két qua &
Bang 4 cho thay kinh doanh khong dat chat
lugng, thude gia (95,74%) chiém ty 1& cao nhat.
Cac nhom vi pham con lai 1a Ban buon thude
thanh pham cho co s& khong c6 chirc ning kinh
doanh thubc (2,13%); Vi pham diéu kién bao
quan, ton trit thude (0,71%); Khong mé so6 theo
doi hodc phuong tién theo ddi hoat dong mua
ban thubc (0,71%); Kinh doanh thudc khong
dung dia chi ghi trong gidy chirng nhan du diéu
kién kinh doanh dugc (0,71%), la cac nhom vi
pham quy dinh trong Luat Dugc va quy dinh
cia Thi tuéng Chinh phi vé diéu kién kinh

doanh dugc [3], [8], [10]. Viéc phat hién va xir
1y cac nhém vi pham nay da ching t6 Bo Y té
ma tryc tiép 1a CQLD, Cuc Quan 1y Y, Dugc ¢b
truyén quan 1y chat luong thudc khong chi 1a
viéc kiém soat, kiém nghiém cac san pham
thudc cu thé, ma di quan 1y mot cach toan dién
tir duy tri diéu kién bao quan, ton trir thudc cho
dén cac hoat dong ban budn, ban 1¢ thudc. Pay
déu 1a cac bién phap dugc thyuc hién khi thude
dang trong qua trinh luu hanh trén thi truong
nham duy tri chat lugng thudc khi dén tay
nguoi st dung.

3.3.2. Cdc bién phdp xir phat vi pham hanh chinh lién quan dén chdt lwong thudc

Bang 5: Cac bién phap xtr phat vi pham hanh chinh lién quan dén kinh doanh thudc

. . Trong nwéc Nwéc ngodi Tong cong
STT Noi dung xir phat ’ SL % SL % SL %
1 | Rat s6 dang ky lvu hanh thudc 12 7,50 36 22,50 48 30,00
2 | Thu héi thude 24 | 1500 | 24 | 1500 | 48 | 30,00
3 | Ngimg luu hanh thudc 18 11,24 25 15,63 43 26,87
4 | Phat tién cac co sO vi pham 5 3,13 7 4,37 12 7,50
Thu hoi Giay chimg nhan du diéu kién
> | kinh doanh duge c6 thoi han i Bt R D R B
6 T}lu bgl chting chi hanh nghé duoc 9 1.25 0 0 9 1,25
c6 thoi han
Thu hoi gidy phép hoat dong
! (DN nudc ngoai) cd thoi han 0 0 2 1,25 2 1,25
Tong sb 66 4125 | 94 | 58,75 | 160 | 100
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Nhitng ndm gan ddy, Bo Y té di ting cuong
cong tac thanh tra, kiém tra cac co so san xut,
kinh doanh thudc, tién hanh cac hinh thic xtr Iy
vi pham va céc hinh thtrc xir phat bd sung nhu
tude gidy ching nhan du diéu kién kinh doanh
dugce co thoi han, tam ngimg cip gidy phép
dang ky, nhap khau thudc c6 thoi han ddi véi
cac co s¢ vi pham [2], [3], [7], [8].

Trong s6 cac bién phap xir phat vi pham lién
quan dén kinh doanh thudc (Bang 5), ba bién
phap 1a rat sb dang ky lwu hanh thudc
(30,00%), thu hdi thude (30,00%), ngimg luu
hanh thudc (26,87%) 1a nhitng bién phap mang
tinh cap bach, co su chi dao quyét liét cua co
quan quan ly Nha nude va sy tham gia tich cuc
clia cac to chuc, ca nhan trong linh vyuc san
xuat, nhap khau, phan phdi va khach hang. Néu
cac bién phap nay thuc hién cham tré, khong
hiéu qua, khong dong bo thi thuéc kém chat
lwong, thude gia s& len 10i vao cic co so y té,
gdy ra cac tdc hai nhu hi¢u luc diéu trj thép
hodc khong c6 hiéu luc, thoi gian diéu tri kéo
dai, ton kém chi phi, c6 thé gay ra hoai nghi
dén nang lyc cua thy thubc; né con 13 co hoi

cho cac qubc gia tiép tuc san xudt thudc kém
chat lugng cung cép cho cac nudc kém phat
trién, dang phat trién mang lai loi nhuan 16n,
cac to chire t6i pham tiép tuc san xudt thude gia
dé thu loi bét chinh, pha hoai kinh té, gy bt
6n cho xa hoi [15], [16].

Vi ty 1€ 86,87% la cac bién phap rat dang
ky luu hanh thudc (30,00%), thu hdi thude
(30,00%), ngimg luu hanh thudc trong xu phat
hanh chinh vé vi pham chét luong thube
(26,87%) da cho thay day l1a cac bién phéap can
duoc duy tri va 1am tSt hon nita dé phat hién,
ngan ngira thudc kém chat lugng, thude gia luu
thong trén thi truong [12]. Bén bién phap con
lai 1a phat tién cac co so vi pham (7,50%), thu
hoéi gidy chimg nhan du diéu kién kinh doanh
dugc c6 thoi han (3,13%), thu hdi chimg chi
hanh nghé dugc ¢ thoi han (1,25%), thu hdi
gidy phép hoat dong (DN nudc ngoai) cé thoi
han (1,25%) chi chiém ty 18 13,13% la cac bién
phap nham canh béo, rin de, bt budc cac co sO
vi pham phai dimg hoat dong dé chan chinh,
loai bo sai pham thi méi duoc phép hanh nghé
tro lai.

Bang 6: S6 doanh nghiép va sd tién bj phat do vi pham chét lugng thude

ne . , Trong nudc Nudc ngoai Tong cong
STT Noi dung xir phat DV tinh SL % SL % SL %
1 S6 DN vi pham DN 34 | 3434 | 65 65,66 99 100
2 S6 DN bi phat tién DN 5 5,05 7 7,07 12 12,12
3 | So tién bj phat Triéu VNP | 213 | 37,63 | 353 | 62,37 | 566 100

Két qua nghién ctru & Bang 6 cho thay sb
tién bi xir phat ctia nam 2019 13 566 triéu dong,
thip hon nam 2017 va 2018 [3]. Piéu d6 nodi
lén bén canh cac bién phap cAm hodc ngimg
hoat dong, thi xir phat tai chinh 1a mdt trong céc
bién phdp co tinh ran de cao hon ca va thuong
xuyén dugc didu chinh cho phu hop tinh hinh
thue té cua timg thoi ky [7], [8]. Tuy nhién,
viéc cong bd cac DN bi xir phat vé tai chinh
ndm 2019 cling nhu nhitng nam trudc do trén
Cong Théng tin Pién tir cia BYT chwa thong

ké hét s6 DN vi pham (12/99 DN =~ 12,12%)
(Bang 6) va tong sb tién ctia cac DN vi pham
phai ndp [1], [2], [8]. Trudc day, BYT chi mdi
cha trong viéc cong bd sé lwong cac DN vi
pham nhung chua cong bd viéc xtr phat vi
pham. Vi vy can cong bd rong rai tat ca cac
DN vi pham chét luong thudc bi xur phat trén
cac phuong tién thong tin dai ching va Nha
nudc can phai ting mirc xr phat tai chinh dé
tang cudng hon nita tinh ran de ddi vdi cac
hanh vi vi pham.
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3.4. Phdt hién thuéc vi pham chit lwong thong qua hoat dpng kiém tra chit lwong thudc
3.4.1. Cdc hinh thirc phdt hién vi pham chat lwong thude

Bang 7: Céc hinh thirc phat hién vi pham chét luong thude

. . Thudc ndi Thudc ngoai Tong cong
STT Hinh thirc S % SL % S %
1 Thong qua kiém tra chat lugng ol 37,78 63 46,66 114 84,44
p | Thongquacungedpthongtineia | o | o | 59 | 15856 | 21 | 1556
co quan quan ly nudc ngoai
Tong so 51 37,78 84 62,22 135 100

Khong gidng nhu cic san pham khac luu
hanh trén thi truong, khi co quan quan ly nha
nuéc vé duoc mudn két luan thube vi pham
hodc co s& hanh nghé c6 vi pham phai dua trén
cac bang chung xac thyc thong qua kiém tra
chat luong va thong qua ngudn cung cap thong
tin clia co quan quan 1y nudc ngoai (Bang 7).

Vé6i nang lyc hién c6 cia hé théng kiém
nghiém thube, da sb cac thube vi pham chét
luong da duge phat hién qua cong tac 1dy mau
xé4c dinh chat luong (114 thudc, 84,44%), ty 1¢

thubc nudce ngoai bi phat hién vi pham chét
lugng khi nhin dugc thong bdo clia co quan
quan 1y nuéc ngoai tai Viét Nam thip hon
nhiéu (15,56%). Diéu nay da khang dinh ning
luc cua cac co so kiém nghiém thubc tai Viét
Nam, nhung khong c6 nghia 1a kiém nghiém
chi dé phat hi¢n thudc kém chét luong, thube
giad, ma con phai tiép nhan, xu 1y kip thoi
nhitng thong tin x4u lién quan dén thudc,
NLLT, nham ngan chan thudc kém chat luong,
thude gia luu hanh [2], [9].

3.4.2. Phat hién vi pham chdt lwong do co s kiém nghiém thong qua ldy mdu kiém tra chat lwong

100%
80% -
60% -
40% -
20% -

0% .

22.96%

13.33%

2.96%

1.48%

DN bén

buén thude khiu thube thube

OThudc ngoai B Thude n6i

DNnhidp Cosobanlé DNsan  Khoaduwege Phong kham

xuat,ché  bénh viéen  da khoa

bién thude

Hinh 3: Két qua phan loai cac dia diém kinh doanh thudc dugc 1y mau phat hién vi pham nam 2019

Két qua & Hinh 3 cho théy, trong 135 thubc
vi pham chét lugng, thube vi pham dugc phat
hién théng qua 1dy mau tai DN ban buén thude
chiém ty 1& cao nhit (42,97%) véi 58 thudc,
tiép theo 1 phat hién tai DN nhap khau thudc
(22,96%) Vva tai co s& ban 1é thudc xép thtr 3

v6i 22 thude (16,29%). Thudc con dugce phat
hién vi pham chét luong thong qua lay mau tai
DN san xuét, ché bién thudc (13,34%), khoa
dugc bénh vién (1,48%) va phong kham da
khoa (2,96%).
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3.4.3. Cdc co s6 kiém nghiém phat hién vi pham chat lwong thuéc

Bang 8: Cac co sd kiém nghiém phat hién thudc vi pham chat luvong

V.T.B.Lién, N.T.M.Diéu, L.N.D.Hangl Tap chi Khoa hoc va Cong nghé Pai hoc Duy Tan 6(49) (2021) 125-133

oy R o Thuoc ndi Thudc ngoai Tong cong
STT Co s6 kiem ngh’u;m SL % SL % S %
1 Vién kiém nghiém thuoc T.U 32 28,07 49 42,98 81 71,05
Trung tAim kiém nghiém thudc
2 tinh/thanh phd truc thuoc T.U 19 16,67 14 12,28 33 28,95
Phong kiém nghiém thudc cua co
3 s&' san xut, kinl} doanh thudc 0 0 0 0 0 0
ToOng so 51 44,74 63 55,26 114 100

Céac co so kiém nghiém 16n nhu Vién Kém
nghiém thuéc Trung wong (Ha Noi) va Vién
kiém nghiém thuéc thanh phd Ho Chi Minh véi
doi ngli can bd c6 kinh nghiém, trang thiét bi
hién dai nén da phat hién duoc ty 1& thudc vi
pham chit lugng thong qua két qua kiém nghiém
cao nhét (71,05%) so v6i cac co s¢ con lai.

Vé6i 62 trung tam kiém nghiém cac tinh,
thanh phd, cac tung tim kiém nghiém thudc
tinh/thanh phd tryc thudc trung uwong ciing hoan
thanh t6t viéc kiém tra chat luong thudc luu
hanh trén dia ban dugc phan cong kiém tra,
giam sat. Tuy nhién, ty 1¢ dong gop vao viéc
phat hién vi pham chét lugng thudc ciia céc
trung tdm nay 1a chua cao (28,95%). Dé tranh
qua tai cho cac co so kiém nghiém tung wong,
Nha nuéc can dau tu, ndng cao hon nita ning
lyc ctia cac co s& nay, nhét 1a lam vé tinh cho
céc co s kiém nghiém Trung uong trong kiém
nghiém nhitng chi tiéu ky thuat ma cac trung
tam kiém nghiém thudc tinh/thanh phd truc
thudc Trung wong lam dugc.

Phong kiém nghiém thudc ciia co s& san
xuit, kinh doanh thudc 13 cic co s& kiém
nghiém dat tiéu chudn GLP, véi chirc nang
nhiém vu 1a kiém soat, kiém nghiém thude do
co s& san xuét, ban buén, nhap khau. Nhing co
s0 nay khong dugc giao chuc nang, nhiém vu
nhu cic co s¢ kiém nghiém cia Trung wong va
cac tinh/thanh phd truc thudc Trung wong
nhung ciing phai can nang cao nang luc dé phat
hién cac thudc khong dat yéu cau, nhat 1a thude

nhap khau do co s& san xuit, phan phdi, nhap
khau,... gop phan vao han ché, ngin chin thudc
kém chit luong, thudc gia trén thi trudng.

4. Két luén

C6 99 DN vi pham chat lugng thudc, trong
d6 c6 34 DN trong nude (34,34%), 65 DN nudc
ngoai (65,66%); 8,08% DN trong nudc va
9,09% DN nudc ngoai khic phuc dugc 16i vi
pham trong nam 2019.

Pinh chinh thong tin trong sé ding ky va
gidy phép luu hanh thudc chiém ty 1¢ 16n nhat
(754 thubc; 96,54%).

Nhom 16i vi pham lién quan dén chat lugng
thudc 1a Thudc san xuét, kinh doanh khong dat
chat lugng, thudc gia (95,74%) bi xir phat nhiéu
nhat; Rat sb dang ky lwu hanh thude, thu hoi
thudc chiém ty 1& xtr phat cao nhit (60,00%).

Phat hién vi pham thong qua kiém tra chat
luong chiém ty 18 cao nhét (84,44%); lay mau
tai doanh nghiép ban budn thudc chiém ty 18
cao nhat (42,97%); vién Kiém nghiém thudc
Trung vong phat hién thude vi pham chat lwong
thong qua két qua kiém nghiém chiém ty 1& cao
nhat (71,05%).
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