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TOM TAT

Thuéc chita bénh la mét loai hang hoa dac biét lién quan tryuc tié}? dén tinh mang va suc khoe nguoi
bénh. Viéc sur dung thuéc khong dam bao chat lwong co thé dan dén hédu qud nghiém trong nhw diéu tri that
bai, kéo dai thoi gian bénh, gia tang khang thuéc, tham chi gy tir vong. O Viét Nam, dé thwc hién phong
chong thuéc gid, thuoc kem chat lwong, cac co quan chire nang da khong ngung hoan thién co so phdp 1y, hé
thong van ban phép quy vé quan Iy dwoc pham va thuong xuyén kiém tra chat leong thude luu thong trén thi
triwong, nham phdt hién kip thoi va dwa ra huéng xie 1y thich hop. Nghién ciru dwoc thie hién nham khao sdt
hoat déng phong chéng vi pham chdt heong thuoc tai Viét Nam nam 2024. Poi twong nghién ciru la cdc
thuéc vi pham chdt lwong dwoc cong bé trong nam 2024. Nghién ciru mé ta héi civu diea trén cdc thong tin
thu nhdn dugc vé cdc thuéc vi pham chat luwong. Trong do hinh thirc kiém tra dot xudt chiém ty Ié cao nhat
(92,6%), dong thoi cé 2 doanh nghiép béo cdo vi pham chat lirong thuoc. Cdc dia diém lay mdu phat hién vi
pham duoc ghi nhdn la co so kham chita bénh, co so phan phdl thuéc va co sé san xudt thude cé ty Ié cao
lan luwot la 37,0%, 29,6%, 25,9%. Thudc khong dat tiéu chudn chdt leong la logi vi pham thuong gap. nhat
(55,6%), ngodi ra con phat hién 11 trwong hop thuoc gia. Cac chi tiéu kj thudt khong dat chdt lwong noi bt
la chi tiéu dinh lwong (34,4%). Bén canh dé con phat hién 9 truong hop vi pham vé ho so hanh chinh. Cac
thuéc vi pham chi yéu e xir 1y dwdi hinh thire thu hoi bdt budc (92,6%). Trung tam kiém nghiém phat
hién thuéc vi pham chdt leong thong qua két qua kiém nghiém chiém ty Ié cao nhat (51,9%). Theo thong ké
nam 2024 ¢6 10 co sé ndng cao tiéu chudn chat lwong va c¢é 20 van ban qudan 1y vé dam bao chdt lwong
thuéc.

Tir khéa: Thuoc gia, thudc vi pham chat lwong, tiéu chuan chat lrong.
ABSTRACT

Medicines are a special type of commodity directly related to patients’ lives and health. The use of
substandard medicines can lead to serious consequences such as treatment failure, prolonged illness, increased
drug resistance, and even death. In Vietnam, to combat counterfeit and substandard medicines, regulatory
authorities have continuously improved the legal framework and regulatory documents on pharmaceutical
management and regularly inspect the quality of medicines circulating in the market in order to promptly
detect violations and implement appropriate measures. This study was conducted to survey the situation of
substandard medicines in Vietnam in 2024. The study subjects were medicines reported to violate quality
standards in 2024. A retrospective descriptive study was carried out based on collected information on these
substandard medicines. Among inspection methods, unannounced inspections accounted for the highest
proportion (92,6%), and two enterprises reported quality violations. The samples where violations were found
were mainly taken from healthcare facilities, drug distributors, and drug manufacturers, with rates of 37,0%,
29,6%, and 25,9%, respectively. Substandard drugs were the most common violation (55,6%), there were also
11 cases of counterfeit drug. The main quality problems, especially the amount of active ingredient (34,4%,). In
addition, there were 9 cases related to administrative issues. Most of the violating drugs were handled by
mandatory recall (92,6%). Drug testing centers found the highest number of violations through lab testing
results (51,9%). According to 2024 statistics, 10 manufacturing facilities upgraded their quality standards, and
20 regulatory documents on drug quality assurance were issued.

Keywords: Counterfeit medicines, Substandard medicines, Quality standards.
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MO DAU

Thudc 1a yéu t6 quan trong trong phong
va diéu tri bénh. Chat luong thubc khong
chi quyét dinh hiéu qua diéu tri ma con anh
huong truc tiép dén sy an toan cua nguoi
bénh va niém tin cta cong déng ddi voi hé
théng y té. Viéc sir dung thudc khong dam
bao chat lugng c6 thé din dén hau qua
nghiém trong nhu diéu tri that bai, kéo dai
thoi gian bénh, gia ting khang thudc, thim
chi gay ti vong (Huepharm, 2023).

T6 chic Y té Thé giéi (WHO) da nhiéu
lan canh bdo vé tinh trang thudc gia, thuoc
kém chét lugng, dac biét tai cac qubc gia
dang phat trién, udc tinh khoang 10% luwong
thudc luu hanh khong dat tiéu chuén (WHO,
2024).

O Viét Nam, dé thuc hién phong chéng
thudc gia, thubc kém chat luong, cac co
quan chtrc nang da khong ngurng hoan thién
co s8¢ phap ly, hé thong van ban phap quy
vé quan ly dugc pham va thuong xuyén
kiém tra chat lugng thudc luu thong trén thi
truong, nham phat hién kip thoi va dua ra
huéng xu 1y thich hop. Du vay tinh trang vi
pham chit luong thudc van dién ra phd
bién.

Xuét phat tu thyuc tién do, nghién ctru “
Khao sat hoat dong phong chéng vi pham
chat luong thudc tai Viét Nam nam 20247
duoc thuc hién nhim Khao sat hoat dong
phong chéng vi pham chét luong thubc tai
Viét Nam nam 2024.

1. P6i twong nghién ciru

Déi tugng nghién ctru 1a cac trudng hop
bi xdc dinh vi pham chat lugng va c6 cong
b6 chinh thic bdi cac co quan cd tham
quyén cua nganh Y té trong khoang thoi
gian tir 01/01/2024 &én 31/12/2024 trén
trang website cia B y té Viét Nam:
https://Moh.gov.vn.

Thoi gian va dia diém thuc hién nghién cuu
Thoi gian: 09/2025 — 05/2026
bia diém: Truong Pai hoc Cuu Long
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2. Phwong phap nghién ciru

Thiét ké nghién ciru

Phuong phap mo ta hdi ctru tinh hinh vi
pham chat luong thudc, nguyén liéu lam
thubc. Bao gom thubc san xuat trong nudc
hay nhap khau tir nude ngoai c6 mat tai thi
truong Viét Nam bi phat hi¢n vi pham dya
trén cac ngudn thong tin thu nhén dwoc tir
cac tai liéu, ho so c6 lién quan dén cong tac
quan 1y chat luwong thube cua Cuc Quan ly
Dugc — Bo Y té trong thoi gian tir ngiy
01/01/2024 - 31/12/2024.

N C& mau, tiéu chi lua chon va loai triv
mdu nghién ciru

Co mau: Toan bo co s¢ dir liéu vi pham
chat lugng thudc nam 2024 do co quan c6
thdm quyén cong bo trén cac trang web: B
Y té (https://moh.gov.vn), Cuc Quan 1y
duoc (https://dav.gov.vn), Cuc Quan ly Y,
Duoc Cb truyen (https://ydct.moh.gov.vn)
trong thoi gian to ngay 01/01/2024 -
31/12/2024.

Tiéu chi lva chon:

Céac quyét dinh xir Iy vi pham céc thudc
c6 vi pham chat lugng.

Céc cong bo két qua kiém nghiém thude
cua céc co so kiém tra chat luong thudc.

Céac thong bao thu hdi thudc vi pham
chat lugng trén cac phuong tién truyén
thong hop phép.

Cac tai liéu cong bd: co s& san X}lét, co
s& nhap khﬁ}l va s0 liéu lién quan dén hoat
dong san xuat kinh doanh.

Tiéu chi loai tru:

Cac thubc chua co cong bd chinh thirc
tr co quan quan ly nha nudec.

Cac truong hop canh bao so b vé chit
luong nhung chwa c6 két luan vi pham
chinh thurc hodc chua dugc ban hanh quyét
dinh xur ly.

Cic mau thudc trong nghién ctru thir
nghi¢m, thudc chua luu hanh trén thi truong
hodc thuoc chi dugc luu hanh ndi1 bd trong
co s& kham chira bénh.
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Bang 1. Cac bién s0 nghién ctru
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STT Bién s6 Phan loai Cach d"t (l)‘;:“g/ tnh| - Cgch thu thap
Hinh thirc 1dy mau Kiém tra dinh ky, kiém tra dot S0 lucyn‘g Vi pham Cong van, thong
1 .2 s P N N L% theo tung hinh A
kiém nghiém xuat, khong thong qua lay mau LA % bao Bo Y te 2024
thtrc lay mau
Dja diém lay miu C(f SO san Xud t thuoc?, c0 59 50 lugng i ph%m Cong van, thong
2 .2 =" phan thoi thudc, co so ban 1é theo tung dia diém oA A
ki€m nghiém £ e bao BO Y té 2024
thudc,... lay mau
3 Doanh nghiép bao Co s6 san xuét, nhap khéq, Stﬁelg('tygﬁ Vag:ﬁ? Cong van, thong
c40 vi pham phan phéi, kinh doanh thubc & bdo Bo Y té 2024
nghi¢p
Thubc gia, thude khong dat tiéu £ .
2 2 . . S6 Iugng vi pham A < A
4 Cac loai vi pham chudn chat luong, vi pham ghi theo ting loai vi Cong van, thong
: ; nhan, vi pham trong qua trinh : bao Bo Y t€ 2024
\ \ A Z. pham
bao quan/ phan phoi
Khong dat tiéu chuan (ham £ : A
A 1 1A £ X, an So lugng vi pham Cong van, thong
> Chi tidu ky thuat lwong, lihOIA lugn g, tap chat, o theo tung chi tiéu bao Bo Y té 2024
rd d¢ hoa tan,...)
A X ] Khoéng c6 SPK, khong cé S6 lwong vi pham Cong van, thong
6 | Hoso hanh chinh GPNK, khong ghi LSX theo timg 15 bdo BO Y té 2024
Hinh thie xir Iy vi | 1oY thudc, tdi che, i xuat, €di | S0 luong vipham | o0 s thone
7 ham str dung, tw nguyén thu hoi, theo tung hinh béo Bo Y (& 2024
P8 thu hdi bit buge thire xi Iy -
Co sé kiém Vién kiém nghiém, trung tdm Sd luong vi pham n < R
A 1A .2 n A R . . Cong van, thong
8 nghiém phat hién kiém nghiém, khong thong qua theo tirng co so C A v oA
. T2 S .2 A bao BO Y t€ 2024
vi pham kiém nghiém kiém nghiém

K5 thudt thu thép sé liéu

S6 liéu trong nghién ciu dugc thu thap
theo phuong phap hoi ctru tir cac ngudn cong
b chinh thirc cua co quan quan Iy nha nuéc vé
dugc pham trong nam 2024. Cu thé bao gom:

Céc cong van, quyét dinh thu hoi thude vi
pham chat lugng do Cyc Quan ly Duogc ban
hanh.

Céc thong tin dugc ding tai trén trang
thong tin dién tir chinh thic cua Bo thé, Cuc
Quan 1y Dugc, Cuc Quan Ly Y Duogc cd truyén
va cac co quan chire nang lién quan.

3. Noi dung nghién ciru
Khao sat hoat dong ngén ngira vi pham chét
lugng thuoc tai Viét Nam nam 2024:

- Phat hién vi pham chét luong thude thong
qua lay mau ki€ém nghiém.

- Phat hién vi pham chét luong thudc thong
qua théng bao cua cac doanh nghi€p san xuat,
phan phoi dugc pham.

- Céac loai muc do vi pham chét luong thudc.

- Cac 15i vi pham chét luong thude.

- Céc chi ti€u k¥ thuat khf)ng dat chat luc_mg’.

- Céc hinh thtc xtr ly thudc vi pham chat
luong.

. Cac qé liéy thu dugc dugc nhdp va xu 1y
bang phan mém Microsoft Excel va trinh bay
két qua nghién ctru bang phan mém Microsoft
Office.

4. Két qua nghién ctru

Viéc khao sat hoat dong phong chong vi
pham chat luong thudce 1a vo ciing cép thiét, qua
do giap danh gid hiéu qua hoat dong ngan ngura
vi pham chét lugng thudc tai Viét Nam. Két
qua ndy s& gop phan cung cap co sé khach quan
cho viéc danh gid va nang cao hiéu qua cong
tac quan 1y chat luong thudc tai Viét Nam.
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Cac hinh thirc 1y méu kiém nghiém phat hién thudc vi pham chét lwong

3,7%

3,7%/ «

Kiém tra dot xuat

Kiém tra dinh ky

92,6%

Khong thong qua lay mau

Hinh 1. Hinh thirc ldy miu kiém nghiém phat hién thudc vi pham chét luong

Két qua nghién ctru hinh thirc kiém tra dot
xuit chiém ty 1¢ cao nhéat (92,6%), trong khi
kiém tra dinh ky va cac truong hop khong
thong qua ldy mau déu chiém ty 18 réat thap

(3,7%). Diéu nay cho thidy phan 16n cac vi
pham chat lugng thudc duqc’ phat hién thong
qua hoat dong kiém tra dot xuat.

Cic dia diém lay mau phat hién vi pham chit lwgng

Bang 2. Dia diém 1y mau phat hién vi pham chat luwgng thude

STT Pia diém ldy miu S6 lwgng thude %
1 Co s6 san xuat thudc 7 25,9
2 Co s6 phan phdi thude 8 29,6
3 Co sé kham chita bénh 10 37,0
4 Co sé ban 1é thude 1 3,7

5 Co so khac 1 3,7
Tdong cong 27 100

Két qua nghién ciru cho thay phan b6 cac
mau vi pham chat luong thudc khong dong déu
giita cac dia diém iy mau, trong d6 ghi nhan ty
1¢ cao nhat tai co s& kham chita bénh (37,0%),
tiép theo 1a co s& phan phdi thude (29,6%) va
co s& san xuét (25,9%). Nguoc lai, sé lugng

mau tai co s& ban 1é thudc va cic co s khac
chiém ty 1€ rat thap (3,7%).

Phat hién vi pham chét lwong thudc
thong qua Kkiém tra chat lwgng va tu cong bo

Bang 3. Doanh nghiép thong bao vi pham chét luong thudce

STT Phat hién vi pham S6 lwong thude %
1 Thong qua kiém tra chat luong 25 92,6

2 Tu cong bd khong dat chét luong 2 7,4
Téng cong 27 100

Két qua nghién ctru ghi nhan 25 trudng
hop phat hién vi pham théng qua kiém tra chat
luong va chi ghi nhén 2 truong hop tu cong b
khong dat chét luong. So véi tong sd 27 truong

hop vi pham, so lugng tu cong b6 khong dat
chét luong con rat thap.

X4c dinh cac loai vi pham chét lwong thude

Bang 4. Cac loai vi pham chét luong thudce

STT Loai vi pham

S6 lwong thube %

1 Thubc gia

11 40,7
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Thubc khong dat tiéu chuan chat lugng 15 55,6
Vi pham ghi nhan (hanh chinh) 3,7

Vi pham trong qué trinh bao quan/phan phdi 0 0
Téng cong 27 100

Két qua nghién ctu ghi nhan cac truong
hop thube khong dat tiéu chuén chat luong
chiém ty 1¢ cao (55,6%), dang chu y van ghi
nhan thudc gia voi ty 1€ 40,7% déy l1a loai vi
pham dac biét nghiém trong, tiém an nguy co
anh huong truc tiép dén stic khde nguoi s

40.00%

15000, HA0%

30.00%
25.00%
20.00%
15.00%
10.00%
5.00%

0.00%

18.80% 18.80%

Dinh luong Pinh tinh D6 hoa tan  Tap chit

15.60%

dung. Ngoai ra, vi pham ghi nhén chiém ty 18
thap (3,7%) va khong ghi nhan truong hop vi
pham lién quan dén qua trinh bao quan/phén
phoi.

Cic chi tiéu ky thuat khong dat chét lwrong

3.10% 3.10% 3.10% 3.10%
had bd had haad

D6 4m  Cam quan Téngsdvi Do dong
sinh vat déu thé tich

Hinh 2. Tiéu chuin k¥ thut khong dat chit luong thude

Két qua nghién ctru ghi nhan vi pham chat
lwong thude tap trung chu yéu ¢ cac chi tiéu cht
161, trong d6 nd1 bat 1a dinh luong (34,4%). Mot
s6 chi tiéu nhu dinh tinh va do hoa tan cling
duoc ghi nhan véi mic dang ké (18,8%), trong
khi tap chét chiém 15,6%. Cac chi tiéu con lai

chi xuat hién voi ty 1& rat thap (3, 1%), cho thay
mirc d6 phan b vi pham khong dong déu giira
cac tiéu chi danh gia chat luong thude.

Cac bién phap xir ly vi pham chit lwgng thude

Bang 5. Bién phap xir Iy vi pham chit lugng thudc

STT Bién phap xir Iy S6 lwgng thude %
1 Thu hdi bat bude 25 92,6

2 Tu nguyén thu hoi 7,4

3 Huy thude 0

4 Tai ché, tai xudt, tai str dung 0
Téng cong 27 100

Két qua nghién ctru cho thay hoat dong xir
ly vi pham chat lwong thude chu yéu dugc thuc
hién dudi hinh thic thu hdi bat bude, chiém
phan 16n s truong hop (92,6%). Trong khi do,
hinh thirc ty nguyén thu hdi chi chiém ty 1 nho

(7,4%) va khong ghi nhan cac bién phap xu ly
khac nhu huy thudc, tai che, tai xuat hay tai su
dung.

Cic co s& kiém nghiém phat hién vi pham
chat lwgng thuoc

Bang 6. Co so kiém nghiém phat hién thudc vi pham chit lugng

STT Co sé kiém nghiém

S6 lwong thude %

1 Vién Kiém nghiém thudc trung wong 12 44,4
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Trung tim Kiém nghiém tinh/ thanh ph 14 51,9
Khong thong qua kiém nghiém 1 3,7
Tong cong 27 100

Trong tong sd cac truong hop vi pham
dugc phat hién, trung tam kiém nghiém chiém
hon mot nira v&i 51,9%, tiép dén 1a vién kiém
nghiém véi 44,4%. Céc truong hop khong
thong qua kiém nghiém chi chiém ty 18 rit nho
(3,7%), cho thiy phan 16n vi pham dugc phat

hién thong qua hé théng kiém nghiém chinh

thie.

Mot s6 giai phap biao dam va ngin ngira
vi pham chat lugng thuoc

Ndng cao tiéu chudn chdt lwong thuoc

Bang 7. Co s nang cao tiéu chuan chét luong tir WHO-GMP 1én tiéu chuan EU-GMP, Japan- GMP

STT Néng cao tiéu chuin chét lwong 2024 2023 Tong cong
1 Tu WHO-GMP Ién EU-GMP 9 9 18
2 WHO-GMP [én Japan - GMP 1 3 4
Téng cong 10 12 22

Nim 2024, sb co sé nang cao tiéu chuin
chat lugng tir WHO-GMP 1én EU-GMP, Japan-
GMP giam nhe so v&i nam 2023, tir 12 co s&
xubng con 10 co s¢. Mic du ¢ su giam nhe vé

s0 Iugng nhung hoat dong nang cap tiéu chuan
san xuat van dugc duy tri & muic tuong doi 6n
dinh qua hai nam.

Ban hanh van ban vé dam bdo chdt hrong thuoc

Bang 8. Cac vin ban vé dam bao chét luong thude nim 2024

STT Tén van ban 2024 2023

Théng bao thu hoi thude vi pham chit luong 13 8

Danh sach co sd/cong ty c6 thude vi pham chét luong 2 2

Vin ban tang cudng thanh tra, !(iém tra, giam sat chét 0 5

lugng thude
Tong cong 15 15
Ban hanh van ban vé ngdn ngira vi pham chat leong thudc
Bang 9. Cac vin ban vé phong ngtra chit lugng thude nim 2024

STT Tén van ban 2024 2023

Vin ban canh bao thude gia 6 1

Vin ban vé thudc khong rd ngudn gde/ xut xu 0 0

Vin ban kiém tra luu hanh thudc gia 1 2

Téng cong 7 3

Niam 2024, s6 van ban quan ly nha nuéc
cong bd vé dam bao chat luong thube twong
dwong so voi ndm 2023, déu ghi nhan 20 vin
ban. Két qua nay cho thdy hoat dong ban hanh
vin ban vé dam bao chit luong thudc trong
nim 2024 dugc duy tri 6n dinh so v6i nim
trudc.

5. Ban luin vé nghién ciru

Cic hinh thirc 1dy miu kiém nghiém
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Thuc té hién nay, kiém tra dot xuét 1a bién
phap hiéu qua nham phat hién kip thoi cac vi
pham do khong bdo trude, gitp phan dnh diung
tinh hinh luu hanh thudc trén thi trudng. Nhan
dinh nay phu hop v6i dinh huéng tang cuong
hau kiém va giam sat chat lugng thudc cua Cuc
Quan 1y Dugc trong thoi gian gan day. Nguoc
lai, kiém tra dinh ky thuong duoc cic co so
chuan bi trudc nén kha nang phat hién vi pham
¢6 thé thap hon. Bén canh do, cac truong hop
khong théng qua 1y mau tuy chiém ty 1& nho
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nhung van cho thiy vai tro cta cac ngudn théng
tin khac. Diéu nay cho thiy can duy tri két hop
nhiéu hinh thic giam sat khac nhau, trong d6
ting cuong kiém tra dot xudt nhim nang cao
hiéu qua quan 1y va kiém soat chat luong thudce
trén thi trudong

Cic dia diém 14y miu phat hién vi pham
chit lwgng

Két qua nghién ctru cho thiy cac vi pham
dugc phat hién nhiéu nhét tai co s& kham chita
bénh, tiép theo 13 co s& phan phdi thube. Két
qua nay co su khac biét so voi nghién clru cua
Kiéu Dodn Tudn nim 2020, trong d6 co s&
phan phdi thudc chiém wu thé hon so véi co so
kham chira bénh. Hi¢n nay, co s& kham chira
bénh 1a noi truc tiép su dung thube voi s6
luong 16n va da dang nén kha nang phat hi¢n vi
pham cao hon so voi cac co s& khac. Bén canh
d6, cac co so phan phdi gilr vai tr0 trung gian
trong chudi cung tng thudc, do d6 néu khong
kiém soat chit ché c6 thé lam gia ting nguy co
luu hanh thudc kém chat luong trén thi truong.
Diéu nay dit ra yéu cau can quan 1y dong bo &
tat ca cac khau trong chudi cung tmg nham dam
bao chat luong va an toan thudc cho nguoi
bénh.

Phat hién vi pham chét lwong thubc
thong qua kiém tra chat lwong va tw cong bd

S luwgng doanh nghi€p chu dong bao cao
vi pham chat luong thudc con rat han ché so
vé6i tong s trudng hop duge ghi nhan, cho thiy
hoat dong tu gidc bdo céo cta cac doanh nghié¢p
chua cao. Phan 1én cac truong hop vi pham
dugc phat hién thong qua hoat dong kiém tra
chat luong cia co quan chire nang, thay vi tur
phia doanh nghiép. Piéu nay c6 thé xuat phat tir
viéc doanh nghi¢p chua thuc su chu trong dén
nghia vy bao cao hoac con e ngai cac anh
huong lién quan. Nhén dinh nay ciing phu hop
v6i thuc té tang cuong cong tac hau kiém va
gidm sat chat luong thudc duoc cong b trén
Cong théng tin Cuc Quan Iy Duoc trong thoi
gian gan ddy. Vi vy, can ting cuong cac bién
phap quan ly, dong thoi nang cao y thirc va
trach nhiém cia doanh nghi¢p trong viéc phat
hién, bao céo va xir Iy vi pham nham dam bao
chat lugng thudc Iuu hanh trén thi trudng.

Xac dinh cdc loai vi pham chit lrong
thudc

Khoa hoc Sirc khoe

Két qua nghién ciru ghi nhan thudc khong
dat tiéu chudn chat luong va thudc gia chiém ty
1¢ cao. Két qua nay c6 diém tuong dong voi
nghién ctu ciia Nguyén Thi Thuy nam 2024,
khi cac truong hop vi pham chu yéu tap trung &
nhém thude khong dat tiéu chuan chit luong va
thudc gia. Két qua nay co thé duoc 1y giai boi
viéc tinh trang thudc khong dat tiéu chuan chét
luong ch1em ty 1¢ cao lién quan den nhiéu yéu
t6 nhu nguon nguyén liéu chua 6n dinh, quy
trinh san xuit chua duoc kiém soat chit chd
hoic diéu kién bao quan, van chuyen chua dam
bao. Pang chu ¥, ty 1¢ thudc gia van chiém ty 1
dang ké day la van dé nghiém trong, thuong
xuat hién & cac thudc c6 nhu ciu sir dung cao
va dé bi lam gia nham truc loi. Thue tién cho
thdy thubc gia thudng kho phat hién bang cam
quan thong thuong, gy nhiéu rui ro cho nguol
sur dung va anh huong dén uy tin cua hé thong y
té. Do d6, can ting cudng cong tac kiém tra,
giam sat, dic biét 1a kiém nghiém chat lugng
thudc, ddng thdi nang cao nhan thirc clia cac co
so kinh doanh va nguoi dan nham han ché tinh
trang luu hanh thudc kém chat luong va thude
gia trén thi truong.

Cac chi titu ky thuat khong dat chat
lwrong

Két qua nghién ctru cho thdy cac vi pham
tap trung chil yéu & chi tiéu dinh luong. So véi
nghién ctru ctia Kiéu Doan Tuin nim 2020,
trong d6 do hoa tan chiém ty 1& cao nhat két
qué hién tai cho thay su khac biét vé co ciu cac
chi tiéu vi pham. Vi¢c cac vi pham tdp trung &
chi tiéu quan trong nhu dinh lugng dat ra lo
ngai vé kha nang dam bao hiéu qua diéu trj cta
thudc trén thi trudng. Nhitng sai 1éch & chi tiéu
nay c6 thé lam thay d6i ham lugng hoat chét
hodc anh hudng dén kha nang giai phong thude,
tor do lam gidam hi¢u qua hoac gay nguy co cho
nguoi sir dung. Bén canh do, mac du cac chi
tiéu nhu tap chat, vi sinh vat hay d¢ 4 am chiém
ty 1€ thap hon, nhung van tiém an nguy co anh
huoéng dén do an toan cia thuoc néu khong
duoc kiém soat chit ché. Do d6, can chu trong
kiém soat toan dién cac chi tiéu ky thuat, dac
biét 1a céc chi tiéu cot 151, nhdm dam bao chét
lwong va an toan trong qué trinh st dung thude.

Cic bién phap xir Iy vi pham chit lwong
thudc
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Két qua nghién ciru thdy ty 1& thu hoi bat
budc chiém uu thé rét cao, trong khi hinh thirc
tu nguyén thu hoi chi chiém 7,4%. Két qua nay
c¢6 su khac biét dang ké so véi nghién ctru cia
Nguyén Thi Thiy nim 2024, trong d6 ty 1¢ thu
hdi bat budc va ty nguyén thu hoi 1a tuong
duwong nhau. Viéc da sb cac trudong hop duoc
xtr 1y bang hinh thtrc thu hdi bat budc cho thiy
vai tr0 chu dao cua co quan quan ly trong viée
phat hién va xu ly vi pham chét luong thudc.
Diéu nay dong thoi phan anh mirc d6 chii dong
cua cac co so trong viéc ty phat hién va thu hoi
san pham con han ché. Trong thuc té, thu hoi
bét budc thuong duoc ap dung khi vi pham co
nguy co anh huéng dén sic khoe ngudi su
dung, doi héi sy can thi¢p kip thoi tir co quan
chuc nang. Viéc khong ghi nhan céc hinh thuc
xur 1y khéc co thé do dic diém cua cac vi pham
chua dén muc can 4p dung hodc chua duoc
trién khai phd bién. Do d6, cin ting cuong co
ché giam sat, dong thoi khuyén khich céc co so
chu dong hon trong viéc phat hién va xur Iy vi
pham nhiam nang cao hiéu qua quan Iy chat
luong thude.

Cic co sé kiém nghiém phat hién vi
pham chit lwgng thudce

Két qua nghién ctru cho thay ty 1¢ phat hién
vi pham chat lugng thudc thong qua Trung tdm
kiém nghiém tinh/thanh phd chiém wu thé hon
so véi Vién Kiém nghiém thudc trung wong.
Két qua nay c6 su khac biét so v6i nghién ciru
cua VO Thi Bich Lién nam 2021, trong do ty 1&
phat hién tai Vién Kiém nghi¢m thude trung
wong chiém wu thé hon so v6i Trung tim kiém
nghiém tinh/thanh ph4. Phan anh vai tro quan
trong cua hé thong kiém nghiém & ca trung
uong va dia phuong trong viéc phat hién vi
pham chat luong thudc. Trong do, cac trung
tam kiém nghiém giir vai tro tuyén dau, truc
tiép giam sat thi truong nén c6 kha ning phat
hién nhiéu truong hop vi pham hon. Vién Kiém
nghiém thudc trung wong véi chirc ning chuyén
sdu cling dong gop dang ké trong viéc kiém tra
va xac dinh chét luong thudc. Truong hop
khong thong qua kiém nghiém tuy it nhung cho
thiy van ton tai cic ngudn phat hién khac nhu
bao cao tir co s¢ hodc thong tin tir co' quan quan
ly. biéu nay cho thdy can tiép tuc cing cd ning
luc hé théng kiém nghiém, dong thoi két hop
nhiéu kénh gidm sat nhim nang cao hiéu qua
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phat hién va kiém soat chat lugng thudc trén thi
truong.

Mot sb glal phap biao dam va ngan ngira
vi pham chit lwgng thude

Nim 2024 ghi nhéan sb co s& ning cao tiéu
chuan chit luong tir WHO-GMP 1én EU-GMP,
Japan-GMP giam nhe so v&i nam 2023. Két
qua nay phu hop voi dinh hudng thuc diy ap
dung cac tiéu chuén GMP tién tién duoc Cuc
Quan ly Dugc trién khai trong thoi gian gan
day. Dong thoi, viéc van co nhleu CO SO tlep tuc
ning cdp tiéu chuin san xudt cho thdy xu
huéng chii trong cai thién ning luc san xuat va
dam bao chit luong thudc ctia doanh nghiép
duge. Day cling duoc xem 1a mot trong nhiing
bién phap gop phan phong ngtra va han ché cac
vi pham vé chat luong thudc trén thi truong.

Nam 2024, sé van ban vé dam bao chat
luong thudc twong duong so voi nam 2023, déu
ghi nhan 20 vin ban. Két qua nay phu hop véi
dinh hudng duy tri va ting cuong cong tac quan
1y chit luong thudc duoc Cuc Quan Iy Duoc
chu trong trong thoi gian qua. Viée duy tri 6n
dinh hoat dong ban hanh van ban quan ly cho
thdy co quan quan ly tiép tuc quan tdm hoan
thién hé thong phap 1y, huéng dan chuyén moén
va tang cuong cong tac kiém soat chat luong
thudc. Pay ciling 1 co s quan trong gop phan
nang cao hiéu qua quan ly nha nudc, dong thoi
phong ngua va han ché cac vi pham vé chat
lwong thude trén thi truong.
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