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Nghién ciru dwoc tién hanh nam 2022-2023 véi muc dich dé xudt cac giai phdp givip
ndng cao ning liec cong tic quan Iy kiém tra gidm sdt chat lwong thuoc tir d gép phan dam
bdo chat lwong thuoc cho nguwoi bénh tai Thanh Héa. Két qud cho thdy, co cau té chic cua
Trung tam kiém nghiém Thanh Hoéa hop Iy, day di dam bao cdc chirc ndng chuyén mén
nghiép vu. Kinh phi hoat dgng duroc cdp hang nam cua Trung tam tir ndm 2020-2022 ¢6 xu
huong tang (tir 1,920 ty nam 2020 1én 2,295 ty nam 2021 va 2,590 ty vao nam 2022). So
mau Trung tam kiém tra dat chat lirong cao nhat trong ndm 2022 (chiém ty 1é 99,2%), thdp
nhdt trong nam 2021 (chiém ty 1é 93,3%); so mau khong dat chat lwong cao nhdt trong
nam 2021 (chiém ty 16 6,6%), thap nhdt trong nam 2022 (chiém ty Ié 0,4%); s6 mau thuéc
gia cao nhdt trong nam 2022 (chiém ty 1¢ 0,4%), thdp nhdt trong nam 2020 (chiém ty l¢
0,09%). S lan kiém tra mau va sé lan cac don Vi giri mdu/ndm cao nhat ¢ thanh phé va
thap nhdt 1a ¢ vang nii cao (fiwong 1mg 60 lan so véi 01 lan va 30 lan so véi 01 lan).

Tir khéa: Quan 1y, kiém tra, chdt lirong thuoc.

1. PAT VAN BE

Hién nay, trén thi truong céc loai thudce rat phong phu va da dang vé hoat chat diéu
tri bénh cting nhu dang bao ché. Nhiéu dang bao ché hién dai duoc dua vao san xuit, luu
thdng tao diéu kién cho bénh nhan tiép can véi thude song ciing gay khong it kho khan cho
cong tac quan ly chat lugng thubc. T chic Y té Thé gisi (WHO) uwéc tinh rang 10%
thwong mai dugc pham toan cau 1a c6 lién quan dén thudc gia. S6 ligu tir nghién ctu cua
WHO tai mot s6 qudc gia cho thay rang gan 48,7% truong hop thudc gia dia dugc bao céo
14 tai cac nudc dang phat trién thuoc khu vuc Tay Thai Binh Duong, theo sau do 1a cac
nude dang phat trién tai chau Phi, véi ty 18 18,7% [1], [2].

Thuc hién muyc tiéu caa chinh sach thudc qudc gia: Pam bao thudc cé chat luong
dén tay nguoi tieu ding, hé thong kiém nghiém Nha nudc di ting cudng cong tac kiém tra,
giam séat chat lugng thudc trén dia ban ca nude. Trung tm Kiém nghiém Thanh Héa véi
chirc nang kiém tra, giam sét chat luong thudc, my pham, thuc pham chirc ning trén thi
truong, da dugc céng nhan phi hop thyuc hanh tét phong thi nghiém theo tiéu chuan GLP-
WHO va ISO/IEC 17025:2017 la don vi c6 nhiém vu phuc vu quan Iy Nha nudc, trong qua
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trinh thuc hién chic nang, don vi lubn bam sat cac quy dinh cua phap luat. Tuy nhién, dia
ban tinh Thanh Hoa rong, sé co so kinh doanh, sir dung thudc rat nhiéu, nhiéu co so &
viing sau, viing xa, do dé viéc kiém tra chat luong thudc gip kho khan, thi trudng thudc
phét trién da dang; hon nita cac cdng nghé bao ché mai va san phim mai lién tuc ra doi
theo thu cau xa hoi, trong khi nang lyc ky thuat vé kiém nghiém thuéc phuc vu quan Iy nha
nuée thuong lac hau hon so véi ¢6ng nghé cia cac nha san xuét. Cong tac quan Iy, kiém tra
con nhiéu han ché, déi khi chong chéo. Bén canh d6 hoat dong kinh doanh thudc bung né véi
nhiéu hinh thiic kinh doanh méi nhu online, da cip gay khé khin trong cong tac ldy mau,
kiém tra, giam sat chat luong thudc [2-4]. V&i hudng tiép can do, tir thuc trang néu trén,
chang toi tién hanh nghién ctu “Thyc trang quan 1y nha nuwdée déi véi hoat déng kiém tra
chdt hirong thudc tgi Trung tam Kiém nghiém Thanh Héa ” véi 03 muc tiéu cu thé nhu sau:

1) Phan tich sé liéu kiém nghiém mau tai Trung tim Kiém nghiém Thanh Hda tir
nam 2020 dén nim 2022; 2) Panh gia thuc trang ning luc kiém nghiém cua Trung tam
Kiém nghiém Thanh Héa so véi yéu cau quan ly chat luong thudc tir nim 2020 dén nam 2022;
3) Bé xuat cac bién phap ning cao ning luc quan ly chat luong thudc tai Trung tam Kiém
nghiém Thanh Hoba.

2. POl TUONG VA PHUONG PHAP NGHIEN CUU

2.1. Poi twong nghién ciru: Hoat dong Quan 1y Nha nudc dbi vai kiém tra chat
lwong thudc tai Trung tdm Kiém nghiém Thanh Hoa, giai doan 2020 - 2022.

2.2. Thiét ké nghién ciéu: Nghién ciu md ta cat ngang (hi cau).

2.3. Thai gian va dia ban nghién ciru: Nghién ctru dugc tién hanh tir thang 6/2022-
6/2023 tai Trung tdm Kiém nghiém Thanh Hoéa.

2.4. Cong cu va ky thuat thu thap théng tin

S lieu dwoc thu thap, hdi ciu thdng qua: Ho so kiém nghiém, hd so phén tich, hd so
nhan su, hd so trang thiét bi, phiéu kiém nghiém, phiéu phan tich, sé liéu lién quan dén
hoat dong kiém nghiém thudc; bao cao tong két cong tac kiém tra, giam sat, kiém nghiém
chat luong thudc, my pham, thyc pham tir nam 2020 dén 2022 cua Trung tam Kiém
nghiém Thanh Hoa.

2.5. Cac bién sb

Co ciu té chirc, nhan lyc cua Trung.tdm Kiém nghiém Thanh Hoa: Trinh d6 chuyén
mén, tudi, gisi.

Kinh phi hoat dong va trang thiét bi cua Trung tdm Kiém nghiém Thanh Hoa tir nim
2020 - 2022.

Quan ly Nha nuéc vé hoat dong kiém tra chit luong thudc tai Trung tam kiém
nghiém Thanh Hoéa tir nam 2020 - 2022: s6 mau kiém nghiém, két qua kiém nghiém, dia
ban kiém nghiém.
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2.6. Quan ly, xir ly va phan tich sé liéu: Sb liéu duoc thu thap, 1am sach, xu ly
bang phwong phap théng ké trong y hoc.

2.7. Pao dirc nghién ciru

Nghién ciru dugc sy dong ¥ cia UBND Tinh, S Y té va Trudng Dai hoc Vian hoa,
Thé thao va Du lich Thanh Héa. Nghién ctru duoc tién hanh sau khi ¢ sy dam bao vé cac
tiéu chuan dao duc nghién ctru da duoc Hoi dong cac nha khoa hoc cua S¢' Y té va Truong
Dai hoc Vin hoa, Thé thao va Du lich Thanh Héa thdm dinh. Phuong phap va két qua
nghién ciru dugc cdng bd rong rdi nham nang cao cong tac quan ly chat lwong thudce, bao
vé quyeén loi stic khoe caa nhan dan Thanh Hoa néi riéng va nhan dan ca nude ndi chung.

3. KET QUA NGHIEN CUU

3.1. Co cAu td chitc, nhan su ciia Trung tam Kiém nghiém Thanh Héa

3.1.1. Co cdu nguén nhan lwc cia Trung tam Kiém nghiém Thanh Héa theo trinh d¢
chuyén mon

Co ciu nhin lye ciia Trung tim Kiém nghiém Thanh Héa
theo trinh d¢ chuyén mon
¥ Pai hoc Duogc va sau Pai hoc
¥ Cr nhan héa, ¢t nhan sinh
Dugc sy cao dang

Can b khac

Biéu dd 1. Co cau ngudn nhan luc cia Trung tam Kiém nghiém Thanh Hoa
theo trinh d§ chuyén mén
Nhan lyc Trung tdm Kiém nghiém Thanh Hoa hién tai 1a 35 can bo, du chi tiéu dinh
bién dé ra, trong do6, trinh d6 dai hoc va sau dai hoc chuyén nganh Duoc chiém ty 1& cao
nhét (45,7%), ctr nhan chuyén nganh Hoa & Sinh chiém ty I¢ thap nhat (5,7%).

3.1.2. Co cdu nguon nhan lic cia Trung tam Kiém nghiém Thanh Hoa theo dg tuéi va gidi

\

Do tuoi

mTrén 35
B Duéi 35

Biéu d6 2. Co cAu nguon nhén lyc ciia Trung tim Kiém nghiém Thanh Héa theo d9 tudi
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Gidi

m Nam

=N

Biéu dd 3. Co ciu nhan luc ciaa Trung tm Kiém nghiém Thanh Hoa theo giéi

Trong nghién ctu, ty 18 gii tinh nam va nit ¢6 su chénh léch, nir chiém 68,6% trong

khi nam chi chiém 31,4%. C6 su chénh léch rd vé do tudi: do tudi trén 35 tudi chiém
91,4% trong khi d6 ngudn nhan luc tré dudi 35 tudi chi chiém 8,6 %.

tir nam 2020 - 2022

3.2. Kinh phi hoat dong va trang thiét bj ciia Trung tim Kiém nghiém Thanh Héa

3.2.1. Kinh phi hoat dong ciia Trung tam Kiém nghiém Thanh Héa tir nam 2020 - 2022

Bing 1. Kinh phi hoat dgng ciia Trung tdm Kiém nghiém Thanh Hoéa tir nim 2020 - 2022

Pon vi: triéu dong

Nam | Tong kinh phi Ngan sach Nha nudc Kinh phi thu tir hoat dong dich vu
2020 5,980 4,060 1,920
2021 6,806 4,211 2,295
2022 7,120 4,530 2,590

Két qua bang 1 cho thiy sb liéu théng ké kinh phi hoat dong cua Trung tam Kiém

nghiém Thanh Hoa tir nam 2020-2022 ¢6 xu hudng tang (tir 1,920 ty nam 2020 [én 2,295 ty
nam 2021 va 2,590 ty vao nam 2022, twong &ng gap 1,2 va 1,35 lan).

3.2.2. Trang thiét bi ciia Trung tam Kiém nghiém Thanh Hoa

Bang 2. Trang thiét bi cia Trung tam Kiém nghiém Thanh Hoéa

TT Tén thiét bi S6 lugng Tinh trang hoat dong
1 | Cén phan tich 04 Binh thuong
2 | Can ky thuat 05 Binh thuong
3 | May sic ky long hiéu nang cao (HPLC) 05 Binh thuong
4 | May sac ky long khéi phd 01 Binh thuong
5 | Quang phd tir ngoai kha kién 02 Binh thuong
6 | Chuan do dién thé 01 Binh thudng
7 | Chuan do Karh-Fischer 01 Binh thuong
8 | May do gbc quay cuc 01 Binh thuong
9 | May thir @6 hoa tan 02 Binh thuong
10 | May thtr d6 tan ra 02 Binh thuong
11 | May cat dam - dinh lugng Amonia 01 Binh thuong
12 | May quang phd hap thy nguyén tu 01 Binh thudng
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TT Tén thiét bi S6 lugng Tinh trang hoat dong
13 | Lo vi song pha mau 01 Binh thuong
14 | Hé thdng phon sach vi sinh 01 Binh thudng
15 | Ta am vi sinh 08 Binh thudng
16 | Tu cap khi sach LAF 02 Binh thudng
17 | Ta an toan sinh hoc BSC 01 Binh thuong
18 | Nbi hap vi sinh 03 Binh thudng

S6 luong trang thiét bj caa trung tdm so véi yéu cau phong thi nghiém la day du dat

chuan phong thi nghiém GLP-WHO va ISO/IEC 17025: 2017.

3.3. Quan ly Nha nwéc vé hoat dong kiém tra chat lweng thudc tai Trung tam

kiém nghiém Thanh Hoa

3.3.1. Két qua kiém tra giam sat chdt lwong thude trén dia ban tinh Thanh Héa e

nam 2020 - 2022

Bang 3. S6 miu thude dwgc kiém nghiém tai Trung tdm Kiém nghiém Thanh Hoa

tir nam 2020 - 2022 trén dia ban tinh Thanh Héa

5 Tong s6
Nam Mau thuc hién/ké hoach Ty 1& 50 voi k& hoach
2020 1209/1150 105,1%
2021 1298/1185 109,5%
2022 1206/1200 100,5%

Két qua ¢ bang 3 cho thay, trong cac nam 2020 - 2022, Trung tam Kiém nghiém

Thanh Hoéa luén hoan thanh vuwot muc ké hoach > 100% (cao nhat nam 2021 chiém
109,5%, thap nhat nim 2022 chiém 100,5%).
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Két qua thuc hién nhiém vu kiém tra, giam sét, kiém nghiém thudc, m§ pham, thuc
pham trong giai doan tir nam 2020 - 2022 tai biéu d6 4 cho thay: s6 miu dat chat luong
cao nhét trong nam 2022 (chiém ty 1& 99,2%), thap nhat trong nam 2021 (chiém ty Ié
93,3%); s6 mau khong dat chat lugng cao nhat trong nam 2021 (chiém ty 1¢ 6,6%), thap
nhét trong nam 2022 (chiém ty 1& 0,4%):; s6 mau thudc gia cao nhat trong nam 2022 (chiém
ty 16 0,4%), thap nhit trong nam 2020 (chiém ty 1¢ 0,09%).

3.3.2. Cong tdc quan 1y, gidm sat chat heong thuoc trén dia ban tinh Thanh Hoa

Bang 4. Két qua quan ly, giam sat chit lweng thudc trén dia ban tinh Thanh Hoa
2020 - 2022 theo vung dia ly

; Vung dia ly Thanh Thi x4 Huyén, | VUng nui cao
Ké hoach phd 2) Trung du (12) (11)

S4 1an kiém tra mau/nim 60 lan 5 lan 1 1an 1 lan

S6 1an don vi glri mau/nam 30 lan 3 lan 1 1an 0 lan

Két qua tai bang 4 cho thay sb 1an kiém tra mau va s6 lan cac don vi guri mau/nam
cao nhit & thanh phé va thap nhat ¢ viing nii cao (trong tng 60 1an so véi 01 lan va 30 lan
s0 véi 01 1an).

3.4. Co céu td chirc, nhan su ciia Trung tdm Kiém nghiém Thanh Hoa

Nhan lyc Trung tdm Kiém nghiém Thanh Hoa hién tai 1a 35 can bo, du chi tiéu dinh
bién dé ra trong do trinh do dai hoc va sau dai hoc chuyén nganh Duoc ty I¢ la cao nhét
(45,7%); tiép dén l1a cac can bo lam cong tac hanh chinh (chiém ty 18 31,5%); ctr nhan
nganh Hoa va cir nhan nganh Sinh chiém ty ¢ thap nhat (5,7%); trong khi d6 sé dugc sy
cao dang chiém ty 1€ 17,1% day la nguén can bo can duogc dao tao nang cao trinh do
chuyén mén trong thoi gian t6i. Theo huéng dan tai Quyét dinh 1570/2000/BYT- QP cua
Bo Y té vé: “Trién khai thic hanh tot phong kiém nghiém thuoe ”, ty 18 Kiém nghiém vién
phai dat tir 5/2 - 3/1 tly timg phong chuyén mén. Theo d6 Trung tdm cé trén 50% sb luong
can bo co trinh d6 dai hoc va sau dai hoc 1a dat yéu cau so voi quy dinh [5].

S6 lwong nhan vién do tudi trén 35 tudi chiém 91,4%, trong khi d6 nguon nhan luc
tré dudi 35 tuoi chi chiém 8,6% thé hién su chénh léch rd rét vé do tudi. Nhan luc trén 35
tudi 1a ngudn nhan luc c6 bé day kinh kiém, nhung bén canh d6 s tiép can, linh hoi, cap
nhat nhiing kién thac, k§ thuat mai lai han ché, chinh vi vay, Trung tim thuong xuyén cir
can bo di dao tao, hoc hoi, cap nhat kién thirc, nang cao tay nghé theo ké hoach.

Két qua ¢ biéu d6 3 cho thay c6 sy chénh léch vé gigi tinh 18, nir (chiém 68,6%) cao
hon nam (chiém 31,4%), ty Ié nay ciing phu hop véi tinh hinh chung trong nganh kiém
nghiém ca nuéc. Tuy nhién, thuc té nir gioi doi khi ciing gap kho khan trong qua trinh di
cong tac, ldy mau ¢ mién ndi, vang su vang xa va kha ning diéu khién, van hanh céc
phuong tién, may moc hién dai thuwong cham hon so véi nam giagi [1].
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3.5. Kinh phi hoat dong va trang thiét bi ciia Trung tim Kiém nghiém Thanh Héa
tir ndm 2020 - 2022

Két qua & bang 1 cho ching ta thay kinh phi hoat dong cua Trung tam Kiém nghiém
Thanh Héa tir nam 2020-2022 ¢6 xu hudng tang (tir 1,920 ty nam 2020; 2,295 ty nam 2021
va 2,590 ty vao nam 2022). Trong do, kinh phi do nha nudc cip co ban on dinh, ¢6 ting do
chi ché do luong va phu cip ting [6-9]. Kinh phi tir nguén thu dich vy kiém nghiém tir
nam 2020 dén nam 2022 ting dan do don vi dé thu hut dugc cac khach hang nhap khau,
san xuit thudc trong nude giri mau kiém nghiém; didu ndy chang to ning luc va uy tin cua
don vi ddi véi khach hang ngdy mot nang cao. Trong bdi canh chung, ngudn kinh phi han
hep mot phan la do nganh Y té wu tién chu trong dau tu nhiéu vao linh vyc kham chira
bénh, phong chéng dich bénh, vé sinh an toan thyc pham. Trong nhitng nim gan day
nganh y té chu yéu tap trung ngudn luc dé chdng dich covid-19..., két qua nay ciing tuong
ddng véi két qua nghién ctru cua tac gia L& Quang Hién [10].

Hién tai, Trung tim can mot ngudn kinh phi khéng nho dé duy tri hé thdng chat lugng
va hoat dong theo céc tiéu chuin GLP-WHO & ISO/IEC 17025: 2017 tai don vi. Do do dé
giai quyét dugc bai toan vé kinh phi, can cai thién ning luc kiém nghiém, thu hat dwoc cac
don vi giri mau dé kiém tra chat lugng san pham, tir d6 nang cao ngudn thu caa don vi gop
phan giai quyét cac mat han ché va nang cao thu nhap cho tap thé can bd nhan vién.

Trang thiét bi cia Trung tam trong Hé thong Kiém nghiém Thanh Hoa dugc trang bi
kha day da, may moc phén tich co ban dép (ng theo yéu cau cua phong thi nghiém GLP va
ISO/IEC 17025: 2017. CAc trang thiét bi dugc lap dat phd hop, tranh 6 nhidm giam thiéu
t6i da khong mong mudn vé sai léch sb, hiéu chuan dinh ky, kiém tra bao dudng thuong
Xuyén, c6 cac SOP hudng dan sir dung, so sach theo ddi viéc sur dung; mdi thiét bi phai co
mot sb ghi chép 1y lich méy [2-4].

3.6. Quan ly Nha nwéc vé hoat dong kiém tra chat lweng thuéc tai Trung tam
kiém nghiém Thanh Hoa

Trung tdm Kiém nghiém Thanh Héa thyuc hién chic nang tham muu cho Giam déc
S Y té vé cong tac kiém tra, giam sat, danh gia chat luong thude, my pham va thuc pham
chtic ning trén dia ban tinh Thanh Héa. Trung tdm c6 nhiém vu kiém nghiém va nghién
ctru céc loai thuéc, my pham va thuc pham chic ning ké ca nguyén liéu, phu liéu lam
thudc, my pham qua cac khau thu mua, san xuat, pha ché, quan Iy, luu thong, st dung do
cac co s& san xuat kinh doanh dwoc pham, my pham, cac don vi, co s& gui toi hoac liy
mau dé kiém nghiém trén dia ban tinh Thanh Hoa. Xay dung phuong phap kiém nghiém
chi dao va huéng dan vé mat ki thuat chuyén mén phuc vu kiém nghiém thuc, my pham
va thuc pham chic nang trén dia ban tinh Thanh Hoa.

Dong thoi, Trung tam c6 chire ning to chire thuc hién nghién cau khoa hoc nham thic
day cac mat hoat dong cua cong tac kiém soat, kiém nghiém ¢ dia phuong va phuc vy cho
nhu cau nang cao chat luong thudc, my pham va thuc pham chirc ning. Pao tao bdi dudng
can bo chuyén khoa kiém nghiém, tham gia dao tao can bo duoc tai dia phuong. Quan ly tét
can b cong chirc va tai san dugc giao theo dung quy dinh ctia Nha nuéc [9], [11].
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Hién tai, don vi 1 Trung tim manh cua hé théng kiém nghiém, mot trong 24 Trung
tam dat GLP-WHO va 13 mét trong 60 don vi dat tiéu chuan ISO/IEC 17025:2017 cua toan
hé thong kiém nghiém Nha nudc tai Viét Nam. Két qua thuc hién nhiém vu kiém tra, giam
sét, kiém nghiém thudc, my pham, thyc pham trong giai doan tir nim 2020 - 2022 tai biéu
dd 3.4 cho thay: S6 mau dat chat lugng cao nhat trong nam 2022 (chiém ty 1& 99,2%), thap
nhét trong nam 2021 (chiém ty 18 93,3%); s6 mau khong dat chat luong cao nhét trong
nam 2021 (chiém ty 1¢ 6,6%), thap nhat trong nam 2022 (chiém ty 1& 0,4%); s6 mau thudc
gia cao nhat trong nam 2022 (chiém ty I& 0,4%), thip nhét trong nim 2020 (chiém ty 1&
0,09%). Dac biét, thoi diém nam 2022, tuy chiu anh huéng ning né cua dich Covid -19
nhung nhién don vi van hoan thanh ké hoach dé ra. Két qua hoat dong cua Trung tam
Kiém nghiém Thanh Hoéa trong giai doan 2020-2022 cho ching ta thdy rd Trung tim d3
hoan thanh t5t moi nhiém vu Quan Iy nha nuéc vé hoat dong kiém tra chat lwong thudc tai
dia ban Thanh Héa [6-8].

4. KET LUAN VA KIEN NGHI

Tir két qua nghién ciu vé hoat dong quan ly Nha nuée dbi vai kiém tra chat lugng
thudc tai Trung tdm Kiém nghiém Thanh Hoa, tir nim 2020-2022, ching tdi c6 cac két
luan va kién nghi nhu sau:

Két lugn

1. Co ciu to chuc cua Trung tam hop Iy, day di dam bao cac chirc ning chuyén méon
nghiép vu.

2. Kinh phi hoat dong Trung tdm Kiém nghiém Thanh Héa tir nam 2020 - 2022 duoc
cap hang nim c6 xu hudng ting (tir 1,920 ty nam 2020 1én 2,295 ty nam 2021 va 2,590 ty
vao ndm 2022).

3. Quan ly Nha nuéc vé hoat dong kiém tra chét luong thudc tai Trung tam kiém
nghiém Thanh Hoéa: S6 mau dat chat lugng cao nhat trong nam 2022 (chiém ty ¢ 99,2%);
s6 mau khong dat chat lugng cao nhit trong nam 2021 (chiém ty 18 6,6%); sé6 mau thudc
gia cao nhat trong nam 2022 (chiém ty I& 0,4%). S6 lan kiém tra mau va s lan cac don vi
guri mau/nam cao nhat ¢ thanh phd va thip nhat 13 ¢ vang nai cao.

Kién nghi

Poi véi Trung thm Kiém nghiém Thanh Hoéa: Tiép tuc duy tri tot hé thong quan ly
chat luong theo tiéu chuan GLP, tiéu chuan 1ISO/IEC-17025; nang cao nang luc, Ky thuat
kiém nghiém cho CBVC bang céc bién phap nhu dao tao tai chd, giri cac Vién dé nang cao
tay nghé, trinh d6 chuyén mén ciing nhu khuyén khich, tao co hoi cho cac can bo dugc tiép
can voéi cac phuong phap kiém nghiém méi, céc thiét bi hién dai.

Poi véi So Y té va Uy ban nhan dan tinh Thanh Hoa: C6 ké hoach phan bé ngan
sach thoa dang, dac biét tang kinh phi phuc vu cho hoat dong chuyén mén cua Trung tdm
nhu: Mua mau kiém nghiém, hda chat, stra chira, dao tao.

C6 cong van chi dao cac co sé lam tét cong tac phdi két hop véi Trung tam dé mang
ludi kiém tra giam séat chat lugng thube hoat dong cé hiéu qua.
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Quan triét cac co s¢ Dugc thuc hién nghiém tac cac quy dinh cia Nha nudc vé
cOng tac lay mau, gri mau. Co bién phap xu ly kip thoi doi véi cac co sé ¢6 thude khong
dat chat lugng.

TAI LIEU THAM KHAO

[1]  Vién Kiém nghiém thuc Trung wong (2022), Bdo cdo “Céng tdc kiém tra, giam st
chdt liong thuéc, my phdam nam 2022 va dinh hudng cong tac nam 2023,

[2] B0 Y té (2018), Thong tw 11/2018/TT-BYT, Quy dinh vé chat lwong thusc, nguyén
ligu lam thuéc.

[3] B0 Y té (2018), Théong tuw sé 04/2018/TT-BYT ngay 09 thing 02 niam 2018 cia B
treeng Bé Y té vé viéc Quy dinh vé thuc hanh tét phong thi nghiém - GLP.

[4] BO Y té (2011), Phap ché duroc, Nxb. Gido duc Viét Nam, Ha Noi, 1-123.

[5] Bo Y té (2000), Quyér dinh cua B triwong Bo Y té sé 1570 /2000/0P-BYT ngay 22
thang 5 nam 2000 vé viéc trién khai ap dung nguyén tac: Thuc hanh tot phong kiém
nghiém thudc.

[6] Trung tam Kiém nghiém Thanh Héa (2020), B&o céo tong két cong tac niam 2020.

[7]1  Trung tdm Kiém nghiém Thanh Héa (2021), B&o céo tong két cong tac nam 2021.

[8]  Trung tam Kiém nghiém Thanh Héa (2022), B&o céo tong két cong tac nam 2022.

[9] UBND tinh Thanh Héa (2017), Quyét dinh s¢ 1100/2017/0P-UBND ngay 12 thang
04 ndm 2017 cvia Chu tich UBND tink Thanh Héa ban hanh Quy dinh vé phan cong,
phan cap quan 1y vé té chizc b may va can bg.

[10] Lé Quang Hién (2015), Phan tich thuc trang kiém tra chdt lwong tai Trung Tam
Kiém nghiém tinh Dong Nai nam 20135.

[11] Bo Y té (1996), Quyét dinh sé 2585/BYT-OP ngdy 28/12/1996 vé viéc giao nhiém
vu kiém nghiém, xdc dinh chat lieong my phdam dnh hieong truc tiép d@én sirc khoe
con nguoi.

DRUG QUALITY INSPECTION MANAGEMENT
AT THE THANH HOA TESTING CENTER

Le Thanh Tuan, Tran Hong Nhung, Le Thi Dung

ABSTRACT

The study was conducted from 2022-2023 with the goal of providing evidence on
the current state of drug quality, identifying limitations, and proposing solutions to
enhance the capacity of drug quality control, inspection and supervision, thereby
contributing to ensuring the quality of medicines for patients in Thanh Hoa. The results
reveal that the organizational structure of the Thanh Hoa Testing Center is reasonable
and effectively fulfills its professional functions. The annual operating budget of the
Center increased progressively from 2020 to 2022 (from 1.920 billion in 2020; 2.295
billion in 2021 and 2.590 billion in 2022). In term of sample quality, the highest
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percentage of samples meeting quality standards was recorded in 2022 (99.2%),
whereas the lowest percentage occurred in 2021 (93.3%). The highest number of
unqualified samples was observed in 2021 (6.6%), while the lowest was in 2022 (0.4%).
The highest number of counterfeit drug samples was documented in 2022 (0.4%), with
the lowest occurrence in 2020 (0.09%). The frequency of sample checks and the
submission of samples per year vary significantly across regions, with the highest
frequency observed in urban areas and the lowest in high mountainous regions (60 times
compared to once, and 30 times compared to once, respectively).

Keywords: Management, inspection, drug quality.
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