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Tém tit

Gidi thidu: Nghién ctru phan tich két qua kiém nghiém chét luong thudc dugce thuc hién tai trung tim Kiém nghiém Thude
- M§¥ phdm - Thyc pham Quang Nam, nam 2021. Phwong phéap nghién ctru: M6 ta hdi ciru véi sb liéu duoc lay tir bao cdo
kiém tra 286 co s&; s6 mau liy kiém nghiém 1a 620 mau, trong d6 thude héa duge 447 mau, thude ¢ truyén 130 mau va
43 mau dugce licu. Két qua: 59,03% s6 thube ap dung kiém tra chat luong theo tiéu chuén Duoc dién Viét Nam V va
40,97% sb thudc ap dung tiéu chuin co s&; khong phat hién mau thude gia hodc kém chit luong trong 620 mau thube da
kiém tra nam 2021.

Tir khoa: Chét lwong thudc; duoc lidu; kiém nghiém thudc; thudce hoa duge; thude cd truyén.
Abstract

Introduction: Drug, cosmetic and food quality control center of Quang Nam is responsible for checking the quality of
drugs circulating in Quang Nam province. Methods and objective: Descriptive cross - sectional study based on 286
establishments; the number of samples taken for testing was 620 samples, of which 447 samples of chemical drugs, 130
samples of traditional drugs and 43 samples of medicinal herbs at the Center. Results: 59.03% of the drugs are subject to
quality inspection according to the Vietham Pharmacopoeia V standard and 40.97% of the drugs are applied the basic
standards; no fake or substandard drug samples were detected in the 620 drug samples tested in 2021.

Keywords: Drug quality; medicinal herbs; Testing; chemical drug; traditional medicine..

1. Pat van dé nguoi tiéu dung, ton hai ve kinh té va dao duc xa
hoi. SO li€u bao cdo trong mdt sO ndm gan day

Nhiéu loai thudc hién nay c6 nguy co bi 1am . .. ;
cho thay, ty I¢ thudc gia luu hanh trén thi truong

gia dé luu hanh trén thi truong, gay nguy hai cho
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tir 0,02% - 0,06% [1-5]. Kiém nghiém chat
lwong thube dong vai tro rat quan trong. Kiém
nghiém thudc nham kiém soat chat lugng cta
thudc Iuu hanh trén thi trudng, giup giam thiéu
s6 luong thude gia va thude kém chit luong dén
tay nguoi bénh. Kiém nghiém chit luong thude
1a mét xich khong thé thiéu cia nganh duoc
trong dam bao chat lugng thude [6-7], véi céc tai
litu va quy chuidn ning luc cic phong kiém
nghiém [8-9]. Trung tdm Kiém nghiém Thubc -
M§ pham - Thuc pham tinh Quang Nam (Trung
tam) truc thudc So' Y té Quang Nam co chiic
nang, nhiém vu 1 kiém tra chét lugng thube, my
pham, thuc phdm luu hanh trén dia ban tinh
Quang Nam. Cac két qua kiém nghiém thudc tai
Trung tam 1a co s& danh gia nang lyc hoat dong
chuy&n mén va phan anh dng thuc trang chat
lugng thude luu thong trén dia ban tinh Quang
Nam. Tuy nhién cho dén nay, cac két qua kiém
nghiém tai Trung tam ma&i duge bao cao va luu
hanh ndi bo, can dugc dénh gia dung mic va co
phuong huéng xay dung Trung tdm trong thoi
gian tiép theo.

Muc tiéu clia bai bao nay 1a phan tich két qua
kiém nghiém chét lugng thudc ciia Trung tim
Kiém nghiém Thudc — M§ pham — Thyc pham
Quang Nam, nam 2021.

2. P6i twong va phwong phap nghién ctru
2.1. Poi twong nghién ciru

Ddi tugng ctia nghién ciru 14 két qua kiém nghiém
cac mau thude tai Trung tAm trong ndm 2021.
2.2. C& méu va phwong phdp chon mau

Toan b 620 mau thudc da kiém nghiém trong
nam 2021, bao gdm mau lay; nguyén liéu va thanh
pham; san pham trong nudc va nudc ngoai dang
luu hanh hop phap trén dia ban tinh Quang Nam
nam 2021. Cac mau bj loai trir 13 thyc pham bao
v¢ stc khoe, my phém va cac mau duoc doanh
nghiép chii dong giri dé kiém tra chat lugng.
2.3. Phwong phap nghién ciru

Mo ta hdi ctru cac sd liéu cua nghién ctru
dugc 14y tir dit liéu trong bao cao tong két, hd so
kiém nghiém, $6 nhap va theo ddi mau kiém
nghiém, bién ban kiém tra, iy mau thudc tai
Trung tam tir 01/01/2021 - 31/12/2021.

3. Két qua va ban luin

S6 lwong mau thubc ldy dé kiém nghiém
trong ndm 2021 tai Trung tim 1a 620 mau, cao
hon so véi chi tiéu duge S6'Y té giao 1a 600 mau,
vuot ké hoach 20 mau (3,33%). Nghién ciru
phan tich chi ra rang s lidu cua bao cdo tong két,
hd so kiém nghiém va cac biéu mau nhap li¢u co
tinh théng nhat va tring khdp.

3.1. 86 lwong méu thuéc dwoc kiém tra chit lwong theo nguéon goc xudt xir

Bang 1: S5 mau thudc trong nudc va nhap khau liy kiém tra chét lugng nam 2021

Loai m&u thube San xuit trong nuéc Nhip khau Tong
: SL % SL % SL %
Hoa dugc 412 66,45 35 5,65 447 72,10
Thubc ¢6 truyén 129 20,81 01 0,16 130 20,97
Duoc liéu 43 5,65 00 0 43 6,93
Téng 584 94,19 36 5,81 620 100

Nhdn xét: Trong 447/620 (72,10%) s6 mau thudc hoa duoc, co 66,45% (412 mau) sb thudc san
xudt trong nudc va 5,65% (35 mau) thudc nhap khau; thude c¢o truyén 20,81% (129 méu) va duogc
liéu chi chiém ty 1€ 5,65% (43 mau), 100% la duoc liéu XUét x(r trong nudc, khong co6 dugc liéu nhap

khau dugc kiém nghiém trong nim 2021.
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3.2. 86 lwong méu dwoc kiém tra chit lwong phén logi theo co sé dwoc ldy méu

Bang 2: Céc co sé dugc lay mau kiém tra chat luong thude nam 2021

£ . £ . Ty 1€ % co sé duge
. . S0 co s& S0 co s¢& A x 1.z
Loai co s¢ A x A 3e s lay mau kiém
: dugc lay mau trén dia ban ‘A
nghiém

Khoa dugc bénh vién 4 20 20
Nha thudc bénh vién 18 18 100

Co s6 ban budn thude 8 19 42,11

Co sd ban 1¢ thude 256 1107 23,13

Tong 286 1164 24,57

Nhdn xét: S6 co sé ban budn dugc 1dy mau kiém tra chat luong chiém 42,11%; sb co sé ban 1¢
chiém 23,13%. Toan bd 18/18 (100%) nha thubc bénh vién di dugc 14y mau kiém tra chét lugng
thude, nhung chi c6 20% (4/20 co s06) s6 khoa duoc bénh vién léy mau thudc kiém tra chat luong.

3.3.80 luong mau dwoc kiém tra chit lwong phdn loai theo dang bao ché

Bang 3: Phan bé mau kiém nghiém theo dang bao ché (n=620)

Dang bao ché S6 miu kiém nghiém Ty 18 %
Vién nén 254 40,97
Vién nang 155 25,00
Dung dich 38 6,13
Vién hoan 16 2,58
Khéc 157 25,32
Tong cong 620 100

Nhdn xét: Ty 1é mau 1y dudi dang vién nén cao nhét 1én dén 40,97% (254 mau) tong s6 mau thude
lay, tiép theo 1a vién nang 25% (155 mau). Trong khi d6 ty 1¢ vién hoan duoc kiém nghiém chiém ty

1¢ thap nhat voi 2,58%.

3.4. 86 lwong mébu dwoc kiém tra chit liwong phén loai theo dwong diing

Bang 4: Phan bd mau kiém nghiém theo duong dung (n=620)

Puwong ding S6 mau kiém nghiém Ty 18 %
DPuong udng 536 86,45
Dung ngoai 62 10,00
Puong tiém 12 1,94
Khac 10 1,61
Tong cong 620 100

Nhdn xét: Thubc dudong udng chiém sé luong da sb voi 86,45% (536 miu) s6 mau lay kiém
nghiém, cac dudng dung khac chiém 13,55% bao gdm thudc dung ngoai (62 mau), thudc tiém
(12 mau) va cac dang dudng dung khac (910 mau).

3.5. 86 lwgng méu dwoc kiém tra chit lwong phan logi theo quy dinh qudn Iy

Bang 5: Phan bé mau kiém nghiém theo quy dinh quan 1y (n=620)

Qui dinh quén ly S6 miu kiém nghiém Ty 18 %
Thudc thuong 603 97,26
Thube phai kiém soat dac biét 17 2,74
Tong cong 620 100
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Nhdn xét: 97,26 % (603 mau) 1a cac thudc thong thuong, thude phai kiém soat dic biét chi chiém
2,74% (17 mau).

3.6. S6 lwong mébu dwoc kiém nghiém phan logi theo logi thanh phéim, nguyén liéu

Bang 6: Phan bd mau kiém nghiém theo phan loai thanh pham, nguyén liéu (n=620).

Qui dinh quan Iy S6 mau kiém nghiém Ty 18 %
Thanh pham 577 93,06
Nguyén li¢u 43 6,94

ToOng cong 620 100

Nhdn xét: Ty 1& thude thanh phdm trong s6 mau 4y kiém nghiém chiém 93,06% (577 miu); 6,94%
(43 mau) s6 miu lay 12 nguyén liéu lam thude va déu 1a cac mau duoc liéu.

3.7.86 luong mau dwoc kiém tra chit lwong phdn loai theo tiéu chudn dp dung

Bang 7: Phan bé mau kiém nghiém theo tiéu chuan ap dung nim 2021 (n = 620)

Loai tiéu chuin ap dung S6 mau lay Ty 1¢ (%)
DbVN V 366 59,03
Tiéu chuan co s& 254 40,97

Tong cong 620 100

Nhdn xét: Ty 18 mau thude ap dung tiéu chuin theo DDVN V chiém da s voi 59,03%, trong khi
d6 chi 40,97% cac mau thude kiém nghiém ap dung tiéu chuan co s¢ khi kiém nghiém.

3.7.1. 86 lwong mau thuoc hod duwoc dwoe kiém nghiém phan loai theo tiéu chuan ap dung

Bang 8: Két qua kiém nghiém thudc héa duge nam 2021 theo tiéu chuan ap dung (n=447)

San xuat " 2 2 "
Loai miu thudc trong nudc Nhap khau Tong cong
SL % SL % SL %
DDVN V 224 54,37 18 51,43 242 54,14
Tiéu chuin co s& 188 45,63 17 48,57 205 45,86
Két qua kiém | Pat 412 100 35 100 447 100
nghiém Khong dat 0 0 0 0 0 0

Nhan xét: Trong téng $6 447 mAu thudc hoa duoc duoc kiém nghiém trong nam, ty 1¢ thube duoc
kiém nghiém 4p dung tiéu chuan DDVN V chiém ty 1& 54,14% va 45,86% s thudc héa duoc duoc
kiém nghiém ap dung tiéu chuan co sd. Khong phat hién ra thudc hod duoc gia trén dia ban trong
nam 2021.

3.7.2.56 luwong mau thuéc cé truyén va duoc lidu dwoc kiém tra chat lwong phan loai theo tiéu chudn

ap dung
Bang 9: Két qua kiém nghiém thudc cb truyén nim 2021 theo tiéu chuan ap dung (n=130)
. x ,( Trong nudc Nhip khau Tong
Loai mau thuoc SL % SL % SL %

DbBbVN V 81 62,79 0 0 81 62,31

Tiéu chuan co s& 48 37,21 01 100 49 37,69
Dat 129 100 01 100 130 100

Ket qua KN | Khong 0 0 0 0 0 0
dat
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Nhdn xét: Theo tiéu chuan ap dung, ¢6 62,31% (81 mau) thude o truyén duoc kiém nghiém theo
DDVN V; 37,69% (48 mau) thudc cb truyén dugc kiém nghiém theo tiéu chuan co sd. Khong phat
hién ra thubc cd truyén gia hodc thudc cb truyén kém chat luong qua qua trinh kiém nghiém 130 mau

thudc trén dia ban.

Bang 10: Két qua kiém nghiém dugc liéu nim 2021 theo tiéu chuan ap dung (n=43)

San xuat A 2 2
Loai miu thudc trong nuéc Nhap khau Tong
SL % SL % SL %
DbVN V 43 100 0 0 43 100
Tiéu chuan co s& 0 0 0 0 0 0
X . .2 | Pat 43 100 0 0 43 100
Két qua kiém Khong
nghiém dat 0 0 0 0 0 0

Nhan xét: Toan bd 43 mau dugc li€u kiém tra déu c6 ngudn goc trong nude va cac mau nay deéu

duoc ap dung tiéu chuan DDVN V trong qué trinh kiém nghiém. Khong phat hién dugc liéu gia hodc

duoc liéu kém chét lugng trén dia ban tinh Quang Nam.

4. Théo luin

S6 lugng mau thubc ldy dé kiém nghiém
trong nam 2021 tai Trung tdm tuong duong véi
nghién ctru cia Nguyén Khanh Chi (2020) tai
Trung tdm Kiém nghiém tinh Pong Nai nim
2018 (599 mau) [11]. S6 lwong miu nghién ciru
clia ching t6i thap hon nhiéu so v6i mau ma
Nguyén Thi Hoai Kim thuc hién nghién ctu tai
phong kiém nghiém ciia Coéng ty C6 phan Dugc
Danapha nim 2020 — 1083 mau [6]. Co sé kiém
nghiém tryc thudc co quan quan ly nha nude phu
thudc hoan toan vao kinh phi dé xac dinh sb
lwrong mau thude can thuc hién trong mot nam.
Pé tang hiéu qua kiém tra chat luong thude ca vé
sO luong va chat lugng c¢6 thé kiém nghiém tai
Trung tdm va cic co s& kiém nghiém cua nha
nudc tai cac dia phuong, thi ngoai viéc nang cip
co s& vat chit, dao tao nhan lyc, nha nudce can
b sung tang kinh phi mua mau thudc dé ting s6
lwong miu thube duge kiém nghiém.

Khong chi thudc hoa duge, thube ¢o truyén
ma dugc liéu cling can duge chu trong léy mau
dé kiém tra chat luong, tranh nguy co dé lot
nguyén liéu khong dat chat lugng, thudc gia dua
vao bao ché, san xuit va luu hanh trén thi truong
[5-6].

Trong tong sb cac co sd'y té trén dia ban duoc
ldy mau thudc kiém tra chat luong, chi co cac
nha thudc bénh vién dat 100% (18/18), s6 con lai
chi tir 20% - 42,11%, diéu nay cho thdy murc do
phan b s6 co s dugc ldy mau thude dé kiém tra
chat luong chua déu. Trung tim can xin y kién
lanh dao S¢' Y té Quang Nam cho phép Trung tim
léy mau tai 100% sb co s& ban budn, ban 1¢, san
xuat thude, nha thudc bénh vién, kho thube cia
khoa duoc tai cac bénh vién trén dia ban tinh
Quang Nam dé dam bao chat lugng thude lwu hanh
trén thi truong va trong diéu tri cho ngudi bénh.

Nghién ctru cho thiy dang bao ché cia cac
mau thudc 1ay kiém tra cha yéu 1a dudng udng
twong duong véi nghién ciru cia Nguyén khanh
Chi (2020) tai Trung tim kiém nghiém tinh
DPong Nai nam 2018 [11] vé s luong nhung mot
s6 dang bao ché doi hoi yéu cau cao trong kiém
nghiém nhu thudc tiém truyén, thudc tra méit
hién Trung tam chua thyc hi¢n dugc. Trong thoi
gian t6i can phai dau tu trang thiét bi, phong
sach, thudc thir dic hiéu (thir ndi doc t6) nhu quy
dinh cua Duoc dién dé nang cao nang luc kiém
tra chat luong thudc tai Trung tam [8 -9].

Thubc duong udng chiém da sé véi 86,45%
(536 mau) sb6 mau ldy kiém nghiém vi thudc
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duong dung udng hién déu 1a cac dang bao ché
thudng quy, phd bién, chiém ty trong 16n trong
cac co sO kinh doanh va bénh vién; cO cac
chuyén luan va cac phuong phap kiém nghiém
duoc bién soan trong Duogc dién, cling nhu trong
cac TCCS do cac don vi c6 mau thude xay dung
va ban hanh; cdc mau chuén va thude tht sin co,
cac trang thiét bi déu co tai cac trung tAm kiém
nghiém tinh, thanh phé tryc thudc trung wong.
Két qua nghién ctru cling phu hop véi cong bd
ctia Nguyén Thi Khanh Chi (2020) v6i 84,3%
(505/599 mau) mau thudc kiém nghiém 1a thudc
duong ubng [11].

Trong thuc té san xuét va luu thong thudce, chi
¢6 cac doanh nghiép san xuat thuéc méi 1a noi
kiém nghiém nhiéu mau nguyén li¢u dé phuc vu
cho viéc san xuat hang traim san pham luu hanh
trén thi truong [6]. Ty 1& thudc thanh pham trong
s6 mau Iy kiém nghiém chiém da sb v6i 93,06%
(577 mau), trong khi d6 chi 6,94% (43 mau) sd
mau lay 12 nguyén liéu 1am thudc va déu 1a cac
mau dugc lidu. Két qua nay ciing phi hop véi
cong bd ctiia Nguyén Thi Khanh Chi (2020) [11].

Duogc dién 14 tai lidu co tinh dinh hudng cho
cac doanh nghiép xay dung tiéu chuan chat
lugng cho san pham thude [8]. Do diéu kién cua
tung doanh nghi¢p nén viéc &p dung cod khac
nhau, nén ngoai tiéu chuan Dugc dién, thi s& cd
TCCS do tirng doanh nghiép bién soan va ban
hanh cho phu hop. Trung tam da déap tmg dugc
yéu cau kiém tra chit lugng theo DDVN V
(59,03%) va TCCS (40,97%), trong d6 thudc
hoa duoc chiém ty 18 54,14% va 45,86%; 100%
(43 mau) thude co truyén va dugc liéu déu duge
kiém tra theo tiéu chuan trong DDVN V 1 hoan
toan phul hop véi thuc té chat lwong cac thude
luu hanh trén thi truong va cting phu hop véi
nghién ciru cia Nguyén Thi Hoai Kim tai cong
ty ¢6 phan duoc pham Danapha nim 2020 [6].

Trong tong s6 447 mau thudc héa duge dugce
kiém nghiém trong nim, ty 1& thubc kiém
nghiém duoc ap dung theo tiéu chuin DDVN V

chiém 54,14%; sb thudc hoa duoc dugc kiém
nghiém 4ap dung theo TCCS chiém 45,86%.
Khong phat hién ra thude hoa duoc gia, kém chat
luong trén dia ban trong nam 2021.

Toan bd 43 mau duoc lidu kiém tra duoc san
xuit trong nudc va cac miu nidy déu dugc ap
dung tiéu chuan DDVN V trong qua trinh kiém
nghiém. Khong phat hién dugc li€u gid hodc
duoc liéu kém chét lugng trén dia ban tinh
Quang Nam.

Viéc khong phat hién co mau thude hoa duge
nao 1a thudc gia hodc thude kém chit luong trong
cac mau duoc 14y tai cac co sd y té va cac co so
kinh doanh cho thay qua qua trinh kiém nghiém
(Bang 8, 9, 10) céac thude luu hanh trén dja ban
tinh Quang Nam niam 2021 dam bao chit luong
theo quy dinh ctia nha nudc. Khi kiém nghiém
mot san phém thudc, dé dam bao 100% céc chi
tiéu k¥ thuat c6 thé kiém tra dugc doi hoi rat
nhiéu yéu td, trong d6 c6 cac thiét bi hién dai,
chat chun, thudc thir va cac phuong phap thuc
hién. Trén phuong dién nay, Trung tAm van con
can dau tu nhiéu.

5. Két luin

Niam 2021, Trung tim Kiém nghiém Thudc -
My pham - Thyc phdm Quang Nam liy mau
kiém nghiém tir 286 co sd; ty 18 cac co so dugc
kiém tra chat luong thudc/tong sb co so 1a
24,57%. Tong s6 mau iy kiém nghiém 13 620
mau, trong d6 sé mau thude hoa duge 447 mau,
s6 mau thude ¢d truyén 1a 130 mau va 43 miu
dugc litu. Két qua khong phat hién cac miu
thube khong dat tiéu chun chét lugong hodc mau
nghi ngd 1a thude gia trong sd cac mau thude
kiém nghiém.
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