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DPANH GIA CAC TAC DUNG KHONG MONG MUON CUA CAC CHE PHAM
VE SINH TAY DIET KHUAN PIEU CHE THEO CONG THU'C I (WHO)
VA CONG THU’C I CAI TIEN

Nguyén Nam Thing!, Khong Thi Piép!, Tran Thi Hoa',

TOM TAT

Nghlen cu‘u nham danh gla cac tac dung khong
mong muén clia cac ch& phdm vé sinh tay (VST) dang
dung dich va dang gel dugc diéu ché theo Cong terc I
(do T8 chirc Y t& thé g|d| khuyen cao) va mot cong
thl.rc khac dudc cai tién tir Cong thirc I (Cong thirc T
cai tién). Mdi ch& pham VST dugc thir nghlem trén cac
doi tugng tinh nguyén trong, thai gian mot tuan, sau
doé tién hanh phong van dé danh g|a cac tac dung
khong mong mudn khi st dung ché& pham theo hu‘dng
dan cla B Y té€ nhu: ngl.ra nong rat, do Lrng, kho da,
san da, da trdn nhdn, cdm giac dinh da. K&t qua cho
thay che pham VST dang dung dich va dang gel diéu
ché theo Cong thirc I c6 thé gay ra mot sO tac dung
khong mong muoén nhu kho da, san da, da tron nhgn
va cam giac dinh da 6 mutc do vlra va nhe vdi ty Ie
biu hién thay ddi tir 4,8% dén 52,4%. Tuy nhién, cac
ché pham VST digu ché theo Cong terc I cai tlen cd
rat it cac tac dung khong mong mudn va chi biéu hién
¢ muc do nhe vai ty I1é thap (4,8% - 9,5%). Do do,
cac ché pham VST dang dung dich va dang gel didu
ché theo Cdng thic I cai tién ¢ thé st dung rong réi
dé& VST hang ngay

T khoa: Vé sinh tay, ch& pham vé sinh tay, tac
dung khong mong mudn.
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ACCORDING TO FORMULA I (WHO) AND

IMPROVED FORMULATION I

The study was conducted to evaluate the
unwanted effects of liquid and gel antibacterial
handrubs prepared in accordance with Formula I
(recommended by the World Health Organization) and
another formula improved from Formula I (improved
Formula I). Each antibacterial handrub was tested on
volunteers for one week, then interviews were
conducted to evaluate unwanted effects when using
the product according to the guidance of the Ministry
of Health such as itching, burning, flushing, dry skin,
lumpy skin, greasy skin, and sticky feeling. The results
showed that both liquid and gel handrubs prepared
according to Formula I could cause some unwanted
effects such as dry skin, cellulite, greasy skin, and a
sticky feeling with medium and mild manifestations
and with rates from 4.8% to 52.4%. However, liquid
and gel handrubs prepared according to improved
Formula I had few unwanted effects and only occurred
with mild manifestations and with rates from 4.8% to
9.5%. Therefore, the liquid and gel handrubs prepared
according to the improved Formula I helped to reduce
undesired effects when using the antibacterial
handrubs and these handrubs can be widely used for
daily hand hygiene. Keywords: Hand hygiene,
handrub, unwanted effect.

I. DAT VAN DE

Trong cudc s6ng hang ngay, ban tay giup
ching ta thuc hién rat nhiéu hoat dong: an
uéng, vé€ sinh ca nhan, lam viéc, vui chdi... Do
do, ban tay cling thudng xuyén phai ti€p xuc véi
rat nhiéu th& khac nhau nhu thuc pham dat,
nudc, cat, phan, dong vat... va rat dé bj lay
nhiém céc tac nhan gay bénh nhu virus, vi
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khuan, ndm, ky sinh trling, trong dé tac nhéan
gdy bénh thudng gdp nhat la vi khudn [1]. Vé
sinh tay gilp loai bo cac vi sinh vat (VSV) trén
ban tay, la blen phap hiéu qua gilp lam giam
nguy ¢ mac cac bénh nhiém khudn. Nhigu
nghlen ctru da cho thay viéc VST dung cach glup
giam tr 30 — 50% ty 1& nhiém khuan bénh vién
[2]. Trong thdi gian vira qua, dich viém dudng
ho hap cap do SARS-CoV-2 da anh hudng dén
toan thé gidi. Rira tay thudng xuyén va deo khau
trang la nhitng bién phap quan trong dugc TG
chirc y té thé gigi (World Health Organization -
WHO) khuyén cdo dé ngdn ngura su lay lan cua
dich bénh. D& dap ('ng nhu cau phong chdng
dich, nhiéu loai dung dich VST diét khudn c6
chlra con dugc san xudt va cung cap ra thi
trudng, trong d6 phd bién nhat 13 cac ché pham
dudc diéu ché theo Cong thirc I do T6 chic Y t&
thé gidi khuyén cao [1]. Tuy nhién, theo Hudng
dan thuc hanh vé sinh tay trong cac cg sé kham
chita bénh cla BO Y t& [2], cac ché phdm VST
can dugdc danh gid cac tac dung khong mong
muon trudc khi dua vao s dung. Nghién clu
nay dugc thuc hién nhdm danh gid cac tac dung
khéng mong muén clia cac ché pham VST diét
khudn dudc diéu ché theo Céng thirc I (do T6
chirc Y té thé gidi khuyén cao) va Cong thic I cai
ti€n bang cach ti€n hanh thir nghiém trén cac déi
tugng tinh nguyén.

Il. DOl TUONG VA PHUONG PHAP NGHIEN CU'U

2.1. Pdi tugng, dia diém, thdi gian
nghién cltu

2.1.1. béi tuong nghién ciru

- Céc ché pham VST diét khuén dang dung
dich va dang gel dugc diéu ché theo Cong thirc I
(WHQ) va Cong thirc I cai tién nhu trong bang 1
dugi day.

Bang 1: Thanh phén cua cic ché phdm VST

R o Cong thirc | Cong thirc
Thanh phan I (WHO) | I cai tién
Ethanol 96% 833,3 ml 885,4 ml

Glycerol 14,5 ml 5ml

H202 3% 41,7 ml 41,7 ml

Tinh dau thuc vat (s3,
chanh hodc qué) ) 0,5 ml
Carbomer * 2,54 2,54
Nudc tinh khiét via da 1 lit | vora da 1 it

Chu thich: *: Carbomer chi dugc sr dung dé
diéu ché& ché& pham VST dang gel.

- P6i tugng tinh nguyén tham gia thar
nghiém cac ch€ phdm VST: La céc sinh vién cla
Trudng Pai hoc Y Dugc Thai Binh, tinh nguyén
tham gia nghién c(ru va dam bao cac tiéu chuan
lva chon sau: trén 18 tudi; da ban tay khoe
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manh, khéng cd cac bénh vé da, khdng cb tén
thuong hay vét tray xudc trén ban tay; mong tay
ngan va sach; khong s dung khang sinh hodc
céc ché& pham VST diét khuan khéc trong vong 1
tuan trudc khi thir nghiém; khong cé cg dia di
Urng hodc co tién st di i'ng véi bat ky thanh phan
nao cé trong ch& pham. Trong qua trinh nghién
clru, d&i tugng tinh nguyén ¢ thé tir chdi tham
gia nghién cl'u néu khéng mudn vao bat ky thdi
diém nao.

2.1.2. Dia diém va thoi gian nghién ciu.
Nghién ciru dugc thuc hién tai Trung tdm Dich
vu Khoa hoc ky thuat Y Dugc, Truéng Pai hoc Y
Dugc Thai Binh tir thang 02/2020 — 04/2021.

2.2. Phuaong phap nghién ciru

2.2.1. Thiét ké nghién ctru. Nghién ciu
dugc thiét ké theo moé hinh Thur nghlem khong
kém hon nhdm déanh gid hiéu qua clia cac ché
pham VST diét khuan (handrub) theo hudng dan
clia tiéu chuén chau Au EN 1500 [3].

222 co mau va phuong phap chon
mau. _Theo tiéu chudn EN 1500 [3], yéu cau vé
cd mau 13 tor 18 - 22 ddi tugng tinh nguyén.
Trong nghién cru nay, ching t6i da chon 21 doi
tugng tinh nguyén la sinh vién cta Trudng Dai
hoc Y Dugc Thai Binh, dap (ng cac yéu cau vé
tiéu chun lua chon vao tham gia nghién ctu.

2.2.3. Phuong pha'p danh gia cac tac
dung khong mong muén khi su’ dung ché
phdm VST diét khudn. Moi ddi tugng tinh
nguyén déu dugc phat mét lo 100 ml ché phdm
VST diét khudn (dang dung dich hodc gel) dé sur
dung lién tuc trong thdgi gian 1 tuan. Sau do, cac
d6i tugng dudc phong van dé thu thap céc tac
dung khdng mong mudn khi s dung ch& pham
VST theo phiéu Banh gia tac dung khong mong
mudn cla hda chat VST (Phu luc 1) theo hu‘dng
dan cla BO Y té€ [2]. Cac chi tiéu dugc danh gia
bao gom: 1). cam giac ng(ra; 2). nong rat; 3). do
Ung; 4). khd da; 5). san da; 6). da tran, nhdn;
va 7). cdm giac dinh da. Moi chi tiéu & trén déu
dugc danh gia & 5 mic do khac nhau: 1). Khéng
thdy: Khdng thdy biéu hién sau si dung; 2).
Nhe: C6 biéu hién, nhung khdng thudng xuyén;
3). Vlra: C6 biéu hién thudng xuyén, nhung
khdng phai dung thudc diéu tri; 4). R3: CO biéu
hién thudng xuyén va phai dung thudc diéu tri;
5). R4t rd: Biéu hién ndng, phai diéu tri chuyén
khoa. Tat ca cac doi tugng tinh nguyén déu dugc
st dung lan lugt cac ché phdm dang dung dich
va dang gel diéu ché theo Cong thdc I va Cong
thirc I ci tién (4 loai ch€ phdm) va sau dé tién
hanh phéng van dé thu thap cac thdng tin theo
phiéu Danh gia tac dung khong mong mudn cla
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hoéa chat VST.

2.3. Xir ly sO liéu. Cac két qua nghién clu
dugc & ly va phan tich bang phan mém Excel va
SPSS.

2.4. Van dé dao dirc trong nghién ciru.
Cac noi dung nghién clru da dugc HOi dong Khoa
hoc va Hoi dong Dao ddc nghién cliu y sinh hoc
cla Trudng Dai hoc Y Dugc Thai Binh thong qua.

Il. KET QUA NGHIEN cU'U

P6i tugng tinh nguyén tham gia thir nghiém
céc ché& phdm VST gém 21 sinh vién cla Trudng
Pai hoc Y Dugc Thai Binh, 10 nam (47,6%) va 11
nir (52,4%). T4t ca cac déi tugng déu cb dd tudi
tlr 20 dén 23. Sau khi st dung cac ch& pham VST
thr nghiém lién tuc trong vong 1 tuan, cac doi
tugng tinh nguyén dudc phong van dé danh gia
cac tadc dung khong mong mudén. Két qua danh
gia dugc trinh bay trong cac biéu d6 1, 2, 3 va 4.

Cac két qua trong biu dd 1 cho thdy 100%
cac ddi tugng sau khi thir nghiém ché pham VST
dang dung dich déu khong xuat hién cac tac
dung khong mong mudn nhu nglra, néng rat, do
U'ng hay san da. Mét s6 trudng hop co biéu hién
kho da mdc d6 nhe (4,8%); da tran, nhdn nhe
(14,3%) va vua (4,8%); cam giac dinh da nhe
(19,0%) va vita (9,5%).

100.0 104.0 100.0 100.0 95.2 100.0
81.0
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400
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4.8 45 -
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Nglra Nong rat D6 trng Khé da Sanda Datron,

nhéon

Cam giac
dinh da

DOKhéng thay BNhe @Via BRS BRatrd
Biéu db 1: Céc tac dung khéng mong muén
sau khi sur’ dung ché pham VST dang dung

dich diéu ché theo Céng thic I (WHO)
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Biéu db 2: Cac tac dung khéng mong muén
sau khi sur dung ché pham VST dang gel
diéu ché theo Céng thirc I (WHO)
Két qua trong biéu d6 2 ciing cho thady sau
khi sir dung ch& phdm VST dang gel, cac d6i

tugng tinh nguyén déu khong xuat hién cac dau
hiéu nglra, nong rat hay do ung. Mot sG doi
tugng cé biéu hién khd da & mdc do nhe (4,8%),
san da nhe (4,8%). Tuy nhién khoang mot n(ra
s6 dbi tugng cé cam giéc da tran, nhon hodc
dinh da 8 mic d6 nhe va vlra sau khi st dung
ch pham VST dang gel.
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Biéu dé 3: Cic tic dung khéng mong muén
sau khi si’ dung ché phdm VST dang dung
dich diéu ché theo Céng thirc I cai tién
Két qua trong biu d6 3 cho thdy ch& pham
VST dang dung dich diéu ché theo Cong thic I
cai tién hau nhu khéng cd cac tac dung khong
mong muon, chi con duy nhat mét trudng hgp
(4,8%) co biéu hién khd da & mirc dd nhe.
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Biéu db 4: Cac tac dung khéng mong muén
sau khi si’ dung ché phdm VST dang gel
diéu ché theo Céng thuc I cdi tién

Ché& phadm VST dang gel diéu ché theo Céng
thi'c I cai tién cling co rat it tdc dung khong
mong muédn. Khdéng cb trudng hgp nao cd biéu
hién 8 mdc do via, rd hodc rat ro; chi con mot
sd it trudng hop co biéu hién & mirc do nhe: khd
da 4,8%, san da 4,8%, da tron nhdn 4,8% va
cam giac dinh da 9,5% (biéu do 4).

IV. BAN LUAN

Sau khi WHO dua ra khuyén cdo vé cbng
thic pha ché ché phdm VST (cdng thirc I va II),
mot s6 nghlen clu da tho nghlem danh gia cac
cong thirc ndy theo céc tiéu chudn clia chau Au
EN 1500 [4] va EN 12791 [5]. Cac két qua
nghién clfu cua Suchomel va cong su [4],[5] da
cho thdy ca Cong thic I va II déu dap Ung tiéu
chudn EN 1500 va EN 12791 néu st dung 6 ml
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ché& phdm trong 60 gidy nhung khdng dat hiéu
quéa diét khuan néu chi st dung 3 ml ché& phdm
trong 30 gidy. Nhdm tac gia da dé xuat nang
ham lugng ethanol trong Cong thic I tir 80%
(v/v) thanh 80% (w/w) - tugng ducng v&i 85%
(v/v), va nang ham Iugng isopropanol trong
Cong thirc II tr 75% (v/v) thanh 75% (w/w) -
tuong ducng véi 80% (v/v), d€ nang cao hiéu
qua diét khuan cta ché pham [4]. Do d6, trong
CoOng thirc I cai tién chdng toi da sir dung ham
lugng ethanol 1a 85% (v/v) dé ché& phdm cd thé
dat dugc hiéu qua diét khuan theo tiéu chudn EN
1500. Ngoai ra, trong Céng thirc I cia WHO cb bd
sung H202 vGi ham lugng 0,125% nham loai bo
cac bao tr con soét lai trong cac thanh phan diéu
ché nudc rira tay [6]. Trong Cong thirc I cai tién,
ham lugng H20. van dugc ching toi gilr nguyén
nhu trong Cong thirc I ciia WHO la 0,125%.

Két qua trong biu d6 1 va biéu d6 2 cho
thdy sau khi s’ dung ch& phdm VST diéu ché
theo Cong thirc I, cac d6i tugng tinh nguyén déu
khdng gdp cac biéu hién nhu nglra, ndng rat hay
do6 Ung. Cac biéu hién khd da va san da chi gap
@ muc do nhe vdi ty I€ rat thap (4,8%). Cac tac
dung khong mong mudn thudng gap nhat déi véi
ché phdm dang dung dich la: da tran, nhdn &
mic do nhe (14,3%) va vua (4,8%); cam giac
dinh da mitc d0 nhe (19,0%) va vua (9,5%)
(bi€u dd 1). DSi véi ché pham dang gel, ty 1& dbi
tugng tinh nguyén cé biéu hién da tran, nhon &
mic do nhe (42,9%) va via (4,8%) cling nhu' ty
Ié c6 cam giac dinh da mdc d6 nhe (52,4%) va
vlra (9,5%) déu cao han so vGi ché phdm dang
dung dich (biéu dd 2). Cac ké&t qua nay cho thay
cac ché& phdm VST diéu ché theo Cong thirc I co
ty 18 cao gdp biéu hién da tron, nhdn va cam
giac dinh da. Theo khuyén cao cia WHO, trong
trudng hgp ngudi st dung phan nan vé viéc da
tran, nhdn, dinh thi cé thé giam lugng glycerol
trong cong thdc diéu ché. Viét Nam la nudc co
khi hdu ndng, &m nén néu s dung glycerol Vi
ham lugng 1,45% cé thé gay ra hién tugng tron,
nhdn va cdm giac dinh da sau khi st dung ché
phdm VST [7]. Do d6 trong Céng thirc I cai tién
ching t6i da giam ham lugng glycerol tir 1,45%
xubng con 0,5% (v/v) nhdam lam giam tinh trang
da tron nhén va dinh da sau khi s dung ché
pham VST.

Két qua trong biéu d6 3 va bi€u dd 4 cho
thdy sau khi st dung ch& phdm dang dung dich
diéu ché theo Cong thirc I cai tién, cac doi tugng
tinh nguyén déu khong cé cac dau hiéu ngua,
nong rat, san da, da tron nhdn hay cam giac
dinh da, chi con 4,8% s6 d6i tugng cd cam giac
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khd da & mirc d6 nhe. Ché phdm VST dang gel
diéu ché theo Cong thirc I cdi ti€n cling co rat it
cac tac dung khong mong mudn, chi cd mot so it
trudng hop (4,8% dén 9,5%) cd bi€u hién khd
da, san da, da trgn nhGn hoac cam giac dinh da
& mlc dd nhe. Nhu vay, cac ch€ pham diéu ché
theo Cong thic I cai tién dd khac phuc dugc
phan I6n hién tugng da tron, nhdn va cam giac
dinh da sau khi st dung ché& pham.

K&t qua nghién cltu cho thdy cac ché pham
VST diéu ché theo Cong thdc I cai tién co rat it
céc tac dung khéng mong muén va cb thé s
dung réng rai dé VST hang ngay tai cdng dong
cling nhu trong bénh vién.

V. KET LUAN

Nghién ctu cho thdy cac ché pham VST dang
dung dich va dang gel diéu ché theo Cong thirc I
cai tién cd rat it cac tac dung khéng mong mudn
(kho da, san da, da trén nhdn va cdm giac dinh
da) va déu biéu hién & mirc dd nhe vdi ty I€ thap
(4,8% dén 9,5%). Do db, cac ch& pham VST
diéu ché& theo Codng thlc I cai tién cd thé s
dung rong rai dé vé sinh tay hang ngay tai cng
dong cling nhu trong bénh vién.
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