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HIEU QUA CUA FLUOMIZIN® (DEQUALINIUM
CHLORIDE) TRONG PIEU TRI VIEM AM PAO

Pbé Quan Ha*

Tém tét:

Muc tiéu: Panh gia hiéu qua ctia Fluomizin® (dequalinium chloride) trong di€u tri viém am
dao. P6i twgng va phwong phéap: Thir nghiém 1am sang khong d6i chiing, chon mau toan
bd tai Bénh vién Phu San Trung wong ttr 1/3 - 31/8/2010. D61 twong nghién ctru (DTNC) la phu
n tudi 15-49, da c6 quan hé tinh duc, ¢6 triéu chiing viém am dao va ty nguyén tham gia. Ho
duoc cap mién phi Fluomizin d4t am dao 6 ngay va kham lai sau 2 tuan. Cling mot quy trinh
kham danh gid duoc dp dung truede va sau diéu tri. Két qua: 104 DPTNC da dwoc thu nhan va
theo doi, tudi trung binh 30,8 + 0,7. VAD do tap khuan 43,3%, ndm don thuan 23,1%, nguyén
nhan két hop 20,2% va VAD vi khuan (Bacterial vaginosis) 13,4%. Ty 1€ c6 cac triéu chiing kho
chiu khi kham 1an dau (72,1%) giam rd rét (chi con 5,8% sau diéu tri). Hau hét cac triéu ching
thuc thé & am hd, am dao, ¢6 tr cung va khi hu déu giam cé y nghia thong ké (p<0,001) sau
diéu tri. Ty 1é duong tinh vdi test sniff, clue cells, ndm, cau khuan (CK) gram duong giam c6
y nghia thong ké. Két ludn: Fluomizin® (dequalinum chloride) c6 hiéu qua diéu tri tuong doi
cao doi véi viem am dao: VAD vi khuin khéi hoan toan 71,4%; nhiém ndm don thuan khoi
hoan toan 66,6%; viém am dao do tap khuan khéi hoan toan 40,0% va giam viém 51,0%; viém

am dao do nguyén nhan két hgp khoi hoan toan 33,3% va giam viém 61,9%.

Abstract

Effectiveness of fluomizin® (dequalinium chloride) in the treatment of vaginitis
Objectives: To assess the effectiveness of Fluomizin® (dequalinium chloride) in the
treatment of vaginitis. Materials & method: Clinical trial without control, selection of all
eligible subjects at the National Hospital of OB/GYN from March 1 to August 31, 2010.
Subjects were women aged 15-49 who have had sexual contact, had signs of vaginitis and
voluntarily participated. They were provided free of charge Fluomizin for vaginal use for 6
days and re-examined 2 weeks later. Results: 104 subjects were enrolled and followed-up,

mean age was 30.8 + 0.7. Vaginitis due to gardnerella was 43.3%, candida 23.1%, combined
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causes 20.2% and Bacterial vaginosis 13.4%. The percentages having discomfort symptoms
decreased significantly from 72,1% to only 5.8% after treatment. Most observable symptoms
at the vulva, vagina, cervix and discharge decreased significantly after treatment (p<0.001).
The percentages positive with test sniff, clue cells, clue cells, gram-positive cocci decreased
significantly. Conclusion: Fluomizin® (dequalinum chloride) was effective in successful
treatment of vaginitis: bacterial vaginosis 71.4% complete success; candida 66.6% complete

success; garderella 40.0% complete and 51.0% partial success; vaginitis of combined etiology

33.3% complete and 61.9% partial success.
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bat vén dé

Viém nhiém duong sinh duc la mot van
dé pho bién, trong d6 viém am dao (VAD)
hay gap hon ca. Theo két qua nghién ctu
nam 2004 ¢ Viét Nam, ty 1& nhiém khuan
duong sinh san la 60%, trong d6 chu yéu la
VAD va viém ¢0 tir cung [1]. Néu khong duwoc
phat hién va diéu tri kip thoi, VAD c6 thé
gay ra nhitng hau qua nhu viém tiéu khung,
v0 sinh, chira ngoai tir cung; cting nhu nhiéu
anh huong nang né dén thai nghén ¢ phu nt
co thai.

Fluomizin® 1a mot thudc d&t Am dao chita
Dequalinum chloride, mét hop chat c6 pho
rong khang cac vi khuan Gram duong va
Gram am khac nhau, ndm va dong vat don
bao (Trichomonas vaginalis). Ttt khi dwoc
dwa vao Viét Nam, chwa cé nghién ctru nao
danh gia tac dung cta thudc. Vi vay chiung
t6i da tién hanh nghién cttu nay nham muc
tiéfu Panh gid hiéu qua ctia Fluomizin®
(Dequalinium chloride) trong di€u tri viém

am dao.

Phuong phdp va déi tuong nghién ctu
Day la mot nghién cttu thit nghiém lam

sang khong d6i chiing, chon mau toan bg,

duoc tién hanh tai Khoa Khdm bénh, Bénh
vién Phu San Trung wong tir 1 thang 3 nam
2010 dén 31 thang 8 nam 2010. D&i tuong
nghién cttu (DTNC) 1a nhiing phu nit c6 day
dt céc tiéu chuan lya chon sau:

e Trong ltra tudi sinh dé (15-49);

e D3 tiing c6 quan hé tinh duc;

e C6 cdc trieu chitng VAD nhu ngtra rat
am ho AD, ra khi hu hoac khi hw hoi, dau
khi giao hop, hodc kem theo tiéu buét, v.v.;

e Tu nguyén tham gia sau khi duoc giai
thich ddy du vé nghién ctru.

Déi tuong c6 bat ky mot trong cac diéu
kién sau déu duoc loai khoi nghién ctu:

o C6 tién str di ing hodc qua man véi bat
ky thanh phan nao ctia thudc.

e Da biét nhiém, hodc nghi ngd nhiém:
HIV/AIDS, lau, Chlamydia Trachomatis,
herpes, giang mai, sui mao ga, ha cam.

e D3 hodc dang diéu tri khang sinh trong
vong 1 thang trudc khi dén kham.

Tat cd bénh nhan cé da diéu kién déu
duoc thu nhan, cAp mién phi Fluomizin dat
AD trong 6 ngay, huéng dan st dung thudc
va te van. Sau 2 tuan, tit ca DTNC duoc
kham lai. Cing moét quy trinh kham danh

gid cac triéu chitng 1am sang va xét nghiém
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can lam sang duoc 4p dung trudc va sau
liéu trinh diéu tri.

Tat ca cdc DTNC chua khoi bénh sau 2
tudn dugc lam thém xét nghiém va ké don
tiép tuc diéu tri theo quy trinh kham chira
bénh thuong quy.

C& mau can thiét cho nghién ctru dugc
tinh theo cong thtrc:

n=2Z1-a/2) p(lA;p) [2]

Udc tinh ty 1& diéu tri khoi VAD bang véi
két qua cua Grischenco nam 2006 la p=0,96
[3] va chon khoang sai léch cia pla A=0,04;
a = 0,05 Zi.42=1.96; cho n=93. Du kién
néu ty 1é mat theo doi la 5%, sé can thu nhan
100 BPTNC.

B6 cong cu dwgc thir nghiém va stta doi
trudce khi sit dung. Phiéu nghién cttu duoc
kiém tra, lam sach, ma hoda. SO liéu duoc
nhap bang EpiData va xtt ly, phan tich théng
ké bang STATA 10.0 SE, str dung t-test va x>
test khi thich hop. Gia tri p<0,05 dugc coi la
c6 y nghia thong keé.

Két qua

Tong cong, ching toi da thu nhan va
theo doi day du duoc 104 DTNC. Tat ca
déu dang c6 gia dinh; trong d6 17 phu nt
dang c6 thai, chiém 13,7%. Tu6i trung binh
ctia DTNC 14 30,8 + 0,7, dai da s (86%) 6

Itra tudi tir 20 dén 39. Ty 1é chua ting diéu
tri VAD 1a 60,6%; da ting diéu tri tir 2 1an
trd 1én 1a 24,0%. Két qua chan doan (Bang 1)
cho thay VAD do tap khuan chiém ty 1 cao
nhat, va thap nhat la VAD vi khudn (BV:
Bacterial vaginosis). Ty 1& nhiém ndm
don thuan la 23,1%; ngoai ra cé 20,2%
VAD do nguyén nhan két hop, bao gom
nadm cung voi mot hodc nhi€u tac nhan

gay bénh khac.

Bdng 1: Ty 1¢ mdic viém AD do cdc
nguyén nhain

Céc thé VAD SL %
VAD do ndm don thuan | 24 23,1
VAD vi khuan 14 13,4
VAD do tap khuan 45 43,3
VAD do nguyén nhan | 21 20,2
két hop

Tong s6 104 | 100%

Trudc diéu tri, ¢4 75 DPTNC (72,1%) c6 cac
triéu ching kho chiu nhu ngtra rat am ho,
rat AD, quan hé tinh duc (QHTD) dau hodc
dai budt dai rat (mot nguoi c6 thé ¢ nhiéu
triéu ching). Sau diéu tri, chi c6 6 DPTNC
(5,8%) c6 triéu chiing.

Biéu d6 1 trinh bay ty 1é cta ting triéu
ching trong s6 75 ca da néu trudc va sau
diéu tri. Két qua cho thay cac ty 1é tirng triéu
chiing déu giam ro rét.
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Biéu d6 1: So sdnh ty 1¢ % c6 trigu chitng kho chiu trwée va sau diéu tri (n=75).
Chung t6i cling so sanh cac ty 1é c6 dau hiéu bat thuong khi kham 1am sang tai 1an kham
thu nhan va kham sau diéu tri. Bang 2 trinh bay cac két qua thu duoc.
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Bing 2: Két qua khdm ldm sdng truéc va sau diéu tri

Trudc diéu tri Sau diéu tri Gia trip
SL Ty 1€ % SL Ty 1& %
Am h¢
Viém doé 47 45,2 3 2,9 <0,001
Binh thwong 57 54,8 101 97,1
Khi hw
Binh thuong: trang hodc trong 16 15,4 89 85,6 <0,001
Trrfmg hodc xam déng nhat, dinh 15 14,4 4 3,8
Mau vang 34 32,7 7 6,6
Von cuc, bam chat thanh AD 39 37,5 4 3,8
AD va c6 tit cung (CTC)
Binh thuong 32 30,8 85 81,7 <0,001
AD viém do 61 58,6 10 9,6
CTC 15 tuyén 10 9,6 9 8,7
AD viém do + CTC 16 tuyén 1 1,0 0 0
Tong s6 104 100 104 100

Ty 1é c6 két qua khdam am ho binh thuong
chi chiém 54,8% trudc diéu tri, nhitng DPTNC
con lai déu c6 dau hiéu am ho viém do. Sau
diéu tri, dai da s& c6 két qua kham binh
thuong, chi cé 3 treong hop con viém do.
Twong tu nhu vay, trude diéu tri ty 1& c6 khi
hu bat thwong (mau vang; hodc trang xam
nhung dinh; hodac von cuc, bAm chdt thanh
AD) rat cao (84,6%) nhung sau diéu tri ty
1é nay ciing da giam di dang ké, xuéng con

14,4%. Ty 1& c6 két qua AD viém d6 giam
dang k&, tir 58,6% trudc diéu tri xudng con
9,6% sau diéu tri; tuy nhién ty 1& c6 cd te
cung 16 tuyén hau nhu khong thay doi.
Trude va sau diéu tri, cdc DTNC déu
duwoc danh gia va xét nghiém Test sniff, clue
cells, Nam, C4u khuan (CK) va Truc khuan
(TK). Biéu d6 2 so sanh ty 1& cac xét nghiém
duong tinh tai cac lan kham twong tGng.
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Biéu d6 2: So sanh ty 1¢ xét nghiém dwong tinh truéc va sau diéu tri (n=104)
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Ty 1é duong tinh vdi Test sniff, clue
cells, ndm va cau khudn (CK) Gram duwong
déu giam ro rét voi sw khac biét c6 y nghia
thong ké gitra truede va sau diéu tri. Ty 1€ cd
triec khuan (TK) Gram am giam khd nhiéu
nhung khong c6 y nghia thong ké va ty 1é
duong tinh véi TK Gram duong hau nhw
khong thay doi.

Hiéu qua diéu tri (Bang 3) duwoc danh
gia tai 1an kham lai sau hai tuan ap dung
ca cac tiéu chudn lam sang va can lam sang,
cu thé la:

- Diéu tri khoi hoan toan: hét triéu ching
lam sang, khong ngtta, khi hu AD giam va
khong c6 mui. Dong thoi cac xét nghiém cho

thdy khong con ndm, trichomonas va Clue
cells, test sniff am tinh; trong viém AD do
tap khuédn phai hét ciu khuan Gram duwong
va triee khuan Gram am.

- Diéu tri d& (gidm viém): hét céc triéu
chitng 1am sang, xét nghiém van con tac
nhan gay bénh nhung giam; hoac giam
dang ké triéu chiing lam sang, xét nghiém
khong con tac nhan gay bénh.

- Diéu tri that bai: c4c triéu chimg 1am
sang khong giam, dong thoi xét nghiém
con ndm, Trichomonas, Clue cells, Test sniff
(+). B6i voi VAD do tap khuan, xét nghiém
van con cadu khuan Gram dwong hoac truc
khudn Gram am.

Bdng 3: Hi¢u qud diéu tri theo cdc the VAD

VAD do VAD vi VAD tap Nguyén Chun
Két qua nim khuin khuan nhan két hop 8
SL (%) SL (%) SL (%) SL (%) SL (%)
f;‘r’: hoan |40 66,6) 10 (71,4) 18 (40,0) 7 (33,3) 51 (49,0)
Giam viem/ds | 4 (16,7) 0 (0) 23 (51,0) 13 (61,9) 40 (38,5)
That bai 4(16,7) 4 (28,6) 4(9,0) 1(4,8) 13 (12,5)
Tong s6 24 (100) 14 (100) 45 (100) 21 (100) 104 (100)

Nhom VAD vi khuan don thuan c6 ty 1&
khoi hoan toan cao nhat (71,4%). Ty 1é khoi
& nhém nhiém ndm don thuan la twong déi
cao (66,6%), ngoai ra con co 4 ca (16,7%)
xét nghiém da hét ndm nhung con mot sd
triéu chitng 1am sang nén chi duoc danh gia
la d6. Hai nhom con lai c6 ty 1€ khoi hoan
toan thap hon, v6i 40% d6i véi VAD do tap
khuan va 33,3% vo6i nhdm nguyén nhan
két hop nhung ca hai nhém déu co ty 1é do
(mttc &0 VAD giam dang ké) dat tit 51% dén
gan 62% va ty 1 that bai rat thap véi 9,0%
va 4,8%.

Ban luan

Céc triéu chiing nhu ngtra rat am ho, rat
AD, QHTD dau hogc dai budt dai rat 1a bidu
hién phan tng ctia co thé va la cAm nhan

kho chiu cua ban than nguoi phu nit d6i véi
tinh trang viém nhiém. Day la nhitng van dé
gay anh huwong rat 16n dén chat luong cudc
song hang ngay ctia nguoi phu nit. Trong
nghién cttu nay, 6 téi ba phan tu s6 DPTNC
(75) ¢6 (mdt hodc nhiéu) triéu ching kho
chiu, bao gom 66 nguoi ¢6 ngira am ho, 19
bong rat AD, 25 giao hop dau va 2 dai rat dai
buét. Viéc sit dung thudc da giup lam giam
dang ké cac ty 1é nay: sau diéu tri chi con cd
5 ngwoi phan nan cé ngra am ho va 1 nguoi
dau rat AD; khong c6 doi teong nao bi dau
khi QHTD hodc ¢6 triéu ching tiét niéu. Ty
1€ 6 cac triéu chiing sau diéu tri giam manh
da cho thdy hiéu qua rat tot cua thudc da
giup loai bé cac triéu chiing kho chiu cho
ngroi phu ntt, gitp cho ho c6 dwoc sy thoai
mai trong cudc song, sinh hoat hang ngay.




Céc triéu ching bat thuong khi tham
kham ¢ am ho, AD va CTC phan anh mtc
d6 phan tng viém ctia co quan sinh duc d6i
véi tinh trang nhiém khuan. Trudc diéu tri,
phan ing viém cua cac phu nit nay kha pho
bién v6i 47 treong hop viém do am ho va
62 truong hop CTC - AD viém do. Sau diéu
tri, tinh trang phan tng viém giam manh cé
y nghia thong ké (véi p < 0,001), chi con 3
treong hop viém dé am ho va 10 treong hop
viém do CTC- AD. Cac két qua nay cho thay
hiéu qua rd rét ctia thudc trong diét khuan
dan dén giam tinh trang viém tai chd, véi
mot ngoai 1€ la thudc hau nhu khong ¢ anh
huong dén tinh trang 16 tuyén CTC.

Test sniff va clue cells la 2 trong 4 yéu to
dé chan doan BV. Cac két qua cua ching toi
cho thay co6 18 truong hop test sniff duwong
tinh va 16 truong hop clue cells duwong
tinh trudce diéu tri. Sau diéu tri chi con lai
5 treong hop dwong tinh mdi loai. Sy khac
biét vé ty 1€ test sniff va clue cells duwong tinh
trudc va sau diéu tri 6 y nghia thong ké ro
rét, véi p <0,001.

Test sniff duwong tinh ndi 1én sy chiém wu
thé' ctia cac vi khudn ky khi trong AD. Ty 1&
test sniff duong tinh gidam manh cho thdy
thudc co6 tac dung tot lén vi khudn ky khi.
Clue cells la nhitng té'bao biéu mé AP bong
ra va trén bé mat bam day dac vi khuan, chu
yéu la G.vaginalis. Ty 1€ clue cells giam nhiéu
cho thdy da lam giam rat nhiéu vi khuan
trong AD va ¢d 1€ thudc da c6 hiéu qua dang
ké doi voi G.vaginalis.

boéi voi két qua duong tinh véi TK Gram
duong, ty 1é nay c6 tang sau diéu tri nhung
khong cé sy khac biét 1on so vdi trudec.
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TK Gram duong bao gdm loai wa khi va ky
khi. Loai ky khi thuong it duoc tim thay
trong VAD. TK Gram duong trong AD hau
hét loai wa khi va la cac VK lanh tinh, trong
dé chu yéu la lactobacilli. Ty 1€ truc khuan
Gram duong trudce va sau di€u trj tuong tu
nhau c6 thé cho thiy thudc nay khong gay
anh huong dén lactobacilli, gitip duy tri moi
treong AD sinh ly binh thuong.

Ty 1é duong tinh véi cau khuan Gram
duong trude diéu tri 1a 40,38%. Sau diéu tri,
ty 1é nay giam xudng con 26,96%. St khac biét
trudce va sau diéu tri ¢ y nghia rd rét véi p <
0,001. Két qua xét nghiém trwec khudn Gram
am sau diéu tri cho thdy ty 1¢ da giam dang
ké, ttr 57,7% xudng con 49,0%, nhung sw khac
biét khong cé y nghia thong ké, mot phan do
cd mau trong nghién ctru nay khong 16n.

C4 1€ chinh vi thudc ¢6 pho khang khuan
twong d6i rong, nhung lai it tac dong téi
lactobacilli nén da c6 hiéu qua tuwong d6i cao
trong diéu tri BV. Két qua chan doan BV khi
kham thu nhén la 14 treong hop, trong s&
nay sau diéu tri c6 10 truong hop khoi han,
chiém ty 1& 71,4%. Ty 1é diéu tri that bai chi
chiém 28,6%.

Trong toan bo DPTNC, ty 1€ xét nghiém c6
nam AD trudce diéu tri la 43,23%, bao gom
ca nhiing truong hop chan doan nhiém nadm
don thuan va ndm cung vdi nguyén nhan
két hop khac. Sau diéu tri, ty 1€ nay chi con
11,54% va khac biét ¢6 y nghia thong ké voi
p < 0,05 (trong d6 c6 9,62% c6 nam candida
2+ trede diéu tri thi sau diéu tri déu tré vé am
tinh). Tinh riéng trong nhom xét nghiém cé
ndm, ty 1é xét nghiém con ndm 1a 26,7% va ty
1é khoi hét nam la 73,3%.

Bang 4: So sdnh hiéu qua diéu tri ndm véi mot s6 nghién ciiu

Thudc diéu tri trong mot s6 Ty 1¢ xét nghi¢m nam duong tinh Ty 18 khoi
nghién cltu Trudc diéu tri (%) Sau diéu tri (%) %
Gyno-Pevaryl [4] 100 24,6 75,4
Lomexin (T) [5] 100 21,6 78,4
Fluomizin (NC cua chung toi) 100 26,7 73,3
Dequalinum chloride [6] 100 21,7 78,3
Sporal [7] 100 48,6 51,4
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Do st dung cung mét loai thude nén cac
két qua diéu tri ndm ctia ching tdi clng
twong te nhuw nghién ctu cua Petersen.
Lomexin T 1a mét dan chat caa Imidazol
va Gyno-Pevaryl la biét dugc cua Econazol.
Sporal la mét loai thudc chira Itraconazol ¢d
chi dinh diéu tri ndm Candida trong phu
khoa, nhung c6 chong chi dinh 6 phu ni
c6 thai. Day la ba loai thudc thu¢c nhom
c6 tac dung khang ndm manh, duwoc sw
dung twong d6i rong rai hién nay. So sanh
véi cac thude khang nam nay, cac két qua &
bang trén cho thay hiéu qua tac dung cta
dequalinum chloride kha tuwong tu nhu
hiéu qua cua Lomexin T va Gyno-Pevaryl,
ddng thoi cao hon han so véi két qua st
dung Sporal.

Chan doan lam sang chi riéng trong
nhom VAD do ndm don thuan (24 truong
hop) cho thdy ty 1é khoi con cao hon nira
v6i ty 1é khoi hoan toan chiém 66,6% (ca lam
sang va can lam sang). C6 16,7% dugc chan
doan la da do (xét nghiém hét ndm nhung
con triéu chiing 1am sang) c6 thé la do liéu
st dung 6 ngay con la ngan va c6 thé duoc
kéo dai thém dé nang cao hiéu qua diéu tri.

béi véi VAD do tap khuén, két qua sw
dung thudc trong 6 ngay cho két qua khoi
hoan toan thap hon (40,0%). C6 t6i 51,0%
giam han tinh trang viém nhiém (1am sang
hodc can lam sang). Mot lan nita, c6 thé
thudc chi dugc st dung 6 ngay la con ngan
dd6i véi nhitng truong hop nay.

Hién nay trén thi truong da cé nhiing

thudc dic hiéu doi véi cde nhiém khuin AD
thong thuong. Tuy nhién, viéc chan doan tac
nhan gay bénh d€ st dung nhitng thudc nay
con gap nhiéu kho khan. Theo nghién ctu
nam 2004, trong tat ca 24 xa nghién ctru déu
khong c6 bac si San Phu khoa, 23 xa c6 dich
vu khdm chita phu khoa, nhung chi c6 3 xa
cd xét nghiém soi twoi khi he am dao (AD)
[Chién].

Vi ly do do, viéc c6 thém cac loai thudc
c6 hiéu qua cao trong diéu tri VAD, nhung
khong doi hoi quy trinh kham va xét nghiém
phtic tap, tiét kiém thoi gian van 1a rat can
thiét, ddc biét la trong nhiing truong hop
khong c6 diéu kién kham va tién hanh cac xét
nghiém chan doan chuyén sau. Fluomizin®
(dequalinum chloride) 1a mot thude ddt am
dao dap tng duoc nhitng diéu kién nay.

Két luan

Fluomizin® (dequalinum chloride) co
hiéu qua diéu tri twrong d6i cao d6i véi viem
am dao qua danh gia lam sang va can lam
sang, cu thé la:

e Viém am dao do nadm ¢4 ty 1€ khoi hoan
toan la 66,6% va giam viém 16,7%.

e Viém am dao vi khuan c6 ty 1& khoi
hoan toan 71,4%.

e Viém am dao do tap khuan c¢ ty 1& khoi
hoan toan la 40,0% va ty 1¢ giam viém la
51,0%.

e Viém am dao do nguyén nhan két hop
c6 ty 18 khoi hoan toan la 33,3% va ty 1€ giam
viém 1a 61,9%.
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