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DANH GIA HIEU QUA sU DUNG SUNMEDABON®
TRONG PHA THAIDEN HET 9 TUAN TUOI TAI VIET NAM

Nguyén Thi Hong Minh*, Dang Thi Minh Nguyét*

Tém tét

Pha thai bang thudc (PTBT) stt dung Mifepristone va Misoprostol trénh dugc nhiéu tai biéh lién
quan dén nhiing can thiép ngoai khoa. SunMedabon la su két hop ctia hai loai thuéc Mifepristone
va Misoprostol theo liéu khuyén cao ctia TS chitc Y t€ Thé'gidi ap dung cho phd thai ndi khoa dén
9 tudn tudi. Muc tiéu: X4c dinh hiéu qua phuong phap phé thai bang Sun Medabon®dén hét 9
tudn tudi tai co sd y t& tuyén TW, tuyén tinh va pha thai dén hét 7 tuan tudi tai co so y t& tuyén
huyén ¢ Viét Nam. Danh gia tai bién va tac dung phu khong mong mudn cua Sun Medabon®
trong pha thai bang thudc. Nhan xét vé s chap nhan ctia nguoi phu nit d6i véi phuong phap
pha thai bang Sun Medabon®. Péi twgng va phwong phap nghién ctru: Nghién ctru 1am sang
mo khong c6 nhom ddi chiing véi s tham gia ctia 360 phu nit ¢6 thai dén 9 tuan tudi thai tai 6 co
s& nghién ctru thudce 3 tuyén duogc trinh bay dudi day nham tim hiéu tinh hiéu qua, d an toan
va su chap nhan doi v6i SunMedabon. Két qué: Hiéu qua ctia SunMedabon 1a 96,7%. Khong ¢6
tai biéh nao dién ra trong qua trinh nghién ctru. Duéi 10% phu nit tham gia nghién ctru gap phai
tac dung phu nhu budn nén/ndn, dau dau/chéng mat va tiéu chay. Khoang 95% phu nit tham
gia nghién ctru hai long va rat hai long véi phuong phép pha thai.

Abstract

Assessment of efficity of sun medabon for medical abortion up to 9 age week-
gestational

Medical abortion (MA) using Mifepristone and Misoprostol can avoid complications associated
with surgical priventions. SunMedabon is a combination of Mifepristone and Misoprostol with
doses suggested by WHO applying for medical abortion up to 9 weeks gestation. Materials and
methods: The open-label, non-controlled clinical trial with the participation of 360 pregnant
women with gestation up to 9 weeks from 6 research sites at 3 levels of health system which is
presented below is to investigate the efficacy, safety and acceptability of SunMedabon. Results:
The findings of the research release that SunMedabon has the efficacy of 96.7%. There were
no severe complications reported. Less than 10% of women reported some side-effects such as
nausea/vomiting, headache/dizziness, and diarrhea. About 95% participated women satisfied
and very satisfied with the abortion method.

*Bénh vién Phu san Trung wong
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bat van dé

Midc du ti 1é ap dung bién phap tranh
thai ngay cang cao, theo T6 chirc Y t& Thé
gi¢i (WHO), hang ndm trén thé gidi van cé
khoang 46 triéu truong hop pha thai trong
do co khoang 19 — 20 triéu truong hop pha
thai khong an toan [6]. Pha thai khong an
toan dan dén nhiing hiéu qua nghiém trong
cho sttc khoe ctia nguroi phu nit. WHO wéc
tinh pha thai khong an toan la nguyén nhan
cua 13% tir vong me trén toan thé gidi va
lam cho nhiéu phu ni trd nén vo sinh, gay
nhiém khuan duong sinh duc hodc nhiing
roi loan man tinh khéc [6]. Tai Viét Nam,
trong nhitng nam gan day Bo Y t& bao cao
moi ndm c6 khoang 300.000 - 500.000 trieong
hop pha thai [1]. Trén thuec t& con s6 nay con
cao hon nhiéu vi né chuwa bao gom con so
pha thai trong khu vy y t€ tu nhan. Phé thai
bang thudc (PTBT) 1a két thiic thai nghén bang
cach st dung Mifepristone va Misoprostol
ma khong dung dén nhitng can thiép ngoai
khoa, do d6 tranh dugc nhiing tai bién do can
thiép ngoai khoa gay ra. SunMedabon la sy
két hop cta hai loai thudc Mifepristone va
Misoprostol theo liéu khuyén cdo cua To
chirc Y t& Thé' gidi 4p dung cho pha thai ndi
khoa dén 9 tuan tudi. Chung tdi tién hanh
nghién cttu nay voi cac muc tiéu sau:

1. Xac dinh hiéu qua phuong phap pha
thai bang Sun Medabon®d#én hét 9 tuan tudi
tai co sO y t€ tuyén trung wong, tuyén tinh
va pha thai dén hét 7 tuan tudi tai co sd y t&
tuyén huyén ¢ Viét Nam.

2. Danh gia tai bién va tdc dung phu
khong mong mudn cta Sun Medabon®
trong pha thai bang thudc.

3. Nhan xét vé sy chap nhan cua nguoi
phu nit d&i véi phuong phap pha thai bang
Sun Medabon®.

Doi tuong va phuong phdp nghién ctu
Dia diém va thoi gian nghién ctru: Tai cic

co sO dai dién cho ca 3 mién gom:

- Bénh vién Phu san Trung wong (Ha
Noi)

— Trung tam SKSS tinh Khanh Hoa va
Khoa San-Bénh vién da khoa tinh Khanh
Hoa

— Bénh vién Tt Dt (Thanh phé H6 Chi
Minh)

— Trung tam y t&€ huyén Cam Ranh (tinh
Khéanh Hoa)

— Bénh vién quan Tan Binh (Thanh phd
H6 Chi Minh)

Dai twong nghién ciru:

GoOm 360 phu nit ¢6 thai dén hét 63 ngay
tudi tai tuyén trung wong va tuyén tinh, va
dén hét 49 ngay tai tuyén huyén c6 nhu cau
dinh chi thai nghén bang Misoprostol phdi
hop véi Mifepristone tai cac co so nghién
ctru néu trén.

Tiéu chuan lwa chon.

— C4 strc khoé tot, tir 18 tudi trd 1én

— C6 nhu cau dinh chi thai ngoai y muoén

— C6 1 thai sdng trong tit cung.

— Tudi thai dén hét 63 ngay tudi tai cac
tuyén tinh va trung wong va hét 49 ngay tudi
tai tuyén huyén, dwa vao ky kinh cu6i cung
va duoc ddi chiéu bang siéu am

- Pong v can thiép bang thu thuat néu
phuwong phap that bai

- Pong y quay lai co s¢ y t& dé€ kham va
theo doi

— C6 thé téi duoc co so nghién ctru trong
vong 60 phut

Phuong phap nghién cttu: Nghién cttu
tht nghiém 1am sang khong d6i chiing

Liéu va phdc dé

Sun Medabon® bao gom mot vién thudc
mifepristone 200 mg dwoc dung duong
udng, sau mot dén hai ngay (24 dén 48 gio)
dung bdn vién hodc hai vién misoprostol
200 microgram tuty theo tu6i thai, duong dat
am dao hodc deong ngam dwdi lwdi, tai co
sO'y t&’hodc tai nha tuy theo su lya chon cua
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phu nit tham gia nghién ctru.

Céch dung:

Ngay tht nhat: Dung 1 vién Mifepristone
200mg duwong udng

Ngay thit hai hodc thit ba (24 - 48 gio sau
khi dung vién Mifepristone)

Néu tudi thai <7 tudn (49 ngay) dung 2
vién Misoprostol 200 g

Néu tudi thai tir 8 dén 9 tuan tudi (50 dén

63 ngay) dung 4 vién Misoprostol 200ug

Misoprostol ¢ thé dung duong am dao
hoac ngadm dudi ludi, tai co sd y té hodc tai
nha tuy thudc vao su lea chon cuia nguroi
phu nit tham gia nghién cttu.

Két qua nghién ctru

Hiéu qua ctia phrrong phap pha thai bang
SunMedabon

Bdng 1. Hi¢u qué ctia phuong phdp phd thai bang SunMedabon

Tuyén huyén | Tuyén tinh/TW Téne 56
Hiéu qué chung (thai dén 7 tun) | (thai dén 9 tun) 8
n % n % n %
Say thai hoan toan | 57 95,0 260 | 86,7 317 | 88,1
Thanh | g3y thai khéng hoan
cong toan phai bd sung | 3 50 | 100 | 28 | 93 | 96 96,7
. 31 8,6
misoprostol
Thit | Phai can thiép bang
bai | htthai 0|00 10133 10 | 27 | 27
Két qua khong xac dinh 0 0 2 |07 2 0,6
Tong 60 100 300 | 100 360 100

Thoi gian ra mau trung binh cua 3 nhém
tuoi thai (tinh tir sau khi dung Misoprostol)
la 1,7 + 2,04 gio. Trong d6 93,6% ra mau
<3 gio, 3,1% ra mau tit 3 - 5 gio va 3,3% ra
mau sau 5 gio. Da sd treong hop say thai sau
khi dung Misoprostol tit 3 - 5 gio chiém ty 1é
85,1%. Chi c6 8,9% sdy thai trudc 3 gio va 6%

say thai sau 5 gio.

Thoi gian ra mdu trung binh: 9,7 + 3 ngay.
Thoi gian ra mau trung binh cao nhat  nhém
6 - 10 ngay v6i 201/357 ty 1€ (56,3%), tié€p sau
d6 1a nhom 11 - 15 ngay 1a 13/357 (32,8%).

Tai bién va tic dung phu khong mong
mudn ctia Sun medabon

Bang 2. Cac tic dung phu

Théng tin chung Tac dung phu Tong
Khong Nhe Trung binh Nang
n % n % n % n %
Budn non/nén 324 | 90 35 | 97 1 0,3 0 0,0 360
Pau dau/chéng mat 327 1908 | 22 | 61 1 | 31 0 0,0 360
Tiéu chay 333 | 925 | 24 | 67 3 0,8 0 0,0 360
Sot, rét run 348 | 96,7 | 12 | 3,3 0 0 0 0 360
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Khong c6 treong hop nao phai nam vién
diéu tri. Chi ¢6 2 truong hop ra mau nhiéu
phai hut budng t&r cung cdm mau, va mot
treong hop ra mau kéo dai hon 1 thang mac

du da diéu tri thudc bo sung, chi theo doi
ngoai tra.

Sw chidp nhén ctia phu nir d6i véi pha
thai bing Sunmedabon

Bdng 3. Su chdp nhdn d6i véi phuong phdp phd thai bang SunMedabon

Thong tin Co s0 trién khai
chung
BV TTSKSS | BVDK | TTYT |BVTDii| TTYT Tong
PSTW K,Hoa | K,Hoa | C,Ranh T,Binh
n 0/0 n 0/0 n 0/0 n o/0 n % n 0/0 n 0/0
Rathailong | 33 [330| 34 | 486 | 16 | 533 |22 | 733 | 42 |420| 12 | 400 | 159 | 44,2
94,8
Hailong | 63 |630 |34 | 486 |12 |401 | 7 | 233 | 48 |480| 18 | 60,0 | 182 | 50,6
Kohailong | 4 (40| 2 |29 |1 |33 |1 333|300 |00]11]31
Koykién | 0 {000 |00 [ 1|33 |0|00| 7 |70[0]00]| 8 |21
Tong 100 | 100 | 70 | 100 | 30 | 100 | 30 | 100 | 100 | 100 | 30 | 100 | 360 | 100

Ty 1é hai long khi st dung phac do
pha thai bang SunMedabon cao. C6 44,2%
treong hop rat hai long va 50,6% hai long
véi phwong phdp pha thai bang thudc.
Chi c6 11 truong hop khong hai long
v6i phuong phap da st dung: Trong d6
cé thé do phuong phap that bai, hodc
mgc du phd thai bang thudc thanh cong
nhung khong hai long vi ra mau kéo dai,
dau bung...

Ban luén

Hiéu qua pha thai

Su thanh cong cua phuwong phap pha thai
bang thudc duoc danh gia 1a hién tuong sdy

thai hoan toan, khong phai can thiép bang
thu thuat.

Ty 1¢ thanh cong khi pha thai bang Sun-
Medabon tai tuyén huyén la 100%, tuyén
tinh va trung wong la 96%. Ty 1¢ thanh cong
chung tat ca cac co so nghién ctu la 96,7%,
trong do ¢6 8,6% phai stt dung bo sung thém
thudc misoprostol dé tong hét td chitc dong
trong budng ti cung. Co6 3,3% that bai phai
hut budng tit cung.

Ty 1€ thanh céng cta viéc két hop Mife-
pristone va Misoprostol trong nghién cttu
cta chung toi so sanh vdi cac nghién cttu
khac nhu sau:

Bang 4. So sanh hiéu qua cua nghién citu SunMedabon voi cdc nghién citu khéc

Téc eid S6 d6i | Tudi thai | Lieu Mife |Liéu Misopros- K&t qua

& twgng | (tuan) (mg) tol qua
Aubeni E va cong su 1108 <9 600 Udng 400 93%
Baird DT va cdng su 386 <9 200 Udng 600 95%
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EL- Refaey H va cong su 150 <8 200 Udng 800 93 %
Schaff EAvacs 933 <8 200 Dit AD 800 97%
Spitz I va cdng su 827 <7 600 Udng 400 92%
Tang OS va cOng sy 112 <9 200 Dit AD 800 94%
Nguyén T Héng Minh 100 <7 200 Udng 400 98%

Nghién ctru chuing toi 360 <9 200 Ngam/dat 400 | 96,7%

Thoi gian ra mau va lwgng mau:

Thoi gian bat dau ra mau nam cht yéu 6
nhém dudi 3 gio sau khi dung Misoprostol
chiém ty 1€ 93,6%. Ngay ca truong hop thai
leeu va thai tiép tuc phat trién ciing bat dau
ra mau ¢ thoi diém nay. Nhém ra méu tir 3 -
5 gio chiém ty 1é 3,1%, nhom ra mau > 5 gio
chiém ty 1€ 3,3%. Két qua nghién cttu phu
hop véi dugc dong hoc ctia Misoprostol,
sau khi dung misoprostol thi xuat hién con
co tit cung va ra mau am dao tt 3 - 5 gio.

Thoi gian ra mau trung binh sau pha thai
bang thudc 12 9,7 + 3 ngay. S6 nguodi ra mau
¢ nhom tir 6 - 10 ngay chiém ty 1€ cao nhat
1a 201/357 (56,3%). Nhém ra mau tir 11 - 15
ngay la 117/357 (32,8%) va thdp nhat la ¢
nhom trén 15 ngay (10,9%). Két qua nghién
ctru phu hop véi cac nghién cttu cta cac tac
gia trong nudc va thé gioi.

Thoi gian ra mau trung binh ctia nghién
ctu nay thap hon so véi nghién ctru cua
Oi Shan Tang va cong su, 17 ngay [7], ctia
Beverly Winikoff, 11 ngay [3], cua Carloyn
Mckinley, 14,6 ngay [4], Nguyén Thi Nhu
Ngoc, 11,8 + 5,6 ngay [8].

Tac dung phu va céc tai bién c6 thé xay
ra trong hai nhom nghién ctru:

Dung thudc gay say thai (phuong phap
phé thai ndi khoa) sé xudt hién mot so tac
dung phu di kem theo phuwong phap nay.
Nguoi ta biét triede va dé dang xtr tri hau hét
cac tac dung phu. Mdi khach hang can duoc
tw van veé cac tadc dung phu c6 thé xay ra va
cach xt tri nhu thé nao. Nén ké don thudc
giam dau, hay cung cap thudc giam dau cho

khach hang truede khi ho ra vé va can hudéng
dan cho khach hang nhiing triéu chirg can
kham lai ngay nhu: Ra mau nhiéu, s6t kéo
dai trén 6 gio.

Két qua nghién cttu cua chung toi vé tac
dung phu sau khi dung thudc dwgc trinh
bay ¢ bang 2. Tac dung phu xay ra trén d6i
twong st dung thudc chu yéu 1a budén nodn,
ndn 6 mitc do nhe va trung binh chiém 10%,
khoéng c6 treong hop nao non ndng.

Phan 16n cac tdc dung phu xay ra sau
khi uéng hoac dat Misoprostol. Khi ¢6 thai,
ban than nguoi phu nit da cé cam giac non
va buon nodn: D¢ la triéu chiing nghén, chi
dwoc danh gid la tac dung phu khi cac triéu
chitng nay tang lén r6 rét sau khi dung
thudc. Sau khi dung Misoprostol 100%
khach hang thdy dau bung. Tuy nhién mtc
dd dau rat khac nhau gitra cac truong hop,
c6 nhiéu truong hop khong can phai dung
thudc giam dau khi diéu tri.

Nghién ctru ctia chung t6i cho thdy sau
khi uéng Mifepristone rat hiém khi xay ra
cac tac dung phu, néu c6 thuong nhe va
thoang qua. Két qua nghién cttu cuia chung
toi vé cac tac dung phu xay ra sau khi st
dung Misoprostol cling twong tu cta cac
tac gia khac o trong nudc va trén thé gioi:
Theo Beverly Winikoff [3] cac tac dung phu
bao gdm: budn nodn 1a 39,3%, ndn gap it hon
chiém 17,1%; dau bung (ké ca dau qudn
that) chiém ty 1& cao nhat 1a 96,1%. Cac tac
dung khac nhu: tiéu chay, dau dau chéng
mat hiém xay ra. Theo Carolyn McKinley,
K Joo Thong va cong su [4], ty 1é budn non
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chiém 42,7%, non: 20,9%, dau bung: 79,1%;
Theo Eric A. Shaf [5] dau bung chiém ty 1&
92% khi dung dwong udéng, 93% véi duong
dat am dao, buén nén: 51% (dwong udng) va
46% (duong ddt am dao), non: 26% (dwong
udng) 27% (duong dat am dao), cac tac
dung khéc nhu s6t 25%, tiéu chay, chéng
mat it gdp hon. Néu nguoi phu niv khong
dugc tue van ky vé cac tac dung phu co6 thé
xay ra sau khi dung thudc pha thai, ho sé
cam thay lo lang. Chinh sy lo lang ctia ho c6
thé lam anh huéong dén ty 1€ thanh cong cua
phuong phap.

Theo nghién cttu ctua ching t6i, mac du
cac tac dung phu cé xay ra nhung lai dap
tng tot v4i cac thudc diéu tri thong thuong
nhu Paracetamol, Ibuprofen.

Su chip nhan

Ty 1¢ hai long ¢ khach hang st dung
phac d6 pha thai bang SunMedabon khac
biét c6 y nghia thong ké véi p < 0,05. Co
44,2% nguoi rat hai long va 50,6% hai long
véi phuong phdp pha thai bang thudc.
Chi c6 11 khach hang khong hai long voi
phuong phép da sit dung: Trong d6 c6 thé
do phuwong phép that bai, hodc mac du pha
thai bang thudc thanh cong nhung khong
hai long vi ra mau kéo dai, dau bung...Ti
1é khach hang hai long vdi phuwong phap
pha thai trong nghién cttu nay cling twong
duong véi cac nghién ctru khac: Nguyén
Thi Hong Minh 1a 96% [2] va Nguyén Thi
Nhu Ngoc 1a 84,4% [8].

Cé nhiéu ly do khac nhau khién khach
hang chon phuong phap pha thai bang
thuéc nhung ly do nhiéu nhat la dé tranh
nguy co phd thai ngoai khoa chiém tdi
68,3%, c6 15,8% cho rang d6 la phuong phap
theo sinh ly tw nhién nhét, cting con mét ly
do la kin ddo chiém 8,1%. Khac voi pha thai
béng thu thuét, viéc dung thudc pha thai sé
c6 mot sO tac dung phu do thude gay ra. Khi
khach hang duoc tue van ddy da ho sé thay

yén tdm hon. Moi sy lo 1ang qua muc cta
nguoi khach hang, budc can bd y té& phai
can thiép thu thuat sém déu lam anh huong
dén ty 1é thanh cong ctia phuwong phap. Viéc
cung cap cho khach hang mot duwong day
dién thoai lién lac bat ct Itic nao khi can gop
phan giam bét su lo lang cho ho.

Két luan

Hiéu qua cta phwong phap:

Ty 1é thanh cong chung khi pha thai
bang Sun Medabon® tai tat ca cac tuyén la
96,7%

Tac dung khong mong muén va tai bién:

- Budn ndn, nén & mitc d6 nhe va trung
binh chiém 10%, khong c6 treong hop nao
ndn ndng. Dau dau chéng mat & mirc do nhe
va trung binh chiém 9,2%. Ty 1€ bi tiéu chay
do thudc la 7,5%. Dau bung nhe, trung binh
c6 thé sinh hoat binh thuwong chiém 39,1%.
Sot, rét run & mitc o nhe la 3,3%.

- Chi ¢6 2 treong hop ra mau nhiéu phai
hat buoéng t& cung cdm mau sau khi da
duoc bd sung Misoprostol

Su chip nhan ctia nguwdi phu niv d6i voi
pha thai bang Sun Medabon®

- Ty 1¢ hai long va rat hai long ¢ khach
hang st dung phac d6 pha thai bang Sun
Medabon®la 94,6%

Khuyén nghi

SunMedabon la san pham ap dung cho
pha thai bang thudc an toan, ¢ hiéu qua
cao. Co thé cho phép pha thai bang thudc
dén 9 tuan tudi tai tuyén tinh néu can bo y
t& duoc dao tao tot vé cach luwa chon khach
hang, tw van, theo doi va xtw tri tai bién va
tac dung phu.

Pha thai bang thudc c6 thé dugc ap dung
rong rai ¢ tuyén huyén voi diéu kién nguoi
cung cap dich vu dugc dao tao va giam sat
chat ché, dac biét la v6i nhitng ca dau tién,
khi ho con chwa c6 nhiéu kinh nghiém voéi
phuong phap méi nay.
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