Thang tin che ngwei bénh

HERAPROSTOL
Vién nén Misoprostol 200 mcg

Thuiic bin theo dou

Boc ki hwedng din si- dyng trwde khi ding

Dié xa tdm ray 1ré em

Thing bio ngay cho bac si hoge dwge si nhing tac dung khdng mong muin gap phai khi sie dung thuée

THANH PHAN VA HAM LUQNG

M3 vién nén cf chira:

Heraprosiol (vién nén Misaprosiol 200 meg):

Hoat chat:

Misoprestol HPMC 1% Dispersion (Misoprostol phiin tan trong HPMC) twong dueng Misoprostel ... 200 megz

T duepr viva di: Cellulose vi tinh the 102, tinh bit Natri glycolat loai A, dau thye vit hydro hoa logi 1.

MO TA SAN PHAM

Heraprostol (vién nén Misoprostol 200 meg): Vién nén mau tring, hinh trén, cd vit canh 2 mit phing, nhin, mét mit ¢é chir
“HERA", mat khic ¢o ranh, canh va think vién linh lan,

QUY CACH DONG GOL:

Heraprostol (vién nén Misoprastol 200 mcg): Hop chira 03 vi x 10 vién nén,

THUOC DUNG CHO BENH GI

Vién nén Heraprostol chira misoprostol twong &y mé1 hep chét héa hoe dwoe poi 14 ‘prostaglandin’ duwpe san sinh tr nhién trong cor
the. Cac prostaglandin dwge san sinh trong da day va ruét, gitp bao vé lép nidm mac.

Vién nén Heraprostol co the gitip nzdin chin bi loét da ddy va td trang. Nhimg vét loét niy cé thé giy ra do sir dung thuée ching viém
khing steroid (NSAID) nhu diclofenac va naproxen. Cac NSAID lam giam s6 hrong prostaglandin trong da day va mdt, Dicu ndy co
thé gy ra chimg khé tidu va din dén loét. Vién nén Herapeorstol s& thay thé prostaglandin va gifip béo vE da déy va rudt cia ban, vi
viy ban cé thé tiép e ding NSAID, Heraprostol cling 1am gidm acid vi 1ng bicarbonate trong dich tiét da ddy. Heraprostol cling 6
thé sir dung ¢é chira lanh vét loét dang ton tai.

Heraprostol ¢6 thé ding hé tro bot mifepriston d¢ chim dirt thai ky ¢ang phat trién tir cung trong vong 49 nzay diu trong thé ky
mang thai.

Diing trudic khi sir dung thiy thudt chim dirtt thai ki trong 3 thang ddu (Jam “chin mudi® c6 tir cung),

Gay chuyén da 4 chim dirt thai ki trong 3 thing giira va 3 thédng cudi thai ki khi thai bi dj tit hodic bi chét rong ur cung.

Eiéu tri xuat huyét nghiém trong sau de do mat tnrong lye tr cung khi cde thuoe oxytocine, ergometring va carboprost khéng ¢6 hode
khong phi hep,



NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQGNG

Cach dimg:

Luén si dung thuoe Heraprostol gidng nhir bac si dd ké dom cho ban, Ban nén kiém tra la) véi bie si hode duge si néu chua chie
chdn,

Udng misoprostol phai chia nhi¢u lén trong ngdy, ufing vao cée bira in hode ngay sau khi &n va mede lie di ngi.

Licu lwomg:

Loet dy dery — i tring lint tirik:

Ngudi [on: Mai lin 100 = 200 microgam, ngay 4 ln hodc méi tan 400 micropam, ngay 2 fan. Didu ti trong [t nhét 4 tudn, ngay ca
kchi cde trigu chimg giim sém hon vi oo the tiép tye 16 8 tufin néu cin thiér. C6 thé dimg thém céc dgt sau néu bénh i phit.

Phang locr dip diy do NSAID:

Ngudi lém: Mbi 1n 200 microgam, ngdy 4 lin. Néu khdng dung nap liéu ndy, b thé giam lidu xubng mdi lin 100 microgam, 4
Vin/ngay, hofic mdi lin 200 microgam, 2-3 lin/ngay thumg hidu qud kém hon, Chwa 1o thi gian ding thude 16i w, cic nghién eiu cd
dbi chimg vé an todn v higu qua me: chi danh gia trong thei gian d&n 3 thang. Tuy nhién, khuyén cio nén dimg misoprostol trong
suot thér gian diew tri NSAID.

Ha trge mifepriston dé gay say thai trong véng 49 ngay trong thei kv thai nghén: U-:ing mat lidu 400 microgam vad 36 — 43 gid sau
khi ding mifepriston.

Lan ¢6 tie cung “chin mudi " triedre khi tién hanh thi thudt cham dit thai ki trong 3 théng daw: Udng mdt liéu 400 microgam tir 3 — 4
gidr truorc khi lam phau thugt.

Giiy chuvén dg trong 3 thing gitie va 3 thing cuoi thai ky khi thai bj dj tit hoge chét frong ur cung: 43t dm dac oo higu qua hon
uong. Chié d¢ lidu khic nhau, bao gom cac lidu tich Iy ur 400 — 3200 microgam trong 24 gio, khodng cach gitm céc ligu la 3 - 12
gitr Misoprostol efing cd thé diing vai mifeprision trong triimg hgp thai chét trong ©r cung.

Bitv 1ri xudr Jmfué‘r xawe e [oicd phedp e cling) Uﬁng 200 = &00 microgam.

Thuidmg khong cin didu chinh liéu di véi ngudi suy thin va nauwdd cao wél, nhimg néu ngwdi bénh khong thé dung nap lidu thuémg
ding thi ¢ thé giam lidu,

KHI NAD KHONG NEN DUNG THUOC NAY

Khéng sir dung Heraprostol khi;

- Bang mang that hodo 6 ké hoach mamg thai vi thude nay co the ghy m s&y that,

- Bang cho con bl

- Timg di fmg v&i misoprostol hodc bt ky thanh phan nio cia thude, hodc cée prostaglandin khac.

TAC DUNG KHONG MONG MUON

Gifing nhur tit ¢ chc thude khie, Heraprostol of thé giy ra cac tic dung phy nhung khing phii 14t ci moi ngisdi cd thé gip phéi. Pa
50 cic tde dung khiing mong mudin khdng thuimg xuyén xiy ra, khéng nghiém trgng va thudmgp xudt hién sau mdt thixi gian sir dung,
Néu ban lo Eng vt the dyng phy, hily nd chuyén van bac 57 cta ban

MWhirng tac dung phu dudi déy di duge bao cao khi st dung misoprostol:

- Anh huémg lén da day va rudt: kho tidy, dau da diy, 1do bén, budn nén hofic nén. Tidu chay 13 vin d& phé bién nhit va d6i khi
nghiém trong. Ban & it gap tiéu chiy néu st dunp Heraprostol cing véi thire &n. Néu ban sir dung thube khing acid, ban nén trinh



diing thuoe c6 chiza magnesi vi ching ¢6 tae lam tidu chay ning né hon. Bic si hode duge €i 5¢ gitp ban chon thuoe khing acid phi
hop,

- Anh huémg 1én hé sinh sin: mdt 56 phy nir ¢6 the gip van 48 nhi chuét rit, chay méu ning kéo dai, chay méu gilra chu ky kinh
nguyét, kinh nguyét khing déu vi dau tir cung ngng. Mt s6 phy nit 1ém tudii €6 thé bj chay mau dm dao, mic dit di man kinh.

- Céc tic dyng phy khac: én lanh, nhiét 4§ cao, phat han da vi ching mat 6 thé xay ra

- Ngodi ra, khi Heraprostol dinge sir dung cho nhimg muc dich ngoai chi dinh chi¥a bénh va phang c.'hfmg loét, cic tic dyng phu duor
bdo cdo bao géu:ni

+ Tir cung co that bat thudng

+ Chay méu tr tir cung

+ Cac mo trong hr cung by rich

+ 561 mthau thai trong bung me sau khi sinh, cham dint thai k¥ va iy thai.

+ Nude &1 vao miu ¢ia npudi me giy ra phan img di img

+ Sy thai khang hoan toan v sinh non

+ Thai chét va di tat bim sinh

NEN TRANH DUNG NHUNG THUOC HOAC THU'C PHAM Gi KHI DANG SU DUNG THUOC NAY

Ban ¢6 thé ding Heraprostol cing v hiu hét cdc logi thude mi khéng ¢6 vin dé gi. Néu ban ding thude Khing acid (thinh thoang
lam gram acid trong da day), ban nén trink dimg thuoe khéng acid ¢6 magnesi vi ching ¢6 thé 1am tidu chay ning hon,

Néu ban dang ding bat ki thude gi cho bénh tim, hiy héi ¥ kien cua béc si.

Hiy thng bao véi bac s hofic duec sinéu ban dang uong, gén diy 43 udng bit b thude ndo, bao goém ca thude k& don hay khéng ké
domn.

Ban nén udng Heraprostal eling vai thire in.

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC

Néu mdt lin ban quén dimg thude, hiy udng ngay khi nhé ra. Nhumg néu gin théi gian ding lidu tiép theo, bo qua liéu d3 quén vi
tiép tye udng thude theo lich.

CAN BAO QUAN THUOC NAY NHU THE NAO

Thude dupe bao quan trong bao bi kin, noi khd rio, nhigt dé dudi 300C.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU

Khi diing thudc qua lidu khuyén cdo cd the gip cic triéu chimg an than, run, co gijt, kho thd, dau bung, tidu chay, sdt, dinh (rong
nguc, ha huyét dp, nhip tim chim.

CAN LAM GI KHI DUNG THUOGC QUA LIEU KHUYEN CAD

Néu han uﬁng thude qui lidu ldmyéu cdo, hiy théng bio ngay cho bie si hode dén trung Hm y 1é g:in nhit,

NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY

Théng béo cho béc si néu ban ¢ cic dau hi¢u sau diy dé bic &i quyét dinh co nén ding Heraprostol cho ban khong:

- Bénh vé tim

- Huyét ép cao hodic thap, hofic bat ki bénh lién quan dén mach maw.

- Bénh viém dudme ot



Néu ban i phu nit tré, chia trii qua thoi ki min kinh, bac 57 s& ké don Heraprostol khi ban c6 nguy co ¢ao phit trién loét do thude
NSAID. Bac si s€ cho ban biét nhimg rdi ro néu ban mang thai.

Phy nd co thai:

Heraprostol cO thé gdy siy thai hofic dnh hudng dén tir cung ciia ban, vi vy cén sir dyng bign phip tranh thai déng tin cdy trong khi
diing thute ndy, Nguy co gdy hai cho tir eung Iém hom cde gial dogn sau eda thai ki, vi néu ban 83 timg sinh md hodie nhidu in mang
thai trudre d6. Néu ban dang ¢6 k& hoach sinhk con, hiy théng bdo véi bic sT cia ban, ban cé thé ngmmg sit dung Heraprosiol hofle sir
dung phuong phip diéu tri khic.

Heraprostol khong nén ding cho phu nif ¢6 thai v c6 ké hoach mang thai.

Pl nir dang cho con b

Khong cho con bi khi dang sir dyng Heraprosiol.

Ldi e vd vgn lignh mdy mde:

Chong midit 43 duwec bido cio sau khi ding Heraprostol. Hay thin trong khi 141 xe va vian himh may méc cho dén khi ban biét thude anh
hirmg dén ban nhr thé nio.

KHI NAO CAN THAM VAN BAC S, DU(C SI

Khi gap céc tic dyung khong meng mubn cua thude, khidng c6 dap img diéu i hay cdc wiéu chimg tré nén triim trong hom. Néu cin
thém théng tin xin hai § kién bde i hode duge ¢i.

HAN DUNG CUA THUOC: 24 thing ké tir ngay san xuat.

San xuat tai;

Céng ty TNHH Sinh duge pham HERA

L& A17 Khu céng nghidp T Ha, phwimg Tir Ha, thi x3 Huong Tra, tinh Thira Thién Hud, Viét Nam.

Thiing tin cho edn b y 16
Rx Thude bin theo don

DUQC LUC HQC

Misoprostol la chiit ﬁng hep teong ty prostaglandin EN

Tie dung trén dieomg Wéu hoa:

Misoprostol ¢é the dung (re ché bai tiét acid da diy, béo v€ niém maec dai diy- ta trdng. Thude (e ché bai tiét acid da day va bao vé
niém mac khémg bj kich thich do mét s thude, nhw thute chimg viém khong steroid (NSAID), va ¢ thé ¢d tac dung trén bénh nhin
loét da diy hode 18 tring.

Misoprustol lim gigm bai tidt acid da diy do the ddng trire tidp tgi cde 18 bio thinh da day, fre ché tiél lrong 2cid co ban vi ¢ khi bi
kich thich béri thite 4n, histamine, pentagastrin, retragastrin, betazol, NSAID, rugu hofic cafein. Misoprostol cling tre ehd tiér acid da
day viio ban dém, nhung khong am gidm thé tich bai tiét. Mirc d¢ (e ché tiér acid cua misoprostol lién quan e tiép dén lidu.

Liéu udng 200 microgam, misoprostol ¢ tac dyng ire ché rd rang bai tiet acid dg day, mire d5 twong tw nhir uong eimetidine 300 mg.

Sau khi uéng 100 hode 200 microgam misoprostol & ngwén khoe manh, bai tiét acid da day giam 83 hodic 85-98%, Sau khi uéng 200



microgam thude, bii 1iét acid da day do kich thich b bira dn bi (e ché 83 hodic 73% trong vong 60 hofc 90 phit, s e ché kéo dai it
nhét 3 gid. Misoprostol duoe diing 4& didu tri ngin han loét dg day - ta trang Ianh tinh thé hoat déng. Tuy nhién, misoprostol khong
the hign bat ki uru diém néo hom cfie trj lidu chéng loét dang ding, trong khi it ¢6 higu qua gidam dau do lodt va c6 nhiéu tic dung
khéng mong musn, Vi vy, misopresiol khong phai la thudie direc lya chon chinh cho chi dinh nay. Misoprosiol licu thap cilng da
duge diing vai s0 hrong bénh nhin han ché dé diéu 1} duy tri sau khi vét loét da day d3 lanh dé giam tdi phit. nhing cin ¢6 nhimg
nghién ciru hum nita d& danh gia tinh an wan v hide gua cie tr ligu doy 6 ndy, Hign nay, misoprostol duge dimg cha yéu 48 die
phong loét thutmg xay ra khi diéu trj dai han NSATD & nhimg nguéi ¢6 nguy co cao. NSAID (rc ché tdng hgp prostaglandin, vé sur
thicu hyt prostaglandin trong niém mac da day co the din dén giam St bicarbonat va dich nhay tir cde 1¢ bao khong phar 14 12 bio
thanh & da day, t@ng cwémg hodc duy tri déng mdu cia niém mac (c6 thé do gi@n mach tnre Ligp), bao v su tang sinh 1& bio diréi
niém mac, lam vimg bén hé thong mang nhay, phong ngira sy pha hiy hang réo chat nhay, e ché hodc lam giam sy khuéch tim tnd lai
cia ion hydrogen vao trong niém mae. Tuy nhién, mdi lién quan chinh xéc giita cic tic dyng ndy va tie dung bao vé niém mac da diy
ciia misoprostol chua duge xéde dinh 13 dng. Mite 4 ting 1iét bicarbonat va dich nhay cia misoprosiol lién quan tryc tiép dén lidu,
Sau khi udng mot lidu 200, 400 hode $00 microgam misoprostol & ngudi khée manh, bai tiét ehét nhay da day uing 1én 27%, $2% va
95%, luomz mg.

Misoprostol gay gidm vira phai nong dé pepsin trong dich da day trong diéu kién co ban, nhung khéng lam giam khi da diw b1 kich
thich bin hastamin.

O} cac lidgu thutmg ditng, misoprostol o6 thé giy ra tiéu chay, co 1€ do kich thich bai tiét dich rudt va tdc dong 1én nhu ddng rudt. Con
dau bung vi tiu chay cé thé 1am gidi han lidu ding cis misoprostol.

Tde dung trin thdn va hé sinh dyuc— tiit Hidie:

Thube 1am ting bién d§ v tin s6 con co tir b cung, kich thich gay chay mau hr cung va lam tong ra md1 phan hodc toan b cic thanh
phén ¢6 lrong tir cung & phuy nif mang thai. Do khi niing giy siy thai, misoprostol khéng ding & phu nir mang thai dé lim giam nguy
ca loft da ddy do NSAID. Misoprostal duge ding hé trg mifepristone dé chim dift thai k¥ trong tir cung.

DUCC PONG HOC

Misoprostol duge hip thu nhank vi gin hoZn 104n tir dutmg tidu hoa, thube duge chuyén héa burde diu nhanh va nhiéu (khir ester)
thanh misoprostol acid (acid wr do) - chit chuyén hoa chil yéu vil ¢6 hogt tinh cia thude. Thire @n vi cde thuoe khang acid lim giam
t6¢ d5 hip thu misoprostol, din dén lam chim va giam nong 06 dinh trong huyét tuong cia misoprostol acid. Sau khi ubng mét licu
200 hodic 400 microgam misoprostol trong tinh trang d6i & nguéi tinh nguy@n khoe manh, ndng dé dink trung binh clia misoprostol
acid trong huyét tnomg dat khoang 310 ~ 400 hodc 500 - 1020 picogam/ml, dat duge trong vimg 14— 20 phiit.

Niong dd n dinh trong huyét nrong cia misoprostol acid thuémg dat duge wong vong 48 gidr, trung binh 690 picogam/ml khi ding
misoprostol 400 microgam méi 12 gis. Khong thiy e tich Iy misoprostol acid khi ding misoprostol liu dai.

Nghign ¢iru duge ding hoc & nguéi suy thin (thanh thai creatinin 0,5 37 mifphit) cho thay 50 véi ngudi binh thudme, Cmax va
AUC ciia misoprosto] acid ting gn gip déi, nhimg khéng ¢ sy tuong quan 16 rét gifra mire 9 suy than vi AUC. O nhimg ngudi
wén 64 tuoi, AUC clia misoprostol cling téng lén.

Khodng 89 — 90% misoprostol acid géin visi protein huyét twong. Chim biét misoprostol vivhode misoprostol acid ¢6 qua nhuu thai
hay khdng, Misoprostol phin phéi duge vio sira.

Thoi gian bén thai cua misoprostol acid khoang 20 — 40 phut, ¢ thé tang Ién gap d6i & npuoi suy than (Cler 0.5 — 37 ml/phuit).



Sau khi udng misoprostel, misoprostol acid va eac chit chuyén héa khie duge thai trir chd yéu qua nwde tidu, mot lugng nhd hon
ducre thii trir qua phiin. Chi mét lugng khéng ding k& dang thudc chua chuyén héa duoe bai 1iét trong nude tidu,

CHi PINH

Phang loét da day — 1 tring do ding thudc ching viém khéng steroid (NSATD); Gidm nguy cor loél ¢ nhimg bénh nhin co nguy co
cao bi ede bign chimg (vi dy ahitng ngudd bi suy nhuee hodie ngudd cao wbi) khi khing thé ngimg dimg NSAID; nhimyg hénh nhin cd
nguy co cao bi loét da déy (vi dy nhimg ngudi cd tién sir loét dudmg tidu hoa trdn).

Picu trf loét da day - ti trng linh tinh, bao gom ci loét do dung NSAID (nén cin nhic khi lva chon),

Dung hd tro mifepristone dé eham dirt thai ki trong tir cung (2dy séy thai) trong ving 49 ngay dau trong théd ky thai nghén,

Trude khi ding thil thojt chim dirt thai k¥ trong 3 thing diu (lim “chin mudi” eo ur cung).

Géy chuyén da & chim ditt thai ky trong 3 thing gitra va 3 théng cudi thai ki khi thai bi dj 13t hodc bi chét trong 1ir cung

Biéu tri xuit huyét nghiém trong sau dé do mét trromg |ye 1r eung khi cdc thude oxytocine, ergomerrine v carboprost khéng cé hoje
khéng phi kop,

LIEU DUNG VA CACH DUNG

Ubng misoprostol phéi chia nhicu 1An trong ngiy, uéng vio cic bia in hodc ngay sau khi &n va truée lie di ngil.

Loet da day — td tramg lank ilah:

Ngrini lém: MEi lin 100 - 200 microgam, ngay 4 lin hodc mbi lin 400 microgam, ngiy 2 lin. Didu tr trong it nhéi 4 tufin, ngay ci
khi cdc trigu chimng gidm sém hon vi ¢ thé tiép e didu tri dén & tudn néu cin thiér, Co thé dung thém cic dgt sau néu bénh tai phat.
Phéng ledt da diy do NSATD,

Ngudi lon: M1 lan 200 microgam, ngay 4 Ién, Néu khdng dung ngp liéu nay, ¢6 thé giam liéu xudng moi En 100 microgam, 4
lan/ngay, hode mdi lan 200 microgam, 2-3 ln/ngay nhung higu qua kém hom. Chia 16 thii gian ding thude 167 tu, cée nghign o ¢6
ddi chitngz vé an todn vi higu qua mdi chi danh gid trong thai gian dén 3 thing, Tuy nhién, khuyén cio nén dimg misoprostol trung
subt thési gian diéu trj NSAID.

H trgr mifeprisione dé gdy sdy thai rong ving 49 ngdy trong thoi kv thai aghén: Udng mit lidu 400 microgam vao 36 - 48 gid sau
khi diing mifepristone.

Lim ¢o tir cang "chin muai " trwee khi tién hdnh tha thudt eham det thai b trong 3 thang dae; Udng mit licu 400 microgam tir 3 — 4
gior mrd khi lam phau thudt.

Gdy chuyén da trong 3 thing gitra va 3 thing cuci thai k khi thal bi di 11 hodc chét trong ti cung: Ché db licu khic nhau, bao gém
cic lidu tich Iy tr 400 - 3200 microgam trong 24 gidy, khoang céch gilta cde lidu la 3 - 12 gid. Misoprostol ciing ¢ thé ding véi
mifepristone trong trudmg hop thai chet trong bl cung.

Hiew brf xuat huvet sau de (zici phip enal cung): Uong 200 — 800 rmerogam.

Thirdmg khéng cin didu chinh lidu d& v&i ngudd suy thin vi ngudi cao i, nhung néu ngudi binh khéng thé dung nap liéu thiimg
dimg thi ct thé giam licw.

CHONG CHI DINH

Ngwdi ed tién sir qui min véi misoprostel hogie bat kv thinh phén nao eda thuoe, hodce eic prostaglandin khic.

Phu nir mang thai,

CAC TRUONG HQP THAN TRONG VA KHUYEN CAO KHI DUNG THUOC



Khing nén ditng misoprostol trong A wai sinh dé, 't khi ngadi bénh ean phai diéu i vii NSAID va e nguy co cao bi bién chimg
loét da day do sir dyng nhém thude nay, Khuyén nhimg nguéi 6 kb ning mang thai chi ding misoprostol néu da ding mét bién
phép tréinh thai c6 higu qua va canh bao ho vé nguy co khi ding misoprostol néu o thai.

Khbng ding misoprostol dé dicu trj loét da day - 1 tring cho npuéi ¢6 du dinh mang thai vi thude co thé lam say thai.

Thén trgng khi ding trong mgt 0 trudmg hop (vi dy béoh mach méu ndo, béah tim mgeh) ma ha hu;rf:{ ap ¢ thé lam xuit hién nhanh
céc bién chimg ning.

Thin trong khi ding & nguedi bénh viém rudt thira, tiéu chay ning vi ¢b thé giy nguy hiém, phdi theo ddi cdn thin néu ding
migoprostol, Gin{.-ng nhur cie prostaglandin khac dung d@ cham dirt thai Ky, khing dimg misoprostol & ngudi ¢6 lang nguy ¢o bl v W
cung, nhu treomg hop da thai hodic tir cung ¢b seo béi lin mb trude,

Chi diing misoprostol mot lin dé cham dirt thai k, néu khéng thanh cong thi phai ding cac phwong phép khéc.

Chim xéc dinh duge sy an wan va hidu Iy cia miseprosiol & tré em dodi 18 tusii.

Thii ki mang thai:

Chong chi dinh dirg misoprostol & phu nit mang thai. Misoprostol cé thé giy nguy hiém nghiém trong cho thai, co the gay say thai.
Misoprestol géy co tir cung, kich thich chy méu tir cung va gy sdy thai. Sy thai do misoprostol giy nén c6 thé khong hodn todn,
¢dn phdi diu tr] tai bénh vién va co thé giy chiy méu npuy hiém, dé non hode khuyét tit thai.

Pit dm dao misoprostol o6 thé ting kich thich tr cung, din #n co cimy co Ui cung, gidm 3 rét dong méu t cung — nhau, v bir
cung, nghn dich méng i, Pau chiu hémg, sot nhau thai, chiy mau co quan sinh dyc nghiém trgng, stfu:, chim nhip tim thai, chét me
v thai da duere bao cao.

i c6 bio chc giy khuyét €t bam sinh, ddi khi giy chét thai do ding misoprostol, giy say thai nhumg khéng thinh céng.

M3t vai s6 liéu cho thiy ding misoprostol trong 3 thang diu cia thdi k¥ thai nghén cd kha ndng giy quai thal (khuyét tit xwong so,
ligt thin kinh sg, di dang mgt, khuy®t @t chi). Pé chiic chiin ngudi bénh khing cd thai, phii iy mau lim test trong véng 2 tufn trude
khi bit diu trj liéu misoprostol vi chi bit ddu dimg thubc vio ngay thir 2 hojc thir 3 cia chu ki kinh nguyét binh thwimg Fn sau,

Néu v tinh ding misoprostol trong théi ky mang thai hode néu bénh nhin bt dau <6 thai trong khi dang ding misoprostol (dé lam
giam nguy co loét da diy do NSAID), phéi ngimg dilng misoprostol va bio cho nguéi bénh biét vé mdi nguy hiém c6 thé cé doi véi
thai.

Thiri k¥ cho con bi:

Misoprostol acid d3 phat hién dugce trong sita cia 10 phy nir uéng mjt liéu misoprostol trong trrdng hep mét treong lye tr cung sau
dé. Nong a9 tang nhanh, dat mire cao nhat sau khodng 1 giér va ha xuong gidi han phat hign 5 gior sau khi uong, Do do, khong ding
misoprostol cho ngwiri me ¢ho con bi vi misoprostol acid rit ¢6 the gdy tidu chiy & tré bl me.

TUONG TAC THUOC

Thire fin vi thute khing acid lam gigam e ¢ hip (hu misoprostol, Bm chiim hodc gidm ndng 46 dinh rong huyét wromyg cia
misoprostol acid — chdt chuyén hoa c6 tic dyung cla thude. Thube khing acid va co thé thire dn cing lim giam sinh kha dyng dudng
uong ciia misoprostol, tuy nhién ¢6 the khong ¢6 ¥ nghia lam sang quan trong, Thude khing acid chira magnesi ¢ing ¢6 thé lam ting
1y 1§ tiéu chéy do misoprostol. Do d6, néu cén thist ding ddng thei v&i thude khing acid, phai trinh thude khing acid chira magnesi
hode nhudn trang khic, ding thay thé bing thudc khdng acid giy tio bén (chia nhém),

WSAID: khine ob twone tic duge ddng hoe pits misuprostol va ibuprofen, piroxicam bodc diclolenac.



TAC DUNG KHONG MONG MUON

ADR thirimg gip nhit cia misoprostol ld gy tiéu chay, do 13 ADR cb thé gay han ché sir dyng thude ndy.

Tieome wip, ADR = 1100

Thén kinh trung wong: nhac diu

Tiéu hda: tigu chay, dau bung, buén nan, nén, dé}r hod, kho tidy, tio bon,

It gap, 171000 < ADK < 1/100

Sinh dye — tiét migu: kich thich tir cung, chay méu t& cung, chiy méau dm dao bt thudmg. i loan kinh nguyét, say thai ty nhién.
Hiém gap, ADR < 1/1000

Thén kinh wung wong: chong mit, ngd im.

Tim mach: hg huyét ip

Tiéu hoa: viém tuy

Chiea ré iv 18 ADR vda/hodic chuwa rd moi lién hé nhdn — qudé:

Thén kinh: suy nhuoe, mét méi, bon chin 1o du, trdm cam, ngd ga, hoa mit, bénh than kinh ngoai bién, nham 1n, r6i loan thén kinh,
Tiéu hda: chay mau dudmg tiéu hda, vidm vivhodc ohiém timg dudng tigu hoa, rdi logn & tnre dng, viém lod, logn vi gide, trao
nguere, chian dn, khi nudt.

Tiét nigu: da nidy, kh tiéu, tiéu ra maw, rhiém khudn duedng té nigu.

Miiu: thifu mdu, 1é bio miu bigt hoa bit thirimg, gidm tidu cdu, tang e do Ii'ing héng cil,

Thi giae, thinh gific: roi loan thi gidc, viém ket mac, 0 tai, dau tai, dide.

Da vi phan (mg qui min: ban, viém da, rung 1é¢, xanh xao, ban xuét huyét, phin img phan vé.

Tim mach: dan ngwe, phd, ng huyét dp, loan nhip, viém inh mach, tAng nong dé eic enzym trong huyét thanh, ngit, nhéi mén co
1im, huyé{ khéi nghen mach.

Gan: chire ning gan bit thworg, ting néng 40 phosphatase kiém hoac aminotransfarase huyét thanh,

Hé hap: nhiém khuén dwomg hé hap trén, viém phé quan, co thit phe quin, khé the, viém phos.

ADR khic: sot, rét run, thay doi thi trgng, khit, dau npye, Hiét duong, zidm tinh duc, dau khép, dau co, co cimg oo, dau limg,

Huwrfmg din xir tri ADR:

Tiéu iy do misoprostol lién quan déin lidu dimg, thrémg xay ma khoding 2 tudn sau khi ditimg thufic va tharfmg hét sau khoing | mdin
tir khi bit du, C6 thé lam giam thip nhdt kha ning tiéu chay bing cich ubng misoprosto! chia lam nhidu 1an, cling véri thire 4n va vao
liic di ngu, tranh ding ddng thoi voi cac thude khang acid chira magnesi hode nhudn trang khic. Tuy nhién khoang 2% ngwii bénh bi
tidu chay ning, phai ngimg thube.

QUA LIEU VA CACH XU TRi

Trigu chiemg: An than, ran, co gigt, kb thé, dau bung, tigu chay, st danh rdng nguc, ha huyét ap, ahjp tim chim.

Xir trf; B déu didu tr wrigu chimg va hd trg.

Thém tich khang cé 19i trong Ging thii trir misoprostal vi thude dugre chuyén hoa thanh acid béo,

BAD QUAN:

Bao quan trong bao bi kin, nei khé rdo, nhiét do dudi 30eC.

HAN DUNG:



HAN DUNG:
24 thang ké tir ngay san xuét.
S6 16 san xudt (Batch No.), ngdy sdn xudt (Mfg. date), han ding (Exp. date): xin xem trén nhan bao bi.



