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140 x 200 mm

Ti hudng din sik dyng thudc
Rx Thuieniy chidiing theo don thuie,

Migomik 2,5

Vién nén

Pé xatim tay tréem.

Doe ki hudng dfin sir dung tringe khi diing.

THANH PHAN CONG THUC

= Thanh phnn duge chit; Dihydroergotamin mesylat 2,5 mg.

- Thanh phan t4 dirge: Cellactose 80 (gom lactose monohydrat va
cellulose), natri croscarinellose. imagnesi stearat.

DANGBAOCHE

- Viénnén :

- Maéta: viénnén hinh caplet, mau tring, hai m3t 16i,

CHIDINH

- Dau miradiu ¢6 hode khong co trigu chimg bdo trroc.

LIF.L DUNG,CACHDUNG

Lidu ding

- Piéutri thee giai dogn cdc chimg dav dein lién quuan mach mau,
déie biét i dav mra ddau hodc nnmgrmfan iz i
Liéu thurérng ding [42.5-Smg x 2 1an/ ngay. Khéng nén virgt qua
liéu tdi da hing ngay 1a 10 mg dihydroergotamin mesylat.

Ngiroi cao tudi
Khing khuyén céo sirdung dilydroergetamin & ngui cao tudi.

Suy thin i
Neén giam licu & bénh nhan suy than nang va khong chay thin
nhin tao. C6 (he can chi djnh sy gidm sit thich hop.

Suy gan
Bénh nhin suy gan mire d§ nhe va trung binh nén dwoe gidm sat
thich hop. Chang chi dinh dihydroergotamin doi véi bénh nhan
suy gan ning.

Bénh nhi
Tinh un todn vi higu gua cua dlhydroer},m'mllu d6i vai tréem 0 -
18 tudi chua dirge thict 1ip. Khong cd sandir lidu.

Ciich dimg !

- Ding dutmg uong.

- Nerl nuotn yen viénvai mroe.

- Néu mét lan clucn diing thude, hiy uong ngay khi nhé ra. Trnng
tmtmg hop gin dén m dun;, ligu tiép theo. hily bo qua lidu da
qucn va dung lidu ke tiép vao thai diém nhy ké hoach. Khong
udng lidu gﬂp doi dibicho Iu.u da qucn
- Khong o yéu cau dic bigt vé xir Iythuoc sau khidimg,

CHO\(‘ CHIDINH

- Mancam vii hoatchét hodic voi btk thanh phdn ndo cia thude,

- Phynirco thai hoje dang cho conbii.

- Suy tuan hoan ngoai bién, bénh 1y tde nghen mach mau, cic réi

logn ¢ thé ddn den co that mach: bénh mach vanh (dgc bigt dau

thatngwe khong on dinhhojcdau thit ngiredoco thit m;u:h} tin g

huyétap khong dirge diéu tr. cde tinl trang nhidm khuan. soc, roi

loan co thit mach, hoi chimg Raynaud.

Viém dong mach thii dm‘nu,

Bau nira dau liét nira ngudi, Pawnira diu thé dingmach nén,

- Suy gan nfing,

Diing chung véi cée chat irc ché CYP 3A4 manh nhir cic chit

khang nam (imidazol hodic cdc din xual triazol). khing sinh nhom

macrolid(ngoai trir azithromyein). chit ire L]H. protease HIV.

Dang chung véi ede chat giy co mach bao gom cic ergot alkaloid.

sumatriptan. cac chdt chi van thy thé 5-HT1 vanicotin.

- Khong nén ding MIGOMIK 2.5 trong vong 6 gio sau khi udng
sumatriptan hofic cdc chat cha van thy the 5-HT1. Nguge lai,
sumatriptan va cac chat chi viin thy theé 5-HT1 khdng nén ding
trong vong 24 gi¢rsau khiudng MIGOMIK 2.5,

CANH BAO VA THAN TRONG KHI DUNG THUOC

- Dihydroergotamin c6 thé gay ra cdc tic dung phu nghiém trong
£0i 14 xo hda bao gom xo hda sau phic mac, tim, phoi va mang

phdi ciing nhur nguy co nhiém dée ergot (bao gdm ca cie trudmy

hep m,hlem trong v triéu chimg co thit mach mau ngoai bién)

26 (hé dan dén tir vong. Bénh nhin co tién sir r6i loan xo héa do

thude nhir xo héa sau phic mac va mang phéi nén duge theo déi

clmt chg,

- Chn théng bdo cho b«,nll nhin nhfm’? trigu chimg sé xudt hign dédu

tién sau khi sirdyng liuvugt qui ligu 16i da bao ;,om dj cam (nhwr

1¢, ngira ran) ngdén Jay v ngdn chan, budn nén. nén khang lién

quan dén dau nira diu, cic triéu chung cua thidu mau co tim,

Khi cie tridu chimg di cam ngogi bién (nh té, ngira ran) va cic

triéu climg cua thiéu mau co tim 'cay ra, can ngung diéu trj ngay

1dp tire, bae sTeAn hir vanva diéu tri bang thude gidn mach.

Suygan

- Bénh nhén suy gan mic dg nhe den frung r binh, dic hir;tlr malcan

dugre theo doi ch&t che dé trinh phoi nhiém qua mire véi thuée do

qué trinh trao d6i et bi suy giam.

Su ¥ lh@n

Can giam lidu & bénil nhan suy thin ning va khong chay thin

nhan tao. Co thé cin chi dinh sy giam sat thich hqp

Didu 1ri dau diu trong thori gian dai bing thube giam dau cé thé

1am trim trong hon tinh trang dau dau. Néu da nghi ng&r hoac xéc

nhin tinh trang nay, ciin dua ra 10 khuyén y té va ngimg viée diéu

tri. Chén doan dau diu do diéu tri qu’l mite nén duge xem xét o

nhimg bénh nhan dau diu l]m(mg xuyén I1oac lmm, ngay mdc di

(hodc do) sirdung thude dau ddu thwémg xuyén.

Tad luge

Thubcchira ia duoe lactosc m onohydrat Do do. bénhnhan co cac

vin dé di truyén hiém gap vé viée khong dung nap galactose. thiéu

lactase Lapp hodic kém hip thu glucose — galactose khéng nén

ding thudc niy

SUDUI\G THUOC CHO PHU NU €O THAI VA CHO CON

BU

Sirdung thube cho phu nir ¢ thai

- Dilydroergotamin ¢o tic dung co bap tir cung vado do co hé :?’,.i
ra chuyen da sém hodc ting tnrong lire co tit cung. Do do chong
chi dinh MIGOMIK 2,5 trong thai k.

Sirdyng thude cho phy nircho con b
- Dihydroergotamin duge bai tiet quasita ing vi lremg ¢d nguy cor
anh huémg dén tré nhé. Vivay chong chi dinh sir dung MIGOMIK
2,5 o phy nir dang cho con bu.

ANHHUONG CUATHUOC LEN KHA NANG LAI XE, VAN

HANHMAY MOC

- Bénh nhan bi chong mat khi sir dung MIGOMIK 2.5 khong nén
1di xe hodic vin hinh mady méc.

TUONGTAC,TUONG KY CUATHUOC

T uong tde ciia thude

- Chaug chi dinh sir dyng dcng thiri dihydroergotamin vai cic chat

ire ché P450 3A (CYP 3A) nhu khang sinh nhém macrolid (vi du

erythromycin, troleandomycin, clarithromyein), chat ire che

protease HIV (vi dy ritonavir, indinavir, nelfinavir) hodc cdc

thude khdng ndm nhom azol (vi dy ketoconazol, |lrawn1ml

voriconazol), Vi duau nay ¢é thé lam tang nong do cia

d1|1ydroergcramm din dén ngo dje ergotamin (co mach cing vai

thicu man ot chn va ciic mo khic).

Cie chatire ché trung binh va yéu CYP 3Ad nhur cimetidin,

fluvoxamin, verapamil, diltiazem, cyclosporin va nuoc

chum ¢6 thé lam tang sy phoi uhigm vai dmydrocrgm

viiy cdn thiin trong khi phoi hgp vii cac thude niy. /

- D1hydmc1};ommm ciing dugc chimg minh 13 ehét (j

3A4. Khong co twomg tde duge djng hge ndo vii ¢

cytochrom P450 khic dirge biét dén. Trénh sir dugfe

dihydroergotamin véi cdc tic nhan gay co mach ki

cic ergot alkaloid, sumntnptan va efic chitchi vin t

khae cung nhur nicotin (vi dy doi véi ngudi hat thude

cothé dindén sir tang co mach.

Cin thin trong vé khoang cach thor j_.lan diing thude 5

dlil)drourgommln sau khi diéu tri v chat chi vén thy th 4

va nguge lai khi ding chit chii van thy thé 5-HT1 sau khl dtRg-—|

dihydroergotamin.

'
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- Mae du phéi hgp dlhydmergmamm\m cic thude chcn beta (nbhwr
propranclol) cho thay sirdung nap 161, Tuy nhién cin thin trong &
nhimg bénh nhan suy tuan hoan ngoai b1<.|1.

- Sir dung glyceryl trinitrat dwdmg udng cing vei dihydro-
erpotamin cho thdy s gia tang dang k& sinh kha dung cuia
d:l!}drucrp,otanun

Tuwomg ky cus thude
Do khong cd céc ngluen ciru vé tinh trong ky cia thuoe, khang
tréon 1dn thude nay voi cac thude khic.

TAC DUNG KHONG MONG MUON CUATHUOC

- Céc phan img ¢ hai dige phin nhom theo hé co quan va 1n suiit
gip phai: mnlmcrng},ameR:v 1/10). thirémg gap(1/100 =<ADR
< 1/10), it gap UJI[}OG < ADR < 1/100), hi¢m gip (1/10000 <
ADR< 1/1000) vé rit hiém gap(ADR <1/10000) va khéng rd tin
sufit (khéng wée tinh dugre tir dir li¢u sdn co)

Hrm iéndich
+ Hiém gip: phan (mg di (mg (nhwr phét ban, phit 1é, nbi mé day va
kho tho).
H¢ than kinh trung vong vi ngoai bién
+ Hiém gdp: 1é, ngira ran ngon tay va ngén chan, chong mat, dau
diu.
Hetlm mgch
+ Hiém gap: nhéi mau co tim, thidu mau co tim, xo hoa nji tam
mac®. dau thitnge.
Hgémach miu
+ Hiém gap: tang huyét ap, dau thit ngyre**, thidu méu cye bj
ngoai blen
HEhd hiap, ngwe va trung thit
+ Hiém gap: kho thay, xo hoa ming phoi.
He¢ tiéu hoa
ft glp: budn nén, non.
+ Hiém gap: dau bung, tiéu chay, xo hda sau phicmac.
+Khongro {An sudt: hoai thur diremg tiéu hoa.
Davamo dlrm da
+Hiém gdp: me day. phatban.
Héco xuong vimb lién kit
+Khong ro tin suat: chudt rit.
Tén thuong, e tinh vi cée bién chimg diéu irj: nhiém doc ergot.

(*) (T nhitng binh nhdn dim g1 difiydro e.rgommm dmmgurumfiumng
Xnvén trong nhiéu nam cé sie phat trién cua xa hoa, ddc bigt o
mdng phdi v sau pliic mac. Cing dd ¢6 cdc bie cdo vé si v hoa
o vm! fim,

(%) Néx quan sdt :hz‘f)‘r cde déne hiéu erra dau thit ngiee, edn ngung
dring thuoevi bt darediéu iy Mng thdc gidn mach ngoai bién.
(**%) Cic wign chimg cia nhiém doe ergm bao geim co thit mach
nghiém trong cin g voi cdc tridi cmmgml loan mach man ngoai

biénonrchiva mc mé khde {co thit mach thdn hodc nio).

- Néu gap phii bit ky tdc dung phu néo, hdy rao ddi vii bie ST,
dwgre sT hodic y td. Dién nay ciing dp dung dii vJi cde tic dinng
khingniong mudn chira dwge dé edp trong té thing tin nay.

- Lién h{? vdi bdc sT ngay lip tie hogic dén bgnl vidn gl nhie dé
clip citie néu bEnk nhan gip phdi cde ric dung khing mong
mudn:

+Phan img qua mén: dd da. simg mt, ndi mé day, khd the,

+ Céc ddu higu cua nhidn doe ergot (co thitnghiém trong va co that
mach mau) nhu cam gm.. nhdt hodc ngira ran o ngdn tay va ngon
chan, dau g, suy giam cung cap méu cho tim, dau o viing tim.
dau va yeu & cdnh tay va chin, bén tay va ban chéin lanh (khing
lién quan dén nhiét 46 thip) do giam cung cap mau.

+ Dau ¢ lung dudi hodc bén hong. lién quan dén kho tidu hodc dau
khi di tidu, co lhe 1 ddu higu cia xo hda mang sau phiic mae, tinh
trang mé lién kétbung day 1én, co the giy co thit dirémg tiéu.

QUA LIEUVA CACHXU TRi

Trigu chirng

- Budn nén, non. dau dau. nhip tim nhanh, chong mét, cic diu Im:u
ngoal bién v tri¢u chirng co thit mach (nhur 1€, ngira ran. thidu
mau cyue b ngoai bin, hoanhlr dau & tir chi) va hon me.

Cschxirtri khi diing qualiéu

- Tha.n hoat tinh duge khuyén céo sir dung trong imwg hep qua
lidu. Co thé xem xét rira da day néu chi vita mai udng qué lidu

trong mét thr gian ngan. Diu tri tridu chimg vi theo ddi chat ché
hétim mach.

- Trong trrimg hgp phan (mg co ngeh nghiém trong, nen sir dung
thuoc gidn mach dutng tiém tinh mach nhw nitroprussid.
phenloiamln loic dilydralazin, lam nong tai ving b ton thwong
vacham soc dé phong ngiratbn lmmng mo. Trong trrdmg hop co
thit mach vanh, nén the hign diéu trj thich hop nlur bat dau véi
nilroglycerin,

PAC TINHDUQC LYCHQC

Nhom duge Ij: Chang dau nira diu/hity giao cam alpha (alpha

adrenolytic).

Ma ATC N02CADI

Cochétic dung:

- Dihydroergotamin ¢d di lire trung binh dén cao doi voi cdc loai
thy thé khac nhau cia serotonin {alpha adrenergic va dopamin
D2). Né cho thay hoat déng chi vin d;!c blﬂ cao trén thy thé 5-
HTID, tac dong duge xem la dong 26p vao Iueu qua ddi vai
chimg dau lu.ra dau Téc ddng chi vin nay giap giam phong thich
chiit dan trayén thin kinh duoe cho 1 ¢é anh hudng dén hé mach
midu niio v hofic ngdn ngira viém nhiém than kinh va kich thich
cdc thy thé cam nhdn dau. So vai ergotamin, dihydroergotamin
chen thu thé alpha-adrenergic & mire d§ I6m hon. Tuy nhién trai
ngwge vai sickich thich co mach cua ergotamin thong qua thy thé
3-HT2A, dihydroergotamin chin cic thy thé nay.

PAC TINHDUQC DONGHQC
Hiip thu

- Dlhydroergotnmln dirge hp thu nhanh chéng va b; cimyén héa
14n diiu & gan khién cho sinh kha dyng cia du'm: chit ban diu chi
khoang 1%. Vi dihydroergotamin cd chit chuyén hoa 8'-
hydroxyl ¢ hoat tinh nén tong sinh kha dung twong img khoang 6
~8%.

Phéin bi

- D1h}drocrgotamm gin két voi protein khoang 93%. Thé tich
phanbu‘:apxl 30 L'ke,
Chuyén héasinh hoc

- Dihydroergotamin duge chuyul hoa thanh 8' — hydroxyl -
dihydroergotamin la chat chuyen héa cd hoat tinh.
Thai trir

- P§ thanh thai toan phin khoang 1,5 L/phat va chu yéu phan duh
d6 thanh thai ¢ gan. Thoi gian dao thai khoang 15 gid. Con duong
bai het cha yf.u thong qua mat trong phan. Khonn;. 1 - 3% chat
ban diiu v chit chuyén hoa duge dao thai qua nude ticu sau khi
udng.

QUY CACH BONG GOI
Hop03/05/10 vix 10 viénnén. Vibim Al- PVC dyc.

BAO QUAN
Noi khé, diéi 30°C, Tranh anh sang.

HAN DUNG
16 théng (k& tir ngdy san xudt).

TIEU CHUAN CHATLUQNG
Tidu chuin co sd.

e N

(HASAN]

Co s sim xult:
CONG TY TNHH LIEN DOANH HASAN - DERMAPHARM
L B, Butmg 6 2, KON Ddng An, Binh Hoa, Thudn An, Binh Durong. Viét Nam




