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THANH PHAN:

M vién nang mém chia:

Dihydroergotamin mesylat......3 mg

Té duge: Viva dii 1 vién nang mém

CHI BINH:

Ha huyét 4p thé dung néing: gidm huyét 4p nguyén
phét hay thif phat. Diéu trj ting dgt dé ngan chin
dau nita d4u va cdc bénh dau du do van mach.
LIEU DUNG VA CACH DUNG: Diing udng

Ngugi Idn liéu thong thudng 12 3 mg (1 vién), ngay 3
14n. Ung ngay trudc bila &n.

CHONG CHIBINH, THAN TRONG VA CANH BAO,
TUONG TAC THUGC, QUA LIEU VA CAC THONG

i
TIN KHAC: xem thong tin trén t3 hung din sif dyng. ‘\

BAO QUAN: Noi khd thodng, tranh dnh sdng, nhigt
46 dudi 30°C.

TIBU CHUAN: TCCS
SPK:

BE XA TAM TAY CUA TRE EM

THUGC NAY CHI DUNG THEO BON CUA BAC S¥
BQC KO

NEU CAN THEM THONG TIN XIN HOI ¥ KIEN
CUA BAC s¥

KHONG DUNG THUGC QUA HAN SU DUNG

?UHUJ/ bl

Rx THUGC BAN THEO DON

HOP 60 VIEN
6 vix 10 vién nang mém

Timmak

Dihydroergotamin mesylat 3 mg

Q. Dihydroergotamin mesylat 3 mg
B
cC
(T (T »
Nha sin xullt dgt Héu
L L h m’;‘""" *GMP - WHO
Z Z . L6 51, Dudmg s6 2, KCN Tan Tao, P. Tan Tao A, QBinh Tan, Tp.HCM, Vit Nam. 180 9001: 2008
s P M o (08) 37507496 - Fax: (08) 38771010 @180 14001 2004
o —————
(D &
© «@© COMPOSITIONS: OTHER INFORMATION: |
E E Each softgel contains: Please see the package insert.
Dihydroergotami Y 3mg STORAGE: Store in dry place, avoid sunlight, store
1 ] EXCIPIENTS: Q.s 1 softgel at temperature below 30°C.
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dary h isodi to KEEP OUT OF REACH OF CHILDREN

prevent migraine and headaches caused by ONLY USE THIS MEDICINE WITH PRESCRIP-
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DOSAGE AND ADMINITRATION: READ INSTRUCTION CAREFULLY BEFORE USING
| Adutts: Usual dose is 3 mg (1 softgel), 3 times per IF NEEDING MORE INFORMATION, PLEASE
| day. Take medicine before meals. CONSULT DOCTOR
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Cong Ty Cé Phin S.P.M Hwéng din s dung thuéc TIMMAK

Rx - Thubc ban theo don
HUONG DAN SU’ DUNG THUOC TIMMAK
THANH PHAN: M3i vién nang mém chtra:

Hoat chét: Dihydroergotamin mesylat ...... 3mg

T4 duoc: (Sép ong trdng, Dau co, Lecithin, Dau dau nanh, Ethyl vanillin, Methyl parapen, Propyl
parapen, Titan dioxyd, St oxid dé, S&t oxid nau, Mau vang Quinolin yellow, Sorbitol liquid 70%, Glycerin
BP, Gelatin, Ethanol 96°, Nuwéc tinh khiét). Vira di 1 vién nang mém

DUQC LYC HOC:

Dihydroergotamin la ergotamin (alcaloid ndm cya ga - tri dau nira dau) dwoc hydro héa, ¢ tac dung
duoc ly phirc tap. Thube c6 &i lwe véi ca hai thy thé alpha - adrenegic va serotoninergic, do d6 vira cé
tac dung kich thich (& liéu diéu tri) vira trc ché (& liéu cao).

Trong gidm huyét ap thé dirng, dihydroergotamin cé tac dung chon loc gay co mach cac mach chira
(tinh mach, tiéu tinh mach) ma hau nhw khéng c6 tac dung dén cac mach can (dong mach, tiéu déng
mach). Téng trwong Iwc tinh mach dan téi phan lai mau, do vay sé ngan tich mau quéa nhiéu & tinh
mach.

Trong bénh dau nira dau, luc dau, thudc cé tac dung bu lai mire thiéu serotonin trong huyét twong.
Sau d6, do kich thich tac dung ctia serotonin nén da chéng lai mét trwong Iwc clia hé mach ngoai so,
d4c biét 1a hé mach canh da bj gian. Pé diéu tri con dau nra dau, nén tiém dihydroergotamin (tac dung
nhanh). D& phong nglra con dau nira dau, nén dung vién ubng kéo dai, @& én dinh treong lwc hé mach
ngoai so.

DUQC DONG HOC:

Dihydroergotamin dwoc hap thu khong hoan toan sau khi uéng, khoang 30% lwong thuée duoc hap
thu. Noéng dé dinh trong huyét twong dat dwoc sau 1 -2 gio.

Dihydroergotamin lién két v&i protein huyét twong khodng 93%. Thé tich phan bé 8 -14 lit/kg.

Thai trir chi yéu theo dwdng mat ra phan. Thai trir qua nwérc tiéu cd chat ban dau va chat chuyén
hoa khoang 1 - 3%. Thoi gian ban thai clia dihydroergotamin va cac chat chuyén hoa clia né khodng 10-
30 gio.

CHI DPINH: Ha huyét ap thé dirng nang: gidm huyét ap nguyén phat hay thi phat. Diéu tri teng dot dé
ngan chan dau nira dau va cac bénh dau dau do van mach.

LIEU DUNG VA CACH DUNG: Dung uéng

Nguwéi 16n lidu thong thuong 1a 3 mg (1 vién), ngay 3 1an. Udng ngay trwéc bira an.

CHONG CHIi DINH:

Nguwdi bénh qua man cam véi alcaloid ndm cwa ga hodc véi bét ky thanh phan nao khac clia thube.
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Coéng Ty Cb Phin S.P.M Hwéng dan str dung thuéc TIMMAK '
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Nguoi bi cac bénh dé phan rng co thit mach nhw bénh déng mach ngoai n@ﬁﬁch\\?an (iéc
biét con dau that ngwre khéng 6n dinh), nhiém khuan huyét, séc, phau thuat ma ar@ @éﬂpkb ing
kiém soat dwoc, suy gan nang, suy than nang.

+ Dung déng thoi voi cac thubc rc ché CYP3A4, bao gdm: thuéc khang \n' orh azole

(ketoconazole, itraconazole).

A , - X . - . . . .
+ Thudc rc ché protease HIV hoac thudc tc ché enzym sao chép ngueoc (ritonavir, nelfinavir,
indinavir, delavirdine).

+ Khang sinh nhém macrolid (erythromycin, clarithromycin).

- Dung ddng thoi véi cac thube co mach, bao gém: alkaloids ndm cwa ga, sumatriptan, chat chii van
5HT1 thu khac, nicotin, giao cdm [xem TUONG TAC VOI THUOC KHAC]

* Mang thai va cho con bl [xem THAN TRONG].

« Céc thuéc co mach trong bénh déng mach vanh (d4c biét 1a trong dau that nguwc khéng 6n dinh),
bénh mach mau ngoai vi, ting huyét ap ning va / hoic kiém soat khéng day dd, séc, bénh viém dong
mach, liét nira ngudi hodc dau nira dau.

* Suy gan nang.
THAN TRONG VA CANH BAO

Cac thubc (e ché CYP3A4: D4 c6 bao cao hiém cac tac dung phu nghiém trong trong két hop alkaloids
va céc chét (rc ché manh CYP3A4, chdng han nhuw chét (rc ché protease va khang sinh nhém macrolid,
dan dén co that mach dan dén thiéu mau ndo va / hodc thiéu mau cuc bd tai cac chi. Vi du vé mét sé cac
chét trc ché CYP3A4 manh hon bao gém cac thubc khang ndm ketoconazol va itraconazol, cac thuéce trc
ché protease ritonavir, nelfinavir va indinavir, va cac khang sinh nhém macrolide erythromycin va
clarithromycin. Cac chéat (rc ché it hiéu lwc bao gdm saquinavir, nefazodon, fluconazol, nwéc ép budi,
fluoxeten, fluvoxamin va clotrimazol. Nén tranh viéc st dung cac thuéc (rc ché CYP3A4 voi
dihyrdroergotamin (xem Chéng chi dinh). Nhitng danh sach nay khéng day dd va cac bac si ké toa nén
xem xét nhirng tac dong ctia CYP3A4 t6i cac thubc khac dwoc xem xét dé s dung dong thoi voi
dihyrdroergotamin.

Réi loan xor héa: Bénh nhan c6 tién st cla thudc gay ra réi loan xo hdéa nhw sau phuc mac va xo
hoa mang phdi, can dwoc theo ddi can than. Da cé bao céo clia xo héa mang phdi va sau phuc mac &
bénh nhan sau khi si dung kéo dai cla alkaloid ndm cwa ga, ké ca sir dung kéo dai hang ngay cua
dihydroergotamin mesylate. Hiém khi st dung kéo dai clia alkaloids nédm cwa ga cling c6 lién quan véi
xo héa van tim. Tuy nhién, trong nhirng tredng hop, bénh nhan ciing nhan thubc dwoc biét 1a co lién
quan véi xo héa van tim (xem tac dung ngoai y).

Ha huyét ap tw thé: theo kinh nghiém dung thuéc (trén 10 mg mé&i ngay), than trong dac biét cho céac
bénh nhan bi ning, khdng c6 tac dung ha huyét ap thé dirng.

Bénh mach mau ngoai bién: Do hoat déng co mach ctia dihydroergotamin, bénh mach mau ngoai
bién c6 thé xau di (xem Chéng chi dinh).

Bénh déng mach vanh: thubc khéng duwoc st dung bang cach ubng liéu cao & bénh nhan bénh
dong mach vanh, dic biét 1a trong dau that ngwe khéng 6n dinh hodc suy tim (xem chéng chi dinh).



Céng Ty Cé Phin S.P.M Hwéng din str dung thuéc TIMMAK

Tang huyét ap: Can than trong & bénh nhan ting huyét ap.

bénh nhan c6 bénh gan tir trwéc nén giam liéu lwong. Bénh nhan nhe dén trung binh suy gan, bénh
nhan dac biét 1a & mat, can dwoc theo ddi mét cach thich hop.

St dung lau dai: Khong c6 nghién clru gay ung thw da dwoc thwe hién véi dihydroergotamin. Hon
nira, s6 liéu vé sy an toan lau dai cla thubc véi liéu cao hon Ia khong ddy di. Vi ly do nay s dung lau
dai can than trong.

Ngd déc ndm cwa ga: si dung kéo dai co thé din dén quen thubc va ngd doc ndm cua ga (xem
QUA LIEU). Mét triéu chirng gidng nhw bénh mét tri nho hdi phuc da dwoc mé ta trong nhidm déc man
tinh ergotamin.

Sw 1& thudc thube: Tranh dung 1au dai thuéc vi né co thé gay lé thude thube.
Phu ni¥ tiém nang sinh dé: Phuy n dv dinh c6 thai khdng nén dung thuéc.

St dung trong thai ky: Dihydroergotamin géy co ttr cung va cé thé anh hwéng ngay khi biét c6 thai
(xem chéng chi dinh). Do d6 thuéc c6 thé gay dé non vi vay khdng st dung trong théi ky mang thai.

C6 kha nang la dihydroergotamin dworc bai tiét trong stra me, do d6 chéng chi dinh & cac ba me cho con
ba (xem Chéng chi dinh).

Str dung & nguwi cao tudi: Khong cé nghién ciru duoc thuc hién & nhitng bénh nhan l3o khoa.

Tac dong lén kha nang lai xe hoac van hanh may méc: Bénh nhan bj chéng mat hodc réi loan hé
théng than kinh trung wong khac khéng nén lai xe hodc van hanh may méc.

Dihydroergotamin giéng nhw alcaloid ndm cwa ga khac cé thé gay co that mach, ké cad dau thit
ngwe, nhung it g&p hon nhiéu. Tac dung nay thuéng lién quan dén lidu dung. Tuy nhién c6 mét sb
nguwdi bénh cé thé nhay cam véi thube.

Phan (rng co that mach biéu thj & co manh déng mach, sinh ra cac dau hiéu va triéu chirng cta thiéu
mau cuc bd mach ngoai vi (vi du dau co, mat cdm giac, lanh dau chi, xanh nhot va tim ngén chan, tay),
dau thét ngwe hodc hdi chirng bét thweng nhuw thiéu mau cuc bd mac treo ruét. Vi co that mach kéo dai
c6 thé gay hoai t&r hodc chét, néu cé dau hiéu va triéu chirng clia co mach phai ngirng thube ngay.

Chi nén duing dihydroergotamin cho céc loai dau nira dau do van mach; khéng c6 tac dung trong céc loai
dau dau khac va thude khong cé tinh chét gidm dau. Khi dung thudc, ngwdi bénh nén bao ngay bac si
diéu tri khi c6 cac dau hiéu sau day: Mat cam giac hay dau nhéi dau ngén chan, tay, dau co céanh tay,
céng chan, yéu co chi dwdi, dau ngwe, nhip tim cham hodc nhanh nhét théi, swng, ngra.

Ethanol: Tranh dung cho tré em, cho con bu, phu ni, tré em va nhém c6 nguy co’ cao nhw bénh nhan c6
bénh gan, va bénh déng kinh.

Methyl paraben va propyl paraben: cé thé gay di ¢¢ng ( c6 thé bj tri hoan).

Sorbitol: Néu ban biét trwéc ban khéng dung nap mét vai loai dwdng thi hdy théng béo cho bac s§ truwéc
khi s¥ dung thubc nay.

Glycerin: C6 thé gay nhirc dau, dau bung va tiéu chay.

g



Céng Ty Cé Phan S.P.M Hwéng dén sir dung thuéc TIMMAK

ANH HUONG KHA NANG LAI XE VA VAN HANH MAY MOC

PHU N’ MANG THAI VA CHO CON BU
Thoi ky mang thai

Mét Ivgng nhé dihydroergotamin qua nhau thai. Mac du khéng gay déc véi thai nhwng gay co thét mach
mau tr cung, lam tang trwong Iwc co tlr cung, gidm Iwu lwgng mau tlr cung va nhau thai, ngan can thai
phét trién. Thudc chéng chi dinh cho ngwdi mang thai.

Thoi ky cho con bu

Thubc nam cwa ga rc ché prolactin. Dihydroergotamin mesylat bai tiét vao stra me; c6 thé gay nén, ia
chdy, mach yéu, huyét ap khéng én dinh cho tré nhd, do vay khéng duwoc cho con bu trong khi dung
dihydroergotamin mesylat

TAC DUNG KHONG MONG MUON:
Hay gap céc triéu chirng nhw budn nén va nén (khéng dau nira dau c6 lién quan) doi khi co thé xay ra.

Hiém gap tac dung phu trén tim mach: dihydroergotamin da dwoc bao céo véi tin sé thdp nhw phan
ng tim mach khac dwoc bao céo bao gébm thiéu mau cuc bd co tim, tang huyét ap, danh tréng ngwe /
nhip tim nhanh, nhip tim cham, ngoai. Mét vai trwéng hop nhdi mau co tim da dwoc bao céo.

Trén hé théng than kinh trung wong: co giat (hiém).

Sinh sén: co thét t& cung & phu n* mang thai, ngat so sinh.

Da: phat ban da, ngtra.

Céc loai khac: tiéu chdy, dau chan, dau bung, nhirc dau, chéng mat, hoa mét, run rdy, bdn chén / lo au,
néng birng, miéng khd va man cdm phan ¢ng (chdng han nhw phat ban da, phi mat, néi mé day va khé
thd).

Trong mét vai bénh nhan da ubng dihydroergotamin lién tuc trong nhirng ndm qua, sw phat trién ctia xo
mang phdi va ruét gia da dwoc quan sat. D4 cé bao cao phan lap cac thay déi xo clia mang ngoai tim va
van tim (xem "THAN TRONG - bién chirng xo0"), co that co, thiéu mau ngoai vi va hoai t& da dwoc bao
cdo trong qua trinh st dung sau Iwu hanh. Nhirc dau chi yéu xay ra lic bét dau didu tri & nhitng bénh
nhan diéu tri dau dau / dau nira dau da dwoc bao céo.

Céac phan ng nghiém trong de doa tinh mang: Mac du co thdt mach nghiém trong cé nhiéu kha ning
xdy ra v&i ergotamin hon véi dihydroergotamin, dung cac liéu cao hon binh thwdng cla
dihydroergotamin c6 thé gay co that mach nghiém trong. Kha ndng co thdt mach ning ti
dihydroergotamin can dwoc xem xét, dac biét la néu dau nhirc bép thit & cac chi, té va ngtra ran & ngén
tay va ngoén chan, hoac suy tim va dau xay ra. Co that ddng mach than, thiéu mau ngoai vi, dau c?ch lién
tuc, hién twong hoai tlr va dau chi da dwgc mo ta trong trwong hop ca biét. Quan ly clia co that mach
nang nén bao gdém viéc ngirng thudc, gir t& chi 4m, cham séc hé tro' dé tranh ton thwong mé, néu can
thiét dung thém cac thudc gidn mach (vi du natri nitroprussid, phentolamin hodc hydralazin).

Cac phan trng c6 hai cta thubc dwoc liét ké theo 16p hé théng co quan. Trong méi I16p hé théng co
quan, phan &ng phu xép theo thi tw mirc d6 giam dan.

RGi loan hé mién dich  qua man cam, khudn mét phis né, may day, khé thé, phét ban da

Réi loan hé than kinh  cam giac khac thuong , t& & ngén tay va ngén chan, nglra ran ban
chan / tay, chéng mét, dau dau.
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Céng Ty Cé Phin S.P.M Hwéng dan str dung thudc TIMMAK

Ko . b ¥ ” . . . ’ & .
ROi loan tim mach Nho6i mau co tim , co' tim thiéu mau cuc bd , xo cu .

A: 4 Za 2 4 2 s i . , L
ROi loan mach mau cao huyét ap, mach mau co that , ngoai vi thiéu mau, hoai

Hé hép, 16ng ngwe va

rbi loan trung thét Xo héa mang phoi

Réi loan tiéu hoa Budn nén, nén, dau bung, tiéu chay, xo hoa sau phic mac
Co xuong khép va i xo héa mang phéi

loan mo lién két co that

co bap.

Théng béo cho Bac sy cac tac dung khéng mong muén gap phai khi ding thuéc
TUONG TAC THUOC:

Cac twong tac biét trieéc dan dén chéng chi dinh:

Céc thube rc ché CYP3A4: cac twong tac dwoc dong hoc bao cao & cac bénh nhan duwoc diéu tri béng
alkaloid cwa ga dung dwdng udng (vi du: ting ndng do6 clia ergotamin) va cac khang sinh macrolid, chi
yéu la troleandomycin. Alkaloid cwa ga ciing 1a thuéc trc ché cac phadn (ng dwoc xic tac va trong cac
bao céo hiém vé nhiém déc ndm cwa ga & cac bénh nhan dwoc didu tri bang alkaloid cwa ga va cac
khang sinh macrolid (nhw : troleandomycin, clarithromycin, erythromycin) va & cac bénh nhan duoc diéu
tri bang alkaloid cwa ga va cac thuéc trc ché protease hodc cac thubc (rc ché men sao chép nguoc cla
HIV (nhw: ritonavir, indinavir, nelfinavir, hodc delavirdin), hodc cac thuéc khang nam azol (nhuw:
ketoconazol, itraconazol, hodc voriconazol), cé |& do sy (rc ché sy chuyén héa & CYP3A4 cla
ergotamin. Cac twong tac nay cé thé gay tang ndng d6 dihydroergotamin va déc tinh ndm cwa ga (co
mach véi thiéu mau t& chi va cac mé khac).

V6i thudc co mach: Khéng dwoc dung ddng théi dihydroergotamin véi cac thube co mach. Dung véi
cac chét kich thich than kinh giao cam (cac thudc lam téng ap luc mau) cé thé gay tang huyét ap qua
murc. Nicotin c6 thé gay co mach & mét sé6 bénh nhan, gay thiéu mau nhiéu hon dap ng véi diéu tri
nam cya ga.

Dung ddng thei dihydroergotamin véi cac alkaloid cwa ga khac, sumatriptan va céac thuéc doi khang
thu thé 5-HT, khac phai dwoc tranh bdi vi cé thé gay ting co mach. Khoang théi gian it nhat 24 gi¢ phai
dwoc quan sat trwdc khi didu tri tAn cong dau nira dau thém nira bang dihydroergotamin, bat ky ché
pham nao chira ergotamin, sumatriptan hodc cac thuéc déi khang thu thé 5-HT,.

Cac twong tac da quan sat dworc xem xét:

Vi thubc chen beta: propranolol dwoc bao cao lam tang tac dung co mach cla nam cua ga béng
cach phong bé d3c tinh gian mach ctia epinephrin. Du sy két hop clia cac thubc chen beta-adrenergic
(nhw: propranolol) va dihydroergotamin thwéng dwoc dung nap tét, can than trong & cac bénh nhan bj
suy tuan hoan ngoai bién.

Céc thubc trc ché tai hdp thu serotonin: Can than trong khi dung ddng th&i dihydroergotamin véi cac
thudc (rc ché tai hap thu serotonin (nhw: amitryptylin) bao gém céc thudc chon loc (nhu: sertralin) c6 thé
gay héi chirng giéng serotonin.
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Céng Ty Cé Phin S.P.M Hwéng dan str dung thuéc TIMMAK

Cac twong tac biét trweéc cin dwoc xem xét

Céc thubc thac ddy CYP3A4: cac thuéc thic ddy CYP3A4 ( nhw: nevirapin, rifampicin) c6 thé gay
giam tac dung dwoc ly cla dihydroergotamin. Khéng c6 twong tac dwoc déng hoc lién quan dén
isoenzymes CYP450 khac duwoc biét.

QUA LIEU:

Cho t&i nay, chwa cé théng bao nao vé qué liéu cap véi thudc nay. Qua liéu cé thé gay cac dau hiéu va
triéu ching nhiém déc ndm cwa ga: méat cam giac, dau nhéi, dau va xanh tim dau chi kém theo mét
mach hodc mach dap yéu; khé thé, ting va/hodc gidm huyét ap, 10 1&n, mé sang, co giat va hén mé;
budn nén, nén c6 mirc d6 va dau bung.

Diéu tri gdm c6 ngirng thubc, cho thudc gian mach (thi du natri nitroprusiat ho&c phentolamin) va cham
s6c dé phong ngtra tén thwong mé.

Han duing: 36 thang ké tir ngay san xuét.

Bao quan: Noi khoé thoang, tranh anh sang, nhiét d6 dwéi 30°C.

Tiéu chudn san pham: Tiéu chuén co sé.

Quy cach déng géi: Hop 6 vi x vi 10 vién.

Pé xa tam tay clia tré em

Thubc nay chi dung theo don cta bac sy

Doc kj hwéng dan ste dung trweée khi diing. Néu can thém théng tin xin héi y kién cta bac sy
Khéng diing thudc qua han str dung

Tén va dia chi nha san xuét

CONG TY CO PHAN S.P.M

r “ www.spm.com.vn

SPM

L6 51, Puwdng sb 2, KCN Tan Tao, P. Tan Tao A, Q. Binh Tan,
TP. Hd Chi Minh, Viét Nam




Céng Ty Cé Phdn S.P.M Hwéng dan st dung thudc cho ngwei bénh Trang 1/6

CONG TY \\\\
cO PHAN |}

HUWONG DAN SU’ DUNG THUOC CHO NGUOIl
1. Tén thuéc
TIMMAK.
2. Cac cau khuyén cao
« Docky hwong dan st dung trwde khi dung.
« Dé xatdm tay tré em.

« Thong bao ngay cho bac si hodc dugc si nhirng tac dung khéng mong muén gép
phai khi str dung thuoc.

« Thubc ban theo don.
3. Thanh phan, ham lwgng cua thudc
M&i viéen nang mém chura:
- Hoat chét:
+ Dihydroergotamin mesylat ................cccccccoeviiiinn 3,00 mg

- Té dwoc: Vira dl 1 vién nang mém (Sap ong trang, Dau co, Lecithin, Dau dau nanh, Ethyl
vanillin, Methyl parapen, Propyl parapen, Titan dioxyd, Sat oxyd do, Sat oxyd ndu, Mau
vang Quinolin yellow, dung dich Sorbitol 70%, Glycerin BP, Gelatin).

4. M6 ta san pham: Vién nang mém hinh oval, mau vang.
5. Quy cach déng goi:

Hop 6 vi x 10 vién.

6. Thudc dung cho bénh gi:

- Ha huyét ap thé di*ng nang: giam huyét ap nguyén phat hay thi» phat. Diéu tri tirng
dot dé ngan chan dau ntra dau va cac bénh dau dau do van mach.

7. Néu dung thuéc nay nhw thé nao va liéu lwong:

Dung ubng

Nguwoi lon liéu théng thwdng la 3 mg (1 vién), ngay 3 1an. Ubng ngay trwéc bira an.
8. Khi nao khéng nén duing thudc nay:

Nguwoi bénh qua man cam voi alcaloid ndm cwa ga hodc véi bat ky thanh phan nao
khac cla viéc xay dwng (xem mo ta)

Nguoi bi cac bénh dé phan tng co that mach nhw bénh dong mach ngoai vi, dong
mach vanh (d&c biét con dau that ngwc khong on dinh), nhiem khuan huyét, soc, phau
thuat mach, tdng huyét ap khéng kiém soat dwoc, suy gan néng, suy than nang.

+ Dung ddng thoi véi cac thudc e ché CYP3A4, bao gdm: thubc khang ndm nhém
azole (ketoconazole, itraconazole)

+ Thubc tc ché Protease HIV hodc thubc trc ché enzym sao chép nguoc (ritonavir,
nelfinavir, indinavir, delavirdine)

+ khang sinh nhém macrolid (erythromycin, clarithromycin [xem "Thén trong"]

« Dung déng thoi véi cac thube co mach, bao goém: ergot alkaloids, sumatriptan, chat
chli van 5HT1 thu khac, nicotine, giao cdm [xem TUONG TAC VOI THUOC KHAC]

+ Mang thai va cho con bu [xem THAN TRONG]
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. Cac thuéc co mach trong bénh dong mach vanh (dac biét l1a trong-dau-thdt nguwc
khdng on dinh), bénh mach mau ngoai vi, tdng huyét ap nang va/h Cgtémsoatkhong

<

day dd, séc, bénh viém déng mach, liét ntra nguoi hodc dau niva day’s
* Suy gan nang [xem THAN TRONG]
9. Tac dung khéng mong:

Hay gép céac triéu chirng nhw budn nén va nén (khéng dau n a
déi khi c6 thé xay ra.

H|em gap tac dung phu trén tim mach: dihydroergotamin da dwoc bao cao voi tan sé
thap nhw phan trng tim mach khac dwoc bao cao bao gém thiéu mau cuc bd co tim,
tang huyét ap, danh trbng ngwc / nhip tim nhanh, nhip tim cham, ngoai. M6t vai
trwdng hop nhéi mau co tim da dwoc bao cao.

Trén hé théng than kinh trung wong: co giat (hiém).
Sinh san: co that tr cung & phu ni* mang thai, ngat so sinh.

Da: phat ban da, ngtra.

Cac loai khac: tiéu chay, dau chan, dau bung, nhirc dau, chéng mat, hoa mét, run ray, bon
chén / lo au néng birng, miéng khé va man cam phan (ng (chdng han nhw phat ban da,
phu mat, néi mé day va kho thd).

Trong mét vai bénh nhan da uéng dihydroergotamin lién tuc trong nhitng ndm qua, sw phat
trién clia nhirng thay déi xo, d&c biét clia mang phdi va ruét gia da dwoc quan sat. Da co
bao céo phan lap cac thay ddi xo cla mang ngoai tim va van tim (xem "THAN TRONG -
bién chirng x0"). co that co, thiéu mau ngoai vi va hoai tlr da dwoc bao cao trong qua trinh
st dung sau tiép thi. Nhirc dau chi yéu xay ra luc bat dau diéu tri & nhixng bénh nhan diéu
tri dau dau / dau nlra dau da dwoc bao cdo véi cac i.v. xay dwng.

Cac phan trng nghiém trong de doa tinh mang phan &ng: M&c du co that mach nghiém
trong ¢6 nhiéu kha nang xay ra voi ergotamm hon v&i ergotamin dihydro, tiém cac liéu cao
hon binh thudng cda dihydroergotamin c6 thé gay co that mach nghiém trong. Kha nang co
that mach néng ti dlhydroergotamln can dwoc xem xét, dac biét 1a néu dau nhirc bap thit &
cac chi, t& va ngtra ran & ngén tay va ngén chan, hodc suy tim va dau xay ra. co that déng
mach .than, thiéu mau ngoai vi, dau céach lién tuc, hién twong hoai tlr va dau chi da dwoc
mo ta trong trvong hop ca biét. Quan ly cla co that mach nang nén bao gom viéc nglrng
thudc, git» t& chi &m, chdm séc hd tro' dé tranh tén thwong mé, néu can thiét dung them céc
thudc gian mach (vi du natri nitroprusside, phentolamine hodc hydralazine).

Cac phan tng co hai ca thubc duwoc liét ké theo lop hé thong co quan trong y hoc. Trong
mdi I&p hé théng co quan, phan (rng phu xép theo thir tw giam dan murc do.

Réi loan hé mién dich: qua man cadm, khuén mat phu né, may day, Kho thd, phat ban da

Réi loan hé than kinh: cam giac khac thwong , Té & ngon tay va ngén chan, ngtra ran ban
chén / tay, chéng mat, dau dau

Réi loan tim mach: Nhdi mau co tim , co tim thiéu mau cuc bo , xo cubng tim

Réi loan mach mau : Cao huyét ap, mach mau co that , ngoai vi thiéu mau, hoai tir

Ho hap, 16ng ngwe va rdi loan trung that: mang phoi
R&i loan tiéu héa: Budn nén, nén, dau bung, tiéu chdy, sau phic mac

Co xwong khép va rdi loan mé lién két co that co bap: mang phéi
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Théng bao cho Béac sy nhirng tac dung khéng mong muén gdp phai khi st dung
thuéc. ===

/ ftbﬂéu;fre Ty NG
Céc thube rc ché CYP3A4:cac twong tac dwoc dong hoc bao ca g cagé» nh nhé
dwoc diéu tri bang alkaloid cwa ga dung duong ubng (vi du: tang ndng Gd cud E i
va cac khang sinh macrolid, chu yéu la troleandomycin. Alkaloid cwa cln \6 0 A" ?ﬁ

rc ché cac phan trng dwoc xuc tac va trong cac bao cao hiém vé nhiém A ot|n p/ca
bénh nhan dwoc diéu tri béng alkaloid cwa ga va cac khang sinh mag ohc,t d (nH g
troleandomycin, clarithromycin, erythromycin) va & cac bénh nhéan duwoc diéu tri bang
alkaloid cwa ga va cac thuéc (rc ché protease hodc cac thudc trc ché men sao chép nguoc
ctia HIV (nhw: ritonavir, indinavir, nelfinavir, hodc delavirdin), hodc cac thuéc khang ndm
azol (nhw: ketoconazol, itraconazol, hodc voriconazol), cé 1& do sw (rc ché sw chuyén hoa &
CYP3A4 clia ergotamin. Cac twong tac nay cé thé gay tadng néng do dihydroergotamin va
doc tinh ndm cwa ga (co mach va thiéu mau t&r chi va cac mé khac).

10. Nén tranh dung thuéc hodc nhirng thwe pham gi khi dang str dun

//

-

‘\,

V6i thube co mach: Khéng duoc dung déng thoi dihydroergotamin véi cac thubc co
mach. Dung véi cac chét kich thich than kinh giao cam (cac thubc lam téng ap lwc mau) co
thé gay tang huyet ap qua muec. Nicotin (vi du: hut thuoc) cé thé gay co mach & mét sb
bénh nhan, gay thiéu mau nhiéu hon dap (*ng véi diéu tri nAm cwa ga.

Dung ddng thoi dihydroergotamin véi cac alkaloid cwa ga khac, sumatriptan va céac
thuéc déi khang thu thé 5-HT; khac phai dwoc tranh bdi vi cé thé gay tdng co mach.
Khodng thoi gian it nhat 24 gio phai dwoc quan sat trwdc khi diéu tri tn cong dau nira dau
thém nira bang dihydroergotamin tiém, bat ky ché phdm nao chira ergotamin, sumatriptan
hoac cac thubc déi khang thu thé 5-HT;.

Cac twong tac da quan sat dwoc xem xét:

V6i thube chen beta: propranolol dwoc bao céo lam tang tac dung co mach cua nam
cwa ga bang cach phong bé dic tinh gidn mach cua epinephrin. DU sw két hop cla cac
thuoc chen beta- adrenerglc (nhw: propranolol) va dihydroergotamin thwdng dwoc dung nap
tbt, can than trong & cac bénh nhan bi suy tuan hoan ngoai bién.

Céc thubc trc ché tai hdp thu serotonin: dung dong thoi dihydroergotamin voi cac thubc
trc ché tai hép thu serotonin (nhw: amitryptylin) bao gdm céac thubc chon loc (nhw: sertralin)
co thé gay hdi chirng giéng serotonin va can dwgc dung than trong.

V6i glyceryl trinitrat. sinh kha dung dg’ong‘uong clia dihydroergotamin cho thay lam
tang 50 — 360% & 4 bénh nhan sau khi udng dong thoi glyceryl trinitrat do tang lwu lwong
mau ndi tang.

Nam cua ga + methysergid: Lam tang nguy co co that cac dong mach chl yéu & mot sb
nguwoi bénh.

Cac twong tac biét trwdc can dwoc xem xét

Céc thubc thic ddy CYP3A4: cac thubc thuc ddy CYP3A4 (nhw: nevirapin, rifampicin)
co thé gay giam tac dung dwoc ly cla dihydroergotamin.

Khéng co twong tac dwoc déng lién quan dén isoenzymes CYP450 khac dwoc biét.
11. Can lam gi khi mét 1dn quén dung thuébc.

- Néu bo 1& 1 liéu, dung liéu d6 ngay khi nhé ra, khong udng bu do quén va thong bao
cho béac sy hoac dwoc sy biét.

12. Can bao quan thubc nay nhw thé nao:
Noi khd thoang, tranh anh sang, nhiét dé dwdi 30°C.
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13. Nhirng d4u hiéu va triéu chirng khi ding thudc qua lidu:

Cho t&i nay, chwa cé théng bao nao ve qua lidu cap v&i thube nay. Qua
dau hiéu va triéu ching nhiém doc ndm cua ga: méat cdm giac, dau n ,
dau Chl kem theo mat mach hoac mach dap yeu kho tho tang va/hoz

i; [dau ‘Va xanh \rrg\
mm*hbj@tf\ap,,ljy

14. Can phal lam gi khi dung thudc qua lidu khuyén cao:

Piéu tri gdbm c6 ngrng thuéc, cho thuéc gidn mach (thi du natri nitroprestat hodc
phentolamin) va chdm séc dé phong ngtra tén thwong mé.

15. Nhivng diéu can than trong khi dung thuéc nay:

Céc thubc rc ché CYP3A4: Da co bao cao hiém cac tac dung phu nghiém trong trong
két hop alkaloids va cac chéat (rc ché manh CYP3A4, chang han nhw chat (rc ché protease
va khang sinh nhém macrolid, dan dén co that mach dan dén thiéu mau néo va/ hoac thiéu
mau cuc bd tai cac chi. Vi du vé mot sé cac chat trc ché CYP3A4 manh hon bao gdm cac
thuéc khang ndm ketoconazole va itraconazole, cac thudc (rc ché protease ritonavir,
nelfinavir va indinavir, va cac khang sinh nhém macrolide erythromycin va clarithromycin.
Céac chét trc ché it hiéu lwc bao gdm saquinavir, nefazodone, fluconazole, nwéc ép bwdi,
fluoxetene, fluvoxamine va clotrimazole. Nén tranh viéc s dung cac thuéc trc ché CYP3A4
v&i dihyrdroergotamin (xem Chéng chi dinh). Nhitng danh sach nay khéng day di va cac
bac si ké toa nén xem xét nhirng tac dong ciia CYP3A4 téi cac thube khac dwoc xem xét
dé sr dung ddng th&i véi dihyrdroergotamin.

ROi loan : Bénh nhan c6 tién st ctia thudc gay ra rdi loan xo hda nhw sau phic mac va
mang phdi, cdn dwoc theo déi can than. D4 cé bao cao clia mang phdi va sau phic mac &
bénh nhan sau khi str dung kéo dai cua ergot alkaloids, ké ca st dung kéo dai hang ngay
cla mesylate dihydroergotamin tiém. Hiém khi st dung kéo dai cua ergot alkaloids cling c6
lién quan v&i van tim. Tuy nhién, trong nhirng trvong hop, bénh nhan cling nhan thudc
dwoc biét la co lién quan v&i van tim (xem Tac dung ngoai y).

_Ha huyét ap tw thé: Theo quan diém cla kinh nghiém han ché voi liéu cao (trén 10 mg
moi ngay), than trong dac biét nén c6 kinh nghiém khi thudc dwoc trao cho cac bénh nhan
bi nang, vo hiéu hoa ha huyét ap thé dirng.

Bénh mach mau ngoai bién: Do hoat dong co mach cta dihydroergotamin, bénh mach
mau ngoai bién cé thé xau di (xem Chéng chi dinh).

Bénh dong mach vanh: thuéc khéng duwoc st dung bédng céach uong liéu cao & bénh

nhan bénh ddng mach vanh, déc biét la trong dau that ngwc khéng én dinh hodc suy tim
(xem Chédng chi dinh).

Tang huyét ap: Can than trong & bénh nhan tang huyét ap.

Suy than: chi dinh va liéu lwong can dwoc gidm bét noi thude dang dwgce siv dung lau
dai cho bénh nhan suy than nang.

Suy gan: Dihydroergotamin dwoc chuyén hoa rong réi va dwoc bai tiét chli yéu qua mat.

& nhirng bénh nhan cé bénh gan tir trwdce liéu lwong nén duoc giam. Bénh nhan nhe dén
trung binh suy gan, bénh nhan dac biét la (* mat, can dwoc theo d6i mét cach thich hop.

St dung lau dai: Khéng c6 nghién ciru gay ung thw da duoc thywc hién véi
dihydroergotamin. Hon ntra, sb lieu vé sw an toan lau dai cla thubc véi liéu cao hon 1a
khong day da. Vi ly do nay st dung lau dai trong nghiém trong, v6 hiéu hoa ha huyét ap thé
dirng khong dwoc khuyén céo.

Ngd doc ndm cwa ga: st dung kéo dai co thé dan dén quen thubc va ngd doc ndm cya
ga (xem QUA LIEU) Mét triéu chieng gidng nhw bénh maét tri nhé hdi phuc da duwoc mo ta
trong nhiém ddc mén tinh ergotamin.

Sy 1& thudc thudc: Dung lau dai co thudc phai tranh vi né co thé gay 1é thude thude.

W



wr

C6ng Ty C6 Phan S.P.M Hwéng dan st dung thude cho ngwdi bénh Trang 5/6

THAN TRONG - Str dung trong thai ky

Str dung trong thai ky: Dihydroergotamin gay co t&r cung va cé th
(xem Chéng chi dinh) .Do d6, gay dé non hoac lao dong wu trwon
chira ergotamine hodc dihydroergotamin nén ngwng str dung trong ky

Co kha nang la dihydroergotamin duoc bai tiét trong sira me, do \d
cac ba me cho con bu (xem Chéng chi dinh).

S dung & nguwdi cao tudi: Khéng cé nghién ctru da dwoc thuc hién & nhung bénh
nhan lao khoa.

Tac dong lén kha nang lai xe hodc van hanh may méc: Bénh nhan trdi qua chéng mat
ho&c réi loan hé théng than kinh trung wong khac khong nén lai xe hoac van hanh may
maoc.

Dihydroergotamin gidng nhu alcaloid ndm cwa ga khac cé thé gay co that mach, ké ca
dau that nguc, nhwng it gap hon nhiéu. Tac dung nay thwong lién quan dén liéu dung. Tuy
nhién c6 mot s6 ngwdi bénh coé thé nhay cam véi thube.

Phan (rng co that mach biéu thi & co manh ddng mach, sinh ra cac dau hiéu va triéu
chirng clia thiéu mau cuc bd mach ngoai vi (vi du dau co, mét cdm giac, lanh déu chi, xanh
nhot va tim ngén chan, tay), dau that ngwe hodc hgi chirng bat thuwong nhw thiéu mau cuc
bd mac treo ruét. Vi co that mach kéo dai cé thé gay hoai ttr hodc chét, néu co dau hiéu va
triéu chirng clia co mach phai ngirng tiém thubc ngay.

Chi nén dung dihydroergotamin cho céc loai dau ni*a dau do van mach; khéng co tac
dung trong cac loai dau dau khac va thuéc khong cé tinh chét giam dau. Khi dung thubc,
nguwdi bénh nén bao ngay bac si diéu tri khi co6 cac dau hiéu sau day: Mat cam giac hay
dau nhéi dau ngoén chan, tay, dau co canh tay, cdng chan, yéu co chi dwéi, dau ngwe, nhip
tim cham hoac nhanh nhét thoi, swng, nglra

Ethanol: Tranh dung cho tré em, cho con bu, phu ni, tré em va nhém c6 nguy co cao nhuw
bénh nhan cé bénh gan, va bénh ddng kinh, cé thé gay triéu chirng giong rwou.

Methyl paraben va propyl paraben: c6 thé gay di (rng ( c6 thé phan (rng mudn)

Sorbitol: Néu ban biét truéc ban khong dung nap mét vai loai dwong thi hay théng bao cho
bac sy trwde khi str dung thudc nay va Sorbitol c6 tac dung nhuén trang nhe

Glycerin: C6 thé gay nhirc dau, dau bung va tiéu chay

Phu nir c6 thai:
Mot lvong nhd dihydroergotamin qua nhau thai. Mdc du khéng gay doc véi thai nhwng gay
co that mach mau tl cung, lam tang trvong lwc co ti cung, giam Iwu lvong mau tr cung
va nhau thai, ngén can thai phat trién. Thudéc chong chi dinh cho nguwdi mang thai.

Phu nir cho con bu:

Thuéc ndm cua ga wc che prolactin. D|hydroergotam|n mesylat bai tiét vao sira me; co6 thé
gay non, ia chay, mach yéu, huyét ap khong 6n dinh cho tré nho, do vay khéng duoc cho
con bu trong khi dung dihydroergotamin mesylat.

Anh hwéng dén kha nidng lai xe va van hanh may méc:

Bénh nhan bi chong mét va cac rdi loan hén than kinh trung khac, khéng lai xe hay van
hanh may maoc.

16. Khi nao can tham vén bac si, dwoc si:
—  Khi thAy cac biéu hién khéng binh thwong sau khi dung thudc.
17. Han dung cta thubc: 36 thang ké tir ngay san xuét.

W\ o
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18. Tén, dia chi, biéu twong clia co’ s& san xuét:

ﬁ CONG TY CO PHAN S.P.M (S.P.M CORPORATION)

. www.spm.com.vn
L6 51, Pwong sbé 2, KCN Tan Tao, P. Tan Tao A, Q. Binh Tan, Tp. HCM
PT: (08) 37507496 Fax: (08) 38771010

19. Ngay xem xét, sira ddi, cap nhat lai ndéi dung hwéng dan st dung thubc:
28/10/2016

SPM

Tp. HCM, ngay 09 thang 11 nam 2016
~,.1ong'Giam Péc
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