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Thanh phan: Méi vién chifa:

Methylergometrine maleate 0,2mg

T4 dUGC.....ccooverecccrerrrrscrce VA 1 ViEN

Chidinh, chéng chi dinh, cach dung, liéu dung va cac théng tin
khac: Xem t& huéng ddn sir dung thude.

Tiéu chudn: TCCS.

Bao quan: Nai kho réo, tranh dnh sang, nhiét d6 dudi 30°C.

DE XATAM TAY TRE EM
DOC KY HUONG DAN SU DUNG TRUGC KHIDUNG

San xuat tai:
Cty CP Dugc VTYT Ha Nam
Cum CN Hoang Béng, Duy Tién, Ha Nam

Methylergo Tabs

Methylergometrine maleate 0,2mg

HOP 5Vi X 10 VIEN NEN

Chdy mau sau sinh

MY

Chay mau tif cung G!

wHO

Mat truong luc tir cung

U dong san dich sau sinh

SBK/ Reg No:
5616 SX/ Lot.No:
NSX/ Mfg. date:
HD/ Exp. date:

Composition: Each tablet contains:

Methylergometrine maleate 0,2mg

Excipients.............cccc.......q.S. 1 tablet

Indications, ¢ dications, dosage, administration and other
information: See the leaflet enclosed.

Specification: In-House.

Storage: Keep in a dry place, protected from light, temperature
below 30°C.

KEEP OUT OF REACH OF CHILDREN

READ THE FOLLOWING INSTRUCTIONS BEFORE USE

Manufactured by:

Ha Nam Medicines JSC

Hoang Dong Industrial Zone, Duy Tien, Ha Nam
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Methylergo Tabs

Methylergometrine maleate 0,2mg
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MAU NHAN THUOC PANG KY

Thanh phan: Méi vién chia:
Methylergometrine maleate 0,2mg
F 10T OR——— . 4 L7

Chidinh, chéng chi dinh, cach dung, liéu dung va cac théng tin
khac: Xem t& hudng dan st dung thudc.

Tiéu chudn: TCCS.
Bao quan: Nai khé réo, tranh anh sang, nhiét d6 dudi 30°C.

DE XA TAM TAY TRE EM
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

San xuét tai:
Cty CP Dugc VTYT Ha Nam
Cum CN Hoang D6ng, Duy Tién, Ha Nam
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Methylergo Tabs

Methylergometrine maleate 0,2mg

HOP 10 Vi X 10 VIEN NEN

Chay méu sau sinh

Chéy mau tif cung

G G\
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Mat truong luc tif cung

U dong san dich sau sinh

Composition: Each tablet contains:
Methylergometrine maleate 0,2mg
Excipients... .s. 1 tablet

Indications, contraindications, dosage, administration and other
information: See the leaflet enclosed.

SBK/ Reg No:
5616 SX/ Lot.No: Specification: In-House.
NSX/ Mfg. date: Storage: Keep in a dry place, protected from light, temperature
below 30°C.
HD/ Exp. date:
KEEP OUT OF REACH OF CHILDREN
READ THE FOLLOWING INSTRUCTIONS BEFORE USE
Manufactured by:
Ha Nam Medicines JSC

Hoang Dong Industrial Zone, Duy Tien, Ha Nam
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Methylergo Tabs
Methylergometrine maleate 0,2mg
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MAU NHAN THUOC PANG KY

Thanh phan: Mbi vién chia:

Methylergometrine maleate 0,2mg
Taduge—— . ...vd 1vién

Chi dinh, chéng chi dinh, cach diing, liéu dung va cac
thong tin khac: Xem t& huéng dan si dung thuéc.
Tiéu chudn: TCCS.

SK/ Reg No:

Methylergo

Methylergometrine maleate 0,2mg

HOP 2 Vi X 10 VIEN NEN

Chay mau sau sinh

Chay mau tif cung

Mat truong luc tif cung

U dong san dich sau sinh

Bao quan: Noi khé rao, tranh anh sang, nhiét d6
duéi 30°C.

DE XATAM TAY TRE EM
DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG

San xuat tai:
Cty CP Dugc VTYT Ha Nam
Cum CN Hoang B6ng, Duy Tién, Ha Nam

Tabs

Composition: Each tablet contains:
Methylergometrine maleate 0,2mg
Excipients.........cm.S. 1 tablet

Indications, contraindications, dosage, administration
and other information: See the leaflet enclosed.
Storage: Keep in a dry place, protected from light,
temperature below 30°C.

Specification: In-House.

S8 16 SX/ Lot.No:

NSX/ Mfg. date:

HD/ Exp. date:

KEEP OUT OF REACH OF CHILDREN

READ THE FOLLOWING INSTRUCTIONS BEFORE USE

Manufactured by:
Ha Nam Medicines JSC
Hoang Dong Industrial Zone, Duy Tien, Ha Nam
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Methylergo Tabs

Methylergometrine maleate 0,2mg
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‘METHYLERGO TABS

L7/ “Pé xa tam tay tré em”
A “Doc kj hwong din sir dung truée khi ding”
“Thuéc nay chi ding theo don thuéc”

THANH PHAN

MJi vién c6 chira:

Hoat chat:

Methyl ergometrin maleat.......... 0,2 mg

Ta dwoc: Lactose monohydrat, microcrystaline cellulose, tinh bot ngd, povidon K — 30, acid
tartaric, acid stearic.

DANG BAO CHE
Vién nén
Vién nén mau tring dén tring nga, canh va thanh vién lanh lin.

CHI PINH

- Phong va diéu tri chay mau sau sinh hogic sau sy thai, ké ca trong md 1y thai.

- Chay mau tir cung do bong nhau thai, mét truong luc tir cung, tir cung khong co hdi va w dong
san dich sau sinh

LIEU DUNG
Dung 1 vién x 3 - 4 1dn/ ngay. Trong thoi gian 6 tuan sau khi sinh, dung tdi da 1 tuan.

CACH DUNG
Thubc ding duong udng.

CHONG CHI PINH

Bénh nhan cao huyét ap.

Bénh nhan thiéu mau.

Phu nir ¢6 thai.

Bénh nhan min cam vai bat ky thanh phan nao cia thude.

THAN TRONG

Bénh nhén suy giam chirc ndng gan hoac than.

Céc bénh nhan c¢6 bénh dong mach vanh hodc cac yéu td nguy co bénh dong mach vanh (vi du
nhu ht thude, béo phi, tiéu dudng, cholesterol cao) c¢6 thé d& bi chimg thiéu mau va nhdi méu co
tim hon do co thit mach dan do methyl ergometrin maleat gay ra.

Vi thude c6 chira lactose monohydrat nén nhitng bénh nhan ¢6 cac van dé di truyén hiém gap vé
khong dung nap galactose, thiéu hut lactase hodc kém hép thu glucose-galactose khong nén dung
thube nay.



PHU NU CO THAI VA PHU NU CHO CON BU

Phu ni¥ c6 thai

Chua c6 dit liéu methyl ergometrin maleat c6 thé gy hai cho bao thai hay c6 thé anh huong dén kha
nang sinh san. Tuy nhién, khong dugc dung methyl ergometrin maleat trong thoi ky mang thai vi ¢6
thé xay ra chimg co thét tir cung.

Phu nit cho con bu

Methyl ergometrin maleat duge dung 1 vién x 3 - 4 1an/ ngay sau sinh dé kiém soat chay méu sau
sinh, dung t6i da 1 tuan. O lidu lugng nay mot luong nho thude xuét hién trong sira me. Cac ba
me khong nén cho con bu khi dang didu tri bing methyl ergometrin maleat. Sira tiét ra trong thoi
gian nay nén dugc loai bo. Methyl ergometrin maleat ¢6 thé gy ra nhiing phan tmg c6 hai cho tré
so sinh bt me. Methyl ergometrin maleat ciing ¢6 thé 1am giam san luong sita me. Cac ba me nén
chd it nhit 12 gior sau khi dung lidu cudi cung cua methyl ergometrin maleat truc khi bat dau
hoic tiép tuc cho con bu.

LAI XE VA VAN HANH MAY MOC
Khong c¢6 cac nghién ciru vé tac dong cua thude 1én kha ning l4i xe va viée dung may méce duge thuc
hién.

TUONG TAC THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC

Uc ché CYP 344 (nhém khdng sinh macrolid va ikc ché protease)

C6 it béo céo vé cac tac dung phu nghiém trong lién quan dén viéc dung chung mét s6 thude ergot
alkaloid nhat dinh (vi du nhu dihydroergotamin va ergotamin) va cac chét trc ché CYP 3A4 manh,
dan dén co thit dan dén thiéu mau ndo vi/hodc thiéu mau cuc bd & cac chi. Mic du chua ¢6 béo cdo
vé tuong tac véi methyl ergometrin maleat mot minh nhung khong nén phdi hop dong thoi véi
methyl ergometrin maleat vai thudc trc ché CYP 3A4 manh. Vi du vé mot sb chat tre ché CYP 3A4
manh bao gdm khéang sinh macrolid (vi du, erythromycin, troleandomycin, clarithromycin), protease
HIV hodc cac chét wrc ché men sao chép nguoc (vi du: ritonavir, indinavir, nelfinavir, delavirdine)
hoic thude khang nim azol (vi du ketoconazol, itraconazol, voriconazol). Chit trc ché CYP 3A4 it
hon ciling nén dugc sur dung can than. Chét tre ché it hon bao gém santavir, nefazodon, fluconazol,
nude ép budi, fluoxetin, fluvoxamin, zileuton, va clotrimazol. Danh sach nay khong diy du va bac si
can can nhéc céc tic dong trén CYP 3A4 cia cac thude khac dang duoc xem xét dé sir dung dong
thoi voi methyl ergometrin maleat .

Thubc ciam irng CYP 344

Céc thude cam tmg manh CYP3A4 (vi du nevirapine, rifampicin) ¢6 thé lam giam tac dung duoc 1y
ctia methyl ergometrin maleat.

Thubc irc ché beta

Cén than trong khi sir dung dong thoi methyl ergometrin maleat véi céc thudc wc ché beta. Str dung
ddng thoi véi thube thude e ché beta c6 thé lam tang tac dung co mach cuia alkaloid ergot.

Thuéc mé

Thubc mé nhu halothan va methoxyfluran c¢6 thé lam giam hiéu luc ctia methyl ergometrin maleat.
Glyceryl trinitrat va cdc thubc chong dau thit ngwe khdc.

Methyl ergometrin maleat gy ra tdc dung co mach va c6 thé lam giam tac dung cua glyceryl trinitrat
va céc thude chdng dau thét nguc khac.

Khong cé tuong tac duge dong hoc nao lién quan dén céc isoenzyme cytochrome P450 khac duge
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biét dén.
Can than trong khi ding methyl ergometrin maleat dong thoi véi cac thude gidin mach hodc alkaloid
ergot.

TAC DUNG KHONG MONG MUON

Phan {mg phu thuong gap nhét 1a cao huyét ap lién quan dén mot sb truong hop bi co giat va/
hodc nhirc dau. Ha huyét ap ciing duge bao céo. Budn nén va non mira xay ra doi khi. Cac phan
ing hiém khi xay ra: nhdi méau co tim cp, dau nguc thoang qua, co thit dong mach vanh va
ngoai vi, nhip tim chim, nhip tim nhanh, khé tho, tiéu mau, viém tinh mach huyét khbi, ngd doc
nude, 4o gide, chudt rit, chéng mat, U tai, nghet miii, tiéu chay, d6 md hoi, danh trong nguc, phat
ban, vi giac kho chiu.

“Thong bdo ngay cho bdc si hodc dwoc si nhitng tic dung
khong mong muon gip phii khi siv dung thuéc”

QUA LIEU VA CACH XU TRi

Triéu chimg: budn ndén, nén mira, dau bung, té liét, ngira ran & céc chi, tang huyét ap, trong
nhimng truomg hop ning, sau d6 1a ha huyét ap, suy ho hip, ha than nhiét, co giat va hon mé.

X tri:

Ngtmg ngay thube

Vi khong ¢6 thude ddi khang dic hiéu nén cha yéu la diéu tri triéu chimg va hd tro:

+ Lam giam hép thu: giy non, hodc rira da day...

+ Piéu tri tridu chimg: néu thiéu mau cuc bd co tim : nitroglycerin. Néu co giat: diazepam.

+ H3 trg: duy tri ho hip, can bang dién giai...

Theo ddi ngudi bénh lién tuc.

PAC TiNH DUQC LUC HQC

Nhom duge 1y: Thude ¢6 tac dung thuc dé, cAm mau sau dé va chéng dé non

Ma ATC: G02ABO1

Methyl ergometrin maleat 1a thudc tac dung kich thich tir cung gdy co tir cung manh. Do d6, n6
gay ra hiéu img lam tang truong luc tir cung lam giam giai doan ba thai ky va giam lugng mau
mat.

PAC TINH DUQC PONG HQC

Céc nghién ctru sinh kha dung dugc thuc hién trén nhitng nguoi tinh nguyén khée manh da
chimg minh ring sy hap thu dudong ubng cuia vién nén methyl ergometrin maleat 0,2 mg tuong dbi
nhanh v6i ndng do dinh trong huyét twong trung binh 1a 3243 + 1308 pg/mL & 1,12 + 0,82 gio.
Thé tich phan bd (Vdss/F) ctia methyl ergometrin maleat dugc tinh la 56,1 + 17,0 lit va do thanh
thai trong huyét twong (CLp/F) duoc tinh 1a 14,4 + 4,5 lit/gio. Thoi gian ban thai trung binh la
3,39 gio.

QUY CACH PONG GOI
Hop 2, 5, 10 vi x 10 vién

BAO QUAN



Noi kho réo, tranh anh sang, nhiét d§ dudi 30°C.

HAN DUNG
24 thang ké tir ngay san xuét.
KHONG DUNG THUOC KHI QUA HAN SU DUNG IN TREN BAO Bi

TIEU CHUAN CHAT LUQNG: TCCS

CO SO SAN XUAT o
CONG TY CP DUQC VAT TU Y TE HA NAM
Cum CN Hoang Bong, Duy Tién, Ha Nam.

'UQ. CUC TRUONG
TRUONG PHONG
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