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METHYLERGOMETRINE MALEATE W
INJECTION 0.2 MG/mL |
Specification: in-house -3
b
intramuscular injection |
T
slow intravenous injection {EE i -EJ
= . dult Manufactured in Germany by: 8 :
R 5e Y aGUi Worleh ROTEXMEDICA GMBH ARZNEIMITTELWERK g o
Bunsenstrasse 4, 22946 Trittau, Germany ;i H O
+8°C GROUPE E =}
10 v A A EANEEREND £ s
X VN- +2°C ROTEXMEDICA GmoH PANPHARMA .4 = T
] Each mL contains: Methylergometrine Maleate 0.2 mg -
(=3
For dosage, indications, contra-indications, administration and other information: ;’
Read the package insert. £
Store between +2°C and +8°C in a cold dry place. Protect from light. Do not excess indicated dose. 2 &
Do not use in children. Keep out of reach of children. Carefully read the accompanying instructions before use. :/ -
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METHYLERGOMETRINE MALEATE

THUOC TIEM METHYLERGOMETRINE

MALEATE 0.2 MG/mL
Tiéu chudn chat lugng: TCCS

tiém bap

tiém tinh mach :

San xuat tai e boi:

Stf dung & phy ni¥ tnidng thanh ROTEXMEDICA GMBH ARZNEIMITTELWERK
. Bunsenstrasse 4, 22946 Trittau, Buc
i i +8°C GROUPE
[ % 10 s A € B P[AINIPIHIAIR[MIA
| +2°C ROTEXMEDICA GmbH PANPHARMA S
!
I
// MGi mL chira: Methylergometrine Maleate 0.2 mg DNNK/Importer: _\
8 Liéu dung, chi dinh, chdng chi dinh, cach ding, cac thong tin khac: i
2 Xin doc t huéng dan st dung kem theo. ;
[ m Bdo quan ¢ nhiét do tu +2°C dén +8°C, nai khé mat. Tranh anh sang. Khong diing qua liéu su
o dung. Khéng diing cho tré em. Dé xa tam tay tré em. Doc ky hudng dan sur dung trudc khi dung. e
( | Auftrags-Nr. erstellt Produktbezeichnung Artikel-Nr. MaRe in mm Druckfarben )
c g 18 14.08.18 | Methylergometrine 0,2 mg | FAL3PXXX-40 73 x20x 153 @ Pantone 293 C
Q + SL 10 Ampullen zu 1 ml Pantone 197 C
E E Vietnam @ Pantone Red 032 C
Black
e g @ stanze Programm-Nr. Lackfrei <
(<)) el 00281/10182 1041215067/1160906110 10322/20188
=K=]
Ll = O Korrektur erbeten O pruckfreigabe Datum/Signatur J
N

03,1284,
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Datum: 17.10.2016
Kunde: Rotexmedica GmbH

E Titel: Methylergometrine 0,2 mg Vietnam

: mit Perforation am oberer/unterer Rand
e"ke'"e’q 1 mm Abstand; ETI3MXXX-40

Unsere Auftrags-Nr.: 77045

Ihre Auftrags-Nr.: — KORREKTUR -

HED Art.Nr.: 6450.12

EtikettengroBe: 18 x 32 mm

Klischee-Nr.: 27103-00002/0214
Abwicklung: AuBen

Tel. (0-71-42) 95-36-0
Fax (0-71-42) 5-43-16

 ——
AAAAWWN/GG |

AAAAINW/QQ
00000 |

Motiv 200-% vergroBert

)
Q
©
2
(]
™ B
=5 E
N k4
= S
Z 5
<
& B
o= |
©
z s
< =
o
t
o =
g ¢
T S
O c c
0 k%
S RO 2
g-uu/ DI 7 0T N ﬁ
©
ws 5 s €3
£8 s 0 g m
== .= 15 S
SBe8.:.59 7 = o)
= -"=<90 [
Wi, o .. =X -
S S = s 200 g c
> = < O @
Tai O Z == ()
EEZ 52520 z HO3
=) o ] =
- =E=EIZsS= D - T
OF-XXXINELL T ) m mx
; -
-~ El==1
S
= -
=
S g2
©°
c Bd<
=
3
=
o
£
35

Diese Korrektur ist fur Ihre Unterlagen bestimmt. Druckfreigabe erbitten wir per Post, Fax oder per E-Mail.
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1. Thanh phén, ham lwgng thudc:
Moi 6ng 1 ml dung dich ti€m co chuia:

v Thanh phan hoat chét: 0,2mg Methylergometrine maleate.

v/ Thanh phan t4 dugc: _ / ((
0,05 mg axit maleic /{//
8,5 mg natri clorua
Axit hydrochloric 10% dé diéu chinh do PH
Nudre cit vira du

2. Dang bao ché:

Thude tiém Methylergometrine maleate 1a mot dung dich trong, khong mau dén gin nhu khong mau y

3. Chi dinh
Thubc ¢6 tac dung cAm méu sau khi sinh hodc sau khi sdy thai do tir cung mét trwong luc hodc co héi

khong tét.
Methylergomertrine maleate duoc st dung nhu mot su lua chon thi hai khi céc thube quy dinh danh

cho tir cung nhu oxytocin, prostaglandin hay cac dan chit khac khong hidu qua hay bi chéng chi dinh.

4. Liéu dung, cach ding ’
Cach dung: Dung dich dung duong tiém bap hoac tiém tinh mach.

Liéu dung:

Dung tiém tinh mach cham 1 — 3 liéu/ngay, mbi lidu 0,5ml (1/2 éng twong duong véi 0,1mg
methylergometrine maleate); nhu vy mdi ngay 0,3 mg (300mcg) methylergometrine maleate.
Hodc tiém bép 1 — 3 liéu/ngay, mdi lidu 1ml (mét dng twong dwong véi 0,2mg methylergometrine
maleate), nhu vdy mdi ngay 0,6mg (600mcg) methylergometrine maleate.

5. Chéng chi dinh

Khoéng dung Methylergometrine maleate trong cac truong hop sau:
- Quéa man véi methylergometrine, hay ergot alkaloids hay bét ctr thanh phan nao clia thudc.
- Huyét 4p cao



- Tién san gidt va san giat sau sinh

- Suy gan va/hodc suy than nang

- R&i loan mach thiéu mau cuc bd

- Nhiém khuan

6. Canh bao va than trong khi dung thube .
Thuoc ¢6 chira natri nhung nhoé hon 1 mmol (23 mg) natri trong moi ml.

7. St dung thudc cho phu nir ¢6 thai va cho con bii
Phu nit c6 thai

Khong dung Methylergometrine maleate trong qué trinh mang thai.

Phu nit cho con bu /
Methylergometrine maleate gidm tiét sita va co tiét vao sita me.

8. Anh hwéng ciia thude 1én lai xe, vin hanh may méc
Khong 1ai xe hay cac phuong tién khac. Khong st dung may méc hodc cong cu dién. Khong lam viée
khi khéng c6 thiét bi an toan.
Do khi dung methylergometrine maleate gdy anh hudng 1én hé than kinh trung wong nhu dau dau va
chong mit, nén c6 thé gay tic dong dén kha nang l4i xe va van hanh may méc, dic biét trong trudong
hop dung két hop véi céc thube tre ché thin kinh khac hodc db udng c6 con.

9. Twong tac, twong ky thube
Tiwong tac:

Maic du methylergometrine tac ddng c6 tinh lua chon 1én tir cung, nhung tuong tac thude phu thude
vao lidu thém vao cung véi ergot alkaloids. O nguoi mot lugng methysergide duoc chuyén hoéa thanh
methylergometrine, va két qua la nong d6 methylergometrine trong co thé két hop véi viéc ding
methylergometrine ngoai sinh c6 thé gay ra phan tng qua lidu.

Hiéu qua duoc ly cua methylergometrine co thé bi anh hudng boi céc thu thé alpha va beta c6 hoat
tinh. Do d6 methylergometrine ¢6 kha ning anh huong 1én gidn mach va van mach cta céac thubc kich
thich thin kinh giao cam hay ergotamine.

Co su hiép luc gitra methylergometrin maleate va cac thude gay kich thich tr cung nhu oxytocin va
prostaglandins. Con tang huyét 4p v6i phi ndo va co gidt da duoc bao cdo khi két hop véi oxytocin.
Tuy nhién, thudc gdy mé nhu halothane va methoxyflurane lai lam giam hiéu luc cta
methylergometrin maleate trén tir cung.

Twong ky:

Do khéng ¢6 cac nghién cuu veé tinh twong ky cta thude, khong tron 1an thudc nay véi cac
thuoc khac.

10. Tac dung khong mong mudn ciia thude
Céc tac dung khong mong muon duge danh gia nhu sau:
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Rét thuong gap (> 1/10)

Thuong gap (> 1/100 - < 1/10)

Khéng thuong gap (> 1/1000 - < 1/100)

Hiém gap (> 10 000 - < 1/1000)

Rét hiém gap (<1/10 0000)

Khong 16 (khong xac dinh duoe tir dit liéu ¢6 san)

Réi loan hé than kinh:
Thuong gép: dau dau, chong mat

Réi loan tim /[[(/
Thuong gap: Nhip tim nhanh /

Khong thuong gap:  Tri¢u chimg dau that nguc, nhip tim nhanh hogc chdm thoang qua

R0O1 loan mach:

Rét thuong gap: Tang huyét ap & phu nit do ting huyét ap trong qua trinh mang thai.
Thuong gap: Tang huyét ap & bénh nhan c6 tién sir huyét 4p binh thuong.

Khong thuong gap:  Giam huyét ap

RO1 loan ti€u hda

Thuong gap: non, budn ndén

R&i loan da va 1ép dudi da:

Thuong gap: Céc phan ung da, d6 mo hoi
g gap

Phu nit ¢6 thai, san phu va bién chting chu sinh

Réat thuong gap: Dau bung (do co bop tir cung)
Giam tiét sita

Khi str dung khéng dung va trong truong hop quéa man, cé thé xay ra: t& & ngdn tay va ngén chan,
cam giac lanh ¢ ban tay va ban chan, cling nhu dau co bép ¢ tay va chan.

Methylergometrine maleate tiét vao sita me & tré so sinh bt me ma me dung thube nay.
Methylergometrine maleate cé thé gay ting huyét ap, loan nhip tim, nén mta, tiéu chay, tinh trang
bét 6n hodc chudt rut....

11. Qua lidu va cach xir tri
Triéu chirng qua lidu
Budn ndn, ndn, lo léng, lanh, da nhot nhat, hoa mét, tim dép nhanh, co thé 0 tai va di cam. Néu khong
nén, lidu lugng 16mn ¢é thé dan dén v6 niéu, hon mé, tir vong do liét hd hép va tim mach. Qua lidu
cing ¢6 thé dan dén con co tir cung kéo dai rat dau dén.



Bién phap xir tri qua licu.

Cén phai truyén thudc beta-2-adrenergic dé duy tri su 6n dinh cta hé tuan hoan ciing nhu viéc dung
thém c4c thude giin mach nham duy tri con co tir cung. Déi véi co thét: truyén cham 10 - 20 mg
diazepam va ho tro ho hap.

12.Dic tinh duge lwe hoc
Nhom duoc ly: Thude tac dung co co tron tur cung, ergot alkaloids /

Ma ATC: G0O2ABO01
Methylergometrine maleate la mot alkaloid nim cua ga ban téng hop, gdy co co tron mach mau va tir
cung théng qua su didu hoa cac thu thé alpha-adrenergic va tryptaminergic. Trong twong tac nay,
cling nhu trong tuong tac voi nhitng thu thé dac hiéu cho cac amine sinh hoc, methylergometrlne
maleate cé tac dung nhu céc hop chét tu nhién. Véi liéu thip, methylergometrine lam tang luc va tan
sudt co bop cua tir cung, sau do lai la pha nghi binh thuong. Véi lidu cao hon, thubc s& kéo dai thoi
gian co bdp cua tir cung.

Do nhay cam ctia tir cung véi methylergometrine tuong doi khdc nhau gitta cac ca thé va phu thudc
vao tudi thai. Ngoai ra, trong tuong tac véi cac thu thé dac hiéu cho cdc amine sinh hoc, cac
prostaglandin ndi sinh trong tir cung ciing tham gia vao co ché nay.

Tuy theo lidu dung, Methylergometrine c6 thé lam giam ndng do prolactin va lam giam luong sita
trong tuyéh vu.

13.Pic tinh Dwge dong hoc
Hap thu: Methylergometrine maleate 1a mot alkaloid nim cua ga ban tong hop, hép thu nhanh va gin

nhu hoan toan.

Phan phdi: O phu nit sau khi sinh, ndng do thube trong huyét thanh dat dinh sau 3 gio khi uong, sau
30 phut khi tiém bap, va sau 1 dén 3 phut khi tiém tinh mach. Thoi gian tac dung sau khi ubng tir 3
dén 5 phut, sau khi tiém bap tir 2 dén 10 phut, va sau khi tiém tinh mach tir 30 gidy dén 1 phut. Sinh
kha dung thude khi ung xép xi 60%.

Chuyén héa: Methylergometrine chu yéu duoc chuyén héa tai gan.

Thai trir: Sau khi dung mot lidu don, khoang 90% thudc duoc thai trir qua mét va 3% thai trir qua
nuée tiéu dudi dang khong déi. Thoi gian ban thai 1a 30 dén 120 phut, hé sb thanh thai la 120 dén 240
ml/phut. Khong thdy c6 su tich lily thubc khi udng thudc lap lai.

Sau khi diéu tri kéo dai, ty 1& ndng do sita trong huyét tlicmg 14 0,3 da duogc tim théy trong sita me.

14. Quy cach dong g01
Moi hop chira 10 6 6ng, mdi ong 1ml dung dich tiém.

.
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15. Piéu kién bio quan, han dung, tiéu chuin chit lwong:
Diéu kién biao quan: Bao quan thudc trong vo hop dé tranh anh sang.

Bao quan trong ti lanh, nhiét do tur +2 dén +8°C.

Han dung: 4 nam ké tir ngay san XUuat.

Tiéu chuin chét lwong: TCCS
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