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Meglucon 850 mg ‘

Metformin hydrochlorid 850 mg

Hdp 3 vi x 10 vién nén bao phim

Batch No:
MAN:
EXP

|

M3i vién nén bao phim chira:

Metformin hydrochlorid 850 mg s

Chi dinh, cach dung, chéng chi dinh va cac thong tin
khae: xin xem trong t& hudng dan suir dung kém theo.
Bao quan o nhiét d6 duai 30°C

DE xa tam tay tré em.

Poc ky hudng dan sir dung truéc khi dung.

S6 16 SX, NSX, HD xem "Batch No", "MAN", "EXP"
trén bao bi.

Ngay hét han la ngay 01 cua thang hét han in trén bao bi.
SBK:

DNNK:

1 H+

Sdn xudt boi: Lek S.A
Podlipie Str,16, 95-010 Strykow, Ba Lan

Pong g6i va xuat xuong boi: Lek S.A
50C. Domaniewska Str., 02-672 Warsaw, Ba Lan : il
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Meglucon 850 mg Meglucon 850
Metformin hydrochloride 850 mg Metformin hydroch
d  Manufactured by: LEK S.A, Poland  Manufactured by;
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Ry — Thudc ban theo don

TO HUONG DAN SU DUNG THUOC

Meglucon 500/850/1000 Vién nén bao phim
Hoat chit: Metformin hydroclorid

M&i vién nén bao phim chira 500/850/1000 mg metformin hydroclorid.

Ta dugc: hypromellose, macrogol 4000, magie stearat, povidon K90, titan dioxit (E171).

Pong goi:
Meglucon 500/850 mg: Hop 3 vi x 10 vién nén bao phim.
Meglucon 1000 mg: Hop 2 vi x 15 vién nén bao phim. CD‘{
Cac dac tinh dwgc lue hoc
Mi ATC: A10BA02
Thubc udng diéu tri dai thao dudng tac dung trén hé tiéu hoa va qua trinh chuyén héa.
Metformin 1a thubc chong dai thao duong nhém biguanid, lam gidm dudng huyét khi déi
va sau bira an. Thudc khong c6 tac dung kich thich tiét insulin nén khéng dan t6i tut duong
huyét. Tac dung ctia metformin dua trén 3 co ché:
- Giam tdng hop glucose & gan do e ché téng hop glucose va phan giai glycogen.
- Ting lién két cua insulin v&i thu thé va do do ting hép thu va sir dung glucose &
ngoai vi.
- Ut ché hip thu glucose & rugt. Metformin kich thich tdng hop glycogen néi bao
bang cach tac dung trén glycogen synthase.
Cho dén nay metformin dugc biét lam ting kha nang van chuyén cia protein mang
glucose.
O nguoi, ngoai tac dung trén luong duong huyét, metformin c6 tac dung tét trén chuyén
hoa lipid. Piéu nay da dugc ching minh bang céc thi nghiém trung va dai han. Metformin
lam giam cholesterol toan phan, LDL cholesterol va triglycerid.

Cic dic tinh duwge dong hoc

Hip thu:

Sau khi udng, ndng d6 16n nhét dat dugc sau 2,5 gio (Tmax). Sinh kha dung cia vién nén
bao phim Meglucon 500 mg va Meglucon 850 mg x4p xi 50 — 60 % & ngudi khoe manh.
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Sau khi dung dudng udng, phan khong duge hap thu duge thai trir qua phan 1a 20 — 30 %.
Sau khi uéng, metformin hip thu bao hoa va khong diy di. Ngudi ta cho ring duge dong
hoc cua su hdp thu metformin 1a phi tuyén tinh. O liéu diéu tri va khoang céach liéu thong
thuong, ndng do hing dinh huyét twong dat dugc trong vong 24 dén 48 gi va nhin chung
la nho hon 1 mcg/ml. Trong cac thur nghiém lam sang déi chimg, nong do metformin trong
huyét tuong tdi da (Cmax) khéng vuot qua 4 meg/ml, ngay ca & liéu tdi da.

Thite 4n 1am giam va lam cham hap thu ciia metformin. Sau khi dung liéu 850 mg, ndng do
dinh trong huyét twong giam 40 %, giam 25 % AUC (dién tich duéi dudng cong) va kéo
dai thém 35 phut thoi gian dat nong do dinh trong huyét twong. Chua rd vé anh hudng trén

, Py
Phan bd:

Metformin gén v&i protein huyét turong khéng dang ké. Metformin vao héng cau. Nong do

lam sang cua nhimng suy giam nay.

cao nhét trong mau thap hon trong huyét twong va xuit hién & cling thoi diém. Hong cu c6
1 1a dich dén thr 2 cia metformin. Thé tich phan b trung binh (Vd) khac nhau tir 63 dén
2761.

Chuyén héa:

Metformin dugc thai trir & dang khéng ddi qua nudc tiéu. Cho dén nay khéng xac dinh
duoc sur chuyén héa ctia metformin.

Thai trur:

Metformin thai trir qua than vé&i téc d6 trén 400 ml/phat, metformin dugc thai trir bing
cach loc cau than va bai tiét & 6ng than. Sau khi ding duong udng, thoi gian ban thai cua
metformin xap xi 6,5 gio. Trong trudng hop suy than, do thanh thai qua than giam, vi vay
kéo dai thoi gian ban thai va ting ndng d6 metformin trong huyét tuong.

Chi dinh:

Meglucon 1am ha duong huyét & nhirg bénh nhan dai thio dudng (dai thao duong tuyp I1),
dac biét & nhiing ngudi thira cAn ma khong kiém soat dugc mirc dudng huyét néu chi 4p
dung ché d6 an kiéng hay luyén tap thé luc.

O ngudi 1ém, Meglucon c¢6 thé dugc dung don tri liéu hay ding két hop véi cac thude ha
duong huyét duong udng khac hodc véi insulin.

O nhitng bénh nhan dai thdo duong thira can (dai thdo dudng tuyp II), sau ché d6 an kiéng
thi Iwa chon déu tién la ding metformin dé giam bién chimg do dai thao dudmg giy ra.

Chong chi dinh:
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- Min cam v&i metformin hay bét ¢t thanh phan nao cua thude.
- DPaithao dudng nhiém ceto-acid, tién hén mé.
- Thén hu hodc suy giam chirc nang thén (suy thdn ma d¢ thanh thai creatinine thép).
- Céc trudng hop cap tinh c6 thé dan dén suy than nhu: mét nude, nhiém khuan ning,
suy tudn hoan (shock)
- Céc bénh cap va min tinh din dén thidu oxy & mé nhu;
Suy tim hay bénh phdi.
Nhédi mau co tim cép tinh
Suy tudn hoan M
- Suy chitc ning gan, ngd ddc cap tinh do ruou hodc nghién ruou.

Canh bao va than trong khi sir dung:

Nhiém acid lactic

Hiém khi nhiém acid lactic, phung nghiém trong (ty 18 tir vong cao trong trudmg hop khong
diédu tri kip thoi), ¢6 thé x4y ra bién chimg chuyén hoéa do tich liiy metformin. Di ¢6 bao
cho nhiém acid lactic & nhitng bénh nhan st dung metformin chit yéu & nhimg bénh nhan
d4i théo dudmg bi suy thin ning. Ty 1é nhiém acid lactic ¢6 thé va nén dugc giam bang
cach dapnh gia nhitng yéu t6 nguy co ¢6 lién quan khac nhu bénh d4i thio dudng kiem soat
kém, ceton huyét, &n kiéng kéo dai, ubng rugu qua mire, suy gan va bit ky truong hop nao

lién quan dén tinh trang thiéu oxy.

Chan dodn

Cin xem xét nguy co nhiém acid lactic trong trudng hop c¢é dau hiéu khéng dic hiéu nhur
chudt rit co bap ciing véi rdi loan tiéu hoa nhu dau bung va suy nhuge nghiém trong.

Dic trung cia nhiém acid lactic 13 kho thé, dau bung va giam than nhiét sau hén mé. Két
qué chin doan phong thi nghiém cho thiy ¢6 giam pH mau, ndng dd lactate huyét trong
trén Smmol/L, ting khoang tréng anion va ti 18 lactate/pyruvat. Néu nghi ngd nhiém toan
chuyén hoa, nén ngung str dung metformin va bénh nhin cin nhéip vién ngay lap tirc (xem

phan Qua lidu).

Chir¢ ning thin

Vi metformin dwgc bai tiét qua thin, thanh thai creatinin (c6 thé uéc tinh tir ndng d6
creatinin huyét thanh bing cach st dung céng thirc Cockeroft-Gault) phai duge xac dinh

trude khi bit diu didu tri va thudng xuyén sau do:
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- [t nhit m3i ndm & nhitng bénh nhan c6 chirc ning than binh thuong,
_ {t nh4t 2-4 lan/nam & nhitng bénh nhan c6 mic do thanh thai creatinin & gidi han dudi

ctia murc binh thuong va nguoi ion tudi.

Chirc nang than suy giam & ngudi 16n tudi 1a phd bién va khong cé triéu ching. Dic biét
nén than trong trong cac trudng hop chirc nang than ¢ thé suy yéu, vi du nhu khi bit dau
didu tri ha huyét ap, thudc loi tiéu hodc khi bit ddu diéu tri bing mét loai thuc khang

Uy

Sir dung chét tuong phan iod .

viém khong steroid.

Vi tiém tinh mach cac chit dbi khang trong X quang c6 thé din dén suy than, nén phai
ngung st dung metformin trudc hodc tai thoi diém kiém tra va khéng duoc st dung lai
trong vong 48 gidr sau d6 va didu tri chi nén bat diu lai sau khi danh gi4 lai lai chirc ning
than va cho thiy két qua binh thudng (xem phéan Twong tdc véi cdc thuéc khdc va céc dang

turong tac.)

Phiu thuat

Phai ngung sir dung metformin 48 gi&r trude khi phau thut véi thube giy mé toan than, tiy
séng hodc ngoai mang cimg. C6 thé bét dau diéu tri lai 48 gidr sau phau thuat hoic nbi lai
dinh dudng bang miéng va chi khi xac dinh chirc ning than binh thuong.

Céc than trong khac

- Tt ca bénh nhan nén tiép tuc ché d6 an kiéng dé dam bao phan bd hop Iy lugng
carbohydrat cho ca ngay. Bénh nhan thira can nén tiép tuc ché d§ an udng han ché ning
lugng.

- Nén duge thuc hién thudng xuyén cac xét nghiém thong thudng dé theo doi bénh dai thao
duong.

- Metformin khéng tu giy ha duong huyét, nhung cn than trong khi két hop véi insulin
hoic thudc chéng dai thao duong dang udng (nhu sulphonylure hoic meglitinides)

Tré em va thi€u nién:

Bac sy phai chan doan bj dai thao duong tuyp II trude khi cho diéu tri bang Meglucon. Qua
trinh nghién ciru 1dm sang cé kiém soat trong thdi gian mét nam nhung khong ¢6 dir liéu
dai han vé nhitng diém cu thé da ching minh metformin khong tac dung trén sy ting
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truéng va tudi day thi da dugc phat hién. Cén theo ddi chit ché anh hudng cua metformin
trén su phat trién va day thi ciia tré dac biét ¢ tré trude day thi.

O tré em tir 10 dén 12 tudi:

Chi c6 15 dbi tuong trong d6 tudi tir 10 va 12 nam trong nghién ciru 1am sang dugc tién
hanh & tré em va thanh thiéu nién. Mic du hiéu qua va an toan cua metformin ¢ nhirng tré
nay khong khac nhau so voi tré 1on va thanh thiéu nién nhung can than trong khi ké don

cho tré tir 10 dén 12 tudi.

Phu nir ¢6 thai: -

Bénh dai thao dudong khéng kiém soat duge trong khi mang thai (thoi ky thai nghén hodc
vinh vi&n) ¢6 lién quan téi nguy co gia ting di tat bAm sinh va ty 1€ tir vong.

Dit lidu han ché vé viéc str dung metformin & phu nit mang thai khong c6 nghia 1a 1am tang
nguy co di tit bdm sinh. Nghién ciru trén dong vat khong cho thiy tac dong c6 hai déi voi
phu nit ¢6 thai, phat trién phoi thai hoic bio thai, phét trién sau khi sinh. Khi bénh nhan ¢
ké hoach mang thai va trong khi mang thai, khuyén céo khong dugc diéu tri bénh déi thao
dudng véi metformin, nhung sir dung insulin dé duy tri luong dudng trong mau cang gan
binh thudng cang tét, d& giam nguy co di tat cia thai nhi.

Cho con bu

Metformin bai tiét vao sita me. Khong ghi nhan tac dung phu & tré bu sira me/tré so sinh.
Tuy nhién, vi dir liéu han ché, khéng khuyén céo diéu tri metformin trong qué trinh cho
con bi. Nén quyét dinh ¢6 ngimg cho con bu hay khong sau khi tinh dén cac loi ich cia
viée cho con bt va nguy co anh huéng xau dén tré em.

Kha nang lai xe va van hanh may moc:

Don tri liéu véi Meglucon khdong lam giam lugng duong trong mau va do do6 khéng anh
hudng dén kha ning li xe va van hanh may moéc. Kha ning l4i xe va van hanh may méc
¢6 thé bi anh hudng khi lwvong dudng trong mau qué thip khi ding metformin két hop voi
cac sulphonylurea, insulin hodc cic thude ha dudmng huyét khéc.

Céc lwu Y quan trong vé mét sé thanh phan ciia Meglucon:
Thudc nay c6 chira lactose. Do d6 chi dung thudc sau khi da tham khao y kién cia bac sy
néu ban khéng dung nap mét s duong.



Twong tac véi cae thude khac va cac dang twong tac

Khéng khuyén khich sir dung dong thoi:

Rieou

Ngb déc ruou cip tinh ¢6 lién quan véi ting nguy co nhiém acid lactic, dic biét 1a trong
trudng hop:

» An kiéng hoiic suy dinh dudng

» Suy gan

Tranh uéng rugu hodc cac thube chira con. O}T

Chat tuwong phan iod

Tiém tinh mach cdc chit dbi khang iod cé thé dan dén suy than, tich tu metformin va ting
nguy co nhiém acid lactic.

Phai ngung st dung metformin trudce hodc tai thoi diém kiém tra va khéng duge sir dung
lai trong vong 48 gid sau d6 va chi sau khi danh gia lai chirc nang than va cho thiy két qua
binh thudmg

Nhirneg phéi hop dé1 hdi thin trong khi st dung:

Cac thube cé tac dung ting glucose huyét néi tai nhu glucocorticoid (dung dudmg toan than
hoic tai chd) va thude kich thich giao cam. C6 thé phai theo ddi dudmg huyét thudmg
xuyén, dac biét khi khéi ddu diéu tri. Néu can thiét can di€u chinh lidu metformin trong
thod gian didu tri voi cac thube tuong ng.

Thude loi tiéu dic biét 1a thude loi tiéu quai co thé lam tang nguy co nhiém acid lactic do

kha nidng tiém tang gdy giam chirc ning than.,

Cach sit dung Meglucon

Luén luén dung Meglucon theo sw chi din ciia bac s§. Hay hoi bac s§ hay duogc sy néu
cén,

Liéu luong cta thude duge bac s§ chi dinh cho timg bénh nhan dya trén mie dudng huyét
khi tham kham.

Piéu chinh liéu cho bénh nhin dén liéu duy tri.

Néu khong ¢6 chi dinh nao khac cta béac s§, lidu thong thudng nhu sau:

Nguoi lon:



Liéu thong thudng la 2 — 3 vién/ngay, dung sau bita an. Liéu tbi da 1a 3000 mg metformin
hydrochlorid/ngay.

Tré em va thiéu nién: (DT

Pon tri liéu va két hop véi insulin: ~

Meglucon c6 thé dung cho tré em tir 10 tudi tr& 1én va thiéu nién. Liéu thong thudng 12
500 mg hoac 850 mg metformin hydrochlorid/ngay, dung sau bira an.

Lidu ti da 1a 2000 mg metformin hydrochlorid/ngay, chia lam 2 — 3 lan.

Ubng nguyén vién thubc khong nhai, udng vdi huong nuée vira di, sau bita in. Néu udng
tir 2 vién 1 ngay trd 1€n, hay chia ra ubng trong ca ngay, vi du mét vién sau bira &n sang,
mdt vién sau bira n tdi.

Chu y:

Dit lidu v& liéu lwong khong cho phép chia nho vién thude. Tuy nhién dé cho d& udng, c6
thé chia nho vién thude.

Vién thudc da duge chia nho thi phin con lai cia vién thude can dugc udng ngay sau khi
udng phén thir nhat.

Hay thong béo cho bac sy néu ban thdy tic dung cia Meglucon qua manh hay qua yéu.

Qua liéu:

Khéng thdy ha dudng huyét & mirc lidu metformin hydroclorid 1én dén 85 g, mac dii nhi€ém
acid lactic ciing di xay ra trong truong hop nhu vay. Qua liéu cao ciia metformin hoic
nguy co do ding ddng thoi co thé dan dén nhilm acid lactic. Nhiém acid lactic 12 mét
trudng hop cp ctru y t& va phai duge diéu tri trong bénh vién. Phuong phap hiéu qua nhét
dé loai bo lactate va metformin 13 chay than nhén tao.

Néu ban quén ding Meglucon:

Néu ban quén ding Meglucon, hiy dung liéu nhu chi din vao 1an ding thudce tiép theo, va
hay tuan thi theo bac sy di chi dinh. Khéng dwoc ding lidu gap d6i dé bu lai lidu dd quén
dung.

Anh huéng néu nging ding thudc

Néu ban ngung ding thuéc ma khong hoi y kién ctia bac s§, c6 thé xay ra ting duong
huyét khong kiém sodt va cac bién ching lau dai cta dai thao duong la tén thuong mit,
than hodc mach.

T4c dung khéng mong mudn:

Ciing nhu moi thude khéac, Meglucon ¢6 thé gy mot s tac dung phu.



Tan suit duoc xac dinh nhu sau: rit hay gap (>1/10); thuong gap (>1/100 dén <1/10); it
gip (>1/1,000 dén <1/100); hiém gap (>1/10,000 dén <1/1,000); rat hiém gap (<1/10,000);
chua biét (chua cé dir lidu chimg minh).

R&i loan hé than kinh trung wong

Thuomg gdp: roi loan thi giac CD‘I

- Duong tiéu hoa:

Rét phd bién: ri loan dudng tiéu héa nhu nén, budn nén va tiéu chay, dau bung, chan an.
Ching thudmg xay ra & giai doan dau didu tri va bién mit & hau hét cac truong hop. Pé
tranh tac dung phu niy, hiy ding Meglucon 2-3 lin/ngay, cung hoic sau bira in. Ting
cham lidu ding c6 thé cai thién dung nap duong tiéu hoa.

- Chuyén héa va dinh dudng

Rét hiém: Nhiém acid lactic m4u.

Giam hap thu vitamin B12 dan téi giam ndng do trong huyét thanh khi diung Meglucon kéo
dai. Can lwu y & nhimg bénh nhan thiéu mau.

- Gan mat:

Céc bit thuomg chirc nang gan hoic vang da (viém gan) sé bién mat sau khi ngung dung
Meglucon.

- Da va céc 16 chirc dieéi da:

Rét hiém:

Phan tmg di tng da nhu: do da, ngira, njt phdng rop.

Tré em va thanh thiéu nién

O dir liéu dd xuat ban, dir liéu sau khi luu hanh va trong mét nghién ctru kéo dai 1 nam &
mdt sd lugng nhit dinh tré tir 10 dén 16 tudi, xay ra cac tac dung phu cung loai va mac do
nghiém trong nhu ¢ nguoi 16n.

Théng bdo cho béc sy nhitng tdc dung khéng mong mudn gdp phdi khi sir dung thudc.

Bao quan va han dung:
Béo quéan & nhiét do dugi 30°C.
Han dung: 36 thang ké tir ngay san xuat.

Khéng dung thudc qué han sir dung in trén vo hép thudc.




Tiéu chuan: Nha san xuat

Pé xa thm tay tré em.
Thubc nay chi dung theo don ciia bac sy
Poc ky huéng din st dung truée khi dung
Néu cin thém théng tin xin hoi y kién bac sy

Meglucon 500, Meglucon 850:

Nha san xuat: LEK S.A

Podlipie Str.16, 95-010 Strykow, Ba Lan G)—I
Nha déng goi, xuit xudng: LEK S.A =
50C, Domaniewska str., 02-672 Warsaw, Ba Lan

Meglucon 1000:

Nha san xuét, dong géi, xuit xuong: LEK S.A

Podlipie Str.16, 95-010 Strykow, Ba Lan

. f“r‘ ™, HEXAL AG

Ij [ “"’. nt—\;\ Industriestr. 25

|| HEXAL) g3507 Holzkirchen
IO/ 1ol 08024-308-0

TUQ. CUC TRUONG
P.TRUONG PHONG

Jlgauygn Jﬁfy J/i?;-zy




	47

