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metformin hydrochloride 1000 mg
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COMPOSITION
Metformin hydrochloride .. _1000mg
Equivalent to Metformin base . ... .. 780 mg 30@

excipient qs. for one breakable film coated tablet

Box of 2 x 15 tablets = 30g of metformin HCI per box  |TABLETS

SBK:

m ROUTE
Sdn xuft tpi: Merck Santé sas.
2, rue du Pressoit Vert - 45400 SEMOY - PHAP H@ﬂ
DNNK: Coing ty CP Duge Litu TW I
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Follow the doctor's instructions

_\\iﬂ;f | D
ARESS

BREAKFAST LUNCH | DINNER

|WITH MEALS

BEFORE ANY USE, PLEASE READ THE ENCLOSED LEAFLET CAREFULLY.

KEEP QUT OF THE REACH OF CHILDREN.

DO NOT EXCEED THE STATED DOSE

PRESCRIPTION ONLY MEDICINE.

Indications cantra-indications, administration: see leafleL
Stare below 30°C

Specifications: Manufacturer's

Manufacturer: Merch Santé sas. - 2, rue du Presseir Ver, -
45400 SEMOY - FRANCE
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GLUCOPHAGE ® 1000mg

metformin

GLUCOPHAGE 1000mg. vién nén bao phim bé duoe

POC KY HUONG DAN SUDUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC §i
THUOC BAN THEO PON

Thanh phin
Metformin (INN) hvdrochloride....... 1000mg (twong duong 780 mg metformin base)
Ta duoe: Polyvidone K 30, Magnesium stearate, Opadry clear YS-1-7472 (Hvpromellose, Macrogol 400,
macrogol 8000))
Dang bio ché va quy cich dong goi
Vién nén bao phim bé dugc
Hop 2 vix I3 vién
Chi dinh
Piéu ti bénh dai thio duémg typ I1. dac biét o bénh nhan qua can khi ché dé an va tap thé duc don thuan
khong dat duoc higu qua trong kigm soat dudng huyét,
¢ O ngudi lén. vién nén bao phim be duoc Glucophage 1000 ¢6 thé sic dung don tri lidu hay két hop
v0i cac thude tri dai thao duomg dang udng khac hoac v6i insulin.
o Owéemtir 10 woi va thanh thiéu nién, vién nén bao phim bé duoc Glucophage 1000 ¢4 the sir dung
don trj liéu hay két hop voi insulin.
Pa nhan lhay co sir giam céc bién chiing dai thao duomg & ngudi lon méc bénh dai thao duong typ 1l qua
C’Ill duoc diéu tri bing metformin nhur liéu phap dau tién sau khi thit bai véi ché dé an kiéng.
Liéu di iing va cach ding
Nguoi lom
Do i liew v sir kér hop vai cac thude tr i dai thao dwing dang mi'ug khac:
Liéu khoi dau thong thuong 1a 500 mg hoac 850 mg metformin hydrochloride 2 hode 3 lin moi ngay trong
hodc sau bira an. Sau 10 dén 15 ngay. lidu ding nén duoc diéu chinh dua wén co sd cac xét nghiém do
duong huyet. Sy tang lieu chim c¢o thé cai thién kha nang dung nap dudmg tiéu hoa.
O nhitg bénh nhan sir dung liéu cao metformin hydrochloride (tir 2 dén 3 gram mdi ngay ). ¢ thé thay thé
hai \'IIEI‘I nén  bao phim Glucophage 300 mg bang mat vién GlllLophage 1000 me.
Liéu o1 da metformin hyvdrochloride duge khuyen céo la 5 g moi ngay, chia lam 3 lan,
Néu du dinh clluyen tir mot thude tri dai thao dudmg dang udng khac: ngumg sir dung thude do va khoi dau
metformin vai lidu chi dinh nhu wén.
Kér hop vai insulin:
Metformin va insulin co thé dugc sit dung trong liéu phap két hop dé dat dugc kiém soat dudng huyét 1ot
hon. Metformin hydrochloride 500 mg hodc 850 mg duoc ding véi liéu khai dau thang thuéng 1a 2 hodc 3
lan mbi ngay, trong Khi ligu lugng insulin dwoe diéu chinh wén co so cac xét nghiém do dudng huyét.
Negudt cao ruoi
Do Kha nang suy giam chic ning than o ngudi cao twidi. lieu dimg metformin nén duoe diéu chinh dya trén
chiie nang than. Can danh danh gia chite nang than thudng xuyén.
Ire em va thanh thiéu nién
Don i liéu va két hop voi insulin
» Glucophage co thé duoe ding & wé em tir 10 twdi va thanh thiéu nién.
. Lleu Kkhoi dau thong thuong la 500 mg hoac 850 mg metformin hydrochloride mét lan mdi ngay.
uéng trong hoéc sau bira an.
Sau 10 dén 15 ngay. liéu dimg nén duoc diéu chinh dya trén co s6 clia cic xét nghiém do dudmg
huyét. Su tang liéu cham co thé cai thién kha nang dung nap didmg tiéu hoa. Liéu 16i da metformin
hydrochloride dugc khuyén céo 1a 2 ¢ méi ngay. chia lam 2 hodc 3 lan.
Cdch ding:
Nuor vien thude. khéng duoc nhai. rong hodc cuo: bira dn. Diéu nay sé gitip bénh nhan tranh duoc su kho
chiu & duong tiéu héa. Vi dy. voi liéu 2 vién mdi ngay. ding 1 vién vao budi diém tam va | vién vio bira
comn 16i.
Thoi gian diéu 1
Phai dimg Glucophage hang ngay khéng ngat quang. Nhimg bénh nhan ngtme didu i lpl%mm\ o1 bac
si.
Quén liéun: "

Marck Santé
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‘Trong trudng hop quén liéu, bénh nhan phai ding liéu ké tiép theo thoi gian thuomg 1. Bénh nhén khéng
duorc tang gip doi liéu Glucophage.

Chéng chi dinh
- Man cam v&i metformin hydrochloride hodc bt eir ta duoe nao
- Nhiém toan thé ceton, tién hén mé dai thao duong,
- Suy than hodc rdi loan chirc nang than (dé thanh thai creatinin < 60 ml/phiit)
- Cac lruong hop cap tinh c6 kha nang lam bién ddi chirc néng thdn nhu: mat nudoc, nhiém triing nang, soc.
- Bénh cap tinh hay man tinh co thé gay nén tinh trang thiéu oxy mé nhu: suy ho hap hay suy tim, nhoi mau
co tim gan day, soc.
- Suy gan, nhiém déc ruou cap tinh, nghién reou
- Xét nghiém X quang lién quan dén viéc sir dung cac chat can quang cé chira iod (nhu chup X-quang hé
niéu qua dudng tinh mach, chup X quang mach mau)
- Phéu thuat Ién theo chuong trinh 'NERCK
- Phu nir mang thai (phai diéu tri bang insulin, khong diing metformin)

Morck Santé

Than trong khi sit dung - Ao
fug SanbRo

Nhiém acid lactic
Nhlem acid lactic hiém gap nhung nghiém trong (tir vong cao néu khéng dlen tri tire tfﬁ)"%iéﬁg’ﬁhu%ge&e
chuyén hoa c6 thé xay ra do tich liiy metformin. Nhing truong hop béo céo vé nhiém acid lactic ¢ nhimg
bénh nhan ding metformin xay ra chi yéu & bénh nhan dai thao duong bi suy than dang ké. Co thé va nén
giam ty 1é nhiém acid lactic bang cach danh gia cac yéu 16 nguy co khac ¢é lién quan nhu bénh dai thao
dudng kiém soat kém, da ceton, nhin déi kéo dai, nghién ruou, suy gan va bat ky tinh trang nao lién quan
dén thiéu oxy mé.

Néu nghi ngo bi nhiém toan chuyén hoa, phai ngung thudc metformin va bénh nhan can duoc nhap vién
ngay lap tirc

Chire nang than:

Vi metforminin dugc dao thai qua than, nén xac dinh do thanh thai creatinin trudc khi bat dau diéu tri va
thuong xuyén sau do.

Chire nang than bi suy giam & nguoi lon tudi la thuong xuyén va khéng c6 triéu chitng. Than trong dac biét
nén thuc hién & nhimg truomg hop ma chirc nang than c6 thé bi suy giam, vi du nhu khi bat dau diéu tri ha
huyét ap hay thude loi tiéu va khi bat dau diéu tri véi thude khang viém khéng steroid (NSAID)

Sir dung cdc chat can quang ¢o chira iod

St dung céc chit can quang c6 chira iod bing dudng tinh mach trong cdc xét nghiém x-quang cé thé din
dén suy than. Diéu nay cé thé gay ra s tich tu metformin va dan dén nhiém acid lactic. Phai ngung sir dung
metformin 48 gio trudce khi xét nghiém hoac tir thoi diém xét nghiém va khéng duoc sir dung lai cho t6i 48
gi& sau do, va chi sau khi chirc nang than da dugce danh gia lai va cho thay da tro lai binh thuong.

Phdu thugt:

Phai ngung metformin 48 gio trurde khi phau thuat theo chuong trinh, gay 1€ ngoai mang cing hodc tiy
song. Viéc diéu tri ¢6 thé duoc sir dung lai khong som hon 48 gior sau phau thuat hoac sau khi bt dau lai su
nudi dudng qua dudng tiéu hoa va chi sau khi chirc niang than da duoc trd lai binh thuong,

Nhimg how y khéc

Tét ca bénh nhan nén tiép tuc ché dé an uong cua ho, voi sir phén bd déu dan luong carbohydrate an vao
trong ngay. Nhirng bénh nhan qué cin nén tiép tuc ché do an uong han ché nang luong.

Cac xét nghiém thong thuong dé theo ddi bénh dai thgm duong nén duoc thuc hién thuong xuyén. :

Diing metformin mét minh khéng gdy ha duong huyét, nhung nén than trong khi né duoc diung két hop vai
insulin hodc céc tac nhan chéng dai thao duong dang udng khac (nhu sulfonylureas hodc meglitinides)
Théi ky mang thai

Khi bénh nhan cé ké hoach mang thai va trong sudt thoi ky mang thai. khl.tyén cao khong diéu tri dai thao
ductng véi metformin ma su dung insulin de duy tri mic dudng huyét cang gan véi mirc binh thuong cang
11, dé giam thiéu nguy co bit thuong di (at thai nhi.

Thoi ky cho con bi:

Metformin duoc bai tiet trong sita me. Khong quan sét thdy tac dung c6 hai nao & tré so sinh bi sira me/tré
so sinh. Tuy nhién, vi dir liéu han ché, khéng khuyén khich cho con bi trong khi diéu trj véi metformin.
Cén nhéc gitra loi ich cia viée cho con bu, tam quan trong cua thude déi voi ngudi me va nguy co tiém an
ctia nhimg tic dung cé hai trén tré nhé ma can quyét dinh c6 nén nging cho con bi hodc ngung ding
metformin.

Anh huong dén kha nang lai xe va van hanh may méc )

Pon tri liéu metformin khong gay ha dudmg huyét va vi theé khong tac dong dén kha nang lai xe va van
hanh may moc.
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Tuy nhién, bénh nhan nén duoc canh bao vé nguy co ha dudng huyét khi sir dung metformin cling vai cac
thudc ha duong huyét khac (nhu sulfonylurea, insulin hoic meglitinide)
Tuong tac _lhuoc
Két hap chéng chi dinh:
Ce chdr can quang cé chira iod:
Sir dung cac chét can quang cd chira iod bing duong tinh mach ¢6 thé din dén suy than, gay ra su tich tu
metformin va ting nguy co nhiém acid lactic. Phai ngimg sir dung metformin 48 gio trude khi xét nghiém
hoac tir thoi diém xét nghiém va khong duoc sir dung lai cho tdi 48 gi¢r sau dé, va chi sau khi chirc nang
than da duoc danh gia lai va cho thay da tra lai binh thuong.
Két hop khong khuyén ding:
Ruou: ngd doc ruou cp tinh ¢o lién quan dén tang nguy co nhiém acid lactic, dac biét trong trudng hop
nhin doi hoac suy dinh dudng, suy gan.
Tranh dang cac thirc uéng va thude cé chira ¢bn
Két hop céin thn trong:
Cdc thuoc <6 hoat tinh tang dweng huyét néi tai (vi du: glucocorticoids (dimg duong uong va toan thin) va
cde chdt e6 hoat tink giao caniy:
Nén theo ddi dudng huyét thutng xuyén hon, dic biét ngay khi bét dau diéu tri. Néu can thiét, diéu chinh
liéu metformin trong qua trinh diéu tri vdi céc thude twong (mg va cho t6i khi nging st dung.
Thude lgi tidu, ddc biét 1 thude 1oi tidu quai:
Céac thude nay ¢o thé gy tang nguy co nhiém acid lactic vi kha nang gay suy giam chic nang than cia
ching. 3
Céic chat tec ché men chnén:
Thubc ¢6 thé lam giam muc dudng huyct Néu cén thiét, diéu chinh liéu lwvong ctia metformin trong sudt
thoi gian tri liéu véi cac thude we ché men chuyén va cho t6i khi ngimg sir dung.
Tic dung ngoai v caa thude
Nhiing phan (ing bat loi sau cd thé xay ra khi diéu tri véi metformin.
Téan s6 duoc dinh nghia nhu sau: rat thuong >1/10; thudng >1/100, <1/10; khéng thudng >1/1000, <1/100;
hiém >1/10000, <1/1000; rat hiém <1/10000.
Réi loan chuvén hoa va dinh dudng
Rt hiém:
- Nhiém acid lactic: nhiém acid lactic la mét bién ching nghiém trong, dan dén nén mira, dau bung kem
theo vop bé co va hodc 6 cam gidc khé chiu, mét moi tram trong va can phai cé su diéu tri riéng biét, Néeu
diéu nay xay ra, bénh nhan phai ngung dung Glucophage ngay lap tirc va bao ngay cho bac si diéu tri.
Nhiém acid lactic 1a mét truong hop cap ciu y khoa va phai dugc diéu tri trong bénh vién.
- Giam hdp thu vitamin B, kém theo sw g1am nong dé trong huyét thanh khi diing metformin lau dai.
Khuyen céo xem xét dén nguyén nhan nay néu bénh nhan bi thiéu mau héng ciu khéng 16.
Bﬂgn loan hé than kinh;
Thirong: roi loan vi giac,
RO loan tiéu hoa:
Rait thromg: cac rdi loan tiéu hda nhu buon nén, nén, tiéu chay, dau bung va chan an, Céc tac dung ngoai y
nay xay ra thuong xuyén hon trong giai doan bit dau didu tri va ty héi phuc trong hau het cac truong hop.
Dé ngan ngira, metformin duge khuyén cdo ding méi ngay 2 hodc 3 ldn trong hodc cudi bita an. Sy tang
liéu cham ciing c6 thé cai thién dung nap & dudmg tiéu hoa.
Réi loan gan mat:
Rat hiém: cac bao cao riéng biét vé xét nghiém chirc ning gan bét thuong hodc viém gan doi hoi phai
ngung diéu tri.
Réi loan da va méb dudi da:
Hiém: cac phan tng trén da nhur ban do, ngira, may day.
Trén tré em:
Trong cac dir liéu hdu mai da céng bd va trong cac thir nghiém lam sang ¢é nhom chimg & dbi tuong tré em
gidi han i 10-16 wdi duoc diéu tr trong m@t ndm, bdo cao vé phan tng phu tuong tu vé loai va mirc dé
nghiém trong nhu da bdo cdo ¢ ngudi trudng thanh.
Thiong bdo cho bidc sT nhiimg tdc dung klidng mong muon gdp phai khi stt dung thube.
Dugrc lwe hoe
Metformin 14 mét biguanid c6 tac dung chong tang dudng huyét, lam giam nong do glucose trong huyet
tuwong, khi déi va sau khi an. Thude khong kich thich tiét insulin do d6 khéng gay tai bién ha dudng huyét &
ngudi dai thao dudng va ngudi khong bi dai thao dudng. i
Metformin hoat déng qua 3 co ché: \ S“QEQ@K
- Giam san xuit glucose & gan bing cach tc ché tan tao duéng va phan hiy glycogen | il

- Tai co, gia tang su nhay cam cta insulin, cai thién viéc sir dung glucose & ngoai bién

Morek Santé
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- Lam cham hip thu glucose & rudt

Metformin kich thich sur téng hop glycogen & té bao bang cach tac dong 1én men glycogen synthase.
Metformin gia tang kha nang van chuyén cia cac loai van chuyén glucose qua mang (GLUT).

Trong cac nghién ciu 1am sang, viéc st dung metformin ¢é lién quan dén viée giir cin nang &n dinh hoic
lam giam cén nhe,

O ngudi, ngoai tac déng trén dudng huyet metformin con tac déng ¢é loi cho su chuyén hoa lipid. Diéu
nay da duge chimg minh qua cac nghién ctru 1am sang cé nhém ching trung va dai han. & cac liu diéu tri;
metformin lam giam mirc cholesterol toan phan, mirc cholesterol ti trong thip (LDL cholesterol) va mirc
triglyceride.

Duge dgng hoe

Hep thu: )

Sau khi uéng mét lieu metformin hydrochloride, ndng dé 16i da dat dugc trong khoang 2,5 gid. Sinh kha
dung tuyét doi cta vién metformin hydrochloride 500 mg hodc 850 mg xap xi 50-60 % & ngudi khoe manh,
Sau khi udng thuéc, phén khong hap thu duge tim thiy trong phén la 20-30%.

Sau khi udng thuéc, su hap thu cta metformin Ia bao hoa va khong hoan toan. Diéu nay duoc cho ring
dugc dong hoc cua sur hip thu metformin khéng tuyén tinh. )

O nhirng liéu metform_{n va ké hoach phan liéu khuyén cao, ndng dé huyét tuong & trang thai 6n dinh dat
duoc trong vong 24 dén 48 gid va thong thudng it hon | meg/ml. Trong céc thir nghiém 1am sang ¢6 nhom
chiing, néng dé metformin trong huyét twong t6i da khong vuot qua 5 meg/ml ngay ca khi ding liéu tdi da.
Thirc an lam glam mirc d§ va lam cham sy hap thu metformin khong dang ké. Sau khi dung liéu 850 mg,
quan sat thiy ndng d6 dinh trong huyét tirong thap hon 40%, dién tich dudi duong cong giam 25% (AUC)
va nong d¢ dinh trong huyét twong kéo dai hon 35 phit. Sy lién quan vé mal lam sang clia diéu nay vin
chwa dugc biét,

Phan bo:

Lién két vai protein huyét tuong khong dang ké. Metformine phan chia véo tmng hong ciu. Nong dg dinh
trong mau thap hon trong huyet tuong va xuat hién v&i khoang thoi gian xp xi nhau. T& bao héng cu gin
nhu dai dién cho ngan phan b thir cap. Thé tich phan bé trung binh tir 63-276 1 (Vd).

Chuvén hod: _ )
Metformin duroc bai tiét dudi dang khéng déi & nudce tiéu. Khong cé chat chuyén hod nao duoc tim thiy &
nguol.

Do thai:

po lhanh thal clia metformm > 400 ml/ phut, cho thév metformin durgc dao thai qua su loc & cau thin va
bai tiét & ong than. Sau khi udng thude, thoi gian ban thai kha kién khoang 6,5 gio.

Khi chirc nang than bi suy giam, su thanh thai ¢ than giam theo ti |€ cia creatinine va vi thé thoi gian ban
thai cira metformin kéo dai, din dén tang nong dé metformin trong huyét tuong.

Tre em: ,

Nghién ctru don liéu: sau khi diing liéu don metformin 500 mg, dic diém duoce dong hoc quan sat dwoc trén
nhiing bénh nhi frong tr & ngudi truéng thanh.

Nghién ciru da liéu: Dir liéu bi gi6i han trong mot nghién ciru. Sau khi dung ligu lap lai 500 mg. 2 1 in mot
ngay trong 7 ngay trén bénh nhi, ndng dé dinh trong huyét tuong va nong dé thudc trong co thé theo thai
glan bi giam khoang 33% dén 40% so v&i bénh nhan truong thanh dung liéu lap lai 500 mg hai lin mot
ngay trong |4 ngay. Liéu duoc xac dinh cho tirmg bénh nhan dua trén sy kiém soat duong huyet dicu nay '
bi giai han vé mat lam sang, )'_,,-

Jua liéu
Khéng quan sat thiy ha dudng huyet voi liéu metformin 1én dén 85 g, mic di nhiém acid lactic xay ra trong
truémg hep nay. Su dung qua lidu hoac nhimg nguy co di kém cta Metformin c6 thé gy ra nhiém acid lactic.

Nhiém acid lactic 1a mdt truong hop cap ctru khén cdp va phai diroc nhép vién diéu tri. Phuong thic hiru higy
nhét dé loai bg lactate va metformin 14 tham tach mau

W
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Han dimng: 36 thang ké tir npay sén xubl
Khéng ding thude qua han ghi trén nhan
Bio quin: Bio quan dudi 30°C

DE XA TAM TAY TRE EM: - A
Cha me va ngudi chdm soc phai giam sat vige lé ]G
Dwoc sin xuit tai: Merck Sante s.a.s ®
2 rue du Pressoir Vert - 45400 SEMOY, PHAIl\\:e




