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HUGNG DAN SU/ DUNG THUGC

Indform 850

(Vién nén Metformin 850 mg)

155 E0000L

o Thubc nay chi bdn theo ddn ciia béc s¥.

Poc k§ hudng diin si dung truée khi dang.
Xin héi § ki€n cia béc s§ hodic duge sy 4€ bi€t thém thong tin.

PHANLOAIPIEUTr]: Metformin c6 tdc dung chéng tang glucose huyé&t, ding cho nhiing bénh
nhéinbj 44 thdo dudng khdéng phu thude vao insulin (NIDDM) (phdi hgp véi ch& dd ankiérig vi luyén
tip).

THANH PHAN: M3i vién nén bao film chifa:

Hogt chdt: Metformin Hydrochlonide EP 850 mg

Td due: Natri Starch Glycolat, Tinh bt ng6, Povidone, Colloidal Anhydrous Silica, Magnesi
Stearat, Hypromellose, Titan Dioxid E171, Propylene Glycol. Macrogols 6000, Talc tinh khi€t.

DANG DUNG: Vién nénbao film.

TRINHBAY:
M3 vi nhom/ nhya 14 vién; 04 vi duge d6ng trong hip carton va mot 13 huéng diinsitdung.

DUGCLY: .

Metformin ¢6 tdc dung chéng tng glucose huy&t, nhAm cdi thi¢n khd ndng dung nap glucose cho nhiing
bénh nhén bj d4i thdo dudng khong phu thude vdo insulin, 1am gidm ndng d8 glucose cd bin trong
huy@t tuong va ca sau khi &n. Metformin 1am giim sy sin xuft glucose trong gan, gidim sy bip thu
glucose & rudt, va cdi thién sy nhay cim clia insulin (1am tang sy tiéu thu va sitdung glucose

ngoai bién). Khéng giéng nhu céc sulfonylurca, Metformin khéng géy ha glucose huy&t & nhitng bénh
nhéin bj d4i thdo dudng va ¢ nhitng ngudi khong bi ddi théo dudng (trif nhifng trudng hap dacbiét,

xem trong phin CANH BAO) va khong gdy ra hién wgng ting insulin huyét.

DUGCPONG HQC:

Metformin dugc hip thu  dudng tiéu héa sau khi uéng; sinh kha dung ciia vién thuge xdp xi 50%.
Metformin khéng chuyén héa. Thuc tuén hoan dudi hinh thiic khéng lién két va lvong gdn két véi
protein huy&t tudng c6 thé coi nhwrkhéng ding k€. Nira ddi thdi trix ciia Metformin trong huy&t tuong
x&p xi2gi®sJa giai doan thanh thdi cht y&u, dat khodng 90% ciia Ivgng thudc da duge hip thu.

Conlai 10%, phéin bs trong md, duge bai xuitritchdm v6i nira ddi thdi trif cubi cing Y9 d€n 12 gids.
Metformin dugc bai xudt rit nhanh qua nudc ti€u; 46 thanh thai & thin ciia nhifng ngudi khée manh
dattrung binh 440 mL/ phit (g&p4 - 514n 40 thanh thii creatinine), do loc cuén tiu cAu va sau d6 12 bai
xuftd tiéu quin thin. Nita ddi thi tri ting 1én & nhifng ngudi bj suy thin din dén nguy co bj tich luy
thuéc.

CHi BINH: )

Thubc diing diéu tr bénh ti€u dudng tuyp 2 (mellitus) cho ngudi trudng thanh, dic biét 1 nhitng bg¢nh
nhéin béo phi, nhifng ngudi ma c6 ché d6 An kiéng va luyén tép khdng ki€m sodt dwgc ndng 40 glucose
huy€t. Metformin c6 thé ding riéng hodc k&t hgp véi cac thudc chdng tiéu dudng dang udng khéc,
hoac k€thgp vdi insulin.

Gidm bi€n chiing do tiéu dudng da thi'y & nhitng bénh nhin béo phl bj tiéu dudng tugp 2 diéu trj bing
Metformin 1A c4ch Iya chon hang thd nhit sau khi 4n ki€ng khong c6 k&t qud. Vién nén Metformin HC]
dugc chi djnh cho nhitng bénh nhén t 10 tufi trd 1én.

CHONG CHi PINH:

Chéng chi dinh Metformin cho:

- Nhilng ngudi miin cim vi Metformin hoac bt ctf thinh phin ndo ciia thudc.

- Nhitng bénh nhin d4i théo dudng bj nhié m acid-ceton, d4i thdo duding tiénhdn mé.

- Nhitng bénh nhiin bj bénh thjn hodc suy chifc nang thin (v du: n8ng do creatinine
huy&tthanh > 135 pmol/ L & nam gi6i va > | 10 umol/ L & @ gidi).

- Nhirng ngudi trong tinh trang cp tinh, cAn thi€t phi thay d6i chc nang thén
nhu: m&t nuée, nhi€m khufn néng, shock.

- Tiém tinh mach véi cic chdt phin quang iodinat.

- Cécbénh cfip va mantinh gdy hién tugng gidim oxi md nhu: suy tim, suy hé hdp,
md@i bj nhdi méu cotim.

- Suy gan, ngd doc cip do rugu, nghién nrgu.

- Phu nif ¢6 thai, cdc ba me dang cho con bl vi tré em dudi 10 téi.

CANHBAO:

Nhiém acid lactic c6 thé xdy ra tuy hi€m nhing nghiém trong, bién chimg nay c6 thé do sy tich iy
Metformin trong subt thd gian diéu tri. Nhing bénh nhén bj suy tim sung huy&t dang dugc diu trj,
déc biét nhifng ngudi bj suy tim sung huy€tkhong &n dinh hojc cliptinh 1a nhifng ngudsi ¢6 nguy
cacao vé nhiém acid lactic. Nguy cd nhiém acid lactic ting 1én theo mitc 40 suy chifc nang thin v
cée tinh trang ciia bénh nhan. Phii ngimg ngay viée si dyng Metformin n€u c6 biitky ddu hi¢u ndo
vé gidm oxy huy&t, mftnu6c hay nhiém khufln. Visuy chifc néing gan c6 thé lam gidm déng k€ khi
néing thanh théilactat, do d6 rénh dang thu6c nay cho nhitng b¢nh nhan ma qua kiém tra ldm sang
hodic xétnghiém c6 bi€u hién b¢nh gan. B¢nh nhén cdnchd § khong ubng nhiéu nigu khi dang
diing Metformin vi rfgu ¢6 Anh hudng 18i téc dyng chuyén hod lactat ciiz Metformin. Phditam
thdi ngirng ding Metformin tru@c khi ti€n hanh X-quang mach mAu hojc batky phuthugtnao,

THAN TRONG:

Ha glucose huy1: Hy glucose huy&tkhong xdy ra véinhimg bénhnhin diéutri vai Metformin don
thuhn trong céc truding hyp binh thuding, nhung c6 thé xdy ra khi lugng calo cung cp bj thidu, hotic
khi luy@n tdp cling thAng ma khong bb Al lugng calo, hodc khi k€thgp vai thubic by glucose huy &1
khiic (nhf chc sulfonylurea) hodc ufng rugu ‘

Nhitng bénh nhin cao twéi, suy nhuge o thé, suy dinh dutng, nhing ngudi b suy tuy€n thirgng thiin
hofic tuy€n gifphojc bi nhiém adc do rugu, thutng nhay cdm vditdcdung hﬂ glucose-huy&t. Hién
ugng hy glucose huy&ieb (hé khé nhdn bi€t & nguisi cao tudi vi nhing ngud) ding céc thudc

chen beta-adrenergic

Gidm sdi chitc ndng thdn: Nhing nii ro do tich Iy Metformin va nhiém acid Jactic ting lén thy theo
mtc 46 suy chiftc ning thin ciia bénh nhin, Do vy cn gidm sét chitc ndng thin thuding xuyén va
phdingimg diing thubc ngay néu xéyradfuhi¢ut8nhaichothin.

Mt kiém sodt glucose huyét: Trong thdi gian diéu tri 6n dinh vOi bt ctt mot ch€ 40 diéu tri bénh
d4i thdo duding ndo ma bi s61, chifn thuong, nhi&m khufn, phu thudt, c6 thé xdy ra tinh trang mAt
kié'm sofit glucose huy€t. Trong truding hgp nhu viy, phdi ngitng diing Metformin va dibutritam
thdti bAng insulin. C6 thé ti didu tri vai Metformin sau khi nhifng trié u ching c4p tinh trén dd chdm
dit.

Diing cho ngudi cao tubi: Metformin dudc bai xufit qua thin vi tic dung khéng mong mudn clia thubc
481 vai ngudi b suy thin thuing nghiém trong hon ngudi binh thudng, ma twdicé lién quan t8i sy
gidm chitc nfing thn, do 46 phai thin trong khi ding Metformin cho ngudi cao wéi.

TACDUYNG KHONG MONG MUGN:

- Nhi&macidlactic. )

- Nhifng tic dung t6i duding tiéu héa: Nhifng téc dung khong mong mudn d6i voi
difdng tiéu héa nhyt: tiéu chiy, bubn non, non, dau byng, ddy hdi,chdnin, la
nhitng phén tng x4y ra ph8 bi€n nhdtkhi ding Metformin.

- Gi4c quan dic biét: Vikho chiu hoc vikim Joai trong 1u@i, cdm gidc ndy thuding
hé€tngay. "

- Phén ng ngoaida: Nimin/ viémda.

* Phin ing v& méu: Chitng thi€u méu dohdng cdu khdng 16. .

“Bdo cho béc s§ trong trudmg hgp xdyra bdi cit tdc dung khong mong muén ndo

c6 lidn quan dén sitdung thubc ”.

TUONG TAC THUOC:

Phai thé n trong khi ddng Metformin v6i nhitng thuéc dudi diy:

Furosemide: Furosemide lam ting néng 46 Metformin trong huy&t tudng va trong m&u nhung lam
thay d6i khong ddng ké d6 thanh thii Metformin ciia thin. Khi 2 thudc dugc ding két hgp,

ndng d cia furosemide gidm so v4i khi dang riéng, nita ddi thai trir b gidm, 49 thanh thdi
furosemide trong thin thay d8i khéng ddng ké.

Nifedipine: Khi k&thgp véi Nifedipine da lam ting ndng do Metformin trong huy&t tuong va ting
Iugng thuc bai xuft qua nuréc tidu. Nifedipine lam téng sy h&p thu ciia Metformin. Metformin ftdnh
hudng t6i nifedipine.

Nhitng thuéec cé Cation (nhut digoxin, morphine, quinidine, ranitidine v.v) duge bai xuftqua 8ngthén,
vé mitly thuy&tc6 twong tic manh véi Metformin do sy canh tranh trong viéc chuyé&n qua hé thdng
&ng thin. Hién twgng tuong tic thuSc nhy vy gita Metformin va Cimetidine duding udng da dugc
quansétthdy.

Mot s6 thudc gdy 1ang glucose huyét c6 thé din t6i matkiém sodt vé glucose huy&t gdm: thiazide va
chic thudc 19 ti€u khéc, cdc corticosteroid, phenothiazine, thuc thyroid, thu6c trdnh thai dudng
ubng, cic estrogen, phenytoin, acid nicotinic, thudc cudng giao cim, thude chen kénh calci, va
isoniazid. Khi ding nhitng thudc trén cho nhitng bénh nhin dang diéu trj bing Metformin, cin gidm
sdtchitché vé hién trgng mt ki€m so4t glucose huy&t. Khi ngitng ding nhifng thuSe nay cho
nhitng bénh nhin dang diéu tri biing Metformin, cing phdi dugc gidm sdtchatché vé hién twgng ha
glucose huyét. ‘ 5

QUA LIEU: Metformin c6 thé thim téch v6i dd thanh thai Iéntdi 170ml/ phiit dusi diéu kién d6ng
huy&thoctt. Do d6, c6 thé ding thim tich méu d€ loai thudc qué lidu.

LIEULUQGNG VA CACHDUNG:

Diéutri riéng va két hgp vdi cdc thude chéng tiéu duimg dang udng khdc:

Liéu ti da d& nghi hang ngdy cia vién nén Metformin HCI 1a 2550 mg cho ngu®i 16n vA 2000 mg cho
bénh nhén nhi khoa (ti 10 - 16 tudi) udng cing hodc sau bi¥a an. Liéu tdi da dé nghi hang ngay cia
Metformin HC phdi chia déu vio cdcbradn.

Liéu khdi ddu thong thudng vdi vién nén Metformin HC1 12 500 mg x 2 140/ ngdy hodic 850 mg x 1 in/
ngay, udng vdo céc bira an. Lidu ding c6 thé ting thém, cif mbi tén ting 500 mg hodc méi 2 twin ting
850 mg, tdi tGi da 1a 2000 mg/ ngdy, chia déu trong ngay.

Néu c6 du dinh chuy&n d8i thudc chéng tiéu dudng dang ubng khdc, ngitng thubc d6 va khdi ddu diéu
trj bing Metformin theo chi dinh trén.

Didutri két hgp vai Insulin:

Ngudi 16n: C6 thé ding k&t hop Metformin véi insulin d€ dat sy ki€ m sodt glucose huy&ttSthon. Lidu
khdi ddu diéu trj bAing Metformin 1: 1 vién x 2 - 3 140/ ngdy, trong khi d6 lidu diing v6i insulin ducge
thay d6i theo mifc 44 cila glucose huy&t. .

Ngudi cao tubi: Do c6 thé bi suy gidm chitc ning thin & ngudi cao wdi, liéu ddng clia Metformin nén
thay d8i theo tinh trang chttc nng thin. Cin thi&t phdi dénh gid chitc ndng thin.

Tré em: Dokh6ng c6 s6 liéu, khong duge ding Metformin cho tré em dudi 10 tudi

TIRU CHUAN: Theo tiéu chufin Nha sin xuft.

HANDUNG: 36 thing k€ tif ngdy sdn xut.
Khong diing thudc qud han cho phép.

BAO QUAN: Bio quin ndi mdt, kho & 161, & nhi¢t 6 dudi 30°C.
PETHUGC XA TAMTAY TRE EM.
SDK: VN-10308-10

Manufactured by :

Ind-Swift Limited
Village Jawaharpur, Off. NH-21,
Derabassi, Dist. SAS Nagar
(Mohali) Punjab, India

* Trademark Registration applied for.
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