Rx GLUDIPHA 850

THUGC BAN THEO BON VIEN NEN BAO PHIM

THANH PHAN: M3 vién nén bao phim chia:
« Hoat chat chinh: Metformin NYAroClONid..........cov.ovveeeeeeeeeee e 850mg.
* T4 duge: Era-gel, Starch 1500, P.V.P K30, b0t talc, magnesi stearat, natri croscarmellose,

natri lauryl sulfat, aerosil, H.P.M.C 606, titan oxyd, ddu thdu dau.

CHi DINH: Metformin dugc chi dinh dé diéu tri ddi thdo dudng typ 2 khi ch& dd &n va luyén tap khong kiém sodt dugc duting huyét ddy du.
Metformjn ¢6 thé dugc st dung don doc hodic phdi hap véi cac thudc diéu tri ddi thao duding khac bao gdm insulin.

CHONG CHI DINH:

o Ngudi bénh c6 trang thdi dj héa cdp tinh, nhiém khudn, chan thuong (phéi diéu trj dai théo dudng béng insulin).

¢ Gidm chiic ning than, hodc rdi loan chiic nang than, hodc c6 thé do nhitng tinh trang bénh Iy nhu truy tim mach, nhdi mau co tim cép tinh
va nhidm khudn huyét gay nén.

¢ Qua min véi metformin hodc céc thanh phin khéc.

o Nhigm acid chuyén hoa cdp tinh hodc man tinh, c6 hodc khong c6 hon mé (ké ca nhiém acid — ceton do déi thao duding).

¢ Bénh gan ning, bénh tim mach ning, bénh hd hdp ndng véi gidam oxy huyét.

¢ Suy tim sung huy8t, truy tim mach, nhéi mau co tim cdp tinh.

+ Bénh phdi thigu oxygen man tinh.

o Nhidm khuin nzng, nhiém khudn huyét.

o Trudng hgp mat bl chuyén héa cap tinh, vi du nhitng trudng hop nhiém khudn hoidc hoai thu.

¢ Ngudi mang thai (phai déu tri bang insulin, khong dung metformin.)

¢ Ngung tam thoi metformin cho ngudi bénh chigu chup X quang c6 tiém cdc chat can quang c6 iod vi sif dung nhiing chat nay c6 thé anh
hubng cdp tinh chiic ndng than.

¢ Hoai thu, nghién rugu, thigu dinh dutng.

¢ Phu nii cho con bi.

LIEU LUGNG & CACH DUNG:

Ngudi Ién:

¢ Bit ddu udng 850mg/ngay, udng 1 1an (udng vao bita &n sang). Tang liéu thém 1 vién 1 ngay, cach 1 tudn tang 1 Ian, cho t6i mic t6i da la
2.550mg/ngay.

o Lidu duy tri thutng dung 1a 850mg/lan, ngay 2 I4n (ubng vao cc bifa &n sang va toi). Mot s6 ngudi bénh cd thé dung 850mg/lan, ngay
3 1an (vao cac biia n).

Ngudi cao tudi: Liéu bit ddu va liéu duy tri cdn dé dat, vi co thé co suy gidm chiic ning than. Ngudi cao tudi khong nén diéu tri dén liéu toi
da metformin.

Chuyén tir nhitng thudc chéng déi thdo dutng khac sang: NGi chung khdng cdn c6 giai doan chuyén tiép, trir khi chuyén tii clorpropamid sang.
Khi chuyén tir clorpropamid sang, cdn than trong trong 2 tudn ddu vi sy ton Iuu clorpropamid kéo dai trong co thé, c6 thé din dén su cong
tac dung clia thudc va cd thé gy ha dudng huyét.

Diéu tri dong thoi bang metformin va sulfonyluré udng: Néu ngudi bénh khong dap (ing véi diéu trj trong 4 tudn & liéu tdi da metformin trong
lidu phép don, cdn thém ddn mot sulfonyluré ubng trong khi tiép tuc dung metformin véi liéu t6i da, du la truGc d6 dd co sy that bai nguyén
phét hodc thii phat véi mot sulfonyluré. Khi diéu tri phoi hop véi liéu t6i da clia c& hai thufc, ma ngudi bénh khong co dap Ging trong 1 - 3

_thang, thi phai ngiing diéu tri bang thudc udng chng dai thdo dudng va bt dau dung insulin.

0 ngudi bi tin thuong than hode gan: Do nguy co nhidm acid lactic thudng gy tlf vong, nén khong dugc diing metformin cho ngudi ¢o bénh
than hodc suy than va phai tranh diing metformin cho ngudi c6 biéu hién rd bénh gan vé lam sang va xét nghigm.

Tré em: Khong dung dang bao che nay.

TAC DUNG KHONG MONG MUON:

Thuting gap nhat 1a vé tiéu hoa. Nhiing tac dung nay lién quan véi liéu va thudng xay ra vao lic bat dau diéu tri nhung thudng 1a nhét thi.

Thudng gap:

¢ Tiéu hoa: Chan &n, budn ndn, ndn, tiéu chdy, ddy thugng vi, to bén, ¢ ndng.

¢ Da: Ban, may day, cam thy v6i dnh sdng.

o Chuyén hoa: Gidm ndng do vitamin B,,.

* Tadng enzym gan.

tgip: : o , , e

¢ Huy&t hoc: Loan san mau, thi€u mau bat sén, thifu méau tan huyét, suy tly, giam tiéu ciu, mat bach ciu hat.

o Chuyén hoa: Nhim acid lactic.

Ghi chii: Thong bao cho bac s§ nhiing tic dung khdng mong mudn gip phai khi sif dung thudc.

THAN TRONG:

+ Khi dung metformin, cdn theo ddi déu din céc xét nghiém cén lam sang, k& ca dinh Iuong dudng huyét, d& xac dinh lidu t6i thiéu c6 higu
Iyc. Can thong tin cho ngerl bénh vé nguy co nhiém acid lactic va cac hoan canh dé& dan dén tinh trang nay

¢ C4n khuy&n cdo diéu tiét ch& do dn cho ngudi bénh vi dinh duGng diéu tri 12 mot khau trong y&u trong quan Iy déi thao dudng. Diéu tri bing
metformin chi dugc coi 1a hd trg, khdng phai dé thay thé cho viéc diéu tigt ché do an hop Iy.

+ Metformin dugc bai tiét chi y&u qua than, nguy co tich Iily va nhiém acid lactic ting I&n theo mic do suy gidm chic ning than.

+ Kiém tra creatinin huy&t thanh trugc khi b4t ddu diéu tri cho ngudi cao tudi.

¢ Ngung ding metformin 2 — 3 ngay trutc khi chigu chup X — quang c6 sii dung céc chdt can quang c6 iod, va trong vong 2 ngay sau khi
chigu chup. Chi dung tr& lai metformin sau khi danh gid lai chiic nang than thdy binh thudng.

o Sii dung ddng thdi véi cac thudc cé tic dong dé&n chiic ndng than ¢d thé lam anh hutng dén su phan bd metformin.

¢ Ngung dung metformin khi ti€n hanh céc phﬁu thuat.

¢ Khong diung metformin & nguti bénh suy giam chiic nang gan.




« Than trong khi dung dai ngay, c6 thé ¢6 nguy co gidm hap thu vitamin B,,, nhung it quan trong vé 1am sang va chi han hitu méi xay ra thigu
méu hong cau khdng 16. Diéu tri nhiing trudng hgp nay béing vitamin B, co k&t qua tot.

PHU NG CO THAI: Metformin chdng chi dinh v6i ngudi mang thai. Trong thdi ki mang thai bao gids ciing phai diéu tri dai thio dudng bing insulin.

PHU N CHO CON BU: Khong sif dung do metformin chéng chi dinh cho ngudi cho con bi.

LAI XE VA VAN HANH MAY MOC: Khi phi hgp metformin véi thudc khdc didu tri dai thdo dudng, tinh trang glucose mau c6 thé xay ra, cin
than trong khi van hanh may méc hodc lai tau xe.

TUGNG TAC THUOC:

Giam tdc dung: Nhiing thudc co xu huéng ting glucose huydt: thudc Igi tiu, corticosteroid, phenothiazin, nhiing ch& phdm tuy&n gidp, oestrogen,
thudc udng tranh thy thai, phenytoin, acid nicotinic, nhiing thudc tac dung giong than kinh giao cam, nhiing thudc chen kénh calci, isoniazid
6 thé din dén gidm sy kiém soét glucose huyét.

Tang tic dung: Furosemid |am ting ndng do t6i da metformin trong huy8t tuong va trong méu, ma khdng lam thay d6i hé s thanh thdi than
clia metformin trong nghién ctiu dung mot liéu duy nhat.

Tang ddc tinh:

¢ Nhitng thudc cationic (vi du amilorid, digoxin, morphin, procainamid, quinidin, quinin, ranitidin, triamteren, trimethoprim va vancomycin) dugc
thai trif nhd bai tiét qua 6ng than c6 thé c6 kha ning tuong tic vai metformin bing cach canh tranh véi hé thdng van chuyén thong thudng
& 6ng than.

¢ Tranh dung ph6i hgp véi cimetidin.

DUGC LYC HOQC:

¢ Metformin la mgt thudc chéng dai thao duting nhom blguanld 0 co ché tac dung khac v6i cac thudc chdng dai thao dubng nhom sulfonyluré.
Khong gitng sulfonyluré, metformin khdng kich thich giai phong insulin tir cac t& bao beta tuyén tuy. Thudc khong co tac dung ha dudng
huyét 6 ngudi khong bi ddi thao dudng. g ngudi dai thao dudng, metformin lam giam sy ting duung huy&t nhung khdng géy tai bién ha duting
huy8t (trir trudng hgp nhin doi hodc phdi hgp thudc higp dong tac dung). Vi vy trubc day ca biguanid va sulfonyluré déu dugc coi 1a thudc
ha duting huyét, nhung thuc ra biguanid (thi du nhu metformin) phéi dugc coi 1a thudc chéng ting duting huy&t mdi thich hgp.

¢ Metformin lam giam ndng do gluoose trong huyét tuong, khi doi va sau biia dn, 6 ngLr(‘ji bénh dai thédo dufjng typ Il (khong phu thugc insulin).
Co ché tac dung ngoai bign clia metformin Ia 1am ting st dung glucose & t& bao, cai thién lign k&t clia insulin véi thy thé va c6 18 ca tac
dung sau thy thé, (ic ché tong hop glucose G gan va giam hap thu glucose 6 rudt. Ngoai tic dung chéng dai thao dudng, metformin phén
nao co anh huang t6t trén chuyén héa lipoprotein, thugng bi 16i loan 6 ngLr0| bénh dai thao ducng khong phu thugc insulin. Tréi véi cac
sulfonyluré, thé trong clia ngudi dugc diéu tri bing metformin c6 xu huéng on dinh hodc c6 thé hai gidm.

+ Dung metformin don tri liéu c6 thé c6 hiéu qua t6t d&i v6i nhiing ngudi bénh khong dap (ing hodc chi dap (ng mot phan véi sulfonyluré
hodc nhiing ngudi khdng con dap (ing v6i sulfonyluré, & nhiing ngudi bénh nay, néu véi metformin don tri liéu ma dudng huyét vin khong
dugc khéng ché theo yéu cdu thi phdi hdp metformin véi mot sulfonyluré c6 thé c6 tac dung hiép ddng, vi ca hai thudc cdi thién dung nap
glucose béing nhiing ca ché khac nhau nhung lai b§ sung cho nhau.

DUGC BONG HOC:

¢ Metformin hdp thu chdm va khong hoan toan & dudng tiéu hoa. Kha dung sinh hoc tuydt ddi clia 500mg metformin udng lic doi xap xi
50 — 60%. Khong c6 sy ty I8 véi liéu khi ting liéu, do hdp thu giam. Thiic n lam giam mic do hdp thu va lam cham sy hdp thu metformin.

o Sau khi udng liéu don 850mg, thé tich phan b (V / F) clia metformin trung binh khodng 654 + 358 L. Metformin gan két véi protein huyét

tuong khdng déng ké, trai ngugc voi sulfonyluré (hon 90% gan k&t véi protein). Metformin phan bd nhanh chéng vao cac mé va dich. Thudc

cling phan bd vao trong hdng cau.

Metformin khang bi chuy&n hoa & gan, va khong bai tigt qua mat. Bai tiét 6 ong than 1a duding thai trif chil y&u clia metformin. Sau khi udng,

khoang 90% lugng thudc hap thu dugc thdi trii qua dudng than trong vong 24 gid ddu & dang khong chuyén hoa. Thoi gian ban thdi trong

huyét tuang 1a 1,5 - 4,5 gid

* C6 thé c6 nguy co tich Iy trong trudng hgp suy giam chiic nang than. D9 thanh thai metformin qua than gidm 6 ngudi bénh suy than va
ngudi cao tudi.

QUA LIEU, XU TRi:

¢ Khong thdy gidm dudng huy8t sau khi usng 859 metformin, mic du nhiém acid lactic dd xay ra trong trudng hop do.

¢ Metformin c6 thé thdm phan dugc véi hé s6 thanh thai 8n t6i 170ml/phit; su thdm phan méu c6 thé c6 téc dung loai trir thudc tich Iy &
ngudi bénh nghi la dung thudc qua liéu.

QUI CACH BONG GOI: Hop 2 vi x 15 vién nén bao phim.

Hop 4 vi x 15 vién nén bao phim.
Chai 30 vién nén bao phim.
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BAO (]Ui\N Noi kh, nhiét do khong qua 30°C, tranh &nh sing.
HAN DUNG 36 thang ké tif ngay san xuat.
TIEU CHUAN: DBVN IV.

CHU Y: THUGC NAY CHi DUNG THEO BON CUA BAC S¥.
Khéng st dung thudc néu: e Vién thudc bi bién mau, nit vé.
+ Vi thudc bi rach.
+ Chai thudc bi nit, mat nhan.
Phai ngung ding thudc ngay va théng bao cho bac sy khi gap nhiing triéu chitng di @ng.
DE xa tdm tay tré em.
Doc ki hwdng dan sit dung trude khi ding. Néu can thém théng tin, xin hdi § kién bac s§.
Khéng ding thudc qua han ding ghi trén nhan.
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CONG TY cO PHAN DUGC PHAM T.U VIDIPHA
184/2, Lé Van Sy, Phudng 10, Quan Phu Nhuan, TP.HCM
PT:(84-28)-38440106 Fax: (84-28)-38440446
S&an xudt tai chi nhanh

CONG TY CPDP TRUNG UONG VIDIPHA BINH DUONG

VIDIPHA  ypy phé Tan Binh, Phudng Tan Hiép, Thi xa Tan Uyén, Tinh Binh Duong




