Rx GLUDIPHA 500

VIEN BAO PHIM

THUGC BAN THEO BON

THANH PHAN: Mbi vién bao phim chia:
+ Hoat chi't chinh: 1 hydroclorid 500mg.
+ Ta dugc: Eragel, P.V.P, starch 1500, bot talc, magnesi stearat, aerosil, natri lauryl sulfat,
croscarmellose natri, H.P.M.C, titan dioxyd, ddu thau déu.

CHi DINH:

+ Dai thao duding khong phu thugc insulin (typ 11): don tri liéu khi khong thé diéu tri tang glucose huyét bing ché do an don thuan.

+ €6 thé dung metformin déng thai vdi mot sulfonyluré khi ché do an va khi dung metformin hoac sulfonyluré don thuin khong c6
hléu qué kiém sodt glucose huyét mot cach day da.

CHONG CHi DINH:

Bénh tim mach nang bao gdm suy tim sung huyét, truy tim mach, nhéi méu co tim c&p tinh.

Nguai bénh c6 trang thai di héa cap tinh, nhiém khuan, chan thudng (phai diéu tri dai thao duding bang insulin).

Bénh nhan suy gidm chiic nang than hodc suy than nang (€GFR) dudi 30 mL/phdt/1,73m?) (xem muc cinh béo va than trong).

Bénh nhan c6 tién st qua man véi metformin hoac cac thanh phan khac.

Bénh nhan toan chuyén hod cap tinh hodc man tinh, bao gdm ca nhiém toan ceton tiéu duding.

Bénh gan ning, bénh ho hdp nang véi gidm oxygen man tinh.

Nhiém khudn nang, nhiém khudn huyét.

Truding hop mat bu chuyén héa cap tinh.

Nguoi mang thai.

Ngung tam thai metformin cho ngudi bénh chiéu chup X quang c6 tiém céc chat cdn quang.

Hoai thu, ngmen rugu, thidu dinh dudng.

LIEU LUGNG & CACH DUNG:

+  Ngudi lon:

~ Liéu khéi dau dsi vai benh nhan dang khang st dung metformin 1a 500mg, mot Ian/ngay, diing dusng usng. Néu bénh nhan khong
gap phan (ing c6 hai dudng tiéu hod va cin phai tang liéu thi c6 thé dung thém 500mg sau méi khodng thai gian diéu tri i 1 dén
2 tuan.

- Liéu ding cia metformin cn dugc can nhc diéu chinh trén tiing bénh nhan cu thé dya trén hiéu qud va d dung nap cda bénh
nhan va khong vuot qua lidu t6i da dugc khuyén céo la 2000mg mdi ngay.
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+ Ngudi cao tudi (65 tudi trd lén): Liéu bt dau va liéu duy tri can de dat, vi c6 thé suy than, suy tim, suy gan. Ngudi cao tudi khong
nén diéu tri dén liéu t6i da metformin.

+ Ngudi suy than:

— Danh gia chic nang than truéc khi khdi dau didu tri vi metformin va danh gia dinh ky sau d6.

— Chdng chi dinh metformin trén bénh nhan c6 eGFR dudi 30mL/phat/1,73m’.

— Khong khuyén cdo khdi dau diéu tri véi metformin & bénh nhan c6 eGFR nim trong khoang 30 — 45 mL/phdt/1,73m"

~ & bénh nhan dang st dung metformin va c6 eGFR gidm xuéing dudi 45mL/phdt/1,73m’, danh gid nguy co — lgi ich khi tiép tuc
diéu tri.

~ Ngiing st dung metformin néu benh nhan c6 eGFR gidm xudng dusi 30mL/phat/1,73m’ [xem muc chéng chi dinh, muc cinh bdo
va than trong].

+ Ngting sit dung metformin khi thuc hién xét nghiém chan doan hinh dnh 6 sif dung thusc can quang chia iod: trén nhiing bénh
nhan 6 eGFR nim trong khoang tif 30 — 60 mL/phat/1,73m’, trén nhiing bénh nhan c6 tién sit bénh Iy vé gan, nghién rugu hodc
suy tim, hodc trén nhiing bénh nhén sé st dung thusc can quang chia iod qua duing dong mach, ngling metformin truéc hoiac
tai thoi diém thyc hién xét nghiém chdn doan hinh anh c6 st dung thudc can quang chit iod. Pénh gia lai chi s5 eGFR sau khi
chiéu chup 48 gio, st dung lai metformin néu chdc nang than n dinh (xem muc cdnh bdo va than trong).

o Chuyéntir nhimgthudc chong dai thao duting khac sang: néi chung khong can c6 giai doan chuyén tiép, trir khi chuyén tit clorpropamid

sang. Khi chuyén tif clorpropamid sang, can than trong trong 2 tudn dau vi sy ton luu clorpropamid kéo dai trong co thé, c6 thé
dan dén su cong tac dung ctia thudc va c6 thé gay ha dubng huyét.
TAC DUNG KHONG MONG MUON:
Thudng gap:
— Tiéu héa: chdn dn, budn nén, non, tiéu chdy, day thugng vi, tdo bén, ¢ néng.
— Da: ban, may day, cim thy v6i dnh séng.
~ Chuyén héa: gidm néng do vitamin B12.
it gap:
Huyét hoc: loan sdn mau, thiéu mau bat sin, thigu mau tan huyét, suy tdy, gidm tiéu cdu, méat bach cau hat.
Chuyén héa: nhigm acid lactic
Ghi chii: Thong bo cho béc sy nhiing tac dung khong mong mushn gap phéi khi st dung thuc.
THAN TRONG:
Nhiém toan lactic.

-

I .

-

Qua trinh giam sat hau mai da ghi nhan nhting ca nhiém toan lactic lién quan dén metformin, bao gém cé truging hop tif vong,
gidm than nhiét, tt huyét p, loan nhip cham kéo dai. Khdi phat cda tinh trang nhiém toan acid lactic lién quan dén metformin
thuong khong dé phat hién, kem theo cac triéu chiing khong dién hinh nhu kho chiu, dau co, suy ho hap, lo mo va dau bung.
Nhi&m toan acid lactic lién quan dén metformin dugc dic trung bing nong do lactat tang Ién trong mau (>5mmol/L), khodng
tréng anion (khang c6 bing chiing clia keto niéu hoac keto médu), tang ty 1& lactat/pyruvat va ndng do metformin huyét tong néi
chung ting > Spg/mL.

Y&u 16 nguy ca ctia nhiém toan acid lactic lién quan dé&n metformin bao gom suy than, st dung ddng thai véi mot s6 thuse nhat
dinh (vi du céc chit dc ché carbonic anhydrase nhu topiramat), i 65 wéi trd én, c6 thyc hién chiéu chup sit dung thusc can
quang, phau thuat va thuc hién cdc thi thuat khac, tinh trang gidm oxy hit vao (vi du suy tim sung huyét cip), uéng nhiéu rigu
va suy gan.

Céc bién phap gidm thiéu nguy cd va xi tri nhiém toan acid lactic lién quan dén metformin & nhém bénh nhan cé nguy co cao
dugc trinh bay chi tiét trong t9 hudng dan st dung thudc (xem muc Liéu diing va cach ding, Chéng chi dinh, Canh bao va than
trong, Tuong tac thudc va St dung thudc trén nhing déi tugng dac biét).

Néu nghi ngd c6 toan lactic lién quan dén metformin, nén ngifng st dung metformin, nhanh chéng dua bénh nhan dén bénh vién
va tién hanh cac bién phap xi tri. O nhiing bénh nhan da diéu tri véi metformin, da dugc chdn doan toan lactic hodc nghi ngdr
c6 kha nang cao bi toan lactic, khuyé&n cdo nhanh chéng loc mau dé diéu chinh tinh trang nhi&m toan va loai bd phin metformin
da bi tich luy (metformin hydroclorid c6 thé thdm tach dugc véi do thanh thai 170 mL/phat trong diéu kién huyét dong luc t6t).

Loc médu c6 thé lam dao ngugc triéu ching va hoi phuc.

Hudng dan cho bénh nhan va ngudi nha vé céc triéu chiing clia toan lactic va néu nhiing triéu ching nay xdy ra, can ngiing thusc
va bdo céo nhiing triéu chiing nay cho béc sy.

DG véi mdi yéu t& lam tang nguy co nhiém toan lactic lién quan dén metformin, nhiing khuyén cdo nham gidp gidm thiéu nguy
cd va xi tri tinh trang toan lactic lién quan dén metformin, cu thé nhu sau:

Suy than: nhiing ca nhiém toan lactic lién quan dén metformin trong qué trinh giam sét thusc hau mai xdy ra chdi yéu trén nhiing
bénh nhan bi suy than nang. Nguy co tich luy metformin va nhiém toan lactic lién quan dén metformin tang lén theo mdc do
nghiém trong ctia suy than b&i metformin dugc thdi trir chii yéu qua than. Khuyén cdo lam sang dya trén chiic nang than cda
bénh nhan bao gdm (xem muc Liéu ding va cich dang, Dugc Iy lam sang):

— Truéce khi khdi dau liéu diéu tri véi metformin cin uéc tinh mdc do loc cdu than (eGFR) ctia bénh nhan.

~  Chéng chf dinh metformin trén bénh nhan c6 eGFR dugi 30 mL/phat/1,73m’ (xem muc Chéng chi dinh).

~ Khong khuyén cdo liéu khdi dau diéu tri v6i metformin & bénh nhan c6 eGFR nim trong khodng 30 — 45 mL/phdt/1,73m’.

— Thu thap da liéu vé& eGFR it nhat 1 lan/nam & tat ca cac bénh nhan st dung metiormin. & bénh nhan c6 kha nang tang nguy co
suy than (vi du nhu ngudi cao wdi), chiic nang than nén dugc dénh gia thung xuyén hon.
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— O benh nhan dang st dung metformin va c6 eGFR gidm xudng dudi 45 mL/phat/1,73m’, danh gid nguy co — lgi ich cia viec tiép
tuc phéc dé.

—  Tuong tic thudc: st dung déng thai metformin véi mot s6 thusc c6 thé lam tang nguy co nhiém toan lactic lién quan dén metformin:
benh nhan suy gidm chic nang than dan téi nhiing thay déi dang ké vé mat huyét dong, anh hudng téi can bing acid-base hoac
lam ting tich luy metformin (xem muc Tudng téc thudc). Vi vay, can nhdc theo doi bénh nhan thugng xuyén han.

— Bénh nhan tir 65 tudi tré 1én: nguy cd toan lactic lién quan dén metformin tang 1én theo tudi ciia bénh nhan bdi bénh nhan cao
twdi c6 kha nang bi suy gan, suy than, suy tim I6n hon nhiing bénh nhan tré tudi han. Can danh gia chdc nang than thugng xuyén
hon déi véi nhiing bénh nhan 16n twdi.

— Thuc hién cac xét nghiém chan doan c6 sit dung thuéc cin quang: tiém thudc can quang vao ndi mach & nhiing bénh nhan dang
diéu tri metformin c6 thé din t6i suy gidm chic nang than va gay ra toan lactic. Ngiing st dung metformin trugc hodc tai thai diém
thyc hién chiéu chup c6 st dung thudc can quang c6 chiia iod ¢ nhiing bénh nhan c6 eGFR ndm trong khodng 30 — 60 mL/phat/1,73m’,
nhiing bénh nhan c6 tién sif suy gan, nghién rgu, suy tim hoac nhiing bénh nhan sé st dung thudc can quang chita iod theo duing
dong mach. Béanh gia lai eGFR 48h sau khi chiéu chup va st dung lai metformin néu chic nang than én dinh.

—  Phdu thuat hodc cdc thi thuat khac: sy Iuu git thic dn va dich trong qud trinh phau thuat thuc hién cac thi thuat khac c6 thé
Jam tang nguy o gidm thé tich, tut huyét ap va suy than. Nén tam thsi nging sif dung metformin khi bénh nhan bi gidi han lugng
thic n va dich nap vao.

— Tinh trang gidm oxy hit vao: qué trinh theo doi hau mai da ghi nhan mot s6 ca nhiém toan lactic lién quan dén metformin xay ra
trong bénh canh suy tim sung huyét cap (dac biét khi c6 kem theo gidm twidi mau va gidm oxy huy&t). Truy tim mach (s6c), nhéi
méu co tim c&p, nhiém khudn huyét va cac bénh Iy khdc lién quan dén giam oxy huyét c6 méi lién quan véi toan lactic va ciing
c6 thé gay nito huyét truge than. Khi nhitng bién c6 nay xay ra, ngiing metformin.

~  Udng rugu: rigu c6 kha nang dnh hudng dén tic dong clia metformin 1én chuyén hoa lactat va tif d6 c6 thé lam tang nguy co
nhiém toan lactic lién quan dén metformin. Canh bdo bénh nhan khong usng rigu khi sit dung metformin.

—  Suy gan: bénh nhan suy gan c6 thé tién trién thanh toan lactic lién quan dén metformin do suy gidm thai trir lactat ddn t6i tang
ndng do lactat trong mau. Vi vy, tranh st dung metformin trén nhting bénh nhan da dugc chdn doan bénh gan thong qua bang
chiing xét nghiém hoc lam sang.

PHU NU CO THAL: Metformin chéng chi dinh véi ngusi mang thai. Trong thai ky mang thai bao gios caing phai diéu tri ddi thdo dudng
bing insulin.

PHU NU NUOI CON BU: Khong thdy c6 t liéu vé st dung metiormin dgi véi ngudi cho con bi, hoac xdc dinh lugng thudc bai tiét
trong stia me. Can can nhic nén ngiing cho con b hoac ngiing udng thudc, can cti vao mic do quan trong ciia thudc déi voi
ngudsi me.

LAI XE VA VAN HANH MAY MOC: (chua c6 tai liéu).

TUONG TAC THUOC:

+ Giam tac dung: Nhiing thudc c6 xu hudng tang glucose huyét: thudc lgi tiéu, corticosteroid, phenothiazin, nhiing ch& phim tuyén
giap, oestrogen, thudc tranh thai, phenytoin, acid nicotinic, nhiing thudc téc dung chéng than kinh giao cdm, nhiing thusc chen
kénh calci, isoniazid c6 thé din dén gidm su kiém soat glucose huyét.

+ Tang tac dung: Furosemid lam tang ndng do t&i da metformin trong huyét tuong va trong mau, ma khong lam thay déi hé s6 thanh
thai than cia metformin trong nghién cdu diing mét liéu duy nhat.

+ Tang djc tinh:

—  Nhimng thudc cationic (vi du amilorid, digoxin, morphin, procainamid, quinin, ranitidin, triamteren, trimethoprim va vancomycin)
dugc thi trif nhos bai ti€t qua 6ng than c6 thé c6 khd nang tuong tac véi metformin bing cach canh tranh v6i hé théng van chuyén
théong thuding ¢ 6ng than.

Trénh dung phdi hop véi cimetidin.

DUOC LUC HOC:
+ Metformin la mot thusc chdng déi thao duding nhém biguanid, 6 co ché tac dung khac véi cac thuse chdng dai thao dudng nhém
sulfonyluré. Khong gidng sulfonyluré, metformin khong kich thich gii phong insulin ti cac t& bao beta tuyén tuy. Thugc khong c6
tac dung ha duting huyét & ngudi khong bi dai thao duang. & nguoi dai thao duding, metformin lam gidm su tang duding huyét nhung
khong gy tai bién ha dugng huyét (tri trigng hgp nhin déi hodc phdi hgp thudc hiép dong tac dung). Vi vay trude day ci biguanid
va sulfonyluré déu duge coi la thudc ha duiing huy@t, nhung thuc ra biguanid (thi du nhu metformin) phéi dugc coi 1a thugc chéng
tang duding huy&t méi thich hgp.
Metformin lam giam néng do glucose trong huyét tudng, khi déi va sau bita an, & ngudi bénh dai thao dudng typ Il (khong phu thudc
insulin). Co ché tac dung ngoai bién cia metformin la lam ting st dung glucose § t€ bao, cdi thién lién két clia insulin véi thy thé
va 6 |& ca tac dung sau thy thé, tc ché t8ng hgp glucose & gan va gidm hap thu glucose & rudt. Ngoai tic dung chéng dai thio
duting, metformin phan nao cé anh huéng t6t trén chuyén héa lipoprotein, thuging bi réi loan ¢ ngudi bénh dai théo dudng khong
phu thugc insulin. Trdi véi cac sulfonyluré, thé trong clia ngudi dugc diéu tri bing merformin c6 xu hudng n dinh hoic c6 thé
hoi gidm.

Diing metformin don tri liéu c6 thé 6 hiéu qua t6t ddi véi nhiing ngudi bénh khong dap tng hodc chi dap ing mot phan véi

sulfonyluré hoac nhiing ngudsi khong con dap dng véi sulfonyluré, & nhiing ngudsi bénh nay, néu véi metformin don tri liéu ma

duding huyét van khong dugc khang ché theo yéu cau thi phai hap metformin véi mot sulfonyluré c6 thé c6 tac dung hiép dong,

Vi ca hai thudc céi thién dung nap glucose bing nhiing co ché khac nhau nhung lai b3 sung cho nhau.

DUQC PONG HOQC:

Metformin hap thu cham va khong hoan toan & duding tiéu héa. Kha dung sinh hoc tuyét di cda 500mg metformin usng lic doi

xdp xi 50 - 60%. Khong c6 s ty 1é vdi liéu khi tang liéu, do hap thu gidm. Thic an lam gidm mic do hap thu va lam cham sy

hap thu metformin. Metformin lién két véi protein huyét tuong muc do khong dang ké.

Metformin phan b3 nhanh chéng vao céc mo va dich. Thusic caing phan b6 vao trong hdng ciu. Metformin khong bi chuyén héa &

gan, va khong bai tiét qua mat. Bai ti€t 6 6ng than la dudng thai trif chi yéu ctia metformin. Sau khi udng, khodng 90% Iugng thusc

hap thu dugc thai trir qua duding than trong vong 24 gis dau & dang khong chuyén héa. Nia doi trong huyét tiong 1a 1,5 - 4,5 gid.

+ €6 thé 6 nguy co tich lay trong tiong hap suy gidm chic nang than. Do thanh thai metformin qua than gidm & nguai benh suy
than | va ngudi cao twéi.

QUA lIEU, XU TRi:

¢ Khong thdy gidm dudng huyét sau khi u6ng 85g metformin, mac du nhiém acid lactic da xdy ra trong truong hop do.

+ Metformin c6 thé thdm phan dugc véi hé s6 thanh thai 1én t6i 170 ml/phdt; su thdm phan mau c6 thé c6 tac dung loai trif thusc
tich Ity & ngudi bénh nghi la dung thudc qué lidu.

QUI CACH PONG GOI:  Hop 5 vi x 10 vién bao phim.

Hop 1 chai x 50 vién bao phim.
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BAO QUAN: Bé nai kho, nhiét do khong qua 30°C, trénh anh sang.
HAN DUNG~ 36 thang ké tif ngay san xuat.
TIEU CHUAN: DbVN V

CHU Y: THUGC NAY CHi DUNG THEO BON CUA BAC SY
Khong st dung thudc néu: ¢ Vién thud'c bi bién mau, nit vé.

+ Vi thuéc bj rach.

¢ Chai thué'c bj nit, mat nhan.
Phii ngung ding thusc ngay va thong bdo cho bic sy khi gap nhiing tri¢u ching dj dng,
D& xa tam tay tré em.
Poc ky huéng din st dung truéc khi dimg. Néu can thém thang tin, xin héi  kién bac sy.
Khong dung thudc qua han ding ghi trén nhan.
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CONG TY CO PHAN DUGC PHAM T.U VIDIPHA
184/2, L& Van Sy, Phudng 10, Quan Phu Nhuan, TP.HCM
DT: (84-28)-38440106 Fax: (84-28)-38440446
San xuét tai chi nhanh

vipipua CONG TY CPDP TRUNG UGONG VIDIPHA BiNH DUCONG
Khu phé Tan Binh, Phudng Tan Hiép, Thi xa Tan Uyén, Tinh Binh Duong
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