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cONG THUC:

MELFOrmIN HCL ...t ea e e an 500 mg
GIDBMGIAITIE .sucigysisivassisesc s i ssises Dbl Bysss s ion coisswass vicesaissssiss S 2,5mg
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(Avicel, lactose, PVP K30, croscarmellose sodium, magnesi stearat, HPMC, PVA, PEG 6000, titan dioxyd, talc, mau

oxyd sdt vang, mau oxyd st do).

DANG BAO CHE: Vién nén bao phim.

QUY CACH DPONG GOI: Hop 3 vi x 10 vién.

DUGC LYC HOC: GliritDHG 500mg/ 2,5mg la thudc diéu tri d4i thio dudng typ 2, véi thanh phan hoat chat chinh 1A

metformin k&t hop vdi glibenclamid. Metformin thugc nhom biguanid, c6 cd ché téc dung ngoai bién 1a lam tang sif

dung glucose & t& bao, cdi thién lién két clia insulin v6i thy thé, (c ché tdng hop glucose & gan va giam hép thu glucose

& rugt. Metformin khéng co tac dung ha dudng huyét & nguoi khdng bi ddi thao dudng. O ngudi bj dai thao duding,

metformin lam giam sy ting dudng huyét nhung khdng gay tai bién ha duting huyét trir trudng hgp nhin déi hay phoi

hgp thudc hiép déng téc dung. Con glibenclamid 12 mdt sulfonyluré co tac dung lam gidm néng d9 glucose trong mau,

chil yéu [a do kich thich t& bao beta tuy@n tuy tang ti&t insulin ndi sinh. Khi diéu tri ngdn ngay, glucose huyét giam con

do thudc lam giam lwu lugng glucose clia gan vao mau va lam tang tac dung insulin ddi voi cac t& bao dich ngoai bién.

Khi ding lau dai glibenclamid, néng d insulin trong mau gidm xuéng mic nhu trudc khi didu tri, nhung dung nap

glucose van tiép tuc duge ci thién. Mac dii co ché tac dong clia metformin va glibenclamid khac nhau nhung lai b3

sung cho nhau va c6 thé cd téc dung hiép ddng nhdm kiém soét tot duding huyét khi don trj liéu khong khding ché dugc

duting huyét theo yéu cau.

DUQC BONG HOC: Metformin hdp thu chdm va khdng hoan toan & dudng tidu hoa. Kha dung sinh hoc tuyét doi cla

500 mg metformin udng lic ddi xap xi 50 - 60%. Khdng co sy ty 18 vai lidu khi tang liu, do hdp thy giam. Thic dn lam

giam miic d9 hap thu va lam cham sy hdp thu metformin. Metformin khong bi chuy&n hoa & gan va khong bai tiét qua

mat. Metformin dugc thai tril qua dubng théan & dang khdng chuyén hoa. Nita ddi trong huyét tudng 1a 1,5 - 4,5 gid.

Glibenclamid dugc hdp thu tot qua dudng tiéu hda. Thiic dn khéng dnh hung d&n t6c do va mic do hap thu clia thudc.

Thi gian xudt hidn tac dung 1& 45 - 60 phit va dat mic t6i da trong vong 1,5 - 3 gid. Thé tich phin bd cla

glibenclamid khoéng 0,125 lit/ kg, thoi gian ban thi trung binh 1,4 - 1,8 git, va c6 thé kéo dai d ngudi suy gan hodc

suy than. Thudng cé thé chi cdn ding thudc mdt 1dn trong ngay. Glibenclamid chuyén héa hoan toan & gan thanh cac

chét chuyén hoa co hoat tinh va dugc thai trif qua nudc tiéu va phan.

CHI DINH: Didu tri dai thao dudng typ 2 nhiim kiém sot duong huy8t, két hop véi ché 46 4n kidng va luyén tap thé duc.

CHONG CHi BINH: B&nh nhan da co tién sif qua man véi metformin, glibenclamid, sulfonamid, cac thudc Igi tiéu co

hoat chat la sulfonamid hoic probenecid hay bat c( thanh phin nao clia thudc.

Dai thao duting phy thudc insulin (dai théo duting typ 1). Dai théo dubing typ 2 cho ngubi dudi 18 tudi. Di thao dudng co

bién ching. Bai thao duding khi co stress.

Noudi b&nh c6 trang thai di héa cp tinh, nhidm khudn ning, nhidm khudn huyét, chin thuong, bénh hd hap ning véi

giam oxygen huyét, duding huyét ting cao co hoac khdng hdn mé, toan hda méu ndng do ting duéing huyét, suy tim

sung huy8t, truy tim mach, nhdi mau co tim cap.

Ton thuong nang gan hodc than, thiéu dinh dudng nang. Céc dot dién bign cip cla bénh man tinh.

B&nh nhén suy thin nang (eGFR dudi 30 mL/ phat/ 1,73 m’) [xem muc Canh bdo va than trong].

Bénh nhan toan chuy&n hoa cép tinh hodc man tinh, bao gdm ca nhiém toan ceton do tiéu duding.

CANH BAO VA THAN TRONG: Tun thii ché do &n udng va dung thubic déu dan 1a ven dé hét siic quan trong dé diéu tri

thanh céng va phong ngira nhing thay déi khéng mong mudn vé ndng d glucose huyét.

Ha glucose huyét co nhiéu kha ndng xay ra khi 4n it, luyén tap qud sic, kéo dai, hodc khi udng rugu, hodc khi ding phoi

hop thém mgt thude lam giam glucose huy&t khéc.

Ngui thigu dinh duBing, bi xa cling ddng mach ndo.

Nhiém toan lactic

Qué trinh gidm sat hau mai da ghi nhin nhiing ca nhiém toan lactic lién quan d&n metformin, bao gdm ca trudng hop
—{ti vong, giam-than nhiét, tut-huyét ap, toan nhip cham keéo dai. Khoi phat cla tinh trang nhiém toan acid iactic lién

quan d&n metformin thuding khong d& phét hién, kém theo cac trigu ching khéng dién hinh nhu khé chiju, dau co, suy

ho hap, Id md va dau bung. Nhiém toan acid lactic lién quan dén metformin dugc dic trung biing ndng do lactat ting

I&n trong mau (> 5 mmol/ L), khodng trong anion (khdng c6 bing chiing clia keto nigu hodc keto mau), ting ty 18

lactat/pyruvat va néng do metformin huy8t tuong néi chung tang > 5pg/ mL.

Yé&u td nguy co ciia nhidm toan acid lactic lién quan dén metformin bao gém suy than, st dung ddng thai véi mét sd

thudc nhat dinh (vi du c4c chat dic ché carbonic anhydrase nhur topiramat), tir 65 tudi trés 18n, c6 thuc hidn chigu chup

sl dung thudc can quang, phau thuat va thyc hién cac thi thuat khac, tfinh trang giam oxy hit vao (vi du suy tim sung

huyét cdp), ubng nhidu rugu va suy gan.

Céc bién phép gidm thiéu nguy co va xu tri nhim toan acid lactic li&n quan dén metformin § nhém bénh nhan cé nguy

cd cao dugc trinh bay chi tiét trong td huéing din s dung thudc (muc Lidu dung va cach dung, Chéng chi dinh, Canh

bdo va thdn trong, Tuong tac thudc va SU dung thudc trén nhitng d&i tuong dac biét).

N&u nghi ngd ¢ toan lactic lién quan d&n metformin, nén nging si dung metformin, nhanh chéng dua bénh nhan dén

bénh vién va tién hanh cac bién phap x{f tri. 0 nhilng bénh nhan da diéu tri véi metformin, da dugc chdn doan toan

lactic hodic nghi ngd c6 kha nang cao bj toan lactic, khuy&n cdo nhanh chéng loc méu dé diéu chinh tinh trang nhiém

toan va loai bo phdn metformin da bj tich Ity (metformin hydroclorid c6 thé thim tach dugc v6i do thanh thai

170 mL/phit trong diéu kign huy&t dong luc tét). Loc méu co thé 1am déo ngugc triéu chiing va hdi phuc.

Huéng din cho bénh nhan va ngudi nha vé cc tridu ching cla toan lactic va néu nhiing triéu chiing ndy xay ra, can

ngig thudc va béo céo nhitng trigu chiing nay cho bac sT.

i vGi mbi y&u to 1am tang nguy co nhiém toan lactic lién quan dén metformin, nhiing khuy&n céo nhdm gidp gidm

thigu nguy cd va x{f tri tinh trang toan lactic lién quan d&n metformin, cu thé nhu sau:

Suy than: Nhiing ca nhigm toan lactic lién quan dén metformin trong qué trinh giam sat thude hau mai xdy ra chii yéu

trén nhiing b&nh nhan bi suy thin nang. Nguy cd tich Iy metformin va nhiém toan lactic lién quan d&n metformin

tdng I&n theo miic dd nghiém trong clia suy than bi metformin dugc thai trir chi y8u qua than. Khuyén cdo 1am sang

dyia trén chiic nang than clia bénh nhan bao gdm [xem muyc Liéu ding va cdch ding, Duge Iy lam sang]:

- Trudc khi khéi ddu didu trj véi metformin cdn udc tinh mitc dd loc cdu than (eGFR) clia b&nh nhin.

- Chéng chi dinh metformin trén bénh nhéan c6 eGFR dudi 30 mL/ phit/ 1,73 m* [xem muc Chéng chi dinh].

- Khéng khuyén céo khdi dau diéu trj vai metformin 6 bénh nhan c6 eGFR ndm trong khoang 30-45 mL/ phat/ 1,73 m”.

- Thu thap dii liu vé eGFR it nhat 1 14n/ nam & tat ca cac bénh nhan sit dung metformin. & bénh nhan co kha ning

tang nguy cd suy than (vi du nhu ngudi cao tudi), chiic nang than nén dugc danh gia thudng xuyén hon.

- 0 bénh nhan dang st dung metformin va co eGFR giam xudng dudi 45 mL/ phit/ 1,73 m®, danh gia nguy cd - Igi ich

cha viéc tiép tuc phéc dé.

Tuong téc thu6e: SU dung ddng thdi metformin véi mot s6 thudc co thé 1am tang nguy co nhidm toan lactic lign quan

dén metformin: bénh nhén suy gidm chic ndng than dan tdi nhiing thay d6i dang ké vé mat huy&t dong, &nh hubng tdi

cdn bing acid-base hodc lam ting tich Iy metformin [xem muc Tuong tdc thude). Vi viy, can nhéc theo doi bénh

nhan thuding xuyén hon.

Bénh nhan tu 65 tudi trd fén: Nguy co toan lactic lién quan dén metformin ting I&n theo tudi clia bénh nhan bdi bénh

nhan cao tudi cé kha nang bi suy gan, suy than, suy tim I6n hon nhitng b&nh nhén tré tudi hon. Cdn danh gia chiic néng

than thuting xuyén hon déi vdi nhitng bénh nhén I6n tudi.

Thuc hién cdc xét nghiém chan dean co sd dung thudc cdn quang: Tiém thudc can quang vao ndi mach @ nhilng bénh

nhdn dang diéu tri metformin cd thé din tdi suy giam cdp tinh chiic nang than va gy ra toan lactic. Ngiing st dung

metformin trudc hodc tai thai di€m thuc hign chigu chup cé sl dung thudc can quang c6 chifa iod & nhiing b&nh nhén

cd eGFR ndm trong khodng 30 - 60 mL/ phit/ 1,73 m, nhiing bénh nhan c6 tién s suy gan, nghién rugu, suy tim

GlirntDHG

Metformin HClI 500 mg
Glibenclamid  2,5mg 500 mg/2'5 mg

hodc nhitng bénh nhan sé sir dung thudc can quang chia iod theo dudng dong mach. Danh gié lai eGFR 48 gid sau khi
chiéu chyp va sif dyng lai metformin néu chiic nang than 6n dinh.

Phau thudt hodc céc thi thuat khde: Sy Iuu gill thitc &n va dich trong qué trinh phiu thudt hoc thyc hién cac thi thuat
khéc c6 thé Iam tang nguy co gidm thé tich, tut huy#t &p va suy than. Nén tam thdi ngling sl dung metformin khi bénh
nhén bj gi6i han Iugng thiic dn va dich nap vao.

Tinh trang gidm oxy hit vao: Qua trinh theo ddi hau mai da ghi nhin mot s& ca nhiém toan lactic lién quan dén
metformin xdy ra trong bénh canh suy tim sung huy&t cip (dac biét khi co kem theo gidm tudi mau va giam oxy
huy&t). Truy tim mach (s6c), nhdi mau ca tim cdp, nhiém khudn huyét va cac bénh Iy khac lién quan dén gidm oxy
huy&t c6 mdi lién quan vdi toan lactic va ciing c6 thé gy nito huyét tru6c than. Khi nhiing bién cd nay xdy ra, ngiing
metformin. ;

Ubng rugu: Rugu co kha nang dnh huding dén tac dong clia metformin 18n chuy&n héa lactat va tir d6 co thé 1am ting
nguy cd nhiém toan lactic lién quan d&n metformin. Canh bao bénh nhan khang udng rugu khi skt dyng metformin.

Suy gan: Bénh nhan suy gan cé thé tién trién thanh toan lactic lién quan dén metformin do suy gidm théi trif lactat dn
t6i tang ndng do lactat trong mau. Vi vay, tranh sif dung metformin trén nhiing bénh nhan da dugc chdn dodn bénh
gan thong qua bing ching xét nghiém hodc 1am sang.

PHU NU €O THAI VA CHO CON BU: Thudc chdng chi dinh trén cac doi tugng nay.

LAI XE VA VAN HANH MAY mMOC:

Than trong khi I4i xe va van hanh may méc vi nhiing nguy co do ha duding huyét c6 thé xay ra.

TUONG TAC THUOC: Téc dung ha glucose huyét clia GliritDHG 500mg/ 2,5mg cd thé tang Ién khi phdi hop véi cac
sulfonamid, salicylat, phenylbutazon, céc thudc ching viém khong steroid, fluoroguinolon, cac din chat cumarin, cac
thuéic chen beta, céc chat (ic ché monoaminoxydase, perhexilin, cloramphenical, clofibrat va fenofibrat, sulfinpyrazon,
probenecid, pentoxifylin, cyclophosphamid, azapropazon, céc tetracyclin, céc chat (c ch& men chuyén di
angiotensin, rugu, fluconazol, miconazol, ciprofloxacin, enoxacin.

Tac dung ha glucose huyét clia GliritDHG 500mg/ 2,5mg c6 thé gidm khi phdi hop véi cac thudc lgi nigu thiazid, acid
ethacrynic, cac thudc ung tranh thai co estrogen/ gestagen, cdc din chit phenothiazin, isoniazid, acid nicotinic (liéu
cao), cac thudc cuing giao cam, cac ché pham tuy&n gidp va cac corticosteroid, salbutamol hoZc terbutalin (tiém tinh
mach).

Tang doc tinh khi ph8i hgp véi: cationic (amilorid, digoxin, morphin, procainamid, quinidin, quinin, ranitidin,
triamteren, trimethoprim va vancomycin), cimetidin.

TAC DUNG KHONG MONG MUGN:

Thuting lién quan véi lidu va thuding xay ra vao lic bat dau diéu tri:

Thuding gép: chdn &n, budn nén, ndn, tiéu chay, ddy thugng vi, tdo bon, ¢ néng; ban, may day, cdm thu véi dnh sang.

it gap: loan san mau, thifu mau bat san, thiéu méu tan huy&t, suy tity, gidm tidu cdu, mat bach cdu hat, nhiém acid
lactic.

Hi&m gap: gidm thi lifc tam thai.

Thang bao cho bac sTnhiing tic dung khéng mong mudn gip phai khi st dung thudc.

QUA LIEU VA CACH XU TRi: C4c phan tng ha dudng huy8t co thé xay ra do ding qud liéu, do tuong tac vii mot s§
thudc hodc do sai 14m trong 4n udng. Céc biéu hién: nhiic ddu, kich thich, bén chén, md hoi ra nhiéu, mat ngd, run rdy,
rfi loan hanh vi, kém tinh tdo, nhanh nhen.

Khdc phuc béing cach 4n dubng (khodng 20 - 30 g) va béo ngay cho béc s biét. NEu ngudii bénh bi hén mé, cd thé bom
dung dich duing saccharose hoic glucose vao da day hoic truyén glucose vao finh mach.

LIEU DUNG VA CACH DUNG:

Udng thudic vao bifa dn.

Liéu khuyén cao ciia Metformin

Liéu khoi ddu d6i voi bénh nhan dang khdng sl dung metformin 1a 500 mg, mdt Idn/ ngay, dung dudng udng. Néu
bénh nhan khong gap phan iing c6 hai duding tiéu hda va cdn phai tang lidu thi co thé dung thém 500 mg sau mdi
khoang thi gian diu tri tir 1 dén 2 tudn. Liu ding clia metformin cdn dugc cdn nhdc diéu chinh trén tifng bénh nhan
cu thé dya trén hifu qua va do dung nap ctia bénh nhan va khong vugt qua ligu 1oi da dugc khuyén cdo la 2000 mg/
ngay.

Liéu ding cta GliritDHG

Lifu dung ban ddu: thudng udng 1 vién GliritDHG 500mg/ 2,5mg véo bia 4n sang. N&u c4n phai diéu chinh liéu, sau 2
tudn, tang I8n uBng 1 vién GliritDHG 500mg/ 5mg

Liéu toi da: 2000 mg/ 20 mg/ ngay (4 vién GliritDHG 500mg/ 5mg/ ngay). Udng vao cac biia an.

Cén phai tham do liéu cho tiing ngudi dé tranh b ha glucose huyét.

Bénh nhdn phai tudn th ch# dg n kiéng theo sy hudng dan clia bac si diéu trj.

Khuyén céo sir dung thudc trén bénh nhan suy than

Danh gid chiic nAng than truc khi khdi ddu didu tri vai metformin va danh gid dinh ky sau do.

Chang chi dinh metformin trén bénh nhan c6 eGFR duti 30 mL/ phat/ 1,73 m’.

Khong khuy&n cdo khai ddu diéu trj vai metformin 6 b&nh nhan c6 eGFR ndm trong khoang 30 - 45 mL/ phat/ 1,73 m’.
( bénh nhan dang sif dung metformin va c eGFR gidm xudng duti 45 mL/ phit/ 1,73 m’, ddnh gi& nguy cd - Igi ich khi
tiép tuc diéu tri.

Ngting sit dung metformin néu bénh nhin c6 eGFR gidm xuéing dudi 30 mL/ phit/ 1,73 m* [xem myc Chéng chi dinh,
muc Canh bdo va than trong].

Ngirng sir dung metformin khi thyc hién xét nghiém ch&n dodn hinh énh c6 sif dung thudc can quang chia iod
Trén nhiing bénh nhin c6 eGFR nim trong khoéng tir 30 - 60 mL/ phit/ 1,73 m’, trén nhiing bénh nhén c6 tién su
bénh Iy vé gan, nghién rugu hodc suy tim, hodc trén nhiing bénh nhan sé st dung thudc cdn quang chiia iod qua duding
ddng mach, ngling metformin trudc hodc tai thi diém thuc hién xét nghiém chan doén hinh anh c6 sif dung thudc can
quang chia iod. Danh gi lai chi s8 eGFR sau khi chigu chyp 48 gidf sif dung lai metformin néu chirc ndng than 6n dinh
[xem muc Cdnh bdo va than trong].

Ho#c theo chi din clia Thdy thudc.

Doc ki hudng dan st dung trudc khi ding.

Néu can thém théng tin, xin hdi y kién bac sT.

Thuédc nay chi ding theo don cia bac si.

Han diing: 36 thang ké tir ngay san xudt.

Diéu kién bao quéan: Noi khd, nhiét do khong qua 30°C, tranh &nh sdng.

Tiéu chudn: TCCS.

San xuat tai:

CONG TY CO PHAN DUQC HAU GIANG - Chi nhdnh nha may dugc phdm DHG tai Hiu Giang
Ld B2 - B3, Khu cong nghiép Tan Phi Thanh - giai doan 1, xa Tan Phi Thanh, huyén Chau Thanh A, tinh Hau Giang

DT: (0293) 3953454 e Fax: (0293) 3953555

xin vui long lién hé

) 0292.3899000

E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn

Moi thac méc vé san phim, ]




