
Metformin hydroclorid 1000 mg 
Glumeform 1000 

XR 
D8 xa tim lay tré em, 
Doc kp hudng dan sv dung trude khi ding. 
Thude nay chi dung thea don thude. 

THANH PHAN CONG THUG THUGC 
Thanh phan hoal chal: Mettormin hydroclorid 0.0.00... 100mg 
Thanh phan ta duge: Hypromellose 2208, natri carboxymethyl cellulase. magnesi 

stearat, colloidal silican diaxyd. 

DANG BAO CHE: Vidn nén gial phong kéo dai, 
MO ta san phdm: Vidn nén dang caplet, mau tring hoje trang nga, hai mat tron, 
canh va thanh vin lanh lan 

CHI DINH: Didu tr dai th4o dudng typ 2 (khing phy thudc insulin) & ngudi truing 
thanh, dc biét & nguéi béo phi, sau khi dé ap dung ché d6 an kiéng va tap thé dyc 

dan thudn khong higuqua. 
Glumeform 1000 XR 6 thé dugc ding nhu don tr li¢u hoae phd hop vai cac thude 
tr) dai théo duding dung uing khac hose vidi insulin, 

CACH DUNG, LIEU DUNG 
Luuy: Udng ca vién Glumeform 1000 XR, khdng bé hode nhai vide thude., 
Liéu khuyén cdo 
Liéu khdi déu déi vai ben nnan dang khdng sii dung metformin f& 500 mg, mot 
ldny ngay, ding duting udng, Néu bénh ahan khong gap phan ding 6 hai duding liu 
hda va cdn phai tang fléu thi co 1hé ding them S00 ma sau mdi khoang thoi gian 
diéu te] tit 1d8n 2 tun, Liéu ding cla mettormin edn duge cin hac digu chinh 
trén ting bénh nhan cy thé dua trén higu qua va dO dung nap cla bénh han va 
khdng vudt qué lléu ti da duge Khuyén cdo 14 2000 mg! ngay. 

Noguifi tén: Glumeform 1000 XR duye chi dint cho nhiing bénh nhan da duge diéu 
ir] bing metformin (dang gidt phdng tite thi hod gia! phdng kéo dai) 
Liéu Glumetorm 1000 XR nén luong duéng vOllidu hing ngay cla metformin (dang 
giai phong tic thi hoge. gidi phén.g kéo dai), ti da [4 2000 mg udng yao bila An toi 
Sau 10 - 15 ngay didu tri nén kim tra sy tuong thich vé lléu lung cla Glumeform 
1000 XR dua trén vide do lugng duting huyét. 

Kat hgp vai insulin: 
OG vdi bénh nhan da duge diéu tr) metformin phdi hgp voi insulin, liéu Glumeform 
1000 XR nén twang duong vdi tidy hang ngay cia metformin, téi da lA 2000 my 
uding vao bila an t6i, trong khi lidu insulin duge didu chinh da trén vite do lupng 
duding huyét, 

Noudi cao tuéi: Ligu ding cia thudc nén dude diéu chinh dua vao chic nang than. 
Can thutng xuyén anh gid chitc nang than. 
Tré em: Oo chua c6 dU liéu, khdng nén ding Glumeform 1000 XR cho tré em. 

Khuyén cdo si dung thude tran bénh nhan suy than 
Glumeform 1000 XR cé thé dupe si dung & banh nhan suy than mie dé trung blink 
(d6 thanh thal CiCr tl 45 - 59 mL/ phiit hose mic Ig¢ cdu than eGFR ti 45-59 mL/ 
phot’ 1,73 m') chi khikkhdng cd cae yéu td Khac lam ting nguy comhiém toan lactic 
va phai diéu.chinh liéu nhu sau! tiéu khéi ddu la 500mg hode 750 mg metformin 
hydroclorid (ludng Ging 1 vién Glumeform 500 XR hode 1 vién Glumeform 750 XA), 
1 lan/ ngay. Liu t6i da !& 1000 ma/ngay (1 yién Glumeform 1000 XR). Chite nang 

than nén dude thea dal chat ché (mbi3 - 6 thang) 
Bamh gia chite nang than Inudc kKhi Khai dau diéu tr) vai metformin va danh gia djnh 
ke} sau dé. 
Ching chi dinh metlermin trén bénh nan 66 eGFR dudi 30 mL! pit! 1, 7307 
Khing khuy&n cdo khdi dau diéu tri vai metformin é benh nhan cé eGFR nam trong 
khoding 30-45 mL! phiit! 1,73 m’ 
O bénh nan dang sif dung metformin va cd eGFR gidm suing dui 45 mL! phat’ 
1,73.m', danh gia nguy od Idi ich Khiliép tue didu tr), 
Noling sit dung metformin néu bénh mhan.cé eGFR giam xudng dudi 30 mL! phit/ 
1,73 m’ (xem mye Chéng chi dinh, mye Canh baa va than trong]. 
Ngitng si dung metformin khi thye hién xét nghiém chan doan hinh anh co si 
dyng thudc can quang chita iod 
Tran nhiing bénh nhan co eGFR ndm trong khoang tit 30 - 60 mL/ phat! 1,73 m’, 
trén nhiing bénh nhan cé tién si bénh ly vé gan, nghién rudy hode suy tim, hode 
trén nhiing bénh nhan sé sv dung thudc can quang chia lod qua dugng dong mach, 
ngitng metformin trudge hode tal (htt didm thye hign xét nghiém chan dodn hink 
anh cé si dung thude can quang chda tod, Banh gid lai chi sé eGFR sau khi chigu 

chup 48 gitt sit dyng lai metformin n&u chic nang than dn dink /xem mye anh 
bdo va titin trong], 

CHONG CHi DINH: Bent mhan da c6 tién sit qua man voi metformin hove mgt 
trong cdc thanh phan cua thudc: 
Banh nhan suy than nang (eGFR dudi 30 mL! phiv 1.73 m’) [xent mye Canh bao 
va thd trong]. 

Bénh nhan toan chuyén hda cap tinh hedc man tinh, bao gdm ca nhiény toan ceton 
do 1iéu duting 
Cac truting hop cap tinh cd thé lam thay di chic nang than nh: mat nude, nhiém 
khudn nang, s6e, tém chat can quang ¢6 chia iod. 
Cac truding hop bénh cap tinh ob thé gay gidnvoxy md nhut suy tim mat bd, suy ho 
hap, connhdi mau ce tim, soe: 
Suy gan, nhiém dc rugu cap tinh, nghién rugu, 
CANH BAO VA THAN TRONG KHI OUNG THudc 

Nhiém tan lactic 
Qué trinh gidm sat hdu mal da ghi nhan nhitng ca nhiém tean tactic lién quan dé 
metformin, bao gm ca trutng hop tl vong, glam than mhiét, tut huyét ap, loan 
hhip cham kéo dai. Khdéi phat eda tinh trang nhiém toan acid lactic llén quan:dén 
metformin thuding khong dé phat hién, kam theo cae trigu chiing khong dién hink 

fhu kbd chiu; dav od, suy hd hap, ld md va dau bung. Nhidm toan acid lactic lidn 
quan dén metformin duge de tung bang néng dd lactat ting Jén trong mau 
{> 5:-mmol/ L), khoang trng anion (khdng cO bang chiing cia keto niéu hode keto 
mau), tang ty Ié lactat/pyruvat va. néng 6 metformin huyét tung ndi chung tang 
>S pg/mL. 

Yéu té nguy co cla nbiém toan acid lactic lién quan dén mettormin bao gdm suy 
than, su dung déng thai vai mot s6 thudc ahat dinh (vi du cae chat de ché carbonic 
anhydrase nhu topiramat), tu 65 tudi td lan, ob thie hién chiu chyp si dung thudc 

can quang, phadu thuat va thye hién cas thi thuat khac. tinh trang gidm oxy hit vao 
(vidy suy tim sung huyét cap), udng nhigurugu va suy gan. 
Cac bin phap giam thiéu nguy co va xi tri nhiém toan acid lactic titn quan dén 

metformin & nhém banh nhan ¢6 nguy ed cao duge trinh bay chi 1iét trong to hung 
dan sif dung thuge (mye Ligu ding va cdch ding, Chang chl dinh, Canh bao va 
than trong, Tuong tic thuvie va Si dung thufc trén nhiing dOi tugng ac niet). 
Néu vghi ngd ¢é toan factic (én quan dén metformin, nén ngiing sit dyng 
metformin, nhanh ching dua bénh nhan dén bénhvién va tidn hank cac bign phap 

xis tri. O nhiing bénh nhan da didu tri voi metformin, da dupe chan doan toan lactic 
hoe nahi nga cd kha nang cao bj toan lactic, KNLy8m edo nhanh ehdng loc mau dé 
diéu chinh tinh trang. nhiém toan va loai bo phan metformin da bj tich ly 
(metformin hydroclorid cé thé tham tach duge véi dQ thanh thai 170 mL/ phat 
trong digu kién huyét dng luc tét). Loe mau cd thé tam dao nguige trigu ching va 
hoi phue. 
Hung dan cho bénh nban va ngudi nha vé cde trigu ching ela toan lactic va néu 
nhiing triu chitng nay xay ra, cd noing thude va bdo cdo nhiing trigu ching nay 
cho bae:si. 

Boi voi mdi yGu t lam tng nguy co nhiém toan lactic lign quan dén metformin, 
nhiing khuyén cdo nhdm gikp gidm thidu nguy co va xl tei tinh trang toan lactic fign 
quan dén metformin, cy thé nh sau: 
Suy (hd: Nhiing ca ohiém toan lactic tién quan dén metformin trong qua trinh 

gidm sal thudc hdu mai xay ra chi yéu tran nhiing bénh nhan bj suy than mang. 
Nauy o0:tich lay metformin va nhiém toan lactic lidn quan dén metformin ting lén 
thea mite dO nghiém trong cla suy than béi metformin duge thai tri cho yeu qua 
than, Khuyén cao lam sang dua trén chic nang than cla bénh nhan bao gdm (xem 
mue Lidu ding va cach ding, Duge If lam sang}: 
-Trte khi kid! du diéu tr) voi mettormin cdn ude tinh mite dd toc cau than (eGFA) 
cia benh nhan, 

= Chong chi dinh mettormin trén bénh ohan oo eGFR dudi 30 mL! phut’ 1,73 m° 

(xem mye Chdng chi dink] 
- Khong khuyén cdo khdi ddu didu tr] vai metformin 6 bénh nhan cd eGFR nam 
trong khodng 30-45 mL phut/ 1,73 m*. 

+ Thu thap di liéu vé eGFR it nhét 1 ldn/nam & tat cd cde bénh nhan-sit dung 
metformin, 6 bénh han co kha nang tang nguy co suy than (vi dy nhu ngudi cao 
tudi), chile nang than Agn duge dann gia thutng xuyén hon. 
- G bénh nhan dang sif dung metformin va cd eGFR gidm xvdng duéi 45 mL’ phity 

1,73 m’, danh gia nguy cd - Idi ich cia vide tiga tuc phde db 
Tuong tae thude: Sit dung déng thoi metformin vdi mot 56 thude 6 thé lam tang 
guy co nhiém toan lactic lién quan dén metformin: bénh nhan suy giam chic nang 

than dan téi nhiing thay déi dang ké vé mat huyét déng, anh hudng 16) can bang 
acid-base hodc lam tang tich [iy mettormin (xem muc Tudng tic thude), Vi vay, 
can nhae theo déi bénh nhan thudng xuyén hon 
Bénh nhan ti 65 tudi trd lan: Nguy ed toan tactic ign quan dén metformin tang lén 
theo tudi cia bénh nhan bai bénh nhan cao tui od kha nang bj suy gan, suy than, 
suy tim jén hon nhing bénh nhan tré tudi hon. Can danh gia chic nang than 
thuding xuyén hon doi voi nhiing bénh nhan tn tuai.

https://vnras.com/



The hién cdc xét aghiém chan dodn ¢6 si dung thude can quang: Tiém thude 
can quang vao ni mach & nhiing bénh nhan dang didu (rj metformin od the din tdi 
Suy giam cap tinh chifc nang than va gay ra toan factic. Ngiing sit dyng metformin 
teutic hode tal thoi diém thye hién chiéu chyp cé si dung thude can quang cd chia 
jod & nhiing bénh whan 66 eGFR nim trong khodng 30-60 mL/ phil’ 1,73 m’. 
nhiing bénh nhan 6 tién si suy gan, mghién rugu, suy tim hoge nhiing benh nhan 

sé-sif dyng thudc can quang chia lod theo duting dong mach, Danh gia laieGFR 48 
gid sau khi chiéu chyp va suf dyng lai metformin néu chife nang than én dinh, 
Phau thudt hode cde thi thudl khac: 
Cdn ngung si dung metformin khi tiéin hanh cac phau thuat thong thuting, gay te 
tiy sGng hay ngoai mang eding. Chi si dung lai it nhat 48 git sau dé hode Khi bénh 
nhan cd thé dinh duting duding midng tr lai hoc duge danh gid tai chic nang 
thin, 

Su liu gill thite dn va dich trong qua trinh phau thuat hode thye hién cae thi thugt 
khac cd thé lam Bing nouy co giam thé tich, tut huyét 4p va suy than, Nén tam thai 
ngting si’ dung metformin khi bénh nhan bj gigi han lung thie 4n va dich nap vao 
Tinh trang gidm oxy hit vae: Qua trinh theo doi hau mai da ghi nhan mbt sé ca 
nhiém toan tactic lin quan dé mettormin xay ra trong bénh canh suy tim sung 
huyét cdip (dc biét khi cd kém theo gidm tudi mau va giam oxy huyét). Tryy tim 
mach (sic), nhdi mau co tim cp, nbiém khudn huyét va cae bénh ly khac lién 
quan dén gidm oxy huyét co méi lief quan vGi toan lactic va cing cd thé gay nite 
huyét tude than. Khinhing big cé nay xay ra, ngifng metformin. 
Uéng rydu: Rugu co kha nang anh hudng dén tae dong cia metformin ténchuyen 
hda lactat va ti dé cd thé [am tang nguy co nhiém tean lactic lién quan dén 
metformin. Canh bao bénh nhan khdng wing rugu khi si dung metiormin. 
Suy gaa: Binh nhan suy gan cé thé lién trién thanh toan lactic Hin quan dén 
metformin do suy giaem Wal trif lactal dan tél ing néng dd tactal trong mau. Vi vay, 
trdnh sit dyng metformin trén nhiing bénh nhan di duge chan dodn bénh gan 
thong qua bang ching xét nghiém hoac lam sang, 
Thay thé metformin béng insulin trong trutng hop nhiém khudn nang, chan thudng 
sau phay thuat, cd thal, 
Nguy co cao thiéu oxy mau va suy than & bénh nhan suy tim. O nhiing bénh nhan 
suy tim man tinh dn dink, metformin oO thé duge sif dung, tuy nhién cn gidm sat 
thuding xuyén chic nang tim va than, 
Odi voi benh nhan suy tim cap tinh va khong 6a dink: ching chidinh, 

Sif DUNG THUGG CHO PHU NU CO THAI VA CHO CON BU: Ghéng chi dinh thude 
cho phy nicé thal, Phy nit cho con ba cin cn nhac Aén ngiing cho eon bb hoae 

ngling thude, can ci vao mile d} quarttrong cla thude vel ngudi me. 

ANH HUONG CUA THUGG LEN KHA NANG LAI XE, VAN HANH MAY MOC 
Glumeform 1000 XR khong gay ha dutng huyét khi ding don doc. Tuy nhién, edn 
than trong khi Két hop thude voi cae thude tri dai thao duting khac vi nguy co ha 
duding huyét. 

TUONG TAC, TUONG Ky CUA THUGC 
Tang tae dung/ Be tink: Néng d6 va dOc tinh cia metiormin cd thé tang béi 
cephalexin, cimetidin, cac thudc can quang ¢6 iod. 
Glam tac dung: Néng 00 va tac dung cla metformin co thé gidm. bdi corticosteroid 
(wing, hit, 1iém), ede chat tuong ty hormon gidi phéng LH, somatropin, 
inde udng chifa en c6 1hé lam tang ti ié nhiém toan lactic, ed thé gay ha dudng 
huyé. 
TAC DUNG KHONG MONG MUON CUA THUG 
Tae dyng king mong mutin (ADR) thuting gap nat la vé tiéu héa, NhGng tae 
ae) nay lidn quan dén ligu va thuding xay ra ide bat dau diéu tri, nhung thuting fa 
nhat thoi, 

Rat thuting gap (ADR > 1/10): Roi loan tiéw héa: ndn, budn non, lieu chay, dau 
byng va chan an, Cae tae dyng nay xay ra thubing xuyén-hon trong giai dogn bat 
dau didu tr) va thuting ty Khoi trong hdu hét cdc trung hop, 
Thuting gp (1/100 S ADR < 1/10): Roi foan vj giac. 

Rat hidm gap (tl < 1/10 000): R6i loan dinh dugng va chuydn hoa: ahiém toan 
lactic: gidm hap thu vitamin B12, Rai loan da va md duéi da’ ban d6, ngda, may 
day. 
Hufding din cach aif tri ADR: 
Cé thé tranh hing ADR vé tiéu hda néu wong metformin vao bia an va ing liéu 
dq thing bude. 
Khi ding dai ngay co thé co nguy co giam hap thu vitamin 812 nhung ft quan trong 

vé lam sang va han how mdi xay ra, thigu mau héng edu khong 16, Diu tri ahiing 
truting hdp nay bang vitamin B12 06 ket qua 16L. 
Can lu y noting diéy tr) mettormin néu néng dO factat huyét tuong vuot qué 5 

mmol lit, 

Suy giam chic nang than hoge gan la mOt chi dinh bat bude phai aging didu tr] 
metformin. 
Khi bi ahi mau co tim node nhidm khudn mau, bat bude phai ngiing ding 
mettormin ngay. 
Khang ding hoc han ché u6ng rugudo tang nguy co nhiém acid tactic. 
Néungudl benh nhin ddi kéo dai hoge due didy tri vai ché db an ¢6 lugng calo rat 
thap thi t6t hat ia ning ding metformin. 
QUA LIEU VA GACH XU TRI: Khong thay gidm dung huyét sau khi udng 85 g 
mettormin, mae di nhiém toan lactic da-xay ra trong truding hop dé. Sit dung 
metformin qua liu hoae cd nhing yéuté nguy cd déng thoi cd thé gay nhiém toan 
lactic. Phung phap hiéu qua nhat dé loai bd lactat va metformin t thany phan 
mau. 

DAC TINH DUOC LUC HOC 
Ma ATC: ATDBAQZ 

Glumeform 1000 XR la thude ti dai thao duding voi thann phan hoat chat la 
metformin, thude nhém biguanid. Metformin lim giam ndng 46 dutng huyst od 
ban va sau khi dn. Thude khdng gay kich thich tiét insulin, vi thé khong gay ha 
duting huyét. Metformin tae dung qua 3 co ché: gidm san xuat glucose d gan bang 
cach dc ché tan tao duding va phan hiy glycogen: talco, gla tang sy nhay cam ella 
insulin, cal thién vike sli dung glucose & ngoal bidn: Jam cham hap thu glucose 6 
rudt. 
Metformin kich thich su 4éng hdp glycogen d té bao bing cach tac ding lin men 
glycogen synthase. 
Thudc gia tang kha nang van chuyén cila 14t cd. cdc chat van chuyén glucose qua 
mang (GLUT). 
Ngoal tae dyng chéng tang dutng huyét, metformin cdn cd anh hudng od igi lén 
thanh phan eae lipid mau d nhiing banh mhan b| dai thao duting typ 2. Thode lam 
giam ndng dO triglycerid, cholesterol toan phin va LOL cholesterol. Khing nhan 
ihay tae dung tuong ty déi voi vién gidl phéng kéo dai. 
DAC TINH DUGC DONG HOC 
Hap thu: Véi dang vién nén giadi phong kéo dai, sw hap thu matformin sau khi wing 

tri hod dang ké so vai dang giai phéng tiie thi ( Tmax = 7 gid so véi Tmax = 2.5 
iii), 

Tudng ty nhu vién gia) phong tue thi, Cmax va AUC tang khong tuydn tint vdi liéu 
ding 6 giai doan dn dinh. Sau khi ving ligu 2000 mg metformin vién gidi phéng 
kéo dai, AUC quan sat duge tuong ty nut khi odng 1000 mg metformin vién gidi 
phong tic thi, 2 lan/ ngay 
Su bién thién Cmax va AUC cua ting 68 thé d01 vdi metformin vién giai phOng kéo 
dai tung duong khi quan sat vi metformin vién giai phdng tiie thi. 
Khi uding vién gidi phong kéo dai tic doi, AUC gidm 30% (cd Cmax va Tmax déu 
khong bj anh hudng). 

6 nap thu trung binh cla metformin trong Glumeform 1000 XR hau nhu khdng bj 

thay déi béi thanh phén thie an. 
Khdng thay cd sy tich ty thudc sau khi ding lidu Jap Jai |6n dén 2000 mg metformin 
hydroclorid vidn giai phéng kéo dai. 
Sau khi uing liéu don Glumeform 1000 XR o trang thai dai, ndng 4 dinh trung binh 
cia thude trong huyét tuong lA 1214 ng/mL dat duge trong vong 5 gid (khoang 4 - 
10 gid), 
Vdi chi sé Cmax va AUC 0 ngudi khde manh ¢ trang thai no hay d6/, Glumeform 
1000 XR cho thay cd twang dusng sinh hee véi Glumeforny 500 XR, & liéu 1000 mq. 

Khi metformin hydroctorid vién nén gidi phing kéo dai dude wing luc no, AUC tang 
77% (Cmax tang 26% va Tmax tang khoang 1 gid). 
Phan bd: Metformin llén két voi protein huyét twang G mie dO khdng dang ké, 
Metformin phan chia vao trong héng cu. Nong dé dinh trang mau thdp hon trong 
huyél tuding va audit hién vdi khodng thoi gian xdp xd hau. 
Chuyén hoa: Metformin dude bai tiét dudi dang khong déi 6 nude tigu. KhOng co 
chat chuyén hda nao duge tim thay & nguil, 
Thai tri: B thanh thai cla metformin > 400 mL/ phat. Sau khi udng thud, thd) 
gian ban thai kha kién khodng 6,5 gid. Khi chic nang than bj suy giam, sy thanh 
thai @ than gidm theo t! 18 cla creatinin va vi thé kéo dai thdi gian ban thai cba 
mettormin, dan dén ting néng d6 metformin trong huyét tuong. 
QUY CACH DONG GOI: Hop 3 vix 10 vién, 

HAN OUNG: 36 thang ké tu ngay san xuat. 
DIEU KIEN BAO QUAN: Noi khd, nhiét dO khéng qua 30°C, tranh anh sang. 
TEU CHUAN: TCCS. 

San xual tai: 

CONG TY CO PHAN DUGC HAU GIANG - Chi nhanh nha may duge phdm DHG tai Hau Giang 
Ub B2 - BS, Khu cfing nghigp Tan Phi Thanh = giai dean 1, <3 Tan Pho Thanh, huyén Chau Thanh A, tinh Hau Giang 
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