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/Rx- Thudc nay chi ding theo don thudc

1. Tén thube.
PANFOR PR-500

2. Cac diu hiéu luu § va khuyén cdo khi ding thude.

Dé xa tim tay tré em

Doc k¥ huéng dan sir dung trude khi diing

3. Thanh phin céng thirc thudc.

Thanh phan dige chat: Mbi vién nén phéng thich kéo dai chira:
Metformin Hydrochloride ~ 500 mg

Twong duong Metformin 390 mg

Thanh phdn té dugc: Hypromellose (K100M), Carboxymethylcellulose Sodium (Sodium CMC),
Magnesium Stearate.

4. Dang bao ché.

Vién nén phéng thich kéo dai.

Mé ta dang béo ché:

Vién nén mau tring dén tring nga, hinh vién nang, hai mat 161, ¢6 canh vit, ddi khi ¢6 dém.

5. Chi dinh.

Lam glam nguy ¢o hodc tri hodn sy khéi phat dai thio dudng typ 2 ¢ benh nhan 1a nguoi 16n
qué cén bi tién dai thao dudng (r6i loan dung nap glucose (IGT) va/hodc giam dung nap
ducrng huyet ddi (IFG), va/hodc tang HbAlc*) va ¢6 thém cac yCu ) nguy co®*¥, & ngudi co
dp dung vi¢c thay doi 16i song tich curc trong vong 3 dén 6 thang nhung van khong dat dugc
hiéu qua kiém sodt dudng huyét thich hgp.

Nén tiép tuc diéu chinh 16i séng khi bit dau ding metformin, trir khi bénh nhan khong thé
thue hién vi 1y do y khoa.

* Giam dung nap dudng huyét déi 100-125 mg/dl va/hodc 16i loan dung nap glucose 140-199
mg/dl va/hodc HbAlc 5,7-6,4%);

## Cac yeu td nguy co da blet bao gém béo phi, tudi, cao huyét dp, bénh tim mach, tién st
gia dinh c6 dai thio duodng, 10i loan lipid mau, dai thdo dwong thai ky, va hoi chimg qud kich
budng tritng (PCOS).

Piéu tri dai thao dudng typ 2 ¢ nguoi 16n, dic bi¢t & b¢nh nhén qua cén, khi ché do in kiéng
va tap thé dyc don thuin khong hi¢u qua trong ki¢m soét duong huyet Vién nén metformin
phong thich kéo dai c6 thé duogc dung nhur don tri 1iéu hodic phdi hop véi cic thude tri dai
thao duong dudng udng khéc hoidc voi insulin.

6. Céch diing, liéu ding.

Ngudi 16n cé chirc ning thin binh thudng (4§ loc ciu thin wéc lugng (eGFR) = 90
mL/phit/1,73 m?)
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&l _ JLam giam nguy co hodc tri hodn su khoi phdt ddi thdo dirong typ 2

¢ Metformin chi nén dwgc xem xét khi vige dleu chinh 16i séng tich cyc trong 3 dén 6 thing
khong mang lai két qua kiém soat dudng huyét thich hop.

s Vigc dleu tri nén bét dau véi mot vién nén metformin HCI phéng thich kéo dai 500 mg mot
1An mdi ngay cling véi bita n toi.

e Sau 10 dén 15 ngay, liéu ding nén duoc diéu chinh dya trén o s¢ cdc xét nghi¢ém do duong
huyet (cdc gid tri cua thr nghiém dung nap glucose dlmng ubng (OGTT) vi/hoiic glucose
huyet luc doi (FPG) va/hodc HbAlc phai nam trong giGi han binh thudng). Su tang liéu cham
c6 thé cai thién kha nang dung nap ¢ duong ti€u héa. Liéu t6i da dugc khuyén cdo 13 4 vién
(2000 mg) mdt 14n mdi ngay ciing véi bira in toi.

e Khuyén cdo kiém tra thudng xuyén tinh trang durong huyét (rn01 3-6 thang) (gid tr1 OGTT
va/hodc FPG va/hodc HbAlc) cling nhu cac yeu t0 nguy co dé danh gia viéc diéu tri c6 nén
tiép tuc, thay doi hodc ngung.

e Cin quyét dinh danh gi4 lai dleu tri néu sau d6 bénh nhén 4p dung céc bién phdp cai thién ché
d6 an va/hodc van dong, hodic néu c6 sir thay doi diéu kién y té c6 thé cho phép viée can thigp
16i s6ng duoc ting cudng.

Don tri liéu trong ddi thdo ducng typ 2 va két hop véi cdc thude tri ddi thao duwong dang udng
khdc

¢ Liéu khgi diu thong thudng 13 mot vién mdi ngay.
e Sau 10 dén 15 ngay, lidu dung nén dwgc diéu chinh dya trén co s& cdc xét nghiém do dudng

huyét. Su tang liéu cham c6 the cdi thién kha ning dung nap & dudmng tiéu héa. Liéu toi da
dugc khuyén cdo 12 4 vién mdi ngay.

e Nén ting lidu tir tir 500 mg rn01 10-15 ngay dén t01 da 2000 mg mdt 14n mdi ngay vio bira dn
toi. Néu khong dat dugc su k1em soat duong huyét v&i vién nén metformin HCI phéng thich
kéo dai 2000 mg mot lan mdi ngay, cé thé xem x¢t vién nén metformin HCI phong thich kéo
dai 1000 mg hai 14n moi ngay, v4i ca hai lidu dung trong bira an. Néu van chura dat dugc sy
kiém soat duong huyét, b¢nh nhéin c6 thé chuyén sang ding dang metformin thdng thudng
v6i licu toi da 3000 mg mbi ngay.

e Néu bénh nhan di dugce diéu tri v6i metformin, liéu khoi dau vién nén metformin HC1 phéng
thich kéo dai nén twong duong voi liéu ding hang ngay cua vién metformin phéng thich tirc
thi. Nhitng b¢nh nhan dugc di€u tri voi metformin voi liéu trén 2000 mg/ngay, khong khuyén
cdo chuyén sang diing vién nén metformin HCI phéng thich kéo dii.

e Néu dy dinh chuyen tir mot thude tri dai thio dudng dang ubng khac: ngung sir dung thube
dé va khoi dau vién nén metformin HCI phéng thich kéo dai v6i liéu chi dinh nhu trén.

Két hop voi insulin

Metformin va insulin c6 the dugc dung trong tri liéu phoi hop dé dat duoc kiém sodt duong
huyét tot hon. Lleu khoti dau thong thuong cia vién nén metformin HC1 phong thich kéo dai 1a
mot vién mot 1an moi ngay, trong khi liCu lwong mnsulin dwoc diéu chinh trén co so cdc xét
nghiém do dudng huyét.

Suy thin

Piénh gia chitc niing thin trude khi khdi dau diéu tri véi metformin va ddnh gi dinh ky sau do.
C6 thé xem xét gidm liéu thy theo sy suy giam chirc niing thin trén bénh nhén c¢6 eGFR trong
khoéng 60-89 mL/phtit/1,73 m>.

Metforrmn c6 thé sir dyng trén bénh nhéin suy than cé eGFR trong khoang 30-59 mL/phut/1,73
m? chi trong truong hop khong co cac diéu kién khic c6 thé 1am ting nguy co nhiém acid lactic
va theo su chinh li€u nhwr sau: Liéu khéi ddu 13 500 mg metformin hydrochlorid ngay 1 14n. Liéu
t6i da 1a 1000 mg mbi ngay.

Chong chi dinh metformin trén bénh nhin c6 eGFR dudi 30 mL/phiit/1,73 m>.
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" Nguoi 16n tudi

Do kha ning suy giém chirc ning than & ngu:éri cao tudi, liéu ding metformin nén dugc diéu
chinh dya trén chirc nidng than. Can danh gia chirc nang than thuong xuyén (xem muc Canh bdo
vé thin trong khi ding thudc).

Loi ich cla viéc 1am giam nguy co hodc tri hodn sy khoi phat dai thao duong typ 2 chua dugc
thiét 14p & bénh nhin trén 75 tudi (xem muc Pdc tinh dige lye hoc) va do do khong khuyen céo
khoi diu metformin & nhiing bénh nhan nay (xem muc Canh bdo va thdn trong khi dimng thudc).

Bénh nhi

Do thiéu dit liéu, vién nén metformin HC1 phéng thich kéo dai khéng nén str dyng cho tré em.

J

. Chong chi dinh.
e Bénh nhin qui min v6i metformin hofic bat cir thinh phin nio ctia thuée

e Bitky the nao cia nhiém toan chuyén héa cap hoic man tinh (nhir nhidm acid lactic, nhiém
toan thé ceton do ddi thao dudng)

e Hon mé tién dai thdo dudng

¢ Suy than ning (dd loc cau than wéc lwong (eGFR) < 30 mL/phit/1, 73m?) (xem muc Canh
bdo va than trong khi diing thudc).

e Cic truong hop cip tinh ¢6 kha niang 1am bién d6i chitc ning than nhu:
- Mét nude
- Nhiém triing ning
- Sée

e Bénh c6 thé gay nén tinh trang thiéu oxy md (dic bi¢t b¢nh Cép tinh, hodc tinh trang ndng
thém cta bénh man tinh) nhu:

- Suy tim mét b

- Suy hé hip

- Nhéi mau co tim gin day
- Sbc

e Suy gan, nhiém doc ruou céip tinh, nghi¢n rugu.

8. Canh bdo va thin trong khi diung thudc.
Nhiém toan lactic

Nhiém toan lactic, mot bién chu'ng chuyén héa rat hiém gip nhung nghi¢m trong, thudng xay ra
khi chitc ning than x4u di cip tinh hodc bénh tim mach hodc nhiém trung huyét. Sy tich liiy
metformin xay ra khi chiic néing than xAu di cAp tinh va 1am ting nguy co nhiém toan lactic.

Trong trueong hop mAt nuede (ti€u chay nang hodc non, s0t hodc giam lugng mrde uéng vao), nén
tam thoi ngung metformin va lién hé voi nhan vién y te.

Cic thude c6 thé lam giam chirc ning than cap tinh (nhu thuoc ha huyet ap, thude loi t1eu va
NSAID) nén dugc bit dau than trong & nhlmg bénh nhéin diéu tri bing metformin. Céc yéu to
nguy co khic cua nhiém toan lactic 13 uong qua nhiéu ruou, suy gan, dai thao dudng kiém sodt

khong diy di, nhiém ceton, nhin 3 dn keo dai va bat ky tinh trang nao li€n quan dén thiéu oxy,
ciing nhur str dung ddng thdi cic thude c6 thé giy nhiém toan lactic.

Bénh nhin vivhoic ngudi chim soc cin duge thong bio vé nguy co nhiém toan lactic. Nhiém
toan lactic dugc dic trung béi chimg khé the do acid, dau bung, chudt rit co, suy nhugce va ha
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(N /than nhiét sau d6 hon mé. Trong trlr(‘mg h0’p 6 cée triGu chirng nghi ng¢, b¢nh nhian nén ngl‘mg
:_~ dung metformin va 1ién h¢ ngay voi nhin vicn y té. Cdc xét ngh1em chan doan bao gom g1arn pH

méu (< 7,35), ting nong do lactac huyét twong (> 5 mmol/ L) va ting khoang tréng anion va ty 1é

lactat/pyruvat.

Chirc ndng thdn

GFR nén dugc danh gid trude khi bit dau diéu tri va sau do nén kiém tra déu diin chirc niing than.
Chéng chi dinh metformin 0 nhilng bénh nhén ¢6 GFR < 30 ml/phiit va nén tam ngumg str dung
trong nhimg tinh trang c6 thé 1am thay d6i chirc niing than.

Chirc ndng tim

Bénh nhin suy tim dé c6 nguy CO' giam oxy va suy than. O bénh nhan suy tim man 6n dinh,
metformin c6 thé dugce sir dung néu theo dai déu diin chirc ning tim va thin.

Chéng chi dinh metformin & bénh nhan suy tim cAp va khong én dinh (xem Chéng chi dinh).
Ngueoi lom udi

Do gi6i han vé di liéu an toan dleu tri trong giam nguy co hodc tri hodn dai thio dwong typ 2 ¢
bénh nhén trén 75 tudi, khéng khuyén cdo khoi diu metformin & nhitng bénh nhén nay.

Stk dung cdc chdt can quang cé chira iod

Tiém thubc can quang c6 chita iod vao ndi mach & nhiing bénh nhin dang diéu tri metformin c6
thé dan téi tich lily metformin va lam tdng nguy co nhi€ém toan lactic. Phai ngung metformin
trde hodc tai thoi diém thyc hién chan dodn hinh anh va khong st dung lai it nhat 48 gior sau do,
sau khi chic chin chirc ning thin d4 trd lai binh thudng.

Phéu thuat

Ngimg st dyng metformin tai thdi diém phdu thudt ¢6 giy mé toan thin, cdt séng hodc ngoi
mang cing.

BAt diu st dung lai metformin khong s§m hon 48 gid sau phiu thuét hodc ¢6 thé dn qua dudng
mi¢ng va di danh gia lai chirc nang than binh thurong.

Nhitng heu y khdc

Tét ca bénh nhén nén tiép tyc ché do dn udng cua ho, v6i sy phan bo déu dén lugng carbohydrat
dn vao trong ngay. Nhitng bénh nhin qué can nén tiép tuc ché do dn han che ning lugng.

Nén thye hién thudng xuyén cdc xét nghiém thong thuong dé theo doi dai thao dudng.

Metformin ¢6 thé 1am giam nong do vitamin B12 trong huyet thanh. Nguy co giam nong do
vitamin B12 ting 1&n khi ting liéu metformin, thoi gian diéu tri vivhodc & nhitng bénh nhin ¢
céc yéu to nguy co gay thiéu hut vitamin B12. Trong truong hop nghi ngd thiéu hut vitamin B12
(nhur thiéu mdu hodc bénh than kinh), can theo déi nong do vitamin B12 trong huyet thanh. C6
thé cAn theo doi vitamin B12 dinh ky ¢ nhimng b¢nh nhén ¢6 céic yéu to nguy co thicu hut vitamin
B12. Metformin nén dugc tiép tuc st dung mién 1a thudc duge dung nap va khéng bi chong chi
dinh va tinh trang thiéu hut vitamin B12 dugc diéu tri phit hop theo cac hudng dan 14m sang hién
hanh.

Dung metformin don tri li¢u khdng gay ha dubng huyet mdc du vay nén than trong khi su dung
phdi hgp metformin véi insulin hodic cdc thudc chong dai thdo dudng dang udng khac (nhu cic
sulfonylurea hodc cdc meglitinid).

V6 vién thudc c6 thé xuat hién trong phéin. Nén théng bio cho bénh nhén biét d6 13 binh thudng.

Thudc ¢6 chira natri. Thude chira it hon 1 mmol natri (23mg) mdi vién, co ban dugc coi 1a khéng
¢é natri.

9. Sir dung thudc cho phu nik ¢6 thai va cho con bi

Thoi ky mang thai
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/Ting duong huyét khong dwge kiém soat trong giai doan tién thai ky va trong suot giai doan
mang thai ¢6 lién quan dén sy gia tang nguy co di tat bam sinh, say thai, tang huyet dp thai ky,
tién san g1at va vong chu sinh. Diu quan trong 1a duy tri duorng huyet cang gan mirc binh
thuong cang tot trong giai doan thai ky, dé g1am thiéu nguy co xay ra cdc bién ching nghiém
trong lién quan dén ting dudng huyét cho ca me va con.

Metformin c6 thé qua dugc hang rio nhau thai véi nong do cao nhir nong do & ngudi me.

Mot lugng 16m dif liéu vé phu nit mang thai (horn 1000 ca phUl nhiém) tir ngh1en ctru doan hé dua

trén ding ky va dir li€u da cong b6 (phén tich gdp, nghién ciru 14m sang va dit 1iéu huu trif) cho
thiy khong c6 su gla ting nguy co di tit bAm sinh cling nhu nhiém doc thai nhi/ tré¢ so sinh sau
khi phoi nhiém véi metformin trong giai doan tién thai ky vi/hoiic trong sudt thai ky.

C6 bing chlmg han ché vi khong thuyét phyc vé tdc dong ciia metformin 1én cin niing trong thoi
gian dai cha tré em phoi nhiém voi metformin trong tir cung. Metformin duong nhu khong anh
hudng dén sy phat trién van dong va x hoi cho dén 4 tudi & tré em bi phoi nhiém trong giai doan
thai ky médc di dit lidu trong thoi gian dai con han ché.

Néu can thiét vé mit 1am sang, viée st dung metformin ¢ thé duoc cin nhic trong giai doan thai
k¥ va tién thai ky nhur mot liéu phap bd sung hodc thay thé cho insulin.

Thoi ky cho con bu

Metformin dugc bai tiét trong sita me. Khéng quan sat thy tdc dung c¢6 hai ndo & tré so' sinh/tré
nhii nhi bd sita m¢. Tuy nhién, vi dit li¢u han ché, khong khuyén khich cho con bu trong khi diéu
tri v&i metformin. Cin nhic guIa 191 ich cua vi¢c cho con bu va nguy co tim an cta nhitng tic
dung c6 hai trén tré nhd ma can quyét dinh ¢é nén ngimg cho con bii hay khéng.

Kha ndng sinh san

Kha nang sinh san cua chudt duc hodc chudt cdi khdng bi anh hudng bdi metformin khi dung
lidu cao t&i 600 mg/kg/ngay, gap khoang ba 14n liéu khuyén cdo t6i da hang ngdy trén ngudi dya
trén so sanh dién tich bé mit co thé.

10. Anh hwéng ciia thude 1én kha niing Lii xe, vin hiinh miy méc.

Pon trj liéu metformin khéng gy ha duong huyét va vi thé khong tac dong dén kha ning 14i xe
va van hanh mdy méc.

Tuy nhién, b¢nh nhan nén dugc canh bido vé nguy co ha dwong huyét khi sir dung metformin
cling voi cdc thube ha duong huyét khac (nhw céc sulfonylurea, insulin hodic cdc meglitinid).

11. Twong tic, twong ky cia thudc.

Khong khuyén cdo dung dong thoi

Rurou

Ngo doc rugu 1am ting nguy co nhiém toan lactic, dic biét khi déi, thiéu dinh dudng hoic suy
gan.

Cdc chat can quang chira iod

Phai ngung metformin trudc hodc tai thoi diém thuc hién chan doan hinh anh va khong st dung
lai it nhat 48 gi¢ sau do, sau khi chic chin chirc ning thin da tr¢ lai binh thudng.

Céc phdi hop can thin trong

Mot vai thuoc lam giam chirc ning thin cé the lam ting nguy co nhlem acid lactic, vi du
NSAIDs, thudc tic che COX II chon loc, thuoc tic ché men chuyen thuoc do6i khang thu thé
angiotensin II va thudc lgi tiéu, dic biét loi tiéu quai. Khi ding cdc thudc nhu viy phdi hop véi
metformin, cAn theo d&i chit ché chirc ning than.
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/Cdc thudc gady ting dwong huyét ngi sinh (nhir glucocorticoid (toan than va tai chd) va cdce chat
kich thich giao cam)

Nén theo doi dudng huyét thuong xuyén hon, dic bi¢t khi bt dau diéu tri. Néu can thiét, diéu
chinh liéu metformin trong qua trinh diéu tri véi cdc thudc twong tmg va cho t6i khi nglmg str
dung.

Chdt vdn chuyén cation hitu co (OCT)

Metformin 13 co chat ciia ca hai chat van chuyén OCT1 va OCT2.

Dumng ddng thdi metformin véi

- Chét trc ché OCT1 (nhur verapamil) ¢6 thé 1am giam hiéu qua clia metformin.

- Chit cam tmg OCT!1 (nhu rifampicin) c6 thé 1am ting hap thu & duong tiéu hoa va ting hiéu
qua cua metformin.

- Chat e ché OCT2 (nhu cimetidin, dolutegravir, ranolazin, trimethoprim, vandetanib,
isavuconazol) c6 the lam giam thai trir qua thin cua metformin va kéo theo lam ting nong do
metformin trong huy¢t twong

- Chét trc ché ca hai OCT1 va OCT?2 (nhu crizotinib, olaparib) cé thé 1am thay doi hiéu qua va su
thai trir qua than cia metformin.

Do d6 can than trong khi ding chung cdc thubc nay véi metformin, dic biét & bénh nhén suy
than, boi vi ¢6 thé 1am ting ndng dé metformin trong huyét twong. Néu can thiét, liéu metformin
c6 thé duge xem xét didu chinh bdi vi cdc chit tre ché/cam Gmg OCT c6 thé 1am thay déi hiéu
qua cua metformin.

Tuwong ky, ciia thude

Do khéng c6 cdc nghién ciru vé tinh twong ky cia thude, khong tron 1an thude nay véi cic thude
khdc.

12. Téc dung khéng mong mudn ciia thude,

Cic tic dung khéng mong mudn thudng gip nhét 12 bubn ndn, nén, tidu chdy, dau bung, mat cam
giac thém an.

Cdc tic dung khong mong mudn cua thuoc duoc li¢t k¢ dudi day theo theo phan loai h¢ théng co
quan ctia co thé va tin sudt gip. Tan sudt duoc xac dinh nhur sau: rat thuong gap (> 1/10), thuong

gap (=1/100 va <1/10), it gip (=1/1000 va <1/100), hiém gip & 1/10000 va < 1/1000) va rat
hiém gip (<1/10000).

Trao doi chét va dinh dwdng:
RAt hiém gip:
- Nhi€m acid lactic

- Giam hép thu vitamin B12 kéo theo giam nong do huyét thanh khi dleu tri metformin kéo dai.
Can xem xét nhu mot bénh 1y néu bénh nhén c6 biéu hién thiéu mau hong cau khong 19.

Hé than kinh:

Thuong gip: Roi loan vi gidc.

Hé tiéu hoa:

RAt thuromg gip: Réi loan tiéu héa nhu budn nén, nén, tiéu chay, dau bung, gidm cam gidc them
an.

Gan mdt:

RAt hiém: Cdc bdo cdo riéng biét vé cdc xét nghiém chitc ning gan bat thuong hoic viém gan doi
héi phai ngung dung metformin.
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\on 2/ Dava cac mé dudi da:

Rat hiém: Céc phan trng da nhu ban dé, ngira, may day.

13. Qua lieu va cach xwr tri.

Metformin khong gay ha duong huyet v6i lidu 1én dén 85g, mic dit nhiém toan lactic da Xay ra
trong trudng hgp nay. Str dung qud liéu hoiic nhitng nguy co di kem cia metformin ¢6 thé giy ra
nhiém acid lactic. Nhiém toan acid lactic 12 mdt trudong h(yp cAp ciru khin cap va phai dugc nhap
vién diéu tri. Phuong thirc hitu hiéu nhit dé loai bo lactat vi metformin 13 thAm tdch mau.

14. Pic tinh dugce luc hoc
Nhém duwge F: Thude diéu tri d4i thdo dudmg dudng ubng.
MaATC: A10BAQ2.

Metformin 1a mot biguanide ¢6 tac dung chong ting duong huyet lam giam duong huyet co ban
va sau khi in. Metformin khong kich thich tiét insulin, va vi thé khéng gay ha dudng huyét.

Metformin hoat dong qua 3 co ché:

- Giam san xudt glucose & gan bing céch tic ché tin tao dudng va ly gidi glycogen.

- Tai co, gia ting s nhay cam cua insulin, cai thi¢n viée sir dung glucose ¢ ngoai bién.
- Lam chim hp thu glucose & rudt.

Metformin kich thich sy tong hgp glycogen & té baoc bing cach tdc dong 1&n men glycogen
synthase.

Metformin gia ting kha ning van chuyén cta tat ca cdc chit van chuyén glucose mang (GLUT).

15. Pic tinh dwge dong hoc

H?ig thu:

Sau khi uéng mot liéu vién nén phéng thich kéo dii, sy hﬁp thu metformin bi tri hodn ¢6 y nghia
so v&i vién phong thich tirc thl voi Tmax 18 7 gi0 (Tmax d0i vOi vi€én phéng thich tire thoi la 2,5
gio).

O trang théi 6n dinh, twong ty nhu cong thirc cua vién phéng thich tire thi, Cmax va AUC khong
ting ty 1& voi lidu diing. AUC sau khi ding liéu don 2000mg metformin dang phéng thich kéo

dai twong ty nhur quan sat dwge khi ding liéu 1000mg, hai 1an mot ngay doéi véi dang phong thich
tirc thi.

Su bién thién Cpax vd AUC clia timg cd thé d6i v6i metformin dang phéng thich kéo dai thi
trong duong nhu quan sat duge doi véi metformin dang phéng thich tirc thi.

Ubng metformin dang phéng thich kéo dai khi doi, AUC giam khoang 30% (Cmax V2 Tmax khong
anh huong).

Su hap thu metformin tir dang bao ché phéng thich kéo dai khéng bi thay doi béi thirc dn.

Khéng ¢6 sy tich lily nao quan sat dugc sau khi ding liéu Lip lai 1én dén 2000mg metformin
dang phéng thich kéo dai.

Sau khi u6ng liéu don 1500 mg vién metformin phéng thich kéo dai 750 mg, nong do dinh trong
huyet twong trung binh dat duoc trong vong 5 gio, khoang tir 4-12 gioy, 1a 1193 ng/mL.

Vién metformin phéng thich kéo dai 750 mg cho thay c6 twong duong sinh hoc vdi vién
metformin phéng thich kéo dai 500 mg & liéu 1500 mg ddi v6i Cmax vi AUC & nhitng ngudi khée
manh ¢ trang thai no va doi.
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/ Sau khi u6ng mdt vién metformin phong thich kéo dai 1000 mg Itic no, nong do dinh trong huyét
tuong trung binh dat dugc trong 5 gioy (trong khoang tir 4 dén 10 gid), 12 1214 ng/ml.

Vién metformin phéng thich kéo dai 1000 mg cho thay co tu:ong duong sinh hoc véi vién
metformin phéng thich kéo dai 500 mg & liéu 1000 mg d6i vdi Cuax vi AUC & nhitng ngudi khoe
manh ¢ trang thai no va doi.

Sau khi udng vién phéng thich kéo dai 1000 mg lic no, AUC ting 77% (Cuax tAng 26% va T
cham hon khoang 1 gio).

Phén bd: Lién két véi protem huyét tuong khong dang ké. Metformin phén chia vao hong cau.
Nong dQ dinh trong médu thap hon trong huyét ‘urorng VA xuat hién voi khoang thoi gian x4p xi
nhau. Té bao héng ciu gin nhir dai dién cho ngiin phin b thir cAp. Thé tich phan bd trung binh
tir 63-276L.

Chuyén héa: Metformin dugc bai tiét dang khong doi trong nude tiéu. Khong c6 chit chuyén héa
nao duoc tim thay ¢ nguoi.
Thai trir: DO thanh thai cua metformin > 400 ml/phut cho thay metformin duoc dao thai qua su

loc & cAu than va bai tiét & dng than. Sau khi udng thude, thdi gian ban thai kha kién khodng 6,5
gio.

Khi chirc ning than bi suy giam, d6 thanh thai & than g1am theo ty 1€ cua creatinin va vi thé thoi
gian ban thai cia metformin bi kéo dai, din dén ting nong do metformin trong huyét trong.

Cic dbi twong dic biét:

Bénh nhdn suy than: Dit 1i¢u han ché trén bénh nhén suy than trung binh va khéng ¢b wdc lwong
chic chin vé nong d6 metformin trong co thé ¢ nhém nay s0 v0i chirc ndng thin binh thudng.
Do d6, phai diéu chinh liéu phil hgp dwa trén co s& cin nhic hidu qua 1am sang/mirc d§ dung
nap.

16. Quy cach déng gdi: Hop 10 vi x 10 vién.

17. Piéu kién bao quin, han diing, tiéu chuin chit lrgng ciia thude.

Picu kién bao quan: Bao quan noi khdé mat dudi 30°C, tranh anh sang va am.
Han diing: 24 thang ké tir ngay san xuat

Tiéu chuéin chit lwgng cia thude: TCCS

18. Tén, dia chi ciia co s& sin xuit thudc.
INVENTIA HEALTHCARE LIMITED

FI-F1/1-F75/1, Additional Ambernath M.I.D.C. Ambernath (East), Thane 421506, Maharashtra
State, An Do
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