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NHAN PHU
PERGLIM M-1

Glimepiride 1 mg va Metformin Hydrochloride 500 mg

Quy cdch: - 20 vién/ vi, 1 vi/ hop nho, 5 hop nho/ hop lém

100%
Re-Thud ki don
|PERGLIM M-1 VN-XOXONN-XX
Hiout chit-ham heemg: Mt viin nhni chim G de | mg v My le 500 mg. Chi dinh, chimg|

chi djnh, liéw ding, cich ding va cic thing tin khic xem o huomg din ar dung. Bio quin: Hao quan o not kho
mak, nhid & kiking gud 30°C, Tranh b sing vd ranh im. Trink bay 20 vien' vi, | vif lp nhe, 5 hip nho/ hip lim,
S 168X, NSX, HD: “em Hatch. No. Mz, Exp. trén bao bi, ngav hét hn 8 ngay U] ol thang hét han. Sim teit cho
Mega Lifescionces (Austrabia) Prv. Lad Uc. Sdm wuat bei: INVENTIA HEALTHCARE PVT. LTD., FI-F1/1

i Ambernath M LD C. Ambernath (Easti, Thane 421506 Maharnshirn Stste, An % £ xa tidn dry tré om,

| Additonad _
diprc &k harsmg b sair gy trvwc bhi g, DINNE:

= -,‘\I:
Al
‘_.-\\

R

landuy .

200%

Rx-Thube ké don
PERGLIM M-1 VN-XXXXX-XX ¥
Hoat chit-ham lwgng: M3i vién nhai chita Glimepiride 1 mg va Metformin Hydrochloride g, Chi
dinh, chéng chi dinh, liéu diing, cich ding va cic théng tin khie: xem to huéng din st dung. Béo quién:
Béo quan & noi kho mét, nhiét dg khong quéa 30°C. Tranh anh sang va tranh dm. Trinh bay: 20 vién/ vi, 1 vi/
hop nho, 5 hop nho/ hop 1én. S6 16 SX, NSX, HD: xem Batch. No., Mfg.. Exp. trén bao bi, ngay hét han 1a
ngay 01 cua thang hét han. Sin xufit cho: Mega Lifesciences (Australia) Pty. Ltd. Uc. Sin xudt bai:
INVENTIA HEALTHCARE PVT. LTD., F1-F1/1. Additional Ambernath M.I.D.C., Ambernath (East),
Thane 421506 Maharashtra State, An D). Pé xa tim tay tré em, doc kj hiwong din si dung trwée khi ding.
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Rx — Thubc nay chi diing theo don ciia bdc sy

PERGLIM M-1
PERGLIM M-2

Vién nén phong thich cham Metformin hydrochloride/Glimepiride

THANH PHAN

Perglim M-1: Moi vién nén phong thich chém chira:
Metformin hydrochloride............... 500 mg
Glhimepiride ... 10

Ta dwoc mau: oxyd sit do
Perglim M-2: Moi vién nén phéng thich cham chira:
Metformin hydrochloride................ 500 mg
GHMEPIAAR .uvinccsssssnerssrmemmorasmrsossanses SIE
Ta dieoe mau: oxyd sit vang, titan dioxyd.
Ta dugc khac: hypromellose, natri carboxymethylcellulose, macrogol 6000, povidon, methacrylic acid
copolymer dispersion, magnesi stearat, lactose, cellulose vi tinh thé, pregelatinised starch, tinh bot natri
glycolat.
R e
MO TA
Perglim M-1: Vién nén, hinh thuén dai, hai méit hoi 161, hai 16p: mot 16p mau tréng va mot 16p mau do.
Perglim M-2: Vién nén, hinh thuén dai, hai mat hoi 16i, hai 16p: mot 16p mau tring va mot 16p mau

vang.

DUQC LUC HQC

Glimepiride

Glimepiride 12 mdt sulfonamid ding dudng udng, c6 tac dung ha glucose huyét, thudc nhém
sulfonylurea. Téc dung chi yéu cua glimepiride 1 kich thich giai phong insulin tir cac té bao beta dao
Langerhans cuia tuyén tuy.

Co ché tac dung cua glimepiride 12 lién két véi thy thé & mang beta, 1am déng cic kénh kali phu thude
ATP lai. Viéc dong kénh kali sé gdy khir cuc mang, lam mo kénh calci, khién cho ion calci ting xam

nhap vao bén trong té bao. Viéc tang ndng dj ion calci trong té bao s& kich thich sy giai phong insulin

ra khoi té bao. :
Ngoai ra, glimepiride cling con ¢6 tac dung ngoai tuy. Glimepiride cai thién su nhay, aﬁ;ua‘t’amﬁé \
ngoai vi dbi v6i insulin va lam giam sy thu nap insulin & gan. Glimepiride 1am tang at anh s6 lqung \
cac chit chuyén ché glucose qua mang té bao co va té bao md, lam ting thu nap glu s vao cac mo co | o

va mé ma.



https://trungtamthuoc.com/

Chét chuyén hoa hydroxyl ctia glimepiride ciing c6 tic dung ha glucose huyét nhe, nhung chi déng gop
mot phan nho vao tac dung ha glucose huyét toan phan.

Glimepiride c6 hiép dong tac dung véi metformin hodc véi insulin.

Metformin

Metformin la mét thude chdng dai thao duong nhom biguanid, ¢6 co ché tac dung khac véi cac thude
chéng dai thdo dudng nhém sulfonylurea. Khong giéng sulfonylurea, metformin khong kich thich gii
phéng insulin tir cdc té bao beta tuyén tuy. Thudc khong c6 téc dung ha duong huyét & ngudi khong bi
déi thio dudmg. O ngudi dai thdo duomg, metformin lam giam sy ting dudng huyét nhung khong gay
tai bién ha dudng huyét (trir truong hop nhin d6i hodc phdi hop thude hiép dong tac dung). Vi vay
truée ddy ca biguanid va sulfonylurea déu dugce coi la thudc ha duomg huyét, nhung thuc ra biguanid
(thi du nhu metformin) phai dugc coi 1a thue chdng ting dudng huyét méi thich hop.

Metformin lam giam nong do glucose trong huyét tuong, khi doi va sau bira an, & ngudi bénh dai thao
dudng typ 1T (khéng phu thude insulin). Co ché tac dung ngoai bién ctia metformin 14 lam tang sir dung
glucose & té bao, cai thién lién két ctia insulin véi thu thé va c6 I8 ca tac dung sau thu thé, tc ché tdng
hop glucose & gan va giam hép thu glucose & rudt. Ngoai tac dung chdng dai thdo dudng, metformin
phan nao ¢6 anh hudng tdt trén chuyén héa lipoprotein, thuong bi rdi loan & ngudi bénh dai thédo dudng
khong phu thudc insulin. Trai véi cac sulfonylurea, thé trong ctia ngudi duoc didu tri bing metformin
¢6 xu huéng én dinh hodc ¢6 thé hoi giam.

Dung metformin don tri liéu co thé c6 hiéu qua tdt ddi v6i nhimg ngudi khong déap (mg hodc chi dép
{mg mot phan véi sulfonylurea hogic nhitng ngudi khong con dép img véi sulfonylurea. O nhimg ngudi
bénh nay, néu véi metformin don tri liéu ma duong huyét vin khong dugc khéng ché theo yéu cau thi
phdi hop metformin véi mdt sulfonylurea co thé ¢6 tac dung hiép ddng, vi ca hai thudc cai thién dung
nap glucose bing nhimg co ché khac nhau nhung lai bd sung cho nhau.

DUQC PONG HQC -l

Glimepiride

Glimepiride c6 sinh kha dung rét cao. Thirc &n khong lam thay ddi dang ké su hdp thu cta thude, nhung
tbe do hp thu c6 chim hon. Ndng d t5i da trong huyét tuong dat duge khoang 2 gio 30 phit sau khi
udng thude.

Glimepiride co thé tich phan bd rit thap (khoang 8.8 lit) tuong tu nhu thé tich phén bd cta albumin.
Glimepiride lién két manh véi protein huyét tuong (> 99%) va cé do thanh thai thdp (xap xi 48
ml/phut). Ntra doi trong huyét tuong cua glimepiride la 5-8 git, nhung khi ding lidu cao, nira doi sé dai
hon. / w"'j\\
Dung glimepiride dugc danh diu, thdy 58% cac chdt chuyén héa thai trir qua nudc Aigu m qila\j
phan. Trong nudc tidu, khong thay glimepiride con & dang chua chuyén héa. Glim }ii’fiéie chu yélf bi | : .
chuyén héa & gan. Hai dan chét hydroxyl va carboxy cua glimepiride déu thay trong h?'a;n va nudc tiéu.

- LY
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Glimepiride bai tiét duogc qua sira trong nghién ctru & dong vat, thude qua dugc hang rao nhau thai,
nhung qua hang rao méau ndo rat kém.
Metformin
Metformin hdp thu cham va khong hoan toan & dudng tiéu héa. Kha dung sinh hoc tuyét déi cua 500
mg metformin uong luc d6i xap xi 50-60%. Khong c6 su ti 1& véi lidu khi tang lidu, do hép thu giam.
Thic 4n 1am giam mic do hap thu va lam cham su hip thu metformin. Metformin lién két véi protein
huyét tvong mirc d6 khong dang ké. Metformin phan b nhanh chéng vao cac mé va dich. Thude ciing
phan bd vao trong hong cau.
Metformin khong bi chuyén héa & gan va khong bai tiét qua mat. Bai tiét ¢ dng than 1a duong thai trir
chti yéu ctia metformin. Sau khi udng khoang 90% lugng thude hip thu dugc thai trir qua phéan trong
vong 24 git dau & dang khong chuyén héa. Nira doi trong huyét tuong 14 1,5 — 4,5 gid.
C6 thé c6 nguy co tich Iy trong truong hop suy giam chirc ning than. D thanh thai metformin qua
than giam & ngudi bénh suy than va ngudi cao tudi.

) 2
CHI PINH
Tiéu dudng khong phu thudc insulin (tiéu dudmg typ IT) & bénh nhan trén 18 tudi, khi ché do in kiéng,
tap thé duc va giam can khong kiém soat duge duong huyét. Diéu tri thay thé & nhimg bénh nhén tiéu
dudng da diéu tri 6n dinh véi glimepiride (1-2 mg) va metformin (500 mg dang phéng thich cham).

LIEU LUQNG VA CACH DUNG

Glimepiride 1 mg/ metformin hydrochloride 500 mg: Udng 1 — 2 vién/ lan/ ngay, t6i da 3 vién/ngay
ho#c theo sur chi dinh cua thdy thude.

Glimepiride 2 mg/ metformin hydrochloride 500 mg: Ubng 1 vién/ ngay hoic theo sir chi dinh ctia thay
thude.

Liéu dung nén dugc xéc dinh cho timg bénh nhan tiy thudc vao kha nang dung nap va hiéu qua cua
thude trén timg ngudi, khong nén vugt qua liéu khuyén céo ti da (2000 mg/ ngay cho metformin va 8
mg/ngay cho glimepiride)

Udng nguyén vién véi nude, khong duge nghién hodc nhai vién thudc. Nén bit ddu véi 1 vién mdi
ngay. Muc dich cua viéc diéu tri 1a 1am giam dudng huyét lic d6i va dua glycosylated hemoglobin vé

gi¢i han binh thuong & lidu t6i thiéu c6 tac dung.

CHONG CHIi PINH

—  Bénh nhan bi bénh tidu duong phu thude insulin (tiéu duong typ I) hodc tiéu dug g )@ﬂ’ﬁ&ﬁ}e\}my

: ;‘ / \‘\

S

hon mé.
— Bénh nhian min cam véi Metformin hydrochloride, Glimepiride, Sulfonyl re:a£ cac Sulfonamid ;

khéc, hay bat ky thanh phan nao cta thude.
— Bénh nhén bi suy chirc ndng than.
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~ Bénh nhan bj bién chimg cip (nhidm tring ning, dai phau, chan thuong).

— Trude khi chup X quang ¢6 sir dung chét can quang chira iod.

— Bénh nhén bj ton thuong gan.

— Nghién ruou.

— Bénh nhan thiéu vitamin B12, acid folic va sét.

~ Bénh tiéu dudng nhiém ceton.

— Bénh nhén bi bénh tim mach hoic hd hép nang.

— Bénh nhan ¢6 thé trang kém (nhu suy dinh dudng, mit nuée...).

— Bénh nhan bi tiéu duong kém theo bién chimg (nhu bénh than, bénh vdng mac).

THAN TRONG >~

Glimepiride

Néu ¢6 nguy co bi ha huyét ap, can diéu chinh liéu cua Glimepiride hodc diéu tri tong quat. Xur ly
twong tu khi xay ra trong qua trinh diéu tri hodic khi thay déi sinh hoat ctia bénh nhan.

Triéu chimg ha duong huyét thudng nhe hon hoic khdng c6 truomg hop bi ha huyét tir tir, & ngudi cao
tudi, bénh nhan bi bénh than kinh tu dong hodc dang diéu tri déng thoi voi cac thude tre ché beta (beta-
blocker), clonidin, reserpin, guanethidin hay cac thudc trc ché giao cam khac.

Hau hét cac truong hop ha duong huyét kiém soat duoc bing cich dung ngay carbonhydrat (nhu
dudng, nudc trai cdy c6 duong hodc tra ¢6 dudng). Bénh nhin phai luén luén mang theo ngudi it nhét
20 g dudng. Co thé can su hd trg cua ngudi khac dé tranh bién ching. Chat ngot nhan tao khong cé tac
dung kiém soét ha duong huyét.

Phai theo d3i bénh nhan chit ché. Diéu tri ngay 1ap tic cac truomg hop ha duong huyét ning, cin c6 su
theo doi cta bac si va doi khi phai nhap vién.

Trong trudng hop bénh nhan bj stress (nhu chén thuong, phdu thudt, nhiém tring kém theo sbt) kha
nang kiém soat dudng huyét bi suy giam, cin tam thdi chuyén sang ding Insulin.

Trong sudt thdi gian didu trj bing Glimepiride, phai thuong xuyén kiém tra glucose huyét va glucose
niéu. Ngoai ra, luong glycated hemoglobin cling nén dugc kiém tra.

Su tinh tdo va hoat bat c¢6 thé bi giam do ting hodc ha dudong huyét, dic biét khi bat diu, khi ngung
dung thuéc hodc dung thube khong déu. Piéu nay c¢6 thé anh huéng dén kha nang l4i xe va van hanh
may mac.

Metformin

Nhiém toan lactic: Metformin c6 thé gdy nhiém toan lactic, nhung véi ti 1¢ rat thap. Nguy co gia ting
theo tudi va mirc dd suy than. Ngoai ra cac trudong hop nhu suy gan, giam oxy hoa huyét, mat nudc,

nhiém tring, nghién ruou ciing lam gia ting nguy co nhiém toan lactic. Kiém tr feioning  the

X
thudng xuyén va dung liéu toi thiéu c6 tac dung dé giam nguy co nay. Ngung

ng thide ngay~né

bénh nhan bi nhidm toan lactic khi dang diéu trj bing Metformin. Didu trj hd tfg"vA thim tich mau .

thich hop trong truong hop bi nhiém toan ciing nhu tich lily Metformin.

u\

¥

‘4
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Suy chirc nang than: than trong khi diéu tri phdi hgp do c6 thé anh huéng dén chirc ning than hodc su
phén bo cua Metformin (nhu céc thude dang cation).

Chdt can quang chiza iod: Nén ngung thudce it nhét 2 ngay trudce khi chup X quang ¢6 sir dung cac chét
can quang chira iod va chi ding thudc lai sau khi chic ndng thén tré vé binh thuong.

Tinh trang thiéu oxy: Ngung diéu tri bang Metformin khi bénh nhan Xay ra tinh trang nay.

Phau thudt: Ngung ding thudc tam thoi va chi bit diu dung lai sau khi bénh nhan c6 thé tu séng duoc
va chirc ning than binh thuéng.

Uong rieou: Nén canh bao cho bénh nhan vé nguy co Xdy ra tuong tic cip tinh hodc man tinh khi udng
rugu trong thoi gian diéu tri bing Metformin.

Suy chirc ndng gan: Théng thuong, tranh ding Metformin cho nhimg bénh nhén bi bénh gan.

Ha dwong huyét: Thuong ha duong huyét khong xay ra khi ding Metformin don tri, nhung ¢6 thé xay
ra khi phdi hop Metformin véi sulfonyurea va/ hodc ruou.

Thiéu acid folic, sdt va vitamin B12: Khi diéu tri dai han, nén kiém tra nong d9 vitamin B12 trong
huyét thanh dinh ky mdi nam trong sudt thoi gian diéu tri.

Cdc xét nghiém cdn lam sang: Nén kiém tra dap (mg trj liéu dinh ky béng cach do mitc glucose huyét
lac doi va glycosylated hemoglobin. Trong diéu trj ban dau, cin ctr vao muc glucose huyét luc doi dé
x4c dinh dap img. Sau d9, ca glucose huyét va glycosylated hemoglobin déu can thiét cho viéc kiém tra

danh gia dai han.

TUONG TAC THUOC

Cimetidin: Metformin c6 tuong téc véi cimetidin. Vi vy, nén giam liéu Metformin khi ké toa ddng
thoi vai cimetidin.

Thuéc ting dwong huyét: Céc thubc c6 kha ning lam ting dudng huyét (nhu nhém thiazid,
corticosteroid va mot sd thudc khac) cé thé bu dip vao tac dong chéng ting dudmg huyét cia
Metformin, nén kiém soat dudng huyét chit ché trong truomg hop nay.

Rurou: rugu lam ting tic dong cta Metformin trong chuyén héa lactat ciing nhu chéng ting dudng
huyét. Vi vay khong nén udng ruou khi dang diéu tri bang Metformin. Chéng chi dinh trong truong hop
nghién ruou.

Cdc twong tac khac: Cac nghién ciru cho thdy furosemid va nifedipin lam ting néng d6 Metformin
trong huyét tuong. Tuy nhién tinh trang ndy khong xdy ra véi propanolol va ibuprofen. Acarbose va
chat gom c6 thé lam giam hip thu Metformin.

Ha dwong huyét c6 thé xay ra khi dimg Glimepiride véi mét trong nhimg thuéc sau day: insulin va
thudc ha tiéu duong dang udng, chét rc ché men chuyén, allopurinol, cic steroid dong hoa v tiét to
sinh duc nam, chloramphenicol, din xuét ctia coumarin, cyclophosphamid, disopyr, 5
febyramidol, cac fibrat, fluoxetin, quanethidin, ifosfamid, chat e ché MAO, 1(:0 l acid bara_
aminosalicylic, penfoxifylin (liu cao dang tiém), phenylbutazon, azaprop i(;)\;yphenbutazoh ‘1
probenecid, quinolon, salicylat, sulfinpyrazon, sulfonamid, tetracyclin, tritoqualin. tm
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Ting dwong huyét cé thé xay ra khi ding Glimepiride véi mét trong nh:&:vg thuée sau ddy:
acetazolamid, barbiturats, corticosteroids, diazoxid, thudc loi tiéu, epinephrin (adrenalin) va cac thudc
kich thich than kinh giao cam khac, glucagons, thudc nhudn truomg (sau khi didu tri dai han), acid
nicotinic (liéu cao), oestrogen va progesteron, phenothiazin, phenytoin, rifampicin, ndi tiét té tuyén
gidp.

Céc thudc doi khang thu thé H2, clonidin va reserpin c6 thé lam ting hay giam tac dung ha duong
huyét ctia Glimepiride. Céc beta-blocker c6 thé lam ting tac dung ha duong huyét.

Téac dung ctia dan chit coumarin c6 thé tang hodc giam khi dung phéi hop.

PHU NU'MANG THAI VA CHO CON BU /

Phu nit co thai

Thong thudng, chéng chi dinh cho phu nir ¢6 thai, nén dung insulin cho bénh nhan tiéu dudng trong
thoi gian mang thai.

Phu ni¥ cho con bu

Céc thanh phan cta thude c6 thé bai tiét duge qua sita me. Do do, khong nén ding cho phu nir dang cho
con bu.

ANH HUONG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thi lyc, su tinh tdo va phan tmg trong khi 1ai xe hodc van hanh mdy méc ¢6 thé suy giam khi diéu trj
dai thao dudng khong dugce cdn bang ding mirc hoic trong truomg hop bi ha duong huyét.

TAC DUNG KHONG MONG MUON
Ha dwong huyér: Ha dudong huyét c¢6 thé xay ra va kéo dai do tac dung ha dudmg huyét cta
Glimepiride.

Mit: C6 thé xay ra roi loan thi gidc tam thoi do thay doi duong huyét, dic biét trong giai doan diu diéu
tri.

Réi loan tiéu héa: Doi khi xay ra budn ndn, non, cam giéc tlrc hodc déy hoi ¢ vung thugng vi, dau bung
va tiéu chay. Trong mdt sé truong hgp co thé tdng men gan, suy chirc ndng gan (nhu vang da & mat),
viém gan c6 thé din dén suy gan.

Huyét hoc: Hiém khi xay ra giam tiéu cau; mot s6 truong hop xdy ra giam bach cau, thiéu méau tin
huyét, giam hong cdu, giam bach cu hat va ¢6 thé lam giam huyét ciu toan thé (nhu giam san sinh té
bao mau).

Cdc tde dung phu khdc: C6 thé xay ra cac phan (mg di timg hodc gia di (mg nhu ngira, néi may day hay
phat ban. Céc tri¢u chung di tmg nhe nhu trén c6 thé trd nén tram trong di kém vai kho t ,lm_m_[\huyet
ap, dm khi dan dén séc. Do d6, phai thdng bao ngay cho bac si khi bi ndi may day.

Mot s6 truong hop c6 thé xay ra viém mach mau di ng, da nhay cam véi énh sa vh /g‘lam natrl“huv\h
Théng bdo cho bdc sy cdc tac dung khong mong mubn gdp phai khi sic dung fhuaé

QUA LIEU
Tham tach mdu c6 thé ¢6 loi trong trudng hop nghi ngdy qua liéu Metformin
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QUI CACH PONG GOI : 20 vién/ vi, 1 vi/ hop nhd, 5 hop nhé/ hop lém.
BAO QUAN: Bio quan noi kho mat, du6i 30°C. Tranh 4nh séng va tranh am
HAN DUNG: 24 thang ké tir ngay sin xuat

K ho"ng?d:‘mg thuéc khi da qud han sir dung
Doc kjj hieong dan sir dung trieée khi ding
Néu cin thém thong tin xin héi y kién bac sp.

Dé thudc xa tam tay tré em.

San xudt boi: INVENTIA HEALTHCARE PVT. LTD.

F1-F1/1, Additional Ambernath M.I.D.C., Ambernath (East), Thane 421506 Maharashtra State, An Dd.
San xudt dudi sw nhweong quyén cua:

MEGA LIFESCIENCES (AUSTRALIA) PTY., LTD.

Victoria 3810, Uc

(UQ. CUC TRUONG
TRUONG PHONG

Nuyén Hay Hing ;



