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NHAN HOP MEDIARID 4

Kich thuéc: Hop 3 vi x 10 vién nén

Dai: 95 mm
Réng: 20 mm
Cao: 48 mm
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MEepiriD 4

. Glimepirid 4 mg

S6 16 SX / Batch No.:

. NSX/Mfg. Date:
HD / Exp. Date

THANH PHAN; MBI vign nén chia Glimapirid 4 mg
CHI BINH, LIEU LUGNG, CACH DONG, CHONG CHI BINH VA CAC
THONG TIN KHAC VE SAN PHAM: Xin doc 16 hutng d3n 50 dung
BE XA TAM TAY CUA TRE EM.

¢ KT HUONG DAN SU DUNG TRUGC KHI DONG.

0 QUAN: BE nol knd réo, trnh &nh séng, nhiét g khing qu
arec
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& Prescription only Box of 3 blisters of 10 tablets

MepiAriD 4

Glimepiride 4 mg

Bu p epuidawin

] | 7 aviaayy

SLOMED,

A

COMPOSITION: Each tablet contains Glimepiride 4 mg
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS
AND OTHER INFORMATION: Please refer to the package Insert.
KEEP QUT OF REACH OF CHILDREM.

READ CAREFULLY THE LEAFLET BEFDRE USE.

STORABE: Store at the temperature not more than 30°C. In a dry
placs, protect from light.
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HUGNG DAN SU DUNG THUOC
MEDIARID

Glimepirid

1- Tén thubc va thanh phin

M&bi vién nén chira

Hoat cht:

MEDIARID 2 vién nén: Glimepirid 2 mg.

MEDIARID 4 vién nén: Glimepirid 4 mg.

T4 dupe: Lactose monohydrat, natri starch glycolat, cellulose vi tinh thé, povidon K30, polysorbat 80, Indigo carmin (FD & C Blue
2), oxyd sit vang (yellow iron oxide), magnesi stearat.

2- Mé ti sin phim

Glimepirid 1 mgt thudc ha dudmg huyét dudmg udng nhém sulfonyluré. Glimepirid c6 tén héa hoc 4 1-[[p-[2-(3-ethyl-4-methyl-2-
oxo-3-pyrroline-1carboxamido) ethyl]phenyl]sulfonyl]-3-(trans-4-methylcyclohexyljurea.

Cong thire cdu tao:

) l flo i @!
N < > 1]
H—CHy;—CH, —HNH—C—NH
HaC :/a\g 2 50,

Cong thirc phén tir: C4H34N4O5S. Phan tir lugng: 490,62,

MEDIARID c6 dang vién nén dung dé ubng chira 2 mg hoic 4 mg glimepirid.
3- Duge luc hoe va duge dong hoc

Durge lwe hoc

Glimepirid 1a mot sulfonamid diing dudng ubng, cé tac dung ha glucose huyét, thuc nhom sulfunylure. Téc dung chil yéu cia
glimepirid 1a kich thich gidi phong insulin tir cac té bao beta cua tuyén tuy.

Glimepirid tac dfng bing céci‘} dong cac kénh kali 1¢ thudc vao ATP & cac mang cia té bao beta. Viéc dong kénh kali s& gdy khur |
cwe & mang, lam tang di chuyén calci vao trong té bao. Viéc tang ndng d¢ calci trong té bao s& kich thich giai phéng insulin ra khoi
té bao.

Ngoai ra, glimepirid con c6 tic dung ngoai tuyén tuy thdng qua céc co ché sau:

- Glimepirid cai thién sy nhay cam cua cidc md & ngoai bién dbi voi insulin va lam gidm syr thu héi insulin & gan.

. Glimepirid 1am téng nhanh sb lugng céc chat chuyén chd glucose trong mang té bao co va té bao md, do d6 kich thich viéc thu
hdi glucose.

Durge djng hoc

Glimepirid c6 sinh kha dung rét cao. Thirc &n khong 1am thay dbi dang ké sy hép thu cua thubc, nhung téc dd hép thu cé chdm hon.

. Nbng d6 tdi da trong huyét trong dat duge khoang 2,5 giv sau khi ubng thudc. Glimepirid lién két manh véi protein huyét twong (>
99%), va c6 d6 thanh thai thép (x4p xi 48 ml/ phut). Nira doi trong huyét twong cia glimepirid 12 5 — 8 gid. Glimepirid bj chuyén

héa & gan v dao thai qua phan va nude tiéu. Glimepirid bai tiét drge qua sira trong nghién ciru & déng vit. Thubc qua duge hang

rao nhau — thai, nhung qua hang rao méau — nao rit kém.

4- Chi djnh

Déi thao dudmg typ 2 khong phu thuge insulin & ngudi 16, khi ndng d6 duomg huyét khong thé kiém soat diy di duge bing ché do =

an kiéng, tap thé duc va giam cén don thudn.

MEDIARID ¢6 thé dugce ding chung véi metformin khi viéc &n kiéng, tap thé dyc v& ding glimepirid hogc metformin don djc

khong thé kiém sodt t6t dudmg huyét.

MEDIARID cdn duge chi dinh st dung két hop véi insulin dé giam duong huyét trén bénh nhén khéng thé kiém soét tinh trang

tang dudmg huyét bing an kiéng va tap thé duc két hop voi ding thube ha dudmg huyét udng. Sir dung glimepirid va insulin c6 thé

lam ting tiém ning ha dudng huyét.

5. Liéu dung va cich dung

Lidu kh&i ddu thwing diing: 1-2 mg/lin/ngay, dugce ubng cling véi bita &n sang hoc bira &n chinh d4u tién trong ngay. Nhimg

bénh nhén c6 thé nhay cam hon véi nhimg thubc ha dudmg huyét nén bét ddu diéu trj véi liéu 1 mg/lin/ngdy, va chinh lidu mdt

c4ch thén trong. Liéu khoi du téi da cia glimepirid khong nén 16n hon 2 mg.

Liéu duy tri thuong dung: 1-4 mg/lin/ngay; lidu t6i da 8 mg/lin/ngay. Sau khi diing dén liéu 2 mg, nén ting lidu theo thang béc

khong qué 2 mg cach quang 1-2 tudn.

Nubt nguyén vién nén MEDIARID véi mét lugng nudc vira du, khéng nhai vién thude, gén trudc bira &n hofc trong bira &n.

6- Chéng chi djnh
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Bénh nhén qué mAn cam véi glimepirid, céc sulfonyluré khac, céc sulfonamid khac hay bét ky ta dugc nao cia MEDIARID.

Phy ni¥ ¢6 thai hofc dang cho con bu.

Ngudi suy gan, suy thén ning.

7- Luu ¥ va thdn trong

Trong céc tudn 1€ khi dBu didu tri, nguy co ha dudng huyét o6 thé ting, diéu nay doi hoi phai dac biét theo doi ky.

Didu tr véi MEDIARID yéu ciu phai theo doi thuémg xuyén néng do dudmg trong méu va nudc tiéu. Ngoai ra, chn xéc dinh ti 1&
hemoglobin bj glycosyl héa.

Thudng xuyén theo ddi tinh trang gan va huyét hoc (dic biét bach céu va tidu céu) trong subt qué trinh diéu trj véi MEDIARID.
Diu trj cho bénh nhan thiéu hut G6PD vé6i nhimg thubc nhém sulfonyluré c6 thé gay thiéu mau tan huyét.

Bénh nhin suy nhuge hay suy dinh dudng, bénh nhén suy gan, suy tuyén yén, tuyén thuong thén déc biét nhay cam vdi tac dyng ha
duomg huyét.

Trong trudng hop bénh nhan bj stress nhu sit, chén thuong, nhiém tring, hoéc phiu thudt, kha nang kiém soét dudmg huyét bj suy
giam, cén tam thosi chuyén sang dung Insulin.

Sir dung trén phy nir ¢6 thai: Glimepirid khong durge ding trong thai ky. Mat khac, thudc c6 nguy co gay hai cho dira bé. Bénh
nhén phai chuyén sang dung insulin trong khi mang thai.

Sir dung trén phu nir cho con bi: Glimepirid c6 thé qua dugc sira me. Khéng dugc chi dinh thube nay cho phy nir dang cho con
bi. Néu cin thiét, bénh nhan phai chuyén sang ding insulin hojc ngimg cho con bi.

Anh hudng Ién khé niing 14i xe va vin hanh mdy méc: Sy linh hoat va phén (ng cua bénh nhén ¢6 thé giam do tinh trang ha
dwdmg huyét hofic ting dudmg huyét, nhéit 1 khi khai ddu hay thay ddi trj liéu hoéic khi khong dung glimepirid déu dan. Diéu nay
¢6 thé anh huong dén kha nang 14i xe hofic véin hanh may mdc. Nén cén nhéic ¢ nén lai xe hay van hanh may trong nhimg trudmg
hop nay hay khong.

8- Twong téc ciia thube véi cdc thude khic va cic dang tuong tic khic

Glimepirid bj chuyén héa bai cytochrom P450 2C9 (CYP2C9). Chuyén héa ciia thude nay duge biét 1 bj anh hudng khi ding
ddng thosi véi céc thude gdy cam tmg CYP2C9 (vi dy: rifampicin) hogic trc ché CYP2C9 (vi dy: fluconazol).

Céc thubc sau déy lam tang tic dung ha dufmg huyét cia glimepirid din dén nguy co ha dudmg huyét: insulin, cac thubc trj d4i théo
dutmg dang ubng, thudc trc ché men chuyén, c4c steroid ddng héa va ni tiét t6 sinh duc nam, cloramphenicol, thubc chéng dong
coumarin, cyclophosphamid, disopyramid, fenfluramin, fenyramidol, fibrat, fluoxetin, ifosfamid, thubc trc ché MAQ, miconazol,
acid para-aminosalicylic, pentoxifylin (lidu cao dang tiém), phenylbutazon, azapropazon, oxyphenbutazon, probenecid, quinolon,
salicylat, sulfinpyrazon, sulfonamid, c4c thubc trc ché béta, guanethidin, tetracyclin, tritoqualin, trofosfamid.

Céc thubc sau day lam giam tac dung ha dudng huyét cia glimepirid, do d6 c6 thé gy tang dudmg huyél acetazolamid, barbiturat,
corticosteroid, diazoxid, thudc 1¢i tiéu, epinephrin (adrenalin), glucagon, thudc nhuan truémg (sau khi diéu trj dai han), acid
nicotinic (lléu cao), estrogen va progesteron, phenothiazin, phenytoin, ni tiét té tuyén gidp, rifampicin.

Céc thube dbi khang thy thé H2, clonidin va reserpin cé thé 1am tang hay gidm tac dung ha dudmg huyét cia glimepirid.

Duéi anh hudng cia cac thubc irc ché giao cam nhu trc ché béta, clonidin, guanethidin va reserpin, cac déu hi¢u diéu chinh nguge
ctia hé giao cam dbi v&i ha dudmg huyét c6 thé giam hoic bién mét.

Ubng rugu c6 thé 1am tang hay giam téc dung ha dudmg huyét cia glimepirid.

Glimepirid ¢6 thé 1am tang hay giam tac dung ciia cc dén xuét ciia coumarin.

9- Tic dung khéng mong muén

Ha dwdng huyét: nhirc déu, d6i cdn cao, budn ndn, ndn, mét méi, budn ngu, réi loan gide ngy, bdn chdn, hung hang, giam tip

trung, giam linh hoat, giam phan ng, trAm cam, 1n, néi liu ludi, khong néi duge, rdi loan thi gidce, run, liét nhe, rbi loan cam giac
va mét tri giac cho dén hon mé, thd can va nhip tim chim.

Mit: Dic biét khi bit ddu trj lidu, c6 rdi loan thj gidc tam thoi do thay dbi ndng d6 duomg huyét.

Dudng tiéu héa: Doi khi‘ c6 thé xay ra budn ndn, nbén, cam gidc tirc hay ddy viing thugng vi, dau bung va tiéu chay. Trong cac
truong hop cé biét, cd thé cé ting men gan va suy gidm chirc ndng gan.

Miu: Hiém: giam tiéu céu. Céc trudmg hop cé biét: thiéu mau tan huyét, giam héng ciu, giam bach ciu, giam bach ciu hat, mét
bach cdu hat, gidm toan thé huyét chu.

Céc phén ing phu khic: phan img dj img hay gia dj tmg thi dy ngira, may day hay mén dé.

Ngung sic dung va héi y kién bdc st néu ban cd bdt ky ddu hiéu méi bat thuomg nao xay ra hodc cdc tde dung ngoai y tré nén nang
homn.

Thing bdo cho béc sT nhirng tic dung khing mong mubn gip phii khi sir dung thube.

10- Qué liéu va xir tri

Tri¢u chimg: Tinh trang ha dudng huyét 6 thé xy ra sau khi ding qué liéu, kéo dai tir 12 dén 72 gid. Céc triéu chimg cd thé
khong biéu hién cho dén 24 gits sau khi ubng thudc. Thong thudng cin phéi theo doi & bénh vién, Budn nén, non va dau thueng vi

c6 thé xay ra. Tinh trang ha duong huyét thudmg kém theo céc tri¢u chimg vé thin kinh nhur bon chdn, run, rbi loan thj giac, budn
ngu, hon mé va co giét.

Xir tri;
- Diéu trj chia yéu bao gdm ngin can hép thu thubc bing cich giy ndn va sau d6 udng nude hodc nude chanh cing véi than hoat
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va natri sulfat. Néu da ubng mt lugng 1én thubc, rira da day dirgc chi dinh va sau d6 cho udng than hoat va natri sulfat. Trong
truomg hop qué liu nghiém trong, bénh nhén dugc cho nhép vién trong nhimg phong cham sdc dac biét. Cho ubng glucose cing
sém cang tht, néu cin tiém tinh mach dang vién thirc &n chira 50 ml dung dich 50%, tiép theo truyén dung dich 10% va theo ddi
dudmg huyét nghiém ngiit. Nén diu trj triéu chimg tiép sau d6.

. Trong nhimg trudng hop dc biét khi ma viéc diéu trj ha dudmg huyét do vé tinh ubng phai glimepirid & nhi nhi va tré nho, liéu
glucose sit dung phii dugc kiém soat mot cach cn thén dé tranh kha ning xay ra tinh trang ting dudng huyét nguy hiém. Nén
theo ddi chit ch& lugng dudng trong méu.

11- Dang bao ché va déng géi

Hop 3 vi x 10 vién nén,

12- Bio quédn:

Bao quan noi kho réo, tranh anh sang, nhiét d khong qua 30°C.

13- Tiéu chudn chét lugng: USP 34.

14- Han diing: 36 thang ké tir ngay san xuét.

THUOC BAN THEO PON
DE XA TAM TAY CUA TRE EM
POC KY¥ HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI
San xuét bsi: CONG TY CO PHAN DUQC PHAM GLOMED
Dia chi: Sé 35 Pai L§ Tu Do, KCN Viét Nam — Singapore, thj x Thuéin An, tinh Binh Duong.
DT: 0650.3768823 Fax: 0650.3769095
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