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Ry Thudc ban theo don A

5 pHATT Netformin HCI 500mg
UOCPHAM  Vign nén bao phim

THANH PHAN: MBi vien nén-baa phirm chita

Hoat chat:

Metformin HCl......c.oooeeiiiiiins 500 mg

T4 dugc: Cellulose vi tinh thé PH 101 — 102, natri croscarmellose, povidon K30, magnesi stearat, opadry AMB
white.

MO TA SAN PHAM:

Vién nén trdn bao phim mau tring hay tring nga

DUGC LUC HQC:

Metformin 12 thuéc chdng ting dutng huy&t nhom biguanid dudng udng. Thudc gay ting sl dung glucose &

ngoai vi bdng cach ting hiéu lyc sinh hoc clia insulin ngoai sinh hodc ndi sinh sin ¢o.

Metformin hoat ddng chdng sinh ceton gin giéng nhu insulin, mac du c6 phin kém han. Metformin lam giam

nong do glucose trong mdu khi déi va sau bfa dn & ngudi bénh ddi thdo dudng nhung khdng gdy ha dudng

huy&t & ngudi bénh dai thao dudng hay ngudi binh thudng.

DUGC BONG HOC: 9%

Sau khi udng, metformin hap thu cham va khdng hoan toan. Ngudi ta cho rdng dugc dong hoc vé hdp thu cla

metformin 1a khéng tuyén tinh. Thic n lam gidm mdc do hdp thu va lam cham sy hdp thy metformin.

Vdi cac liéu va khodng cach gifa c4c liéu thong thubng trén Iam sang, ndng do thudc & trang thdi can bang

trong huyét tuong dat dugc trong 24 — 48 gid va thudng dudi 1pg/mL. Trong céc thir nghiém 1am sing cé

kifm ching, ndng do t5i da clia metformin trong huyét tuong thuting khong qué Spg/mL ngay cd & céc liéu toi

da.

Metformin khong qua chuyén héa & gan va dugc thai trit dang nguyén ven qua nuéc tiéu.

§ nhitng bénh nhan b suy chic ndng than dang ké (cin cir vao thanh thdi creatinin), thdi gian ban hly trong

huy8t tuong clia metformin bi kéo dai va thanh thai & than bi gidm xudng ty I8 vdi sy gidm cla thanh théi

creatinin, vi du néu thanh thai creatinin [ 10-30mL/phat thi thanh thai & than gidm 20% so véi miic binh

thuting.

CHI DINH:

- Metformin 1a thudc didu tri dai tho dudng nhom Biguanide dudng udng. Thudc dugc st dung dé diéu tri
bénh dai thao dudng thé khdng phu thudc insulin ma khdng kiém soat dugc bang ché do in va luyén tap.

- Metformin c6 thé dung nhu don ligu phap hoic k&t hgp véi thudc nhom sulfonylurea, thudc dc ché
men alpha-glucosidase, hodc vai insulin.

CACH DUNG - LIEU DUNG:

Ngudi 1dn:

Don liéu phap:

- Khdi ddu ung 500 mg, ngay 2 1dn, ngay sau bifa n sdng va tdi. Néu cén cd thé tang liéu tir tir dén
500mg x 3 ldn/ngay sau 1 hodc 2 tudn.

- Lidu t8i da 1a 2500mg/ngay.

Ké? hgp vdi thust nhém sulfonylurea, thudc iic ché mer alpha-glucosidase:

- Bé4c 7 s quyét dinh lidu dung clia mi thudc.
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Két hgp vdi Insulin:
- Tiép tuc liéu insulin hién hanh.
- Khéi ddu ubng 500mg, ngay 1 14n. N&u cén, c6 thé tang liéu tir tr d&n 500mg x 2 1dn/ngay sau 1 hodc 2

tudn cho dén khi dat dugc kiém sodt dudng huyét.

Tré em tir 10 dén 17 tudi:

- Liéu lugng va cach ding sé dugc quy&t dinh bdi béac si.

Ngudi cao tudi:

- Can dugc theo ddi bénh nhan cdn than khi dung liéu khai ddu va lidu duy tri, vi cd thé gdy suy gidm chic
ning than. Nhilng bénh nhan cao tudi khong nén diéu trj liéu tdi da metformin.

Ngudi b ton thuong than va gan:

Do nguy ¢d nhiém toan acid lactic thudng gay tif vong, nén khdng dugc ding metformin cho ngudi cé bénh

than hoic suy than va tranh dung metformin cho ngudi c6 bifu hign rd bénh gan vé I&m sing va xét
nghiém.
CHONG CHI DINH:

Man cam véi Metformin.

Nhiém toan ceton, tién hon mé do tiéu dudng.

Suy t& bao gan.

B&nh than hodc rdi loan chic nang than (creatinin huy&t thanh >1,5mg/dL & nam gidi, >1,4mg/dL & ni
gi6i) hoic thanh thai creatinin bt thudng.

T8n thudng gan, bénh tim mach, suy hé hdp ning, bénh phéi. W
Suy tim sung huy8t, truy tim mach, nhéi mau co tim cp tinh.

Nhi&m khudn ning, nhiém khu&n huyét.

Phai ngitng tam thai metformin cho ngudi b&nh chigu chup X quang c6 tiém cdc thuc can quang c6 iod Vi
st dung nhing chét nay c6 thé anh hubng cdp tinh chiic ning than.

Ngd doc rugu cip, hoai thy, thiéu dinh duGng.

Ngudi bénh c6 trang thdi di héa c&p tinh, nhi€m khun, chdn thuong (phai dugc diéu tri dai thdo dudng
bang insulin)

Phu nif cé thai hodc dang cho con bl

LU'U Y VA THAN TRONG:

Metformin c6 thé gay nén hodc thic day vigc khdi phat tinh trang nhiém toan lactic. Tan sudt ndy cé thé
gidm nhd theo dai chdt ché nhitng y&u t6 nguy co, chic ning than va sl dyng liéu Metformin thap nhat
ma hiéu qua.

Danh gid chitc nang than trudc khi bit d4u diéu tri va hang nam.

N6i chung, nén trdnh ding Metformin cho b&nh nhan c6 bénh Iy gan.

Phai ngung diing Metformin ngay tc khdc khi co hién dién gidam oxy mau cap, bénh ly tim cp tinh, mat
nudc hodc nhiém khudn.

Néng do glucose thdp c6 thé lam ban phan dng cham va dnh hudng t6i khd ndng I4i xe va van hanh may
méc. UBng rugu c6 thé 1am cho tinh trang ndy té hon. Tuy nhién, ban than Metformin khéng anh huéng
I&n kha nang i xe hodc van hanh mdy moc.

Nén tam ngung liéu phdp Metformin khi tién hanh b4t cit phiu thudt ndo (ngoai trir cic phiu thudt nhod
khong kém theo han ch& &n hoc udng).

Phai tam ngung diéu tri v6i Metformin 2 -3 ngay trudc khi thyc hién chiéu chup X-quang cé st dung cac
thubc can quang ndi mach chifa iod, va trong 48 gid sau khi chigu _aup va chi ding trd lai sau khi danh
gid lai chic nang than thdy binh thudng.
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Cdc tac dong Ién mach méu I6n: Khdng c6 nghién clu 1am sang nao thiét 1ap duge bang ching thuyét
phuc clia viéc gidm nguy cd trén mach mau I6n cla Metformin hodc bt ky thudc chong déi thdo dudng
nao khac.

- Than trong khi sit dung Metformin cho ngudi I6n tudi.

- Tré em dudi 10 tudi : Tinh an todn va cach dung hiéu qud chua dugc thiét Iap.

Phu nif ¢6 thai va cho con bd: Khong ding cho phu ni ¢6 thai va cho b
Tac dong ca thudc khi I4i xe va van hanh may méc: Nong do glucose thdp co thé 1am ban phan (ng
chdm va anh hudng t6i kha nang I4i xe va van hanh mdy moc. Udng rugu s& 1am cho tinh trang nay x&u hon.

TAC DUNG KHONG MONG MUON:

Thudng gdp, ADR >1/100
- Tidu hoa: Chan in, budn ndn, non, tiéu chay, ddy hoi, kho tiéu, tdo bén, ¢ némg.

- Da: Ban, may day, cam thu véi dnh séng.

- Chuyén héa: Gidm ndng do vitamin B12.
it gdp, 1/1000<ADR<1/100

- Huy8t hoc: Loan san mau, thi€u mau bt san, thiu mau tan huyét, suy tly, giam tifu cdu, mat bach
cau hat.

- Chuyén héa: Nhi&m toan lactic.

Hudng din cach xi tri tic dung khdng mong mudn (ADR): M/
C6 thé trdnh nhiing ADR vé tiéu héa néu ubng metformin vao cac bifa an, va tang liéu dung ting budc.
Khong xay ra ha glucose huyét trong diéu tri don doc bang metformin.

Khi ding dai ngay, ¢ thé c6 nguy co gidm hap thu vitamin B12 nhung it quan trong vé 1am sang, va chi han

hitu méi xay ra thigu mau hong cdu khdng 18. Diéu tri trudng hop nay bing vitamin B12. Nhiém acid lactic

higm xay ra, nhung c6 thé gdy tit vong véi tj 18 cao, va 1a mot bién ching chuyén héa cé thé xdy ra néu c6

tich [0y metformin. B3 co trudng hop xdy ra & ngudi bénh gidm chic néng than, bénh gan, nghién rugu, va B
tinh trang gidm oxy huyét.

Nhi&m acid lactic @ nhiing ngudi banh c6 nhidm acid chuyén héa khang ting ceton, va can diéu tri ngay, tot

nhat 12 loc mau.

Can Iyu y ngiing diéu tri bing metformin néu ndng d9 lactat huyét tuong vugt qua 3 milimol.

Suy gidm chifc nang than hoic gan 1a mot chi dinh bt buc phai ngiing diBu tri bang metformin.

Khi c6 banh nhdi mu co tim hodc nhiém khudn mau bit budc phi ngiing ding thudc ngay.

Khong dung hoac han ché rugu, do tang nguy cd nhiém acid lactic.

N&u ngudi bénh nhin déi kéo dai hodc dugc diéu tri Vi ché do an c6 lugng calo rat thdp thi tot nhat 1a ngiing

dung metformin.

Théng bdo cho bac sT nhifng tac dyng khdng mong muén gap phai khi st dung thudc.

TUONG TAC THUGC: , _
- Trong thsi gian diéu tri ddng thdi véi céc sulfonylurea hoac repaglinid, nén theo ddi dudng huyét vi ligu  “ 47

phép phdi hop ¢6 thé gdy ha dudng huyét. ooy

- Furosemid 1am ting ndng do trong huyét tuong va néng dd tdi da trong mau cla Metformin.

- Dung dong thai véi cac thudc dao thai qua 6ng than (amilorid, digoxin, morphin, procainamid, quinidin,
quinin, ranitidine, triamteren, trimethoprim, va vancomycin) cd thé 1am ting nguy cd nhim toan acid
lactic.

- Cimetidin 1am ting (60%) néng dd dinh cla metformin trong huy8t tuong va mau toan phan, tranh ding
phé: hop metformin véi cimetidin.
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- Hiéu qud clia Metformin cd thé gidm khi dung déng thdi cdc thudc thic ddy ting dudng huyét nhu: thudc
lgi tiéu, corticosteroid, phenothiazin, nhing ch& phdm tuyén gidp, oestrogen, thudc tranh thy thai dudng
ugng, thudc chen kénh calci, isoniazid va thudc gitng giao cam.

QUA LIEU VA XU TRi:

Triéu chung:

Trong trudng hop quéd liéu Metformin, bénh nhan 6 thé c&m thdy budn ngl, rat mat mdi, bubn ndn, ndn, khd

thd va dau da day bat thudng hoic tiéu chay. Diéu nay cé thé 13 cdc ddu hiéu sém cla nhim acid lactic.

Banh nhdn cling c6 thé cé cdc triéu ching clia ha dudng huyét (dudng huyét th&p) nhu a6 mé hoi, run rdy,

d6i, 14n 16n, kho tap trung va nhin md. B&nh nhan cling ¢6 cac biéu higu khic clia ha dudng huyét nhu danh

tréng nguc va cam gidc nglfa xung quanh miéng.

Didu nay chi xy ra & nhitng bénh nhan udng qué nhidu metformin, cling véi cac thudc tiéu duting khac hodc

vi rugu.

N&u khong dugc didu tri ngay, cac triéu chiing ndy c6 thé din d&n mat phdi hgp, ndi 1dp, ngdt hodc mat y
thuec. LL/
Cdch xu tri:

V6i cac biéu hien ddu clia ha dudng huy&t, b&nh nhin nén nhanh chéng tang ldgng dm‘.ing trong méau bing
cich in keo d&o, dudng hoic mat ong, udng nudc ngot cd dudng hodc dung dudng glucose. \

TRINH BAY: Hop 1 vi x 10 vién nén bao phim hodc 2 vi x 10 vién nén bao phim
BAO QUAN: 0 nhigt do dugi 30°C, noi khd rdo, trdnh &nh sdng.

HAN DUNG: 36 thang ké tur ngay san xuat. Khdng dung thudc khi qué han sk dung _ ;
NGAY XET LAI T HUGNG DAN SU DUNG:... S P

PE XA TAM TAY TRE EM.

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG. 6 2UC TRUBNG
KHONG DUNG QUA LIEU CHi BINH = OYL,
NEU CAN THEM THONG TIN, XIN HO1 Y KIEN BAC SI 7@‘ @7‘@‘?

Nha sdn xudt:
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L6 27, Budng 3A, Khu Cang Nghiép Bién Hoa II, Tinh Bong Nai.
DT : (061) 3992999 Fax : (061) 3835088



