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Huéng dan st dung thudc
Vién nén dai bao phim METFORMIN 1000 mg

1. Trinh bay: Hép 3 vi x 10 vién. Lo 100 vién. H6p 3 vi x 7 vién.

2. Thanh phén (cho 1 vién nén dai bao phim):

Metformin hydroClomid...........ceviiiieiiereie e e s raesssr e s s ar s e ssasn e s s sassananeas 1000 mg.

(Tudng dudng vdi 780 mg metformin base)

Ta dudc: povidon K30, magnesi stearat, bot talc, lactose 200 mesh, hydroxy propyl methyl cellulose 15cps,

polyethylenglycol 6000, titan dioxyd, nudc tinh khiét, ethanol 96% ...........c.cccveenne. vifta dd cho 1 vién.

3. Dudc Iue hoc:

Metformin la mét thuéc chéng dai thao dudng nhém biguanid. d ngudi bénh dai thao duding, metformin lam giam su

tang dudng huyét nhung khéng gay tai bién ha dudng huyét (trir trudng hop nhin déi hosc phdi hop vdi thudc hiép

déng tac dung).

Metformin c6 3 cd ché tac dung:

- Lam gidm su tao thanh glucose d gan bing cach (fc ché su tao thanh glucose va glucogen trong cd, bing cach
tang su nhay cam cla insulin, tAng su st dung glucose & ngoai bién va lam cham hap thu glucose d ruét.

- Metformin kich thich su t8ng hdp glucogen 4 té bao.

- Metformin lam t&ng kha nang van chuyén clia cac loai van chuyén glucose qua mang.

& ngudi bénh, ngoai tac dung diéu tri tiéu dudng, metformin con tao thuan Igi cho st chuyén hoa ciia lipid.

& ngudi bénh tidu dudng loai |, su két hop giita metformin va insulin da dudc sif dung trén nhitg ngudi bénh chon

loc, nhung Igi ich Iam sang clia viéc két hgp nay chua dudc ching minh chinh thifc.

4. Dugc dong hoc:

- Metformin dudc h&p. thu cham va khéng hoan toan & dudng tiéu hoa. Kha dung sinh hoc tuyét déi ctia 500 mg
metformin uéng lic déi xap xi 50-60%. Khong cé su ty 1& véi liéu, khi tang liéu do hdp thu gidm. Thic an lam

" gidm mic d6 hap thu va lam cham su hap thu metformin. Metformin lién két vdi protein huyét tuong mic do
khéng dang ké. Metformin phan b nhanh chéng vao cac mé va dich. Thudc ciing phan bé vao trong héng cau.

- Metformin khéng bi chuyén hoa & gan, va khéng bai tiét qua mat. Bai tiét & &ng than la dudng thai trir chl yéu
clia metformin. Sau khi uéng, khoang 90% lugng thudc hdp thu dugc thai trir qua dudng than trong vong 24 gid
dau & dang khong chuyén hoa. Thai gian ban thai trong huyét tuong 1a 1,5-4,5 gio.

- Co6 thé cb nguy ca tich luy trong trudng hop suy gidm chilc n&ng than. Dé thanh thai metformin qua than giam &
nguoi bénh suy than va ngudi cao tudi.

5. Chi dinh:

- Piéu tri bénh dai thao dudng khong phu thude insulin (typ I1): Don tri liéu, khi khéng thé diéu trj ting glucose
huyét bang ché& do an don thuan.

- Dung metformin déng thdi véi mét sulfonyluré khi ché dé #n va khi dung metformin hoac sulfonyluré don thuan
khéng c6 hiéu qua kiém soat glucose huyét mét cach day dd.

6. Liéu dung- Cach ding: Dung theo chi dan cla thay thuéc.

Ngut!: lon:

Liéu khdi dau: 500 mgilén ngay 2 Ian (udng vao cac bifa &n sang va t&i). Téng li8u thém nita vien moi ngay, méi tuan

tang 1 |an, t8i mitc t6i da la 2500 mg/ngay.

Ngudi cao tudi:

Do chifc nang than gidm & ngudi cao tudi, cho nén liéu ludng metformin phai dugc diéu chinh dua trén chic ning

than.

O ngui bi t8n thuong than hodc gan: '

Do nguy co nhiém acid lactic thudng gay tif vong, nén khéng dudc ding metformin cho ngudi c6 bénh than hoac suy

than va phai tranh dung metformin cho ngudi cé biéu hién rd bénh gan vé Iam sang va xét nghiém.

7. Tac dung khéng mong ! mudn:

Téac dung khong mong muén thudng gap nhét la vé tiéu hoa. Nhing tac dung nay lién quan véi liéu, va thudng xay ra

vao lic bat dau diéu tri, nhung thudng 1a nhat thai,

Thudng gap, ADR > 1/100

- Tiéu hoa: Chan &n, buén nén, nén, tiéu chay, ddy thugng vi, tho bén, d néng.

- Da: Ban, may day, cam thu véi anh sang.

- Chuyén hoa: Gidm néng dé vitamin B,

It g&p, 11000 < ADR <1/100 .

- Huyét hoc: Loan san mau, thiéu mau bat san, thiéu mau tan huyét, suy tuy, gidm tiéu cdu, mat bach cau hat.

- Chuyén hoa: Nhiém acid lactic. ]

THONG BAO CHO BAC Si NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUGC

8. Chéng chi dinh:

- Quéa mén v6i metformin, nhiém acid chuyén hoa cép tinh ho&c man tinh, dai thao du’dng tién hén mé, suy than,
nhimg tinh trang cap tinh cd (hé thay ddi chitc nang than, bénh cap tinh hay man tinh c6 thé gay thiéu oxygen &
mé, suy gan, ngd ddc rugu cap tinh, ngudi nghién rugu, nhiém khuin nang, chan thuong, hoai thu, thiéu dinh
dudng, ngudi mang thai, phu nir cho con bu, tré em.

9. Than trong:

- DPéivei ngual bénh dung metformin, can theo déi déu dan cac xét nghlém can lam sang, ke ca dinh lugng dudng

~ huyét, dé xac dinh liéu metformin t&i thiéu cé hiéu Iuc. Ngudi bénh can dugc théng tin ve nguy cd nhiém acid
lactic va cac hoan canh dé dan dén tinh trang nay.
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- Ngudi bénh can dugc khuyén céo diéu tiét ché db &n, vi dinh dudng diéu trj 1a mét khau trong yéu trong quan ly
bénh dai thao dudng. Diéu tri bang metformin chi dudc coi 1 hé trg, khong phai dé thay thé cho viéc diéu tiét ché

do an hop ly.
- Metformin dugc bai tiét chi yéu qua than, nguy cd tich lu§ va nhiém acid lactic tang I&n theo e dé suy gidm
chifc nang than. :

- Metformin khong phii hgp dé diéu tri cho ngudi cao tudi, thudng c6 suy gidm chic nang than; do dé phai kiém tra
creatinin huyét thanh trudc khi bt dau diéu tri.

- Phai ngiing diéu tri v4i metformin 2 — 3 ngay truéc khi chiéu chup X quang cé st dung cac cht can quang chdng
iod va trong 2 ngay sau khi chiéu chup. Chi diing trd lai metformin sau khi danh gia chic nang than thdy binh
thudng.

St dung cho phu ni cé thai va cho con bu:

- Chéng chi dinh dung metformin cho ngudi mang thai. Trong thdi ky mang thai bao gié cling phai diéu tri bénh dai
thao dudng bang insulin.

- Khong thay 6 tu liéu nao vé sl dung metformin d6i véi ngudi cho con b, hoic xac dinh Iugng thudc bai tiét
trong sifa me. Can can nhéc nén ngimg cho con bu hoac ngimg thudc, can cf vao mic dé quan trong clia thudc
dai vdi ngudi me. i

Téc déng cla thubc khi Iai xe va van hanh may méc:

- Khong c6 nhiing bao cdo vé anh hudng bt Igi clia thudc déi véi ngudi bénh khi I4i xe hay van hanh may méc.

10. Tuong tac véi cac thudc khac:

- Gidm tac dung: Nhimg thuSc cé xu hudng gay tang glucose huyét, vi du: thudc Igi tidu, corticosteroid,
phenothiazin, nhing ché phdm tuyén giap, oestrogen, thudc tranh thu thai udng, phenytoin, acid nicotinic, nhiing
thudc tac dung giéng than kinh giao cam, nhitng thudc chen kénh calci, isoniazid, c6 thé dan dén giam su kiém
soét glucose huyét.

- Tang tac dung: Furosemid lam tang néng dé t6i da clia metformin trong huyét tuong va trong mau, ma khéng
lam thay dGi hé s6 thanh thai than clia metformin trong nghién cu diing mét liéu duy nhat.

- Tang ddc tinh: Nhilng thudc cationid (vi dy: amilorid, digoxin, morphin, procainamid, quinidin, quinin, ranitidin,
triamteren, trimethoprim va vancomycin) dugc thai trif nhd bai tiét qua 6ng than c6 thé c6 kha nang tuong tac véi
metformin béng cach canh tranh véi nhimng hé thdng van chuyén thong thudng & éng than.

- Cimetidin lam tang 60% néng d¢ dinh clia metformin trong huyét tuong va mau toan phan, do dé tranh diing phéi
hgp metformin véi cimetidin,

11. Qua liéu va x( tri:

- Khéng thay giam dudng huyét sau khi udng 85 g metformin, mac dii nhiém acid lactic d4 xay ra trong trudng hop
do. )

- Metformin c6 thé thdm phan dugc véi hé s8 thanh thai Ién t6i 170 mi/phat; sy thdm phan mau cb thé tac dung
loai trif thudc tich luy & ngudi bénh nghi Ia dung thudc qué liéu.

12. Bdo quan, han dung:

Bao quan: Trong bao bi kin, ndi khd, dudi 30°C.

Han diing: 36 thang ké tif ngay san xut.

D& xa tim tay cla tré em
Doc ky hudng dan sif dung trudc khi ding
Thudc nay chi diing theo su ké don ca bac si
N&u can biét thém théng tin xin hdi y kién bac si
Khéng diing khi thudc da hét han sit dung, hodc vién thudc bi v3, bién mau...
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