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FORDIA’ MR

Metformin Hydrochloride 500 mg

VIEN NEN BAO PHIM PHONG THICH CO x_mz SOAT
THUOC PIEU TR TANG PUONG HUYET DANG UONG

S8 16 SX/ Lot #:
NSX/ Mfg
HD/ Exp
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Box of 1 blister x 10 tablets: 82 x 16 x 150 mm
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FORDIA' MR

Metformin Hydrochloride 500 mg

BAVIEV129010AL-01

VIEN NEN BAO PHIM PHONG THICH CO K’IEjM SOAT )
THUOC DIEU TR| TANG PUGNG HUYET DANG UONG

$an xudit 1ol CONG TY TNHH UNITED INTERNATIONAL PHARMA
WHO-GMP, GLP, GSP
56 14 VSIP 1I, Buding 56 7, Khu Céng Nghiép Vit Nam-Singapore i,

Khu Lién Hgp Cang Nghlép - Dich Vu — Bé Thi Binh Dudng,

Phuing Hoa Phi, Thanh Ph& Thi Déu Mot, Tinh Binh Dudng, Viét Nam Q

DI: 028-3942 1000
®pang ki nhan higu: United Laboratories, Inc.

THANH PHAN toa hudng din sif dyng. .

MB&i vién nén bao phim phéng thich cd kiém sodt chita: B&o quan noi kho rdo, nhigt dd khdng qua 30°C, trdnh dnh sang.
Hydrochlorid 500 mg DE XA TAM TAY TRE EM }

T4 dugc % vifa dd 1 vién BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG

Chi dinh, liu ding, cdch diing, chiing chl djnh va céc thdng tin khic, xin xem SBK/ Reg. No:
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FORDIA’ MR

Metformin Hydrochloride 500 mg/ 750 mg
Vién nén bao phim phéng thich c6 kiém soat
Thudc diéu trj ting dudng huyét dang uéng

HUGNG DAN SU DUNG THUGC CHO NGUOI BENH

1. TEN THUGC
FORDIA® MR

2. KHUYEN CAO
= Boc kif hudng dan sif dyng trude khi ding
+ Dé xa tidm tay tré em
+ Théng bao ngay cho bac sT hodc dugc sT nhilng tac dyng khdng mong mudn gép phéi
khi sif dyng thudc
+ Thuéc nay chi diing theo toa cla bac si

3. THANH PHAN, HAM LUGNG CUA THUGC
Mbi vién nén bao phim phéng thich co kiém sodt chua:

Metformin Hydrochloride 500 mg ho#c 750 mg
Té dugc: Hydroxypropyl Methylcellulose, Colloidal Silicon Dioxide, Magnesium Stearate,
Opadry Clear

4. MO TA SAN PHAM

Fordia® MR (Metformin Hydrochloride 500 mg): Vién mau trang dén tring nga, dang elip,
co duding ké gidla & mot mat, mat kia trdn.

Fordia® MR (Metformin Hydrochloride 750 mg): Vién nén bao phim, trdn 1 mat, mét con lai
c6 khic “750", trang dén trang nga, dang nang.

5. QUY CACH PONG GOI
Hdp 6 vi x 10 vién nén bao phim phéng thich cd kiém soat.
Hap 1 vl x 10 vién nén bao phim phéng thich c6 kiém soat.

6. THUGC NAY DUNG CHO BENH Gl
Fordia® MR dugc ding diéu trj dai thdo dudng type 2 (khang phy thudc insulin¥kHi
an va tap thé dyc khong kiém sodt dugc glucose huyét (dudng huyét). |
Insulin 12 hormone cho phép cadc mo sif dung dudng huyét tao nang lug
trong cd thé. Nhiing ngudi bj bénh dai thao dudng type 2 tuyén tyy khong sd
insulin hodc cd thé khdng dép iing dugc vdi insulin. Biéu nay lam ting gl
thé gay ra mot s6 vin dé nghiém trong lau dai nén quan trong Ia tiép tyc dikg
di co thé khéng cé bét ky trigu chiing rd rang nao. Fordia® MR lam cho cd
han vdi insulin va gilip cd thé sif dyng glucose binh thudng.

7. NEN DUNG THUBC NAY NHU THE NAO VA LIEU LUGNG
Ding thudc nay chinh xéc theo hudng dan cia béc si. Kiém tra vdi bac sT hodic dugc sinéu
khéng chic chin vé cdch ding va lidu dung.

Nuét nguyén vién véi nudc, khdng dugc nhai.

Liéu dung:

Théng thuéng, khdi ddu vdi liéu diéu tri Fordia® MR 500 mg

Liéu diing duy tri: Sau khi dung Fordia® MR khodng 2 tudn, bac sT kiém tra lai lugng
duding trong mau va diéu chinh liéu, Lidu t8i da hang ngay |a Fordia® MR 2.000 mg.

N&u suy giam chiic ning than, bdc si cd thé cho lidu thdp hon.

Thang thudng ding thudc mdi ngay mét I&n, cing vdi bia an tdi.

Trong mét s8 trudng hgp, bdc si cé thé ghi toa ding 2 vién méi ngay. Ludn ding thudc
cung vdi biia an.

8. KHI NAO KHONG NEN DUNG THUGC NAY
Khoéng nén dung thudc nay néu:

+ Dj ing vdi metformin hodc vdi bat ky thanh phén nao ciia thudc. Phan (ng dj dng co

thé gay phat ban, ngifa hoéc khé thd.

« C6 vin dé vé gan
Gidm chiic nang than nang :
Pii thao duding khang kiém soét dugc, vi dy, ting du‘dng huyé&t néing (dudng hulyét qué
cao), buén ndn, nén mia, tidu chady, syt can nhanh, nhiém toan acid lactic. Nhiém toan
acid lactic |4 tinh trang ma céc chét ceton tich ty trong mau va c6 thé dan dén tién hon
mé do dai thao dudng.
Céc tridu chiing bao gdm dau byng, thd nhanh va siu, buén ngd hodc hai thd bat
thudng, cé mdi trdi cay
Tinh trang mat qua nhigu nudc. Mat nudc co thé dan dén cac vdn dé vé than, nguy cd
nhiém acid lactic.
Nhi&m triing ning, vi dy nhu nhiém tring phdi hodc phé quan hoc than. Nhiém triing
néng cé thé din dén céc van dé vé than, nguy cd nhidm acid lactic.
Da dugc didu tri cac bénh Iy vé tim cdp tinh hodic gdn day c6 con dau tim hodc c6 vén
dé vé tudn hoan ning hodc khoé thd. Diéu nay din dén thiéu cung cdp oxy dén cac md
va nguy cd nhiém acid lactic
Nghién rugu néng
Dudi 18 tudi.

9. TAC DYNG KHONG MONG MUGN

Gidng nhu 14t ca céc loai thudic khac, thude nay c6 thé gay ra tac dung khdng mong mudn,
méc dis khéng phai tit ¢a bénh nhan déu gép khi ding thudc.

Céc tic dyng khéng mong mudn sau diy cé thé xay ra:

« R&thigm (co thé nh hudng 1/ 10.000 ngudi) nhung tac dyng phy rat nghiém trong goi
|a nhi&ém toan lactic. Néu x4y ra, phai ngung diung Fordia® MR ngay va lién hé vdi bac
sT hodc bénh vién gén nhat, vi nhiém toan lactic cé thé din dén hén mé.

Fordia® MR c6 lhﬁp din dén cac xét nghiém chic nang gan bét thudng va bénh viem
gan din dén vang da (cé thé anh hudng 1/ 10.000 ngudi). N&u cé vang mét va / holic
vang da thi lién hé vdi bac si ngay lap tic.

Céc téc dyng phy khac dugc liét ké theo tin s8 sau:

Rit thudng gap (anh hudng > 1/ 10): Tiéu chay, budn ndn, ndn, dau bung hodc mat
cam gidc ngon miéng. Cac trigu ching nay thudng sé khdi trong khodng 2 tuan nén
khéng cdn ngung thudc. BE gidm thiéu cac tridu chiing nay nén dung thudc cling hodc
ngay sau biia &n.

Thuting gép (anh hudng < 1 /10, > 1/ 100): Rai loan \ri§iéc
Rat hiigm (anh hudng < 1/ 10.000): Gidm vitamin B12, ndi ban & da bao gém dd, ngua
va phéat ban.

10. NEN TRANH DUNG NHUNG THUBC HOAC THYC PHAM NAO KHI DANG SU DUNG
THUOC NAY

+ Néu cén tiém chat can quang c6 chifa iod, vi dy nhu chyp X-ray hodc CT scan, phai
ngung dung Fordia® MR trudc hodc tai thdi diém tiém. Bac si sé quyét dinh khi nao
ngung thudc va ding thudc trd lai.

* Théng bdo cho bac s7 biét thudc dang dung, gdn diy da ding hodc cd thé ding bt ky
loai thudc nao khdc. Can xét nghiém dudng huyét va chic ning than thuang xuyén,
hoic béc si cé thé phai didu chinh lidu lugng clia Fordia® MR. Bidu nay dac biét quan
trong nén tranh ding chung vdi cdc thudc sau day :

- Thudc lam ting lugng nudc tidu (thudc Igi tidu nhu furosemide).

- Thudc gidm dau va khang viém (NSAID va tc ché COX-2, vi dy nhu ibuprofen va
celecoxib)

- M@t s6 loai thudc didu tri ting huyét &p (thudc Uc ché men chuydn angiotensin Il va
chdt déi khang thy thé)

- Steroids nhu prednisolone, mometasone, beclomet:

- Cac loai thudc cudng giao cam bao gém epinephrine va dopamine ding dé didu tri
Eéc con dau tim va huyét ap thap. Epinephrine cling cé trong mot sd thudc té nha

hoa

- Thudc co thé thay ddi néng do Fordia® MR trong mau, déic biét néu chiic nang than
gidam (nhu verapamil, rifampicin, cimetidine, dolutegravir, ranolazine, trimethoprim,
vandetanib, isavuconazole, crizotinib, olaparib).

« Fordia® MR diing chung vdi rugu: Tréanh udng rugu qua miic khi ding Fordia® MR vi
co thé lam tang nguy co nhiém toan acid lactic

11. CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUGC
Hay uding ngay khi nhd ra, udng cling vdi bra &n. Khdng nén ding liéu gap dai dé b cho
lifu da quén.

12. CAN BAO QUAN THUGC NAY NHU THE NAO
« Khong sif dyng thudc nay sau ngay hét han ghi trén bao bl.
» Bdo quan d noi khd rdo nhiét dj khdng qua 30°C, tranh dnh sing.

13. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU
Né&u dung thuéc qua lidu va c6 nhiing tridu chiing bat thudng, lién hé vdi bic s ngay. Néu
dung qua liéu lugng Idn, nhiéu khd nang nhiém toan lactic xdy ra. Cac trigu ching clia
nhiém toan lactic khong déc hiéu , vi dy nhu nén mita dau byng vdi chudt rit cd, &nh hudng
AT-tean than nhu mét mdi nghiém trong, khé thd. Trigu ching tiép theo cé thé 1a gidm
\Q thé va gidm nhip tim. Néu épaﬁtp phai nhiing triéu ching nay, ngay lap tic nén di
vi nhiém toan lactic c6 thé ddn dén hén mé. Ngung ding Fordia® MR ngay lap
& vdi bac si hodc dén bénh vién gan nhét.

AM GI KHI DUNG THUGC QUA LIEU KHUYEN CAO
béc sT hay dugc sTngay lap tic dé cd sy hd trg va chdm soc y t8 6t nhat

d R c6 thé gay ra tac dyng phy rdt hiém, nhung rdt nghiém trong goi la nhiém
~ toan lattic, d&c biét 1a chic nang than suy gidm. Nguy cd nhidm toan lactic tang lén khi
b 4l thdo dudng khéng dugc kiém soat, nhidm tring ndng, 4n chay kéo dai hodc
nghién rugu, mat nudc, van dé vé gan va bat ky bénh Iy ndo lam gidm cung cép oxy cho
mé ( chang han nhif bénh tim c&p tinh ndng).
Né&u c6 bat ky vdn dé & trén xay ra, hay thdng bdo vdi bac si dé dugc hudng din thém.
« Ngung diing Fordia® MR trong thdi gian ngén, néu c6 tinh trang mét nudc (mat dich co
th%} nhu non mifa néng, tidu chay, sot, tiép xuc nhiét dé cao hodc udng it nude han binh
thudng. Lién hé vdi bac sidé dudc hudng dan thém.
« Ngung ding Fordia® MR va lién hé vdi bac sT hodc bénh vién gan nhit ngay lap titc néu
gép mot s8 triéu ching cla nhiém toan lactic, vi tinh trang nay c6 thé din dén hon mé.
Céc trigu ching clia nhiém toan lactic bao gém:
- Non
- Bau dg day (dau byng)
Chudt rit cd bap
Suy nhugc cd thé ning
Mét mai
Kho thd
Giam nhigt d¢ co thé va nhip tim
- Nhi&m toan lactic 1 truéing hgp cdp clu va phai dugc didu tri tai bénh vién.
Né&u cé phiu thuat I6n, phai ngung ding Fordia® MR trong va sau mjt thdi gian phiu
thuat. Bac si sé quyét dinh khi nao ngung thuéc va ding thudc trd lai.
Trong thai gian diéu tri vai Fordia® MR, bac s sé kiém tra chic nang than it nhat mdi
nam mgt 1an hodc thudng xuyén hon néu bénh nhan ngudi cao tudi va / hodc chic nang
than giam.
Nén I?Jan thii theo ch& dd 4n ma béc sT da tu vin. Khdng nén ngung thudc khi chua co
sy ddng ¥ clia béc si.
C6 thai va cho con bii: Khdng nén ding Fordia® MR néu dang cé thai hoéc cho con bu.
Hay héi y kién bac s hodic duge s dé dugc tuf vin trudc khi dung bét ¢l loai thudc nao.
Lai xe va vin hanh may moc: Fordia® MR don tri ligu khdng gy ra ha dudng huyét
(cée trigu chiing ha dudng huyét nhu ngdt xiu, I 1an va tang tiét mé hoi) tuy nhién khi
diing chung vdi cac thudc trj dai thdo dudng khac c6 thé gay ra chiing ha dudng huyét,
vi vay trong truéng hgp nay nén cén than khi 1ai xe hay van hanh may méc.

16. KHI NAO CAN THAM VAN BAC S, DUGC Si

Néu co thém bat ky cau hdi ndo, hay hdi bac si hodc dugc si

Néu xay ra bat ky tac dyng phy nio bao gém céc téc dung phy cé thé\khong dugc ligt
ké trong t& hudng dan nay.

17. HAN DUNG CUA THUGC
24 thang ké tif ngay san xuét

18. TEN, BIA CHI CUA CO SO SAN XUAT
CONG TY TNHH UNITED INTERNATIONAL PHARMA
WHO-GMP, GLP, GSP
S6 16 VSIP Il, Buding s8 7, Khu Cong Nghiép Viét Nam-Singapore Il
Khu Lién Hgp Cdng Nghiép — Dich Vy — B6 Thi Binh Dudng,
Phuding Hoa Phu, Thanh Phd Tha Dau Mét, Tinh Binh Dugng, Viét Nam
BT: 028-39621000
®*Bang ky nhan hiéu: United Laboratories, Inc.

19. Nﬂﬁf\‘r XEM XET SUA BOI, CAP NHAT LAI NOI DUNG HUGNG DAN SUf DUNG
THUGC

Size: 196 x 280 mm
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