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200%

NHAN PHU
PANFOR SR-500

Metformine Hydrochloride 500 mg

Quy cdch. Hop 5 vi x 20 vién nén phdng thich chim

100%

- Thukie ki dem

PANFOR SR-500 ¥N-EXXX-XX
logt chidtdhm |eomg ALG7 vien nen phdog thich clyim chem. Metomine Hydracklonde 500 aig. Chi djah, ehing iy
djuh, Ity dimp, vich dimg vi cic thing e Khde: xem i@ hudny dis s dung Béo quis Bac ke & ol Le mal
nhidt f khdeg gui 30°C, Trish deb sdnp vé wrinh o, Telh biy: Hop § vi x 20 vién pén phong thich chim % 10 8X
NEX, HEY. xow Lot. No, Mig . Exp tren Baa hi nghy bet b 18 ngdy 01 cia thasg hét hen San 1ued) béd: INVENTL
UEALTHCARE PVT. LTD, FI-FWL Additions] Ambornath MUD.C, Ambermath (Emt), Thase 4}
Mabwraskira Suie, An D3, O o tim fay 1ré em, dye kY hiimg din sk dung teese kel ding DNNK:

Rx-Thudc ké don \—/
PANFOR SR-500 VN-xxxx-xx B &

Hoat chit-ham lwong: Mdi vién nén phong thich chdm chiza: Metformine rothloside 500 me’ Chi dinh
chéng chi dinh, liéu ding, cich ding va cic thing tin khic: xem o hudng ' ~Bio quin: Bio

quan & noi khd mét, nhiét dé khéng qua 30°C. Trénh 4nh sang va tranh dm. Trinh bky.: Hop 5 vi x 20 vién
nén phong thich chim. $6 16 SX, NSX, HD: xem Lot. No., Mfg., Exp. trén bao bi, ngay hét han 1a ngay 01
cua thang hét han. Sén xufit bii: INVENTIA HEALTHCARE PVT. LTD,, F1-F1/1, Additional Ambernath

M.LD.C., Ambernath (East), Thane 421506 Maharashtra State, An D. Dé xa tam tay tré em, doc ky hiwon
din sk dung triece khi ditng. DNNK:
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Rx — Thudc nay chi ding theo don ciia bdc sy
PANFOR SR

Vién nén phong thich cham
Metformin hydrocloride
THANH PHAN:

Mbi vién nén phéng thich cham chira:

Panfor SR-500

Metformin hydrochlorid................. 500 mg

Panfor SR-750 L ;
Metformin hydrochlorid................. 750 mg ' W
Panfor SR-1000

Metformin hydrochlorid............... 1000 mg

Ta duoc: Hypromellose (K 100M), carboxymethylcellulose sodium (KDA 8 M 30), methacrylic
acid copolymer dispersion Drug L 30 D, macrogol (PEG 6000), povidone K 90, magnesium
stearate.

MO TA \
Panfor SR-500: Vién nén hinh thudn dai, mau tring dén tring nga, hai mit bing,

Panfor SR-750: Vién nén hinh thudn dai, mau tring dén tring nga, hai mat khum.

Panfor SR-1000: Vién hinh bau duc, mau tréng dén tréng nga, mot mat co khic vach, hai mat
bang.

DUQC LUC HQC

Metformin hydrochlorid 1a mot tdc nhan khéang tang dudng huyét, c6 tac dung cai thién mirc do
dung nap glucose & nhitng bénh nhan tidu dudng khong 18 thudc insulin (tiéu dudong loai 2), lam
giam némg do glucose huyét twong c4 sau khi #n va ndng do co ban. Co ché tac dong khong
gidng nhur nhém sulfonylurea. Metformin hoat déng théng qua 3 co ché:

- Metformin |am giam san xuat glucose & gan bing cach Gc ché tan tao glucose va ly giai
glycogen. .

- Tang tiép nhan glucose ngoai bién & co bing cach ting nhay cam véi insulin.

- Lam cham hip thu glucose & rudt.
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Khéng giéng nhu nhém sulfonylurea, metformin khong gdy ra tinh trang ha dudng huyét o ca
bénh nhan tiéu dudng va khéng tidu dudng, khéng gy ting insulin mau. Khi didu trj véi
metformin, su bai tiét insulin vAn binh thudng trong khi lugng insulin [G¢ d6i va insulin huyét
trong twong g trong ngay cd thé giam.

DUQC BONG HOC

Hip thu & sinh khé dung: Sau khi diing béng dudng udng, metformin dang phéng thich cham
dat ndng do dinh trong mau sau 7 gid, trong khoang tir 4-8 gid. Sau khi dung lap lai dang phong
thich chim, metformin khéng tich liy trong huyét tuong. Mic di thoi gian hip thu cua
metformin dang phéng thich chdm ting gin 50% khi ding chung véi thite &n nhung khong
khong anh hudng dén Crax va Trex.

Phdn phdi: Sau khi ding lidu udng 850mg metformin dang théng thudng, thé tich phan phéi dat
6544358 L. Metformin hydrochlorid gn nhu khong gin két v&i protein huyét twong. O lidu didu
trj théng thudng, metformin dat ndng d6 6n dinh trong huyét tuong sau 24-48 gid vdi gia tri <
Img/ml.

Chuyén hod va dao thai: Metformin duge ddo thai gdn nhu nguyén ven qua nude tiéu ma khong
bi chuyén hoda qua gan hay bai tiét qua mét. Do thanh thai than cao hon gan 3,5 lin so voi do
thanh thai creatinin, didu nay cho thdy bai tiét qua dng 13 dudng dao thai chinh cta metformin.
Sau khi diing liéu udng, khoang 90% lugng thude hdp thu duge dao thai gua than trong vong 24
gidr dAu tién, véi thoi gian ban thai huyét tuong khoang 17,6 gio.

Cdc truong hop diic biét:

Bénh nhén tidu duong loai 2 va gidi tinh: Khdng ¢d bdo cdo nac vé sur khac biét duoc dong hoc
gitta bénh nhan tiéu duong loai 2 so véi ngudi binh thudng cling nhu vé mit giGi tinh.

Bénh nhén suy thdn: O bénh nhan giam chic ning than (dua trén d6 thanh thai creatinin) thai
gian ban thai huyét twong va méau kéo dai hon, do thanh thai thin giam ty 1& v&i muc giam do
thanh thai creatinin. Mdc dd kéo dai nay cé thé din dén tinh trang nhidm acid lactic.

Bénh nhéin suy gan: Khdng cé nghién ciru nao vé duoc dong hoc clia metformin trén dbi tuong
nay.

Nguoi gia: Bao cao vé nhitng nghién clu trén bdnh nhan 16n tudi khde manh cho thiy dd thanh
thai huyét tuong tdng cong giam, thdi gian ban thai kéo dai va Cmax ting so v&i ngudi tré. Céc
56 ligu trén cho thiy thay doi vé& duge dong hoc clia metformin hydrochlorid & ngudi 16n tudi chu

yéu 13 do thay déi chire nang than.

S

\
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Tré em: Khdng cé nghién ciru ndo vé dugc ddng hoc clia metformin trén dbi trong nay.

CHI PINH

Panfor SR duge chi dinh nhu 14 thube hd try cho ché d6 in va tap thé duc nhim kiém soat duong
huyét & nguoi lon bi d4i thao dudng typ 2.

C6 thé sir dung Panfor SR riéng r& hodc phdi hop véi cac thude tj dai théo dudng dang ubng
khac hodc véi insulin.,

LIEU DUNG VA CACH DUNG

Liéu dung cua Panfor SR nén dugc xac dinh cho tirng bénh nhén, thy thudc vao mirc dd dung
nap va tac dyng ciia thude trén timg bénh nhan. Khong nén vuot qua lidu khuyén cdo t6i da
2000mg/ngay.

Nén khai dau voi lidu thap rdi sau d6 nang 1én tir tir nham giam tac dung phu trén dudng tidu hoa
va x4c dinh liéu t5i thidu cin thiét d& kiém soat hiru hiéu luong dudng trong mau cho tirng bénh
nhén.

Khi méi bit ddu didu trj va trong qua trinh x4c dinh liéu thich hop nén xét nghiém duong huyét
lic d6i nhim danh gia mirc d§ dap g didu tei va xac dinh lidu téc dung hitu hiéu téi thidu cho
bénh nhan, Sau d6 nén xét nghiém hemoglobin glycosylate dinh ki mdi 3 thang. Muc dich clia
viée diéu tri 12 13m giam dudng huyét lic doi ddng thoi giam gid tri hemoglobin glycosylate vé
mic binh thudng hodc gin binh thudng khi st dung lidu hiru higu tdi thiéu.

C6 thé diéu tri ngén han vai thude trong giai doan kiém soat dudng huyét kém & nhiimg bénh
nhéan thudng xuyén kiém soat tot dudng huyét bing ché d6 in kiéng.

Liéu khoi ddu thong thudng Panfor SR 13 500mg/lan/ngdy trong bira in tbi. Mirc d6 ting lidu chi
nén & trong khoang thém 500mg mdi tudn va tdi da I&n dén 2000mg/lan/ngdy. Néu khéng dat
duge mirc kiém sodt dudng huyét véi lidu 2000mg/lin/ngay nén thir véi fidu 1000mg x 2
lan/ngay.

Liéu khoi dau cda Panfor SR & nhirng bénh nhén chuyén tir dang vién metformin phong thich tire
thoi sang phdng thich chdm 1 twong duong véi nhau. Bénh nhan di diéu tri véi lidu 2000 mg
metformin m&i ngay thi khéng cn thiét chuyén sang dang phéng thich chém.

Néu dy dinh chuyén tir mdt thude trj dai thao dudng khéc sang, cin ngung dung thube nay va sir

dung Panfor SR véi liéu nhu hugng dén & trén.
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Phéi hop véi insulin: C6 thé phdi hgp metformin va insulin dé dat kiém soat dudng huyét tt hon.
Lidu khoi déu cia Panfor SR 1a 500mg/lin/ngay, con lidu cia insulin dugc didu chinh tiy theo
dudng huyét.

Tré em: Khong khuyén cdo sir dung Panfor SR & tré em dudi 17 tudi.

Nguwoi cao tuéi: Liéu metformin cin dugc didu chinh dya vao chirc ning than vi c6 thé co suy

giam chiic ning than & ngudi gia. Can danh gia thudng xuyén chirc nang than.

Nudt nguyén vién thudc, khong dugc nhai. jz
Nén udng thude sau khi an. ' /
CHONG CHI PINH ,

Bénh nhan suy gan hay suy than, nghién ruou, tiéu dudng khong 18 thudc insulin bién ching
nhiém ceton va acid ning, tiéu duong hon mé va tién hon mé, bénh nhan sau phau thuat, sau
chan thuong ning hay trong thoi gian bi nhiém tring, bénh tit ngh&n phdi man tinh, bénh mach
vanh, suy tim, bénh mach ngoai bién, phu nir ¢6 thai va cho con b, giam glucose huyét, man
cam v&i metformin hodc cac thanh phan cua thudc.

THAN TRONG

Déi v6i ngudi bénh diing metformin, can theo dai déu din cac xét nghiém cén lam sang, ké ca
dinh luong dudng huyét, dé xac dinh liéu metformin t&i thidu 6 hiéu luc. Ngudi bénh can duoc
thong tin v& nguy co nhidm acid lactic va céc hoan canh dé dan dén tinh trang nay.

Ngudi bénh can duge khuyén céo diéu tiét ché do an, vi dinh dudng diéu tri 1a mot khau trong
yéu trong quan Iy bénh dai thao dudng. Piéu tri bing metformin chi dugc coi 1a hd trg, khong
phai dé thay thé cho viéc diéu tiét ché d6 an hop 1y,

Metformin dugc bai tiét chii yéu qua thin, nguy co tich liiy va nhiém acid lactic ting 1én theo
muc¢ d§ suy giam chirc ndng thén.

Metformin khong phii hop dé diéu tri cho ngudi cao tudi, thuong c¢é suy giam chic niang than, do
d6 phai kiém tra creatinin huyét thanh truéc khi bat dau diéu tri.

Phai ngirng diéu tri véi metformin 2-3 ngay trude khi chiéu chup X-quang c6 sir dung cac chat
can quang c6 chia iod, va trong 2 ngay sau khi chiéu chup. Chi diing tr& lai metformin sau khi
déanh gia lai chirc nang than thy binh thudng.

C6 thong bao 12 viée ding céc thude udng diéu tri dai thao duong lam ting ti 1& tir vong vé tim

mach, so v&i viéc diéu tri bang ché d6 an don thuan hoic phdi hop insulin v&i ché do an.
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St dung ddng thoi cac thube c6 tac dong dén chirc nang than (tic dong dén bai tiét & dng than)
¢6 thé anh hudng dén su phan bd metformin.

Phai ngimg ding metformin khi tién hanh cic phiu thuat. Khong ding metformin cho ngudi
bénh suy giam chirc nang gan.

Phai ngling metformin 48 gi& trudc moi can thiép ngoai khoa cin giy mé toan than hodc gdy mé
tity song hodc quanh mang cimg. Chi ding lai metformin 48 gid sau can thiép hodc an tro lai
bang dudng miéng va sau khi chic chin chirc ning thin da trd lai binh thuong.

Thudc 6 thé gay thiéu hyt vitamin B12 va gy thiéu méu hdng ciu khdng 18.

TUONG TAC THUOC

- Furosemid lam ting ndng d6 t6i da cia metformin trong huyét tuong va trong méau ma khong
lam thay dbi hé s6 thanh thai than ctia metformin trong nghién ciru ding mét lidu duy nhét.

- Metformin c6 kha ning twong tic véi nhitng thudc cationic (amilorid, digoxin, morphin,
procainamid, quinidin, quinin, ranitidin, triamteren, trimethoprim va vancomycin) do canh tranh
véi nhau qua hé théng chung & 6ng than.

- Rugu: Khong udng rugu khi ding metformin vi [am ting nguy co nhiém toan acid lactic. .'j»%
- Acarbose va cac chat gom c6 thé lam giam hap thu metformin hydrochlorid. \

- Cimetidin: Tranh phdi hgp metformin véi cimetindin do ndng do dinh cia metformin trong
huyét tuong va trong mau toan phén ting.

- Nifedipin: Sir dung ciing lic metformin va nifedipin & ngudi khde manh lam tang hép thu va
tang bai tiét metformin qua nudc tiéu.

- Cac thudc gy ting duong huyét nhu thiazid, corticosteroid cé thé dan dén mét kiém soat
dudng huyét.

PHU NU MANG THAI VA CHO CON BU

Thot ky mang thai

Metformin chéng chi dinh v&i ngudi mang thai. Trong thoi ky mang thai bao gid cling phai diéu
tri dai thao dudng bing insulin.

Thai ky cho con bu

Khéng str dung cho phu nir cho con bl

ANH HUONG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC
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Metformin khong anh hudng dén kha nang 1ai xe va van hanh may méc. Khi phdi hop metformin
véi thudce khac dé diéu tri dai thao dudng, tinh trang ha glucose mau cé thé xay ra, can than trong
khi van hanh may moc hodc lai tau xe.

TAC DUNG PHU

Roi loan tiéu héa: budn nodn, tidu chay, dau da day, tdo bon, nén, miéng cé vi kim loai.

Téc dong trén da: d6 da, ngira, mé day, phat ban.

Cdc tac dung khdc: tang enzym gan, nhirc ddu, chdng mat, giam hép thu Vitamin B12 va acid

folic trong dudng tiéu héa khi dung diéu trj kéo dai.

Ngoai ra, Panfor SR ¢6 thé gy nhiém acid lactic. ;j

Théng bdo ngay cho bdc si nhiing tic dung khong mong mubn gdp phdi khi siv dung thuée |

QUA LIEU VA PIEU TRI

Metformin khéng gy ha dudng huyét véi lidu 1én dén 85g, mic du s& bi nhiém toan acid lactic

trong trudng hop ndy. St dung qué lidu hodc nhiing nguy co di kém ctia metformin c6 thé gay ra

nhiém toan acid lactic. Nhi&m toan acid lactic la mot truong hop cdp ctru khan cap va phai dugce

nhéap vién didu tri. Phuong thic hiiu hig¢u nhét dé loai bo lactat va metformin 12 thim tach mau.

BAO QUAN: Bao quan noi kho mat, dudi 30°C. Tranh 4nh sang va 4m.

HAN DUNG

Panfor SR-500, Panfor SR-1000: 36 thang tinh tir ngay san xuét

Panfor SR-750: 24 thang tinh tir ngdy san xuat

TIEU CHUAN: tidu chuén ciia nha san xudt

TRINH BAY

Panfor SR-500, Panfor SR-1000: Hop 5 vi, mdi vi doi 20 vién nén phong thich cham.

Panfor SR-750: Hop 10 vi, mbi vi d6i 10 vién nén phéng th;ch éﬁan’i‘“‘r

Khong diing thudc khi dd qud han siv dung fe = \

Doc kj huwéng din sit dung trude khi ding : [« "’

Néu can thém théng tin xin héi y kién bdc sj. A | / :

Dé thuéc xa tim tay tré em. . ny L%';CCTIFHI‘?S 4
N . 1 G

Scn xudt béi: INVENTIA HEALTHCARE PVT. LTD. Jlgmyé}; _.7{?@ g ?{Qﬁ(?

F1-Fl1/1, Additional Ambernath M.I.D.C., Ambernath (East), Thane 421506 Maharashtra State,

An Dé.
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