Vietnam

Country

HEOAAANNEN XA LER
Jamy - yuop Bl ox3
WA - wiiol sing B ek B
yxroone oy uoieg STRY
EEENEENENENAT NILD

Wi gg X 0L

XX-W00NA T TON WEIA NA

B 000} 512/08) 35288l PAUIRISNS 3PUOIYIOIPAH UlULIOPAI

000 L-YS 10jubg

i Bnig vopd)neesy xy l

2007 AN @
Panfor SR-1000

Buw 000y 8)aiqe, asws|ay PaumISNg apuo|IR0IPAY UNLIONBN

000L-YS 10judg

IM vopdioemig "’I

Each uncoated sustalnad raleass tablet contalns :

Matformin Hydrochloride BP 1000 mg
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NHAN PHU
PANFOR SR-1000

Metformine Hydrochloride 1000 mg

Quy cdch: Hop 5 vi x 20 vién nén phéng thich cham

100% —

[Rs-Thude it derm

PANFOR SR-1000 VN-z1zz-1x

Hapt chithim hrgmg Mdl vitn nén phdng shich chdm chira: Metfarmize Hydmchlonide 1000 mg (Wl dink, chin
ehl dinh, Wb ding, chch dang vi che thing dn khic xem 1w buorg die i durg. Bl quin: Hio quin o non K8 mi
nbadn o3 kivdeg qua 30°C Triek nh sing vi winh dm. Trink bay. Hop § vi w20 vidn nén phong thich chim 53 18 8X

NAX, HD: xem Lew. No. Mig, Exp wie hao bl ngiy het han 16 sgiy 01 sis thing i b Sim sl b 1NV
HEALTIHCARE PVT. LTI, FI-FI/l, Addiionl Ambereath MIDC. Ambersath (Easi), W
L
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Rx-Thufe ké don \’\K / P4
PANFOR SR-1000 VN-XXXX-XX N,
Hogt chit-ham lwgng: MGi vién nén phéng thich chdm chiza: Metformine Hydrochloridé 1000°mg. Chi djnh,
chéng chi dinh, liéu ding, cich ding va cic thdng tin khic: xem t& huéng din sir dung. Bio quin: Biol
quan & noi khd mét, nhiét do khong qua 30°C. Tranh dnh sang va tranh 4m. Trinh bay: Hop 5 vi x 20 vién
nén phéng thich chim. S6 16 SX, NSX, HD: xem Lot. No., Mfg., Exp. trén bao bi, ngay hét han 13 ngay 01
ctia thang hét han. Sin xuft béi: INVENTIA HEALTHCARE PVT. LTD., F1-F1/1, Additional Ambernath

M.LD.C., Ambernath (East), Thane 421506 Maharashtra State, An D3. Dé xa tim tay tré em, doc k§ hiwén
diin sic dung triedc khi diing. DNNK: !1
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Rx — Thude nay chi diing theo don ciia bic sy

PANFOR SR

Vién nén phong thich chim

Metformin lydroclorid

THANH PHAN:
Moi vién nén phong thich chim chira:
Panfor SR-500

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

Panfor SR-750 *

Metformin hydrochlorid................. 750 mg |2~
Panfor SR-1000

Metformin hydrochlorid............... {000 mg

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

MO TA

Panfor SR-500: Vién nén hinh thuén dai, mau trang dén tring nga, hai mit bang.

Panfor SR-756: Vién nén hinh thudn dai, mau tring dén tring nga, hai mat khum,

Panfor SR-1000: Vién hinh biu duc, mau tréng dén !rfmg nga, mot mat ¢é khac vach, hai mat
bang.

DUQC LUC HOQC

Metformin hydrochlorid 1a mét tac nhan khang tang duong huyét, ¢b tac dung cdi thién mirc 49

[

dung nap glucose & nhitng bénh nhin tiéu duong khéng 18 thuge insulin (tiéu dudomg loai 2), lam
giam ndng do glucose huyét tuong ca sau khi dn va ndng dd co ban. Co ché tac dong khéng
gidng nhu nhém sulfonylurea. Metformin hoat ddng théng qua 3 co ché:

- Metformin lam giam sin xudt glucose & gan bing cach e ché tin tao glucose va ly giai
glycogen.

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

- Lam chdm hap thu glucose & rudt.

Khéng gibng nhu nhém sulfonylurea, metformin khéng gay ra tinh trang ha dudng huyét & ca
bénh nhan tiéu duong va khong tiéu duong, khong gy ting insulin mau. Khi diéu tri voi
metformin, su bai tiét insulin vin binh thuong trong khi lugng insulin lc d6i va insulin huyét

tuong tuong (ing trong ngdy cé thé giam.




DUQC DPONG HQC

Hdp thu & sinh kha dung: Sau khi ding bang dudong ubng, metformin dang phéng thich cham
dat ndng do dinh trong mau sau 7 gid, trong khoang tir 4-8 gio. Sau khi dung 13p lai dang phong
thich cham, metformin khong tich ldy trong huyét twong. Mic du thoi gian hdp thu coa
metformin dang phéng thich cham tang gin 50% khi ding chung véi thirc an nhung khéng
khong anh huong dén Cinax va Tinax.

Phdn phéi: Sau khi dung liéu ubng 850mg metformin dang thong thudng, thé tich phan phdi dat
654358 L. Metformin hydrochlorid gan nhu khéng gén két véi protein huyét tuong. O liéu diéu
tri thong thuong, metformin dat ndng do 6n dinh trong huyét tuong sau 24-48 gio véi gia tri <
Img/ml.

Chuyén hod va dao thai: Metformin dugc dao thai gan nhu nguyén ven qua nudce tiéu ma khong
bi chuyén héa qua gan hay bai tiét qua mat. Do thanh thai than cao hon gén 3,5 lan so v6i do
thanh thai creatinin, diéu nay cho thdy bai tiét qua 6ng la dudng dao thai chinh cua metformin.
Sau khi dung liéu udng, khoang 90% lugng thudc hip thu dugc dao thai qua than trong vong 24

gior ddu tién, v6i thoi gian ban thai huyét tuong khoang 17,6 gid. S

Cic tririmg hop dic biét: i'

Bénh nhan tiéu dwong logi 2 va giéi tinh: Khdng c6 bio cao nao vé su khéac biét duge dong hoc
gilta bénh nhan tiéu duong loai 2 so véi ngudi binh thudng ciing nhu vé mit gidi tinh.

Bénh nhdn suy thdn: O bénh nhin giam chic nang than (dya trén dd thanh thai creatinin) thoi
gian ban thai huyét tuong va méau kéo dai hon, do thanh thai than giam ty 1& véi mic giam do
thanh thai creatinin. Mirc do kéo dai nay c6 thé din dén tinh trang nhiém acid lactic.

Bénh nhdn suy gan: Khong c6 nghién ciru ndo vé dugc dong hoc clia metformin trén déi tuong
nay.

Nguoi gia: Bao cao vé nhitng nghién ctiu trén bénh nhan 16n tudi khoe manh cho thdy dé thanh
thai huyét tuong tong cong giam, thoi gian ban thai kéo dai va Cmax ting so voi ngudi tré. Cac
s6 liéu trén cho thiy thay déi vé duoc ddng hoc ctia metformin hydrochlorid & ngudi [6n tubi chu
yéu la do thay dbi chirc nang thén.

Tré em: Khong c6 nghién ciru ndo vé dugce déng hoc clia metformin trén déi tugng nay.

CHI PINH

Panfor SR duoc chi dinh nhu 1a thudc hd tro cho ché db an va tap thé duc nham kiém soat duong
huyét & ngudi 16n bi dai thao dudomg typ 2.

Cé thé sir dung Panfor SR riéng 1& hodc phdi hop véi cac thude tri dai théo dudng dang udng
khac hodc véi insulin.
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LIEU DUNG VA CACH DUNG

Liéu dung cta Pantor SR nén dugc xac dinh cho timg bénh nhén, tuy thudc vao mirc do dung
nap va tic dung cua thude trén timg bénh nhan. Khong nén vuot qua liéu khuyén cao téi da
2000mg/ngay.

Nén khoi déu véi liéu thép rbi sau dé ning Ién tr tir nhdm giam tac dung phu trén dudng tiéu hoa
va xic dinh lidu t5i thidu cin thiét dé kiém soat hitu hiu lugng dudmg trong mau cho tirmg bénh
nhan.

Khi m&i bt ddu diéu tr{ va trong qué trinh xdc dinh lidu thich hgp nén xét nghidm dudng huyét
lic déi nhdm danh gia mirc d dap (ng diéu tri va xac dinh liéu tac dung hitu hiéu t6i thiéu cho
bénh nhan. Sau dé nén xét nghiém hemoglobin glycosylate dinh k¥ mdi 3 thang. Muc dich cha
viée diéu tr 12 lame giam dudng huyét lac déi déng thoi giam gia tri hemoglobin glycosylate vé
mirc binh thudng hodic gin binh thudng khi sir dung 1idu hitu hiéu t6i thiéu.

C6 thé diéu tri ngin han voi thubce trong giai doan kiém soat dudng huyét kém & nhitng bénh
nhan thuomg xuyén kiém soat tot duong huyét bing ché do an kiéng.

Lidu khéi diu théng thudmg Panfor SR 14 500mg/Ian/ngay trong bifa an toi. Mirc dd ting lidu chi
nén & trong khoang thém 500mg mdi tudn va toi da [én dén 2000mg/lan/ngay. Néu khong dat
duge mirc kiém soat duong huyét véi lidu 2000mg/lan/ngdy nén thir véi lidu 1000mg x 2
lAn/ngay.

Liéu kh&i dau ciia Panfor SR & nhimg bénh nhan chuyén tir dang vién metformin phéng thich tirc
thoi sang phong thich cham la tuong duong véi nhau. Bénh nhén da didu trj vei tidu 2000 mg
metformin méi ngay thi khéng can thiét chuyén sang dang phéng thich cham.

Néu dir dinh chuyén tor mét thude tri dai thio dudng khac sang, can ngung dung thube nay va su

dung Panfor SR voi liéu nhu hudng dan & trén.

Phéi hop véi insulin: C6 thé phdi hop metformin va insulin dé dat kiém sodt dudng huyét tdt hon.

Liéu khéi dau cia Panfor SR la 500mg/lan/ngdy, con lidu cia insulin duge diéu chinh tay theo
dudmg huyél.

Tré em: Khéng khuyén cao sir dung Panfor SR & tré em dudi 17 tubi.

Nguoi cao tudi: Lidu metformin can duge diéu chinh dya vao chirc ning than vi ¢6 thé ¢ suy
gidm chirc nang than & ngudi gia. Can danh gia thudng xuyén chirc ning than.

Nuébt nguyén vién thude, khdng duoc nhai.

Nén ubng thubc sau khi an.

CHONG CHI PINH

Bénh nhan suy gan hay suy than, nghién ruou, tiéu dudng khéng 1& thude insulin bién chimng
nhiém ceton va acid ning, tiéu dudng hdn mé va tién hén mé, bénh nhin sau phau thuat, sau

chén thuong ning hay trong thai gian bi nhiém triing, bénh tit ngh&n phdi man tinh, bénh mach
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vanh, suy tim, bénh mach ngoai bién, phu ni& ¢4 thai va cho con by, giam glucose huyét, man
cam véi metformin hofic cdc thanh phin ciia thudc.

THAN TRONG

Déi v6i ngudi bénh ding metformin, can theo dbi déu dan cdc xét nghiém can lam sing, ké ca
dinb lugng dudng huyét, dé xac dinh 1iéu metformin tdi thiéu co hiéu luc. Ngudi bénh can duoe
théng tin vé nguy co nhiém acid lactic va cac hoan canh dé din dén tinh trang nay.

Ngudi bénh cén dugc khuyén cao diéu tiét ché dé an, vi dinh dudng didu tri 12 mdt khau trong
yéu trong quan ly bénh dai thdo dudng. Piéu tri bang metformin chi duge coi Ia hd trg, khong
phai dé& thay thé cho viée diéu tiét ché d6 an hop ly.

Metformin duge bai tiét cha yéu qua thin, nguy co tich IGy va nhiém acid lactic ting [én theo
mirc dd suy gidm chilic ning thin.

Metformin khéng phit hop dé diéu tri cho nguoi cao tudi, thuong ¢6 suy giam chire nang than, do
do phai kiém tra creatinin huyét thanh truée khi bat dau diéu tri.

Phai ngimg diéu tri véi metformin 2-3 ngay trude khi chiéu chup X-quang ¢6 sir dung céc chit
can quang c6 chira iod, va trong 2 ngdy sau khi chiéu chup. Chi dung tr& lai metformin sau khi
danh gi4 lai chirc nang than thiy binh thuang,

C6 théng bao la viée dung cac thude ubng diéu tri di thao duomg lam tang 1i 18 tlr vong vé tim
mach, so véi viée didu tri bﬁng ché d6 an don thuan hoic phdi hop insulin véi ché dé an.

Sir dung df‘mg thoi céc thube c6 tac dong dén chirc ndng than (tac dong dén bai tiét & 611g thén)
¢6 thé anh hudng dén sur phan bé metformin.

Phai ngimg ding metformin khi tién hinh cdc phau thuat. Khdng ding metformin cho ngudi
bénh suy giam chirc ndng gan. 7
Phai ngung metformin 48 gid trude mei can thigp ngoai khoa can gy mé toan than hoic gdy mé
ty sdng hodic quanh mang ciing. Chi dung lai metformin 48 gi&r sau can thiép hodc &n tr& lai
bing dudng miéng va sau khi chic chin chirc nang than da tré lai binh thuomg.

Thubc ¢6 thé gay thiéu hut vitamin B12 va gy thiéu mau hong cau khéng 19.

TUONG TAC THUOC

- Furosemid lam tang nbng dd t6i da clia metformin trong huyét tuong va trong mau ma khéng
lam thay d6i hé sb thanh thai thdn cta metformin trong nghién ciru ding mét liéu duy nhét.

- Metformin cé kha ning tuong tic véi nhiing thudc cationic (amilorid, digoxin, morphin,
procainamid, quinidin, quinin, ranitidin, triamteren, trimethoprim va vancomycin) do canh tranh
voi nhau qua hé théng chung & éng than.

- Rugu: Khéng udng rugu khi ding metformin vi 1am ting nguy co nhiém toan acid lactic.

- Acarbose va cédc chat gém ¢6 thé Jam giam hap thu metformin hydrochlorid.

- Cimetidin: Tranh phdi hgp metformin v&i cimetindin do ndng d6 dinh ciia metformin trong

huyét tuong va trong mau toan phan tang.
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- Nifedipin: Str dung cung ¢ metformin va nifedipin ¢ ngudi khoe manh lam ting hip thu va
tng bai tiét metformin qua nuée tiéu.

- Cac thube gay tang dudng huyét nhu thiazid, corticosteroid ¢o thé din dén mat kiém soat
duémg huyét.

PHU NU MANG THAI VA CHO CON BU

Thoi ky mang thai

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

Thai kp cho con bii

Khdng str dung cho phy nit cho con bo

ANH HUONG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC
Metlormin khéng anh huong dén kha ning lai xe va van hanh may méc. Khi phéi hop metformin
v&i thube khac dé diéu (ri dai thao dudng, tinh trang ha glucose mau c6 thé xay ra, cn thin trong
khi van hanh may maéc hoic lai tau xe.

TAC DUNG KHONG MONG MUON

Céc tac dung khéng mong mudn thudng gap nhat Ja budn ndn, ndn, tiéu chay, dau bung, mit |

cam giac thém in.

Céc tac dyng khdng mong mudn ciia thude dugce ligt ké dudi day theo theo phan loai hé théng co
quan cua co thé va tan suit gap. ‘T4n suét duge xac dinh nhu sau: rat thuong gédp = 1/10), thudng
gip (>1/100 va <1/10), it gip (=1/1000 va <1/100), hiém gap (= /10000 va < 1/1000) va rit
hiém gip (<1/10000).

Trao doi chdt va dinh dudng:
Rét hiém gip:

- Nhidm acid lactic )
- Giam hip thu vitamin B12 kéo theo giam ndng dé huyél thanh khi diéu trj metformin kéo dai.
Can xem xét nhu mot bénh Iy néu bénh nhén ¢6 biéu hién thiéu mau héng ciu khf‘)ng 16.

FIé than kinh:

Thueng gap: Réi loan vi giac.

Heé tiéu héa:

Rét thuong gap: Roi loan tiéu héa nhur budn ndn, ndn, tiéu chay, dau bung, giam cam gidc thém
an.

Cran mdit;

R4t hiém: Cac bao cdo riéng biét v& cic xét nghiém chirc niing gan bt thudng hodic viém gan
duge cai thién khi ngung ding metformin.

Da va cac mé dudi da:

Rét hiém: Cac phan img da nhu ban dé, ngira, may day.

Théong bdo ngay cho bidc si nhitng tic dung khéng mong mon gap phdi kivi str dung th uéc

g




QUA LIEU VA PIEU TR

Metformin khong gdy ha dudng huyét véi liéu 1én dén 85g, mac dii s& bi nhiém toan acid lactic
trong trudng hop ndy. Str dung qua liéu hogic nhiing nguy co di kém cia metformin cé thé giy ra
nhidm toan acid lactic. Nhidm toan acid lactic 13 mot trudng hop cap clru khan cip va phai duge
nhap vién diéu tri. Phuong thirc hitu hiéu nhét dé loai bo lactat va metformin la tham tach mau.
BAO QUAN: Bao quan noi khé mat, dudi 30°C. Tranh 4nh sang va 4m.

HAN DUNG

Panfor SR-500, Panfor SR-1000: 36 thang tinh tir ngdy san xuét ‘)@/

Panfor SR-750: 24 thang tinh tir ngay san xuét '
TIEU CHUAN: tiéu chuén ciia nha san xuét ' \
TRINH BAY ¢

Panfor SR-500, Panfor SR-1000: Hop 5 vi, mdi vi d6i 20 vién nén phéng thich cham.
Panfor SR-750: Hop 10 vi, mdi vi doi 10 vién nén phéng thich chdm

Khéng ding thudc khi di qud han siv dung
DPoc kj weong dan siv dung trieée khi ding
Néu cin thém thong tin xin héi y kién bc sj.
Dé thubc xa tém tay tré em.

Scn xudt boi: INVENTIA HEALTHCARE PVT. LTD.
IF1-F1/1, Additional Ambernath M.1.D.C., Ambernath (East), Thane 421506 Maharashtra State,
An Do.
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TUQ. CUC TRUONG
P.TRUONG PHONG
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