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Pregabalin 75mg
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bén trong hip.
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MAU TO HUGNG DAN SU DUNG THUOC
(MAT TRUGC)

"-____ . ____'____—" ¥

Rx mudc sAn meo pon ';\'HD-G_MP.

€ XA TAB TAY CUA TRE EM

80¢ i Huinia DA S DUNS TRUGT K1 DONG

THUGC NAY CHI DUNG THEO BON CUA BAC ST

NEU CAN THEM THONG TIN XIN HOI ¥ KIEN COA BAC 8T

Vién nén bao phim

Sy. T2

Pregabalin 75mg

TRINH BAY: Hop 3 vix 10 vién, hdp 10 vi x 10 vidn.

THANH PHAN:

Progabalin. o e R s T5mg
Téduwec: (Cellulose vitinh thé, Natri croscarmellose,

Silicon dioxyd keo, Magnesi stearat, Polyethylenglycol 6000,

HPMC 15cps, Titan dioxyd, Talg)............cccooimminncsnnnns vd1vién

cAc pAc TINH DUGC LYC HQC:

Pregabalin (tén héa hoc (S)-3-{aminomethyl)-5-methylhexanoic acid) 1 mt chét trong ty
gamma-aminobutyric acid (GABA). Thubc dwgc sir dung 64 didu irj dau do céc bénh Iy thén
kinh nhir dau thén kinh ciing nhir d8ng kinh, Thudc ciing duoc sir dung trong didu tri réi loan lo

au.

Coché téc dung:

Pregabalin g&n v&i 1 subunit phy (a,5 protin) ciia dong calei mang dién trong hé théng thin
Kinh trung romg, thay thé ['H)-gabapentin.

CAcC BAc TINHDUGC BONGHOC:

Pregabalin dwroc hép thu nhanh sau khi ubng va ndng @8 dinh trong huyét twong dat duoc
trong vong 1,5 giér. Thirc &n khdng cé dnh hurdmg 18m sang déng ké nao 8én mirc 5 hép thu
Pregabalin. Sinh kha dung dudng ung cla Pregabalin khodng = 90% va phu thudc vao lidu
diing. Trong diing nhéc lai, tinh trang &n dinh dat durgc trong 24-48 gié. Pregabalin khdng lién
kit véri protein huyét tirong. Pwmlhm%mmm%mwmﬁw
Khoding 98 % liéu ding duroc bai tiét trong nudre tidu dudi dang khong adi. Thai gian ban théi
trung binh clia Pregabalin 14 6,3 gi». Thanh thai Pregabaiin huyét tirong vé thanh thai than ty
16 thuén vé&ithanh théi creatinin. Bidu chinh lidu trén céc bénh nhan gidm chirc naing than hodc
thém téch mau la cAn thiét.

mmmmmammmmhnmmm:

Céc thir nghism [4m sang 83 cho thy khéng 6 anh hudmg 1Am sang dang ké no dén ndng
@b huyét tromg clia Pregabalin.

Thanh thdi P in ty 18 thudin vix thanh théi creatinin. Thém vao 46, Pregabalin dugc loai
bdhieuquim'hlyhtm nhér thdm tach méu (sau 4 gicr thim téch mau ndng 8

twrong cia Pregabalin gidm khodng 50%). Do thai trir qua than 1 théi trir chinh, nén
mﬁhmib«hnhﬁnwmﬁﬂdﬁnﬂﬂiuhﬁmvﬂimm tach mau la cn

Mc;&eécrwhnu:mdwcccnghgcd&chi&:tl&nhénhh’éncécbﬁhmansuywn.\n

Pregabalin dugc chuydn héa khdng dang ké va thai tnr chii yéu qua nuée tidu & nguysn

gm,dodéb&hﬂﬁnmygmmwmayd&imuvénbmﬁhw&m
regabalin.

Thrhmiinglbalhodxuhuong‘u gmmthmwlmuhm.l_sﬁugﬂmhrhdén lr?;;rogaba_ ; ugn_'t
dudng khiing thude s thanh creatinin ién quan cua tudi.
chnumﬁﬂﬁhﬂn;‘cb:r%mhténlhmm}crﬂngthmdolzgm.
CHID|NH:

I : Pregabalin dugre chi dinh trong dibu trj dau thin kinh cho ngui ikm
£dng kinh; Pregabalin dugc chi djnh nhu 14 lidu phap b trg & ngudi Iém trong ddng kinh cuc
bé, cé hodic khdng kem déng kinh todn thé hoa thir phit.
MWPmlmamdﬁmm&umr&bmthM&Mbn
CHONG CHIDINH:
M&n cAm véi bt ky thanh phin nao cla thube. :
CGéc banh nhan vér cac bénh Iy di truydn hiém géip v& dung nap galactoss, thibu enzym Lapp
lactase hoic kém hip thu glucose-galactose.
LIEU LUONG VA CACH DUNG: Dang theo sy chf diin clia béc sT.
Khodng lir15ﬁmu—600mgm6&nn.iymdielam2-3&1

abalin c6 cling vér thire 8n holic
mmn t:m:am Mn%:oglbalin cothé mwi libu 150 mg m&i ngay. Tuy theo dép
Onndmmciuﬂviwdﬂmp,Iihmﬁﬂmmmnmmm_ théri
gian 3-7 ngdy, va ndu cAncd umuumauaoomm;mmrmmmm
mmnxnmﬁsl:&mﬂw ‘mmcm%m:mwmmwm
nhumg khuyén cédo hang khéng mg.
oougm::ahmmpmmngahwahmuu|mm&mty.rcwmaapw
ullumauﬂvllumns&li&udﬂnnuﬁﬂmw sau khoding théri gian 1
tuhin, v néu cAn cé thé tang lidu ti da 600mg/ngay sau 1 tudin i ri thém.
R&mnhlur&ng;:lt:mhgiﬁﬂawmgm& duoc chia lam 2 hodic 3 lin. Lidu
diing can cho tri lidu cén duroe ddnh gid lai abu dgn. i mmwwyﬁo&aﬁm
ibu 150 mg mdi ngay. Tly theo ddp (ng cla tl ‘¢ thé va si dung nap, lidu ding cb thé ting

Ianammg!ngtruuhhoing‘tmglmﬂuin tri. Sau khi didu trj thém 1 tudn libu ding c& ¥

thé tang t&i 450 mgingay. Li diing ti da 600 mgingdy cb thé dat duoc sau 1 tubn dibu tri 7
thém. Y/
Ngumg sdr Pregabalin: k
N upgiinmgdWPngabulhdnqumuhtmmwwwm1nuln. 3
Bénh nhin suy thin: el
Gidm lidu trén cac bbnh nhan tdn thurong chire néing thin phii ty theo timg ¢é nhan vé theo |
hé 84 thanh thai creatinin (CLer) dugc trinh bty trong bang 1 _ | % |
voinacunhnhha-ngltnmlmmnmtu,u&.nnmgnmqhmmdnawcqh

cninntwlruoehocnhgtmn.Banwml.hdmuhmm.uumbéwmmm

ACONG TY \7,

JTRUNG UONG 2/¢ ;
ngay saum&i 4 gi¢r thAm téch mau (xem bang 1). %)
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MAU TO HUGNG DAN SU DUNG THUOC

(MAT SAU)
Bang 1: Didu chinh lidu Pregabalin theo chirc niing than:
Thanh thai creatinin|  Téng liéu balin ha i chi Ti
o) (i n g lléu Pregal ng ngdy ad tr ligu
Lidu khéi ddu Lidu1di da
(mgingay) (mgingay)
: 260 150 80 BID hodc TID
I 230 - <60 75 300 BID hodc TID
[Tas-<0 2550 : 150 BiDhodcTID
<15 25 75 ab -
Lidu bd trg sau thdm thch mau (mg) o
| 25 [ 100 | Liéu dom”
TID=chia 3 l&n/ngay
BID=chia 2 1aningay

QD=lidu doningay
Téngiéuliéu hang ngay (mgingay) can chia nhir duoc chi dinh b ché @b lidu 8é cung cip
my

+Lidu b tror 14 lidu don bd sung.

Diing thubc trén bénh nhan suy gan: Khing cin didu chinh liu trén céc bénh nhén suy gan.

Dang thubc chotréem:

Sur an toan va hiéu qua clia Pregabalin trén tré em dudi 12 tudi chura dugre thidt ip, tuy nhién
Mmmm&mwmuwum&

Diing thudc cho ngui cao tui (trén 65 tudi): Ngudi cao twbi ob thé cin gidm lidu Pregabalin
do giém chircniing than.

1‘|.I¢:!|»|<3'rlu::'mud!;t::é s

DoP lin durore thai trir chinh qua nueére tidu & dang chura chuyén héa, mét luong khdng
dang &rwménmzz%cﬁaﬁéudﬁmwwﬂmh&ymm&&mm
héa), khang kim ham ch héa thubc trong éng nghiém (in vitro), va khang gén véi protein
w&m.magalnmwmmmm&mmwmmm

Trong cac nghién ciru in vivo, khong quan sét théy trong téc duot ddng hoc 1am séng gilra
Pregabalin v&i Phenytoin, Carb pin, Acid jproic, Lamotrigin, i

Dung chung Pregabalin véi céc thubc tranh thai duéng udng Norethisteron vahoic Ethinyl
mmumwwmw&anhv&mmmmdzmm
Pregabalin cé thé anh huémng téi tic dung clia Ethanol va Lorazepam. Trong céc thir nghiém
wmwwk%mmlmammwwmm
Lorazepam ho&c Ethanol khéng co nao
céc bao céo sau lweu hanh thube, o6 cac bao c4o vé suy hd hip va hdn mé & bénh nhan dang
ding Pregabalin va cac thubc (rc ché thén kinh trung Lrong khdc. Sur cb mét cila Pregabalin
t&ng thém réiloan nhén thirc va chirc nding vén ddng gy ra bér Oxycodon.

6 céc nghién ciru vé trong tac duroc Iye hoc déc hidu duoc tién hanh trén bénh nhan
cao tudi tinh nguyén.
THAN TRONG VA CANH BAO DAC BIET KHI SU DUNG:
Thubc cé thé gay chéng mat, budn ngli, hodc mé mét, didu 86 co thé iam gidm kha néng cla
bénh nhan trong khi thurc hién cac viéc ¢ tay nghé cao nhur ldixe. .
Mot s banh nhan tiéu duréng ting can khi dung Pregabalin cin didu chinh lidu ding cac thubc

ha duéng 3
Sau khi ngimg thubc dl&min&&mmvadﬂhanvﬁm’ céc déu hidu sau khi
ngirng thudc durge nhdc dén gbm: mat ngl, dau dAu, budn ndn va tidu chiy.
Méc du 4nh hudmg cua viéc ding trén bénh nhan suy than cbé phuc hbi chua duoc
nghién ciru mét céch cb hé théng, tuy nhién d& c6 béo céo chirc néing than duore cdi thién sau
khi ngirng hodc gidm lidu Pregabalin.
Do dir liéu trén cac bénh nhan suy tim sung huyét néing cn han ché, can ding Pregabalin
than trong trén cac bénh nhan nay.
Chura c6 céc dir liéu day dti vé viéc ngirng két hop Pregabalin véi céc thubc chéng dong kinh
khéc. Tuy nhién ngay khi dat dugc hidu qua ki soét con ddng kinh véi Pregabalin trong
didu tri két hop, cAn xem xét ding don tri ligu véi Pregabalin.
TAC DUNG KHONG MONG MUON:
Mgm.-mmmnnmmwmaauwmmmuﬁmmnm
Pragabalin 14 chong mét va ngti. Tc dung phy phé bién khac bao gbm nhin mé, nhin
aai,ms;mémanv&w?gdn,kmmw.mwn.mm&a_&ymmmuh
giam ham muén tinh dyc, rdi loan chirc néing curong duomg, khd chiu, chong
mrun,loanlgnngon.dim,me{mwapmné,Rbilnmwm'si,mw phéi hop,va
di cing xdy ra thurémg xuyén. - o P
It g#p: Ngét va suy tim sung huyét da dugc béo céo.
Hiém gép: Suythan cb hdi phuc, thay 88i chidu cao ndng 45 creatine ki
Cécphém}mquéménwthéxéyrangaymkhibétdhﬁuﬁ
ban, mun nurde, ndi mé day, kho thd, the kho khé.
Héi chirng Stevens-Johnson.
Phan (rng qua m&n khac ciing dugcbéo céo bao gdm séc phdn vé,
THONG BAO CHO BAC SINHUNG TAC DUNG KHONG MONG MUGN GAP
SU DUNG CHO PHU NI CO THAI VA CHO CON BU:
Phu ni¥ c6 thai: Chura o6 céc dir liéu dky @t v ding Pregabalin trén phy
mﬁhi@nmdiwmmmimiuﬂngvﬁnému&wnm i
Mkj*ohomnbd:Chunbiétﬂuchmgabalnuﬁbﬁh&mm_w
mmmuéce'gm&hienmmm.mm,mmmmb&mm - i'(‘ﬁ\'(‘
dang dung tri lidu véi P in. . ~CT NG
Tﬂcmccﬂnmugxmmﬂnogcvn HANH MAY M&C: _TUQ CL i NG
Tmbccbwigaymmammmama,vlvhmmmmmmggjﬁ G PHONG
S0 DUNG QUA LIEU VA GACH XU TR sudin 1.5 g o i Thu Chu
sU DYNG QUA LIEU VA CACH XU TRI: Trong truérng hop quéa 159 ] {Er C b b
dwgrﬁngmommudnnmambéocéo. ‘Di fgﬁ {'II {‘,iyff Al .fi’:/
Tmngmbmmsaukhimhannméc,mmcmpmprbuhrp& : khi :
dungquéliéuProgabaunbaog&n:wimmx&qnﬂﬁ,ﬁmmm&. cam, lodu,
bbnchén.
OMtriquéliéuPregsbaﬁndntihhérhcécbienphﬁ)b&wcﬂm&gbndﬂ'l&nwmm
néucén thiét.

HAN DUNG: 36 théng ké tif ngay san xudt.
Mdﬁngqu&thngmMnbaoH,

BAOC QUAN: Nai khd, nhiét 4o dudi 30°C, tranh anh sang.
coNG Ty cd PHAN DUGC P NG
9 Trén Thanh Téng - Q. Hai Ba Trung - H& N8i
SénxuﬂM:Lﬁﬂ.g?r;‘Q;;TwWNn \
043971 = €
: ON N
mmab&:omwmuumhn&nm \o\
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