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MAU HOP
10 Vi x 10 VIEN

Pregabalin 75mg
Taduge.. _.vd 1 vién nén bao phim
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bén trong hip.
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MAU TO HUGNG DAN SU DUNG THUOC
(MAT TRUGC)

RX mHuSc BiN THEO BON 'WHO - GMP

€ 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 75mg
Téduwec: (Cellulose vitinh thé, Natri croscarmellose,

Silicon dioxyd keo, Magnesi stearat, Polyethylenglycol 6000,

HPMC 15cps, THAN AIOXY, TAIC)............cocoooorerrosrreves va 1 vién

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. ngabalhmmduﬁimmmdmwmﬁw
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 véi thanh théi creatinin. Bidu chinh lidu trén céc bénh nhan gidm chirc naing than hodc
thdm téch mau la cln 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
bdhieuquiltﬁ'huyhtm nhér thdm tach méu (sau 4 gicr thim téch mau ndng 8

twrong cia Pregabalin gidm khodng 50%). Do thai trir qua than 1 thai trir chinh, nén
mﬁ!uvﬁibémnhhlwthhvtdungﬂiubémv&iwnmh tach méu Ia cn

Mc;&cécrwhnu:mdwcdcnghgcd&chi&:tl&nhénhh’énoécbwmansuywn.\n

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

gm,dodéb&ﬁﬂ&wmygmk}woﬁmayd&imuvénbmﬁhw&m
regabalin.

Thanh thai Pregabalin cé xu hurémg gidm theo sy thing cla tudi Sy gidm thanh thdi Pregabalin
dubngudrxukhbngphumuocviulugkﬁnmmﬁmnliﬁnquandén&mdatuéi.
CAn gidm libu Pregabalin trén céc bénh nhan tbn thuong chire nng thén do twbi cao.
CHID|NH:

: : Pregabalin dugre chi dinh trong dibu trj dau thin kinh cho ngui ikm
mmpmunduwwdhhmuummﬂwowmmmmm
bé, cé hodic khdng kem déng kinh todn thé hoa thir phit.

Rbiloan!o duténg qudt: Pregabaiin durac chi dinh didutridiloan o dutbng quat & ngu .
CHONG CHID|NH:
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 li lir15ﬁmq—600mgm6tng.iymdielam2-3&1

abalin o6 thé dung cing vér thire 8n holic
ﬁ'.?u.:n kinh: Didu tri vd'in%roglbalin cothé mwi libu 150 mg m&i ngay. Tuy theo dép
Ongdmmcéuﬂviwdﬂnap,Iihmﬁﬂmmmnmmmm
gian 3-7 ngdy, va ndu cAncd ﬂﬁJﬂut&i&MWmM?mﬁyﬂumm
mmnxnm"sn:&ﬁnﬂw ‘mmmﬁ%m:mwmmwm
nhumg khuyén céo da hang ngdy khong vuot mg.
oougtmn:ahwmpmlmamwdhmuu|5omgm&ngty.mymapm
uilttmaclﬂvllumngnﬁli&udﬂnnuﬁﬂmun sau khoding théri gian 1
tuhin, v néu cAn cé thé tang lidu ti da 600mg/ngay sau 1 tudin i ri thém.
Rﬂmnhudngrt:mhgimwmgm& duoc chia lam 2 hodic 3 lin. Lidu
diing can cho tri lidu cén duroe ddnh gid lai abu dgn. i mmprwhne_uohahm
ibu 150 mg mdi ngay. Tly theo ddp (ng cla tl ‘cé thé va sy dung nap, lidu ding cb thé ting
Hnammg!ngiruuhhoing‘twmlmﬂuin tri. Sau khi didu trj thém 1 tuln libudingcd I
thé téing t&i 450 mgingdy. Li mtéidaﬁoommhaﬁﬂatmmtmhmm s
thém. Y/
Ngumg sir Pregabalin: k
N upgiin:::ngdWPngabulhdnqumuhtmmwwwm1nuln. 3
Bénh nhin suy thin: Wenl
Gidm lidu trén cac bénh nhan tdn thuomg chire néing thén phii tlzy theo timg cé nhéin va theo |
hé sé thanh thai creatinin (CLer) dugc trinh by trong béng 1 {1 % |

chinh tly theo chire ndng thin. Bén canh lidu ding hang ngdy, lidu ding bé tro nén dugc dung
ngay sau mbi 4 gitr thdm téch mau (xem bang 1), )
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MAU TO HUGNG DAN SUDUNG THUOC

(MAT SAU)
Bang 1: Bidu chinh lidu Pregabalin theo chirc néing than:
[Thanh thai creatinin|  Téng liéu balin ha i Ché i
Gl (m n g lléu Pregal ng ngdy a5 tr ligu
Lidu khéi ddu Lidu1di da
(mgingay) (mgingay)
260 150 T 800 BID hodc TID
I 230 - <60 75 300 BID hodc TID
[ z15. <90 2550 150 BiDhodcTID
<15 25 75 ap
Lidu bd irg sau thdm thch mau (mg) - -
| % [ o Géu dorv
TiD=chia 3 lAn/ngay
BID=chia 2 1aningay
QD=lidu

Idonmgéy
Téngiéuhéuhéngngay(mgmgay)cénmianhummdiﬂwimémﬁud&mdp
m

+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&mnmdwum&

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

1‘l.n:!|»|<3'rlu::'mud!;t::é s dupln

DoP lin duwrge thai trir chinh qua nuedre tiéu & dang chua héa, mét luong khéng
dang &rqcménmzz%cﬁaﬁéudﬁmmﬂmm&ymm&&mm
héa), khéng Kim ham chuyén héa thubc trong éng nghiém (in vitro), va khdng gin vai protein
M&M.Mabalhmmmtmmmmmwmmm

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 valproic, Lamotrigin, Gabapentin,
Lorazepam, Oxycodon ho3c Ethanol. D4nh gié durge Géng hoc d8i turong a3 chi ra réing céc
thube didu tri tidu dudng ding dubng , cac thudc lgi tidu, insufin, Phenobarbital,
Tiagabin va Topiramat khéng cé anh hurémg 1am sang déng ké ndo dén thanh thai Pregabalin.
Dung chung Pregabalin véi céc thubc tranh thai duéng udng Norethisteron vahoic Ethinyl
oemunwmwwﬁwgdénw&xdinhv&mmrmdnazwm
Pregabalin cé thé anh huémng téi tic dung clia Ethanol va Lorazepam. Trong céc thir nghiém
wmwwk%mmlhammwwmm

Lorazepam ho#c Ethanol khéng cb tAc ddng lam sang quan frong nao

c4c bao cao sau leu hanh thubc, ob cdc bao cao vé suy hd hip va hén mé & bénh nhan dang
diing Pregabalin va céc thubc (rc ché than kinh trung wrong khéc. Sy b mét clia Pregabalin
t&ng thém réiloan nhén thirc va chirc néing vén ddng gay ra b&i Oxycodon.

Khéng c6 cac nghién ciru v& trong tac dugre lre 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 d.&mn&énnmvadﬂhanmmma&nﬁumm
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
thén trong trén cAc bénh nhén 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.-mmmmmmg@mﬁauwmmmqﬂﬁmmmm
Pragabalin 14 chong mét va ngti. Tc dung phy phé bién khac bao gbm nhin mé, nhin
aai,ms;mémanvew?gdn,kmmw.mwn.mmh.&ymmmu&x
giam ham muén tinh dyc, rdi loan chirc néing curong duomg, khd chiu, chong

hoa, run, loan van ngdn, di cam, mét mai va phii nd, Réiloan sy chiiy, tri nhd, ¢ Phoi hop,va
dang di cling xay ra thurdmg xuyén. e
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
Céc phan (rng qua mAn c6 thé xay ra ngay sau khi bt diu didu i
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@nmdiwmmmimiuﬂngvﬁnbmu&uﬁnm i
carbamazepin, phenytoin. | 2 ~ :
Mk}‘*chomnbd:Chunbiétduchregabalnuﬁbah&mm_w
mmmuéce'gm&nienmmm.mm,mmmm&mm
dang dung tri lidu véi P in. .
Tﬂcmccﬂamugxmmmnogcvan HANH MAY MOC: TUQ CL

~ TRUONG

Tmbccélhégaymrnat.mmm&m&.vlvhmmmmmmm,\"ﬂ PHONG

vavan hanh may méc.

- O 20
sU DYNG QUA LIEU VA CACH xﬂm:Tmmmmmpqnduok1.??i_ﬂ?£ﬁc ’f ;i f' (;'n’{ ’{/a Hf/

dyng khéng uén nao duoc béo céo. J
Tmmbfomﬂaumimmnm,mmmwﬂwﬂaém
:g:gxliéuﬁwﬂ:alm‘ bao gbm: rbi loan cam xiic, ngd ga, tinh trang 1 n, cam, io&u,
Dibu trj qua lidu Pregabalin cAn tién hanh cc bién phap b tro c& thé gdm cé thém téch mau
néu cén thidt.

HAN DUNG: 36 théng ké tif ngay san xudt.
Mdﬁﬂgmmmnﬂﬂﬂmbﬁ

BAOC QUAN: Nai khd, nhiét 4o dudi 30°C, tranh anh sang.
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