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IO HUONG DAN SU DUNG THUOC
Vién nén bao phim Demencur 75

5 Thudc bén theo don
Bpe kp huedug diin siv dung triede ki divng
Dé xa thm tay ceha iré em
Théng bde ngay che bdc 5§ hofic dieye 57 nhimg téc dung khéng mong mudn giip phai ki siv dung thude

A. HUGNG DAN SU DUNG THUOC CHO NGUOI
BENH

THANH PHAN, HAM LUQNG CUA THUOC

e Pregabafin.. ..o s 1o -8

= TA duge VI Al <o v s emmiiisnn anisas . 1 vién

(Tink bgr bidn tinh, celulose vi tinh thé 104, tale, magnesi
stearat, hypromelose 606, polyethylen glycol 6000, titan
dioxyd, sunser yellow lake)

MO TA SAN PHAM
¥ién nén tron, bao phim mau cam, hai mit khum, canh vi
thanh vién lanh 1En,

QUY CACH BONG GOI
Hop 03 vi x 10 vign
Hip 10 vi x 10 vién

THUOC DUNG CHO BENH GI

Vign nén bao phim Demencur 75 duge ding dé ;

- Biu trj dou thin kinh & ngudi lén.

- Buge chi dinh nhw ligu phip h rg trong ddng kinh cyc
b e hay Khdng két hop didu tri tdng quit & ngudi lon.

NEN DUNG THUOC NHU THE NAO VA LIEU
LUQNG

Cilch ding

Diing dubng wbng.

Thude ¢6 thé duge ubng cimg thire an hoje khing.

Lién liegmg

Khai ddu 75 mg x 2 lin/ngdy. C6 thé tang 1én 150 mg x 2
lin/ngay sau 3-7 ngdy, t5i da 300 mg x 2 ln/ngdy sau tudin
ké 1i,§p.

- B thitn kinh .

* Bidu trj pregabalin 6 thé duge bit ddu véi ligu 75 mg x
2 linfngdy.

* Dya irén dép img cha timg b¢nh nhin vd kha ning dung
nap, lifu lrgng c6 thé ting 1én ¢én 150 mg x 2 Hningdy
sau 3-7 ngdy va néu cln thiér, dav 161 lidu i da 14 300 mg
x 2 Ho/nghy sau tuin ké tidp.

- Bgng kiwh

* Didu trj pregabalin c6 thé duge bit ddu vai lidu 75 mg x
2 lin/ngdy.

* Dyra trén dap (mg cla timg bénh nhin va Kha ning dung
ngp, lifu lugng <6 thé tang 1én dén 150 mg x 2 Kinfngdy
sau 3-7 ngdy vd ndu chn thidt, dot 16 liéu tdi da 12 300 mg
x 2 Hinfngiy sou tin ké tidp,

Theo kinh nghidm lm sing hién tai, IIIEIJ phii ngung
pregabalin, khuyén céo l4 nén ngung thudc tr tir trong kt
nhit mit whn,

Bénh eliin suy thdn

Liku ding cho ngudi bénh suy thin duge thye hién theo
chi dinh cta bdc s7 didu trf.

Khang cin didu chinh lidu trén binh nhin suy gan

Sy an todn v higu gua ciia pregabalin trong difu trj dong
kinh hofic dau do thiin kinh & bEnh nhin duédi 18 tubi chus
duge thiét 1ap. )
Vi vy khéng sir dyng thuc cho tré em duéi 18 tudi.

£

Khéng cdn didu chinh lidu cho binh nhin lém twdi, trir khi
chirc ning thiin cta ho bj suy gidm do tdn thuong.

KHI NAO KHONG NEN DUNG THUOC NAY

Qua min véi pregabalin holie bit k¥ 14 duge ndo ciia thude.
FPhy nir dang cho con bi.

- Ldi xe hay vin hanh miy mée,

TAC DUNG KHONG MONG MUON (ADR):
- Tée dung phy gip nhiu nhdt 13 chéng mat va bubn ngt.
Céc thc dyng phy thubmg c6 cudmg d tir nhe dén trung
binh,
- Ngodi ra, tdc dyng phu thurdng glp (= 1/100 v& <1/10}
duge liét ké bén dudi.

i t dn: Tim trgng phén khich, gidm ham
mubn tinh dyc, khd chju, mét phong hudng, mbt ngd.

i inh: Dj cam, mie tri ahé, an thin,

n
RA&i loan tidu héa: NBn mira, diy hoi, chudng bung.
: -

wﬂm 1di lopn cuong duang,
i hung: Cam gide say rugu, ¢im thay bét thudmg.
Kinh nghigm lim sing
Cée tée dyung phy sau diy di duge bido cdo trong qud trimh
luu hinh:
i ich: Phi mach, phin Gng dj img, qud
min cim.
i inh: Nhire ddu, mit ¢ thire, suy gitm
tinh thin.

Réi lean tim magh: Suy tim sung huyet.

Rbi loan mil Viém gide mac.

Réi logn tiéu héa: Budn ndn, tidu chiy, sung ludi,

Réi loan chung: Mét moi.

Roi loan da v cde md durbi da: Mén sung, ngia.

R&i loan thin v4 tifr nidu: Bf 1idu,

i logn inh s&n: Chimg vi to & nam.

W&: Phis phéi.
Bit thrdng treng xét nghigm 1im sing
Pregabalin khdng bidt cd can thiép vao blt ki x& nghidm
nio hay khing. Mt sd thay ddi trong xét nghiém lim sing
da duge ghi nhiin & binh nhin ding pregabalin.
NEN TRANH DUNG NHUNG THUOC HAY THYC

PHAM GI KHI PANG SUT DUNG THUOC NAY
Cin thong bio véi bie s§ hole duge T cdc thube khic




https://trungtamthuoc.com/

dang sir dyng hoc wvira sir dyng khi didu i v&i
Demencur 75, vi:

- Pregabalin lém ting thém rdi loan nhin thic vd chire
niing vin ding gly ra bdi oxycodon,

= Pregabalin ¢d thé ting tdc dung cda ethanol vi
lerazepam,

- Suy h hip vi hon mé cb thé x3y ra & bénh nhin ding
pregabalin vi ede thude gidm dau thin kinh trung wong
khie.

- Gidm chire ning hd titu héa dudi (vi du: the rult, g
rugt, tho bon) khi pregabulin duge ding chung v6i cic
thube ¢b gdy tdo bén, ching hen nhy thude gidm dau
opioid.

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG
THUOC

Néu quén thude, cin phii udng ngay khi nhé ra, cing sém
cng 1ot vi tifp tye gk lich ubng thudc binh thudmg, Niu
nhé ra fiku ding 42 quén tai théd diém 1idu ké tidp thl bo
qua lidu 83 quin va thyc hifn tifp theo ding lich ung
thube dang ¢6. Khong duge ba lidu 03 quén bing cich
ubng lidu glp 00

CAN BAO QUAN THUOC NAY NHU THE NAO

Gifr thude nly xa thm tay cla tré em. Bio quin thube & noi
khd, nhigt 49 khdng qua 30 °C, trinh dnh sing. Khong sir
dung thubec ndy sau khi hét han sir dyng duge ghi rén bao
bl.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG
THUOC QUA LIEU

Troag mt trirémg hop qué lidu lén dén 15 g, khéng thiy eo
tic dung phy khéng mong muén duge bio cdo. Theo kinh
nghiém l&m sing, che tde dung phy phd bifn nhit duge
quan sat thiy khi qud lidu pregabalin bae gdm rbi logn cim
xtic, budn ned, trim cam, lo 4u va bdn chon, }

Tuy nhidn, ngubi binh cln 1op tire bio cho bic 57 ¢ duge
theo d0i vb ¢6 bign phip x& 1y kip théd khi cn thifs

CAN PHAL LAM Gl KH1 DUNG THUOC QUA LIEU
KHUYEN CAO

Trong trutmg hop qué lifu, ngubi bénh cin dén gip ngay
bic s hode che cosd y tf gin nhft,

NHUNG DIEU CAN THAN TRONG KHI DUNG
THUOC NAY

Ciic find trang cin thin trpng ki ding thade

Tding ciin

Theo kinl: nghitm lim sing hign tai, mdt s bénh nhin d4i
thio dubng ting cdn khi diéu trj pregabalin cé thé cin phai
ditu chink lidu cta thufc ha dudmg huyés

Plidn ing qud min

Nén ngung pregabalin ngay 1ip 1 néu ¢6 cdc trigu chimg
¢l pht mach, chdng han nhu sung & m3t, quanh miéng,
hojie dutmg ho hiip trén.

Chéng mit vi bubn ngd

Pregabalin giy chﬁn? mit vi budn ngd. Ciing da ¢d bio
cho vé tink trang mit ¥ thire, nhdm An v suy gidm tdm
thin

Tinh vi vie § nghT Ly tir

Thude chéng déng kinh (AEDs: Antiepileptic Druas), bao
gdm pregabalin, 1dm tang nguy co suy nght hodc hinh vi ty
1r & b§nh nhin dimg ¢dc thudc nay véi bit ki chi dinh didy
tri ndo. BEnh nhin didu i véi bét ky thubc AEDs cin duge
theo ddi edn thin bit ky ddu hidu ciiz sy xudt hidn hode xdu
di clia bénk trdim cam, ¥ nght holic hanh vi ty t vivhote
nhimg thay d6i bit thuong trong tim trang hode hinh vi.
Lam dyung v phy thuije thube

P ¢é bdo cdo trong qud trinh Iy hinh vé vige lam dung
thube dbi véi pregebalin. Tuomg tr nhyr bit ky logi thude
6 thc dung trén hé thdn kinh trung vong, bénh nhin nén
duge dénh gid cdn thin vé qué winh lam dyng thufe v
quan sit cde diu higu.cia lam dyng pregabalin (vi du nhu
sif dung ngp, Wng lidu, hinh vi tim kitm thuéc)

Ngung thube

Sau khi ngung pregabalin trong &y 1rj ngdn han v dai
han, céc trifu chimg cal pregabalin duge yuan sit thiy &
mit sb bénk nhdn nhu: mit ngd, nhitc dﬁu, bubn ndn, lo
ling, nhidu md hai va tidu chiy,

Suy tim sung huyét

Mic db chua thy c6 mbi lign hé gitta vife so dung
pregabalin vdi suy tim sung huyét, nhung da cé bio clo vé
suy tim sung huyét xdy ra & mOt s& bénh nhin ding
pregabalin, nén cin s dung pregabalin thin trong & nhitng
bénh nhin suy tim hefic ¢d bénh mach mdu ngogi bidn.
Gidm thi lye

Kinh nghi¢m trong qud trinh luu hinh v0i pregabalin 43
bdo cho vé tinh wrang hinh dnh bj mi thodng qua vA nhimg
thay dbi khde trong thi lye, Ngung pregabalin cé thé 1y
khoi hofe cii thifn cde tridu chimg thi gide ndy.

Phil mgeh ngogl vi

Phit mach ngopi vi khéng li¢n quan i nhimg thay ddi
trang cdc %€t nghidm suy gidm chirc niing gan, thin, Dt
ligu vé vide sir dung pregabalin cho béah ahin suy lim
sung huy@ef con han ché nén cln i dyng thin trong
pregabalin & nhitng bénh nhin nay.

Ting eap ereatin kinase

Bidu tj voi pregabalin cé lién quan thi vide wing cao
creatin kinase.

Méi litn quan gida bénh co vi pregabalin chua duge hiy
t8 vl cdn b cc yéu 1& khdc cd the gdy ra hojic gop phin
vio ting creatin kinase vi tiéu co vin, Nén ngung
pregabalin khi nghi ngér c6 bénh co hole néu nbng o
creatin Kinase tang cao rd rét,

Sirdyng & ngudi can tudi (> 65 wii)

Bity trj pregabalin ¢é lign quan dén chong mat vi bubn
rgy, 6 thé lam ting sy xudt hitn cia chin theong do i
nen (1€ nel) rong nhom ngudi cio wdi,

Théd kp amang thed

Pregabalin chua duge nghién ciru & phy nit mang thai v
pregabalin khng nén stt dung trong khi mang thai trir khi
Igi fch cho me rd ring vugT qua nguy co tidm in ddi véi
thai nihi.

Thii ky cho con bii

Thube tiét vie sfa me; Vi viy, khuyén cho khing nén cho
con bil @ phy nir dang ding pregabalin,

Tie dfug eia thude K hii e, vin hdnh méiy mée

Pregabalin ¢4 thé gy chéng mft vi bubn ngt; do d6 ¢d thé
dnh hudng 167 khd nZng 14 xe hay vin hinh may moe.

VA R
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Bénh nhin dwge khuyén khdng nén i xe, vin hinh miy
méc phite tap khi dang ding pregabalin,

KHINAO CAN THAM VAN BAC Y, DUQCsi

- Cln théng bio ngay cho bit s7 holc duge ST bit ky
nhimg té¢ dyng khéng mong mufin nio Xdy ra trong khi
dimg thudc, ké ci nhimg tic dyng phy khéng dwge ligt ke
muc TAC DUNG KHONG MONG MUGN

- Bang sit dung thudic khic ddng thai

- Bang hoje cé dyr djnh mang thai hojc cho con bi

Néu cibn tivém tiring tin xin hoi  kién bde 53 hofic diege 5T

HAN DUNG CUA THUOC
36 thing ké tr ngdy sin xudit

Sdn xuit tai:

PR Pl ] 1 T, Wiy

CTY CO PHAN DUGC PHAM SAVI { SaWipharm J.5.¢)
Lo Z.01-02-03a Khu Céng nghip trong khu ché xult Tin Thudn,
Phutmg Tin Thuln Dong. Quin 7, Tp Hb Chi Minh.

BiEn thoai : (34.8) 37700142-144

Fax : (84.8) 37700145

NGAY XEM XET SUA POl CAP NHAT LAI NOI
DUNG HUGNG DAN SU DUNG THUOC:

B. HUGNG DAN SU DUNG THUOC CHO CAN
BOYTE

DUQC LIfC HOC
Co ché tie dyng
Cée nghién ciru in vitro cho thiy pregabalin lién két voi
tiéu ﬁt{n vi protein u2-8 cla kénh calei mang dién trong hé
thin kinh trung wong, thay thé (3H)-gabapentin. Hai d3n
chimg cho thy sy gin két cda pregabalin & vi tri a2-5 12
cfn thiét cho tic dgng gidm dau va chéng co gidt trén ding
vit: (1) Nghién ciu véi ¢dng phin hiu tridn khing cé homt
tinh va cdc diin chit ¢8 clu tric khic cla pregabalin va (2)
Nghién ctru pregabalin trén chudt nhit dét bidn véi kha
ning gin vio cdc protein o2-8 kém.
Ngodi ra, pregabalin lam gidm phong thich médt 58 chit din
tuyén thin kinh, bao gdm glutamat, noradrenaline,
serotonin, dopamin vd hgp chit P. Tim quen trong et
:héﬂng uic djng ndy trén lim sing cia pregabalin chua duge
ict.
Pregabalin khdng c6 i lye voi cde thy thé tiép nhin hoge
cée ddp img géﬂn véi tde dyng cia mpt sb thude thutmg s
dyng trong dicu irj dgng kinh holie dau. Pregabalin khdng
lwong tic véi cdc chit irc ché GABA, hofic GADAg:
Pregabalin khong duge chuydn héa thinh GABA, hogc
chit &c ché GABAg; Pregabalin khang phai 1 mdt chit i
ché sy tpo thinh vA phin hiy cha acid gamma-
aminobutyric (gamma-aminobutyric acid: GABA).
Pregabalin ngin ngira cdc tic dgng lién quan dén con dau
trén md hinh dong vit voi dau thin kinh v dau sau phlu
thudt, bao gém ting chm gidc dau vit dau do kich thich.
Pregabalin ¢lng cho thiy cd hogt tinh teén déng vit ding
kinh, bao gém dgng kinh do sdc didn co dudi & chun nhit
hofic chuft cﬁ-ng, ding kinh ngudng rung gift vai
pentvlenetetrazol, con déng kinh hinh vl va dién 86 &
chuft duge kich thich viing hii mi;

DUGC BONG HOC

Dugc ding hoc &n dinh ciia pregabalin 14 twong tw nhu
nhau & ngudi tUnh nguyén khie manh, & bénh nhin bj ddng
kinh dang ding thude va b§nh nhén bj dau man tinh,

Hip thu

Pregabalin dwgc hip thu nhanh khi ubng loc bung doi,
nbng 44 dinh trong huyét wwony dyt duye sau T @il trong b
diing ligu don vi lidu da. Sinh khd dyng dutmg ubng cda
pregabalin khodng hon 90% v dic 1dp voi licu. Sau khi
diing lifu 1ap lpi, trang théi &n dinh dat dirge trong ving 24
dén 45 gib. Ty 18 hip thu cia pregabalin gidm khi ding
ciing véi thire 3n din dén gidm C.., khoiing 25-30% wit
kéo 03 T dén khodng 2,5 git. Tuy nhign, st dyn
pregabalin ciing véi thire &in khéng ¢6 dnh hwdng ding ke
ndo v& mit 1im sing dén mirc d§ hip thu cia pregabalin,
Phiin b8

Trong céc nghién ciu tidn 1&m sing, pregabalin duge
chimg minh 13 d& ding vugt qua hing rdo mbu nlo & chuft
nhit, chidt cbng va khi. Pregabalin qua duge nhau thai &
chufit ::c‘mg vA hién dign rong sia cva nhimg con chudy
céng dang cho con bit. O npudi, thé tich phin bd cia
pregabalin sau khi wéng khodng 0,56 livkg. Pregabalin
khong gin két vai protein huyét nrong.

CTmyE'n frga . .
Pregabalin duge chuydn hoa khbng ding ké trong eo thé
ngudi. Sau khi ding pregabalin ¢ gfin phéng xa dénh dii,

- Z 13

lisl "= 0
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Khodng 98% duge tim thiy trong nude tidu 14 pregabalin &
dang chira chuyln hda. Cée din xuft N-methyl héa cia
pregabalin 14 chit chuyén héa chinh cia pregabalin duge
tim thdy trong nuéc tidu, chiém 0,9% lidu ding. Trong cdc
nghién ciru tién 1m sing, khong thiy cé ddu hidy ndo v
sy bién 46i pregabalin ddng phin 14 tridn thanh ddng phin
hiru trién.,

Thit tric

Pregabalin duge thii iy kKhoi hé win hodn chi yéu do bii
tiét qua thin duéi dang khing chuyén héa, Pregabalin cd
thei gian ban thai trung binh 1a 6,3 gid. B thanh thi
pregabalin huyét twong vi thanh théi thin 1 1§ thudn vdi
i thanh thai creatinin, BY thanh thai pregabalin bj gidm &
bénh nhin suy thin.

Tiak taydn tink / khéng tuyén thily cia d trprc dijng hpe
Duge dfng hoe cda pregabalin 14 tuyén tinh trong khodng
fidu khuyén cdo hing nghy. Khodng bifn thitn cia duge
déing hoe cin pregabalin 1 thdp (<20%), Céc dje tinh duge
dong hoe da liu cé thé dy dodn tir cée dir lifu cia don
litu

CHI DINH

Bau thin kink

Pregabalin dwge chi dijnh didu trj dau thin kinh & ngusi
[ém.

Ding kinh

Pregabalin dwge chi dinh nhur ligu phip b trg trong déng
kink cue bo cb hay khéng két hop didu tri vdng quit &
neudi lom

LIEU DUNG VA CACH DUNG

Cidch ding

Doy duémg_uﬁng.

Thude ¢b thé duge ubng cang thire &n hodic khong,

Liju ditg

Nguoil I

Khi dilu 75 mg x 2 lin/ngdy, C6 thi ting Jén 150 mg x 2
I."l._nfngﬁy sau 3-7 ngiy, tbi da 300 mg % 2 lin/nghy sau tudin
ké tidp,

- Bau theiir kvl

* Pidu tr pregabalin ¢b thé duee bl dlu voi lidu 75 mg x
2 lin/ngay,

* Dya trén ¢4p fmg cla img bénh nhin v khi ning dung
agp; likw legng 6 thé wing 1én ¢én 150 mg x 2 Hangly
sau 3-7 ngdy va nbu cln thidt, dat (6 lidu i da 13 300 mg
% 2 Min/ughy sau tudn ké tidp,

* Vi bénh d4i thio dutmg thudmg phirc tap do di cing véi
bénh thin, béah nhin bj bénh 1y thiin kinh ngogi vi do 44i
thio dudmg néa dupe dinh gid v& mie 4 suy thin tnréc
khi bit adu ding pregabalin va diéu chinh liéu lrong thich
hop.

* Hify qui coa pregabalin trong didu trj dau thin kink
khong dirge ddnh gid trong cde thir nghifm. 1im sing cé
Kifm sodt v6i thdi gian didu trf dai hon 12 tudn. Nhimg rii
ro v lol Ich eiia didu tri cho mdt bénh nhin cn disge dénh
git treéie khi ma rdng didu i 14 hon 12 wén,

- Bing hink .

* Didu trj pregabalin ¢ thé dugc bl dhu véi 1iku 75 mg x
2 |in/ngdy,

* Dya teén ddp dng ¢la tmg béah nhin vi khi n:h]:g dung
wapy, liku Jugmy cd thé ting 1&n dén 150 mg x 2 ln/nghy

sau 3-7 ngly va néu clin thidy, dt 161 lidu tdi da 12 300 mg
x2 ﬁmg:é\;.sau tudn ke tidp.
* Khdng cén thiét phii theo dbi néng dp pregabalin huyé
tsong trong khi didy tri. Pregabalin khéng lim thay déi
nbng d9 huyét twong cia cdc thube chdng co gift thuéng
diing. Tuong ty nhu viy, che thubc chéng co gifit thuimg
ding khong lim thay dbi ndng 4§ pregabalin huyét twong,
id H
Theo kinh nghi¢m 1im séng hign tgi, néu phii ngung
pregabalin, khuyén cdo la nén ngung thude 1r 1 rong it
nhit mot wdn,

Pregabalin dwge dido thii khoi he whn hodn chi yéu qua
thin duéi dang thube khong chuyén héa. VI dé thank thai
pregabalin ty 1¢ thufin v&i d thanh théi creatinin nén phii
gifm lidu & nhimg bénh nhdn suy thin vh lidy phy thude
theo d thanh Lhai ereatinin {Cley) O timg c& nhdn, thé
hign & bing 1 xdc djnh theo céng thirc sau:

CLcy (mbphit) = (140 - rudi (ndm)} * Cdn ndng (kg) / [72
* creatinin huyét thanh (mg/dL))
(* 0,85 1a hé 58 diing cho bénh nhin ni)

Pregabalin duge loai bd higu qui khai huyét trong bing
chay thiin nhin tao (logi 50% thudc sau 4 git),

P véi bénh nhin dang chey thin ahin tao, lidw
pregabalin hing ngay phii dugc didu chinh dia wén chire
ning thin. Ngodi cdc lifu hing nghy, lidu bd supy néy
duge dua ra ngay sou mdi 4 gitr chay thin shin tae (xem
bing 1),

Bing 1. Dicu chinh litu pregabalin theo chire nfing thiin

Thanh thii Liu hang ngay clia pregabalin
creatinin 5 Ché dp
(Clcg) Li¢u khéi ddu | Licu 16i da lidu
{mL/phat) (m/nghy) (mz/ngiy)
=60 150 600 BID
. QD hay
0 -60 75 300 BID
= . QD hay
15-30 25~50 159 BID
<15 25 [H QD
Litu bg- sung i
cho tham Litu
phén mdu - 1 don +
(g}
BID = chia hai lin/ ngdy

QD = litu don hing ngay )

* Tﬁgg liku m&i nghy (ma/ugay) 6 thé chia udng theo ché
40 liku

+ Ligu bd sung 14 lidu don duge ding thém

Béniy nhén suy gan
Khing cin didu chinh lidu rrén bénh nhin suy gan.

7 duung & e va thanf ¢
Sir an todn vA hidu qui cda pregabalin trong didis e dong
kinh holic dau do thin kinh & bénh nhin duéi 18 wdi chira
dugre thit [p.

St dung ér ngwdi can tudi (> 63 tudl)

Khéng cin difu chinh lidu lugng eho bénh nhin lon wol,

-LJJ

- T

=1
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trir khi chire ndng thin cda ho bi suy gidm do ton thuomg
{xem Bing 1),

CHONG CHi DINH

- Qui min voi pregabalin hode bt kY t4 duge nio cha
thuoe.

- Phy ni dang cho ¢on b,

- Ldi xe hay vin hanh mdy mée.

CAC TRUONG HOP THAN TRONG KHI DUNG
THUOC

Cie tinh teang cin thin trpng khi dinng thude

Ting cin

Trong cic nghién cint c6 kiém sodt, ting cén xdy ra thirbmg
xuydn & nhitng bénh nhin duge didu tr] pregabalin so voi
nhimg bénh nhin duge nhin gid duge. Pregabalin 1dm tang
eln ¢6 litn quan dén lifu vA théi gian tilp xic, nhumg
dutmg nhu kKhdng ¢é litn quan 61 ¢hi sé co sé BMI, gidi
tinh hay tubi tie. Theo kinh nghifm ldm sing hifn tai, mit
sd bénh nhin ddi thio dubmg tdng cin khi difu i
pregabalin ¢é thé cin phii difu chinh liu cia thubc hg
duémg huyén,

Phén g qud min

B ¢b béo cdo v phin img qué min trong qué trial luu
hinh, ké ci truimg hop pht mach. Nén ngung pregabalin
ngay 1p tite néu cé cfc trigu chimg cia phil mpch, ching
hgn nhu sung & mt, quanh migng, hofic duémg hé hip trén.
Chdng mit ¥d budn ngi

Pregabalin gdy chéng m§t vi budn ngd, Trong cic nghitn
ciru ¢6 kifm sodt, chdng mat vA budn ngd thudmg xuft hign
npay sau Khi sir dygng pregabalin va xdy ra thudng xuyén
how & liku cao hon, Chéng mit va budn ngtt 14 nhilng tic
dyng phy thudmg gip nhit din dén ngung thude (4% mdi
trubmg hop) 1 cée nghién ciu c6 kidm soft. Trong cbe
nghiés ciu ngin han cé kitm sodt, nhimg bénh nhin duge
didu trj bing pregabalin 43 thing béo nhimg tde dyung phy:
chéng mjt kéo dai adn lidu cubi cing & 3 1% binh nhia vi
budn ngd kéo dbi cho dén lidu cudi cing & 46% bénh nhin,
Ciing 43 ¢b bio ¢do vé tlnh trang mbt ¥ thire, nhim Un vi
suy pidm tim thin.

Hanh vivd ¥ nghd by i

Thude chéng ddng kinh (AEDs: Antiepileptic Drugs), bao
gfim pregebalin, lim fng nguy co suy nght hofic hinh vi ty
L & biah nhin ding cic thubc ndy voi bit ky chi dinh ditu
trj o, Bénh nhin didu trj véi bt k§ thube AEDs cén duge
theo doi cin thin bt ky ddu higu cha sir xudt hign hoge xdu
di eon binh trdm chm, ¥ nght hoje hinh vi ty 1t vivhode
uhimg thay déi bét thudng trong tim trng hofic hinh vi,
Kitm soft ¢fng kinh Khi ding don lidu

Chuz €6 che dit lidu dhy 40 vé vite ngung két hop vdi cée
thude ching ddng kinh khie. Ngay khi dat duge kiém sodt
com Qdng kinh voi pregabalin trong didu tri két hop, cdn
et a6t sir dyng dem tr liu vi pregabalin.

Lym dyng vi phy theje thuic

B c6 bdo clo trong qué trinh hra hinh vé viée lam dyng
thubc 48i véi pregabalin. Tueng tir nhu bt ky loai thube
cé tée dyng trén hé thin kinh trung wvong, biah nhin nén
duge dinh gid cin thin vé qud trinh lam dyng thube va
quan sit cde ddu higu ciia lam dung pregabalin (vi dy nhy
sy dung ngp, ting lidu, hanh vi tim kiém thube).

Npung thube , =
$au khi ngung pregabalin trong didu tri ngdn hen va dai
Ign, ele migu chitng cal pregabalin duge quan st thiy &

mit & bénh nhin. Chc sir kidn sau diy da duge dé cip dén
mit ngl, nhirc ddu, budn ndn, lo ling, nhidu md héi va ticu
chiy.

Suy tim sung huyé

Mic di chura thdy ¢6 mdi litn hé gita vige ¢ dymg
pregabalin véi suy tim sung huydt, ntamg 2 ¢ bio cdo
trong quéd trinh luu hinh vf suy tim sung huyét xdy 12 &
mQt 38 binh nhin ding pregabalin. Trong chc thir nghigm
nghin han trén bénh nhin suy tUm holic ¢6 bénh mach miu
ngogi bién, khong thiy 6 méi lién h¢ r3 ring gitta phi
ngogi bién v bidn chimg tim mach nhu cao huyit 4p hodc
suy tim sung huyét. V1 cd it dir ligu vi bénh nhin suy tim
sung huyél ning nén cdn st dyng pregabalin thin trong o
nhitng bénh nhin ndy.

Gidm th] Iye

Trong edc nghién ciu cd kiém sodt, mt o i cao bi{nh
nhin didu tri véi pregabalin ¢4 bio cdo 14 nthln mo hon
nhifu so véi bénh nhin nhin gi duge. Trong da b tutmy
hop, nhin mb s 1y khoi kii tiép e ding thube. Méu nhin
vEn cdn bj mé, clin xem xé& vide tifp tyc vi dinh gid diku
tri,

Kinh nghiém trong qud trinh lru hinh véi pregabalin d3
bio cdo vé tinh trang hinh dnh b m& thodng qua vA nhing
thay ddi khic trong thi lywe. Ngung pregabalin ¢6 thé 1y
khdi hiofe cdi thifn cde triju chimg thi gide ndy.

Phit mach ngoai vi

Trong cic nghitn clru ¢b kilm sodt, phivmach ngoai vi Xy
ra thudmg xuyén hon & nhing binh nhén duge didy trj voi
pregabalin so v&i Bfnh nhin duge nbdn gid duge. Phir
mach ngoai vi khdng lién quan 161 nhimg thay ddi trong
cdc xét nghiém suy gidm chirc ndng gan, thin, DT lidu veé
vite sit dung pregabalin cho binh nhin suy tim sung huyét
cdn han ché nén cin st dyng thén trong pregabalin &
nhirng binh nhin niy.

Ting cao creatin Kinase

Didu trj vdi pregabalin ¢ lién quan 1 vige ling cao
creatin Kinase, Lugng creatin kinase thay d0i trung bioh so
vii gid te] nén o6 gig 1 t8i da 14 60 UYL & béah nhin didu
1rj pregabalin v& 28 /L & céc binh nhin nhin gid duge.
Trong tit ci ce thir nghi¢m ¢ déi chimg trén nhidu nkém
bénh nhdn, o6 2% bénh nhin ohin pregabalin v 1% bénk
nhin ding gid duge d4 cho gid trj ereatin kinese cao hon it
nihdt ba 14n gioi han trén cla mie binh thudmg,

Trong thir nghiém lim sing, nhing 481 tugnyg nhin
pregabalin duge bio edo 13 tiéu co vin, Méi quan hi gida
binh co va pregabalin khong duge hidu rd vi cée 46l tugmg
néy cdn ¢b cic ybu td khie ¢6 thé gly ra hoje gop phin
vio ting creatin kinase vd fidu co vin Nén ngung
pregabalin khi chin dodn hofie nghingd cd binh co hoje
fiéu ndng 0 creatln kinase tang cao 10 rét.

Sir dung & ngubi cao tudi (> 65 wéi)

Didu trj pregabulin €6 lién quan dén chéng mit va budn
ngd, co thé 12m 1ing sy xult hign ciin chin thuong do tai
tizn (1€ ngk) trong nham ngudi cao tudi,

Sie dyng cho phy nie cd thai va che con bii

Thet kg mang that

Pregabalin chwa duge nghién clu & phy ntt mang thai vi
pregabalin khong nén sir dyng trong khi mang thai wir khi
loi fch cho me 13 ring vuot qu nguy co tidm &n ddi voi
thai nki.
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Trong mit nghién clru & chuft cbng trude va sau khi sinh,
diéu trj bing pregabalin din dén dde tinh trén sy phit tridn
ciia chudt con khi (AUC) = 5 Iin lidu ding 16i da & ngui (
véi lidu téi da 1A 600 mg/ngay). Sy phat tridn cda chudt con
khing bj &nh huémg & mibc glp 2 1in Lidu ding t5i da ¢
nigurd

Chiyén da v sink ng

Nhimg dnh huémg cia pregabalin trén chuyén dg vA sinh
nd & phy nlr mang thai khéng rd. Trong mt nghién clru
phit tridn trude vi sau khi sinh & chuft cbng, pregabalin
kéo dii thri ky mang thai va dé khé xdy ra khi AUC gép
khodng 50 lin so véi mie lidu 18] da dy kifn & ngudi,
Nhimg biée hign niy khdng quan sat thiy khi AUC glp
khoing 12 lin so véi lidu dy kidn & ngudd.

Thet i cho con bif

Thude tiét vio sira mg; VI viy, khuyén cdo khing nén cho
con bl & phy nit dang diing pregabalin,

Tiie Dfng Cia Thude Khi Lai Xe, Vin Hanh Mdy Mie
Pregabalin cé thé gy chong mat va budn ngd; de 46 ¢ thé
inh hwdng téi khd ning 14 xe hay vin hinh miy mée.
Bénh nhin duge khuyén khéng nén 14 xe, vin hanh miy
méc plire thp khi dang ding pregabalin,

TUONG TAC VI CAC THUOC KHAC VA CAC
LOAI TUONG TAC KHAC

- Do pregebalin ehd yéu duge bai tiét dudi dang co hopt
tinth vio nude tidy, mdt lugng khong ding ké dupe chuyén
hoa (< 2% cita liku ding duge tim thiy trong nuée tidu &
dang chuyén héa), khong tc ché chuyén hod thube tén in
vitre v khong lign két véi protein huyét tuomg, nén
presabalin khang gay ra holie phii chju cde tuong tie vé
duge ding hoe.

= Theo d6, wong ¢de nghidn ciu lim sdng in vivo khdng
thdy cé wong tic duge dng hoc co lién quan duge quan
sit thiy gida pregabalin v& phenytoin, carbamazepin,
lumotrigin, acid valproic, gabapentin, lorazepam,
oxycodon hay ethanol, i
Ngodi ra, phin tich duge ddng hoc theo nhém ¢hl ra ring
ba logi tiude thudng duge si dvng chung: thude tr ddi
thdo dwimg deng uéng, thube lgi 1idu va insulin v vife
thudmg ding cic thubc chéng ddng kinh phenytoin,
carbamazepin, acid valproie, lamotrigin, phenobarbital,
tizgabin vi topiramat khdng cé dnh huong ding ké nio vé
mit 1im sing trén 4) thanh thai pregabalin. Tuong iy nhu
viiy, cde phin tich ¢hl ra ring pregabalin khing cé dnh
hudng ding ké vé mat 1m sing trén dO thanh thii cia
phenytoin, corbamazepin, acid  valproic, lamotrigin,
{opiramat vi phenobarbiral.

- Sit dung dbng thoi pregabalin woi thubc wénh thai
norethisteron viMhodic ethinyl estradiol khong thiy dnh
hudmg dén duge ddng hoe ciia mt trong hai thude wén. .
- Trong cic thir nghi¢m 1im sing cé ddi chimg, ding liea
da pregebalin ¢lng véi oxycodon, Jorazepam hofic ethanol
Khong gdy ra hu qud lim sing quan trqng ndo vé hd hip,
Pregabalin lam ving thém rdi logn nhin thice vi chite niing
van dong gy ra boi oxycodon. Pregabalin cé thé ting the
dung ez ethanol vA lorazepam.

- Theo kinh nghigm lim sang, ¢é nhimg béo cdo vé suy ho
hip va hén mé & bénh nhin ding pregabalin vi cdc thufie
gidm dau thin kinh trung wong khic.

- Cé nhing bido cdo trong qud winh luu hinh vé céc vin ¢
lién quan dén gidm chire ning b tiéu héa dusi (vi du: the
rufit, lig rudt, tdo bon) khi pregabalin duge ding chung vdi
céc thude cé gay téo boén, ching hen nhw thubc gidm dau
opioid. Khéng cé cic nghién cins ey thé vE wwong tde duge
ddng hoe duge tién hinh & céc tinh nguyén vién khde
manh,

TAC DUNG KHONG MONG MUON CUA THUGOC
(ADR)

- Chuong trinh nghidn ciu Bm sing cda pregabalin cé sy
tham gia cia hon 12.000 bgnh nhin sit dyng pregabalin,
trong dé ¢d hon 7.000 bénh nhin tham gia vio cde thir
nghiém mi doi ot thir nghidm md 40 ¢6 8di chimg gid
duge,
Bio cdo tic dung phy gip nhifu nhi: 13 chéng mit va budn
ngl. Cée tde dyng phy thudmg cd cudmg d9 tir nhe dén
trung blnh, Trong 14t cd cdc nghin ciru ¢é kigm sodt, 1y 1¢
ngumg thubc do 14 dyng phy 13 14%% d6i v&i bénh nhin
nhin pregabalin va 5% @81 voi bénh nhén thin gia duge.
Cic 1de dung phy phd bidn nhit din dén ngung thude
nhém didu trj bing pregabalin & chong mit va bubn nge,
Cic tic dyng phy duge ligt ke ciing ¢d thé ca lién quan
céc téc nhin piy binh va thude ding ddng thii,
- Ngodi ra, te dyng phy thutmg gip (= 17100 va <1/10)
duge bio cdo trong mfit phin tich tdng hep cde thir nghidm
1&m sdng voi pregabalin duge ligt ké bén dudi.

i : Tam trang phén khich, gidm ham
mubn tinh dyc, khé chiv, mét phuong hudng, mit ngd,

i n kinh: Dj cim, mét tri nho, an thin,

i i : Moo mira, diy hai, chudng bung.

Ré&i loan he sinh sin: R&I logn cuong duong.

Eﬁ}'_]ﬂu_ghmg; Cim gifc say nugu, ¢im lhﬁy oht thurdme.
Kinh nghigm l5im siing
Cic téc dyng phy sau diy di duge bio céo trong qud trinh
luru hdnh:

Réi loan hé mifn dich: Phit mach, phin tmg dj dng, qua
min cim. '
i inh: Mhwre diu, mit ¥ thire, suy gidm
tinh thin.

Réi lpan tim mach: Suy tim sung huyét.

Rdi loan mat Viem gidc mec,

Ri loan tidu hoa: Bubn ndn, tiéu chily, sung ludi.
Bg: i loan chung: MEét moi.
i vi i da: M3t sung, ngia.

Réi loan da vi ¢ie md dudi da
Réi loan thin vi tif nidu: BI viéy,
Réi loan vi v b sinh sin: Chimg vl 10 & nam,

dp v ic: Phi phii,
Bét thuimg trong xét nghi¢m 1im sing
Pregabalin khéng biét ¢6 can thigp vio bit ky xét nghiém
ndo hay khong, Mot sb thay abi trong xét nghi¢m 1m sing
di duge ghi nhin & bénh nhin ding pregabalin.
Hurémg dén clch xir i ADR
Nén nzune thude vi tham vin ngay voi bée s dibu i
QUA LIEU VA CACH XU TRI
Trifu chimg

i
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Trong mQt tnrémg hop qué lidu 12n ddn 15 g, khong thiy cé
téc dung phy khong mong mudn duge bdo cdo. Theo kinh
nghiém 14m sing, cdc tic dung phy phd bién nhit duge
quan sit thiy khi qud lifu pregabalin bao gdm rdi logn cim
xie, budn ngd, rdm cam, lo u va b chdn.

X tri

Khéng co thude gidi dc dic higu cho pregabalin,

Xir tri qud lifu pregabalin nén bao gbm di%au trj trifu chimg
v& éip dung céc bign phdp hd trg.

Xem xét vige diing than hoat tinh trong trrdmg hep qud lidu
dudng ubng. Than hoat tinh cd hifu qud nhit khi duge

wa.c
pIRUC

G M

uc TRU&_’NG
NG PHONG

A Hang

ditng trong ving mét gidr sau khi u&ng qud lidu, & nhitng
bénh nhan médt ¥ thire hojic phan ing ndn bj suy gidm, cin
xem xét vide sir dung than hoat tinh qua dng théng mili da
day.
Thim phin mau cé thé hiru fch & nhimg bénh nhin nhifm
ddc hojc nhimg ngudi b suy thin nang. Thim phin miu
ding céch s& thii il ding ké lugng pregabalin (khoing
50% wong 4 gitr). Gy ndn khing duge khuyén khich vi cé
kha niing gly suy nhuge cho thin kinh trung vong v giy
co gidt.
Tp. HCM, nghy /7 théng { niim 2016
KT. TONG GIAM BOC
PHO TONG GIAM DOC (KH /CN) /£~
T

b



