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TO HUONG DAN SU DUNG THUOC

https://vimagicomtdrug/

bdn theo dom

Bpe K heedrg din siv dung tricde khi ding
xa thm tay cda iré em
Thing bdo ngay clio bde 5§ hefe diege 5P nhitng tdc dung khéng mong mudn gip phii khi siv dung thude

A HUONG DAN SU DUNG THUOC CHO NGUOT
BENH

THANH PHAN, HAM L'IJ'Q'\G CcUA THUOC

= Pregabalin... o 15 mg

= T4 duge vira di.. . 1 vién

(Tink bgt bién :fn.‘r ce."u!ose vJ l!n.ﬁ J'hé 10! lale, magnesi
stearat, hypromefose 606, polvethylen glveol 6000, fitan
dioxyd, sunset yellow lake)

MO TA SAN PHAM
Vién nén trdn, bao phim mau cam, hai mft khum, canh vi
thanh vién lanh lgn,

QUY CACH DONG GOI
Hop 03 vi x 10 vign
Hop 10 vi x 10 vién

THUOC DUNG CHO BENH G

Vién nén bao phim Demencur 75 duge ding dé ;

- Biéu te] dav thin kinh & ngudi 1én.

- Burge chi dinh nhy litu phdp hd trg trong ding kinh cue
b e hay khong két hop didu tri tdng quét & ngudi lén.

NEN DUNG THUOC NHU THE NAO VA LIEU
LUONG

Crich diwg

Diing dudng uéng.

Thude €6 thé duge ubng cing thire an hojc khéng.

Liéu fiegng

Newedi g

Khoi ddu 75 mg x 2 Fin/ngdy. C6 thé ting lén 150 mgx 2
Iin-‘r:ED&y sau 3-7 ngdy, i da 300 mg x 2 lin/ngdy sau tulin
'I-C e

- Ban thim kind

* Bidu trj pregabalin c6 thé duge bit ddu véi lidu 75 mg x
2 lin/ngay.

* Dya trén dp img cla timg bénh nhén v kha ning dung
nap, litu lugng c6 thé tang lén dén 150 mg x 2 lin/ngay
sau 3-7 ngay v néu cdn thiér, dac 16i lidu 16i da 14 300 mg
%2 Hningay sau tuln ké tifp.

= Dgng kinh

* Didu Irj pregabalin c6 thé duge bit diu véi lidu 75 mg x
2 lin/ngdy.

* Dya uén dap img cﬂa timg bénh nhin va kha ning dung
nap, lidu lugng cd; l'h+. tang lén dén 150 mg x 2 Hin/aghy
sau 3-7 ngly vd néu cin Ihléh dat 161 1idu 161 da 12 300 mg
* 2 HnMnghy sau tudn ké tidp.

Newme Pregabalin

Theo kinh nghidm ldm shng hién tai, m.u phii ngung
pregabalin, khuyén cdo 1a nén ngung thude tir tir trong it
nhat mot wilin.

Bénh whin suy thin

Litu ding cho ngubdi bénh suy thin duge thye hifn theo
¢hi dinh cia bde 57 didu tr],

Bénh nhdn suy gan
Khiéng cdn didu chinh lidu trén' b:';nh nhén suy gan.
Sir dung 0 1ré 5 thanh thié
Sy an todn va hifu gu& ciia pregabalin trong difu trj dong
kinh hofc dau do thin kinh & bénh nhin dudi 18 wéi chua
duge thiét 1ip.
W1 vily khéng sir dung thube cho tré em dudi 18 wbi.
i g ]

Khéng cdn didu chinh lifu cho bénh nhin lén twdi, trir khi
chirc ning thiin cda ho bj suy gidm do tdn thuong.

KHI NAO KHONG NEN DUNG THUOC NAY
- Qui min v6i pregabalin holic bit ki 14 duge ndo cia thude.
- Phy nit dang cho con bd.

- L4 xe hay vin hinh miy mbe,

TAC DUNG KHONG MONG MUON (ADR):
- Téc dung phu gip nhidu nhit 1A chong mit vi bubn ngo.
Céc tdc dyng phy thubng 6 cudmg df tr nhe ¢én trung
binh.
- Mgodi ra, tdc dung phy thudng gip (= 17100 v& <1/10}
duqc ligt ké bén dudi.

an_t : TAm trang phéin khich, gidm ham
mubn tinh dyc, khd l:h|u mét phuong hurdmeg, |115:ngq!1

k Di I:E:m. mét tri ahd, an thin,

Réi loan hi thiin kinh:
Ri Joan tigu héa: Non mira, diy hoi, chudng bung.
W Rdi logn cuong duong,
hung: Cam gide say rugu, cdm thay bht thurdmg,
Kinh nghi¢m lim sing
Cée tde dyung phy sau diy di duge bio cdo trong qud trinh
luru hanh:
Edi loan hé mifn dich: Phi mach, phin tng dj tng, qui
min cﬂm
. Whire diu, mét § thire, suy gidm
tinh thin.
R&i loan tim mach: Suy tim sung huyér.
Réi loan milt: Viém gitc mac.

Réi loan tiéu hda: Bubn ndn, tiéu chiy, sung ludi,
Réi loan chung: Mét moi.

Réi loan da vA cde md dudbi da: Mt sung, ngira.

Réi loan thiin vA tidt nidu: B tieu.

gg: :33 g g E fgih :sln! Chirmg vii to & nam.

i vi : Phit phéi,

Bit thudng trong m'.-t nghigm Em sang
Pregabalin khong biét e can thiép vio bit ki x& nghiém
nao hay khong. Mot sé thay 4di trong xét nghiém lim siing
d& duge ghi nhin & bénh nhin ding pregabalin.
NEN TRANH DUNG NHUNG THUOC HAY THYC

PHAM Gi KHI PANG SU DUNG THUOC NAY
Chn thong bio voi bic s§ hoje duge sT cde thube khic




dang sir dyng hodc wira sir dyng khi didu trj véi
Demencur 75, vi:

- Pregabalin lm ting :hhtl-p&r}( [IN mas

ning vin djng gy ra bdi oxycodon.

- Pregabalin c6 thé ting tic dung cia ethanol vA
lorazepam.

- Suy hb hip vi hén mé cb thé xay ra & bénh nhin ding
pregabalin v cdc thude gidm dau thdn kinh trung wong
khde.

- Gidm chire ning hé tiéu héa dudi (vl dy: the rudy, lidt
rul, tho bon) khi pregabalin duge ding chung véi cdc
thubc ¢4 giy tho bén, ching han nhu thude gidm dau
opioid,

CAN LAM GI KHIMQT LAN QUEN KHONG DUNG
THUOC

Néu quén thude, cin phii vbng ngay khi nh¢ ra, cdng sém
cing 16t vA tiép tue lai lich ubng thude binh thusmg, Néu
nhé ra lidu ding @2 quén tai thoi didm lidu ké tép thl bo
qua lidu d3 quén v& thyc hign tifp theo ding lich udng
thude dang c6. Khong duge bu lidu 43 quén bing cich
wdng lidu glp doi.

CAN BAO QUAN THUOC NAY NHU THE NAO

Giit thude ndy xa thm tay clia tré em. Béo quidn thudc & noi
khé, nhigt 4 khdng qua 30 °C, trdnh dnh séng. Khéng sir
dung thube ndy sau khi hét han sir dung duge ghi rén bao
bl.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG
THUOC QUA LIEU

Trong mt trirémg hop qué lidu lén dén 15 g, khéng thiy c6
tic dyng phu khong mong muén duge bio cdo. Theo kinh
nghiém lim séng, cdc tie dung phy phd bién nhit duge
quan sat thiy khi qué Hiéu pregabalin bao gdm rbi logn cm
xiic, budn ngt, trdm cam, lo 4u v2 bdn chén. .

Tuy nhién, ngudi binh cin 1ip tirc be cho bic 5T & duge
theo d3i vd ¢6 bign phip x& 1y kip thi khi cin thid,

CAN PHAL LAM Gl KHI DUNG THUOC QUA LIEU
KIIUVEN CAOQ

Trong truimg hep qué 1idu, ngubi bénh cin dén gip ngay
béc <1 holic ede corsdr y tf gdn nhit,

NHUNG DIEU CAN THAN TRONG KHI DUNG
THUOC NAY

Ciie il trgng edn thin teong khi ding thiede

Ting ¢in

Theo kinh nghigm Iam sdng hién tai, mot s§ béah nhin ddi
thio dudng ting ¢dn khi diéu trj pregabalin ¢é the cin phili
didu chinh lidu cia thude ha duemg huyét,

Phidn dog qud min

Nén ngung pregabalin ngay lip tie ndu c6 cdc trifu chimg
el phi mach, chiing han nhu sung & mat, quanh miéng,
hojc duimg ho hiip trén.

Chéng mit vi budn ngi

Pregabalin giy chong mjt vi budn nlgﬂ. Ciing 42 ¢ béo
¢ho va tink trang mit ¥ thire, nhdm |An va suy gidm 13m
thin.

Hinh vi vi § nghTuy tir

Thube chbng déng kinh (AEDs: Amtiepileptic Drugs), bao

thsmmm luy o suy nghi hodic hanh vi g
A n dc nay v6i bit ky chi dinh didu

irj ndo. Bénh nhin diéu v bdt ky thubc AEDs cin duoe
theo dai cdn thin bdt ky ddu hidu cia sy xudt hign hodie xdu
di cila bénh trdim cam, § ngh holic hanh vi ty & vivhotc
nhiing thay d&i bt thudmg trong tdm trang hode hinh vi.
Lam dyung va phy thuje thude

D1 ¢d bdo cdo trong qué trinh leu hinh vé vige lam dung
thube dbi véi pregabalin, Tuong tw nhu bit ky logi thude
€0 tde dung tén hE thin kinh trung womg, bénh nhin nén
duge dinh gid cdn thin vé qué trinh lam dung thube vi
quan s&1 cde diu hi{:n ctia lam dung pregabalin (vi dy nhu
sy dung nap, ting lidu, hinh vi tim kiém lhué:)

Ngung thube

Sau khi ngung pregabalin trong difu 1rj ngin han w4 dai
han, céc trifu chimg cal pregabalin duge quan sdt thdy &
mijt sb bénh nhin nhu: mit ngl, nhire dﬁu. bubn ndn, Io
ling, nhifu md hai va tidu chiy.

Suy tim sung huyét

Mic db chua thiy cé mbi lién h¢ gifra vide st dung
pregabalin véi suy tim sung huyér, nhung d3 cé bdo cdo vé
suy tim sung huyét xdy ra & mit sé binh nhin ding
pregabalin, nén cin sir dung pregabalin thin trong & nhilng
bénh nhin suy tim hofic ¢ bénh mach mdu ngogi bidn,
Giim thi hye

Kinh nghi¢m trong qud trinh luu hinh v6i pregabalin d@
béo cdo vé tinh wrgng hinh 2nh bj mé thodng qua vi nhing
thay dbi khac trong thi lye, Noung pregabalin cé thé 1y
khoi hojie cai thién cdc tri¢u chimg thj gide ndy.

Phi mgeh ngogl vi

Phii mach ngoai vi khéng li¢n quan 61 nhing thay ddi
trang cic x€ét nghi¢m suy gidm chic ning gan, thin, DU
ligu v& vige sir dung pregabalin cho bénh nhén suy lim
sung huyét con han ché nén cin 30 dung thin trong
pregabalin & nhitng bénh nhin ndy.

Ting eap creatin kinase

Bidu tj véi pregabalin cb litn quan i vide wing cao
creatin kinase.

M¥i lién quan giira bénh co vit pregabalin chua duge hidy
18 vl con cé cic yéu td khic cd the gy ra hofic gop phin
vio ting creatin kinase vA tifu co vin. Nén ngung
pregabalin khi nghi ngd cd bénh co hodc néu ndng ¢
creatin kinase tang cao rd rét,

Sir dyng & ngudi cao tudi (> 65 whi)

bidu trj pregabalin cd lign quoan dén chong mdt vi bubn
ned, ¢4 thé lam ting sy xufit hign cda chiin thuony do ai
nan (1é npl) rong nhom nguii cao Lud,

Theri kp among frai

Pregabalin chua dugc nghién ciru & phy nit mang thai vd
pregabalin khdng nén st dung trong khi mang thai trir khi
lpi fch cho me & rhng vugr qud nguy co tidm dn ddi vei
thai nhi.

Thid kP cho con bii

Thude tift vao sta me; VI vy, khuyén cho khing nén cho
con bt & phy nit dang ding pregabalin,

Tiic ding ciia thube ki 1di xe, vin hinh miy mée
Pregabalin ¢é thé gy chéng mit vi bubn ng; do dé ¢4 thé
inh hudmg 161 khi ning 14 xe hay vin hinh may moe.

[ PRI AN

-



Bénh nhin dwge khuyén khéng nén l4i xe
mée phirc tap khi dang d}ﬂt?g /
KHINAO CAN THAM VAN BXC'SY, DUQC Si

- Cin thong bio ngay cho bdc sy hodic duge s7 bét ky
nhing ti¢ dyng khéng mong mubn ndo xdy ra trong khi
ding Il}uécj ké ¢é nhimg tac dyng phy khéing duge ligt ke
mye TAC DUNG KHONG MONG MUON

- Bang sir dung thudic khdc déng thoi

- Bang hojic cé dy djnh mang thai hejic cho con bt

Néu ciin thém théng tin xin héi ¥ kidn bdc 59 hoge diege s7

HAN DUNG CUA THUOC
36 thang k& tir ngy sin xuit

Sdn xudt tgi:

Pk Al e 14 Ty v
CTY CO PHAN DUQC PHAM $AVI ( SaVigharm J.5.¢)
Lo Z.01-02-03a Khu Céng nghidp trong khu ché xudt Tin Thula,
Phutmg Tén Thudn Bong, Quin 7, Tp Hé Chi Minh.

Bién thogi : (84.8) 37700142-144

Fax : (84.8) 37700145

NGAY XEM XET SUA DOl CAP NHAT LAI NOI
DUNG HUONG DAN SU DUNG THUOC:

in hinh may

viras

. mfdwﬁ faw SU DUNG THUGC CHO CAN

DUGC LYC HOC
Co ché tic dyng
Cée nghién ciru in vitro cho thiy pregabalin lién két voi
tidu don vj protein 62-8 cla kénh calei mang dién trong hé
thin kinh trung ong, thay thé [3H]-gabapentin. Hai din
chimg cho thy sy gin két ela pregabalin & vi tri a2-8 12
cén thiét cho téc dong giam dau va chéng co gift trén ding
vit: (1) Nghién ciru val ¢dng phin hiru trifn khing cé hoat
tinh va cde din chit ¢ chu wric khe cia pregabalin va (2)
Nghién ciru pregabalin trén chudt nhit do1 bidn véi kha
ning gin vio cde protein «2-5 kém.
Ngodi ra, pregabalin lam gidm phéng thich mdt s& chit din
truyén thin kinh, bao ghm glutamai, noradrenaline,
serotonin, dopamin vd hgp chit P. Tim quen trong cii
:héilng téc dfng ndy rén [3m sing cia pregabalin chua duge
igt.
Pregabalin khdng €6 4i lyc vdi cde thy thé tiép nhin hogc
¢éc ddp {mg gln véi tic dyung coa mjt sb thube thudmg sir
dung trong diéu trj ddng kinh hofic dzu. Pregabalin khdng
weng tic véi cdc chit e ché GABA, hojc GABAg:
Pregabalin khong duge chuyén héa thanh GABA, hojc
chit e ché GABAg; Pregabalin khdng phai 1 mdt chit irc
ché sy tgo thinh vi phin hiy cia acid gamma-
aminobutyric (gamma-aminobutyric acid: GABA).
Pregabalin ngin ngira cic tic ddng lién quan dén con dau
trén md hinh dong vit voi dau thin kinh v dau sau phlu
thuit, bao gﬁm tdng cim gide dau va dau do kich thich.
Pregabalin cing cho thiy c6 hopt tinh wén déng vit diing
kinh, bao gbm ¢ng kinh do séc dign co dudi & chudt nhit
hofic chudt céng. dong kinh ngudng rung gift vai
pentylenetetrazol, com ddng kinh hanh vi vi dién d6 &
chuft duge kich thich ving hdi mé,

DUQC BONG HOC

Dugc dong hoc dn dinh cia pregabalin 1a twong tv nhy
nhau & ngudi Unh nguydn khie manh, ¢ b§nh nhin bj djng
kinh dang ding thudc va binh nhén bj dau man tinh.

Hip thu

Pregabalin duge hip thu nhanh khi wlog loc bung doi,
ndng ¢ dinh trong huyél: tuony dat duge sau 1 gil trong o
ding lidu don vi lidu da. Sinh khi dyng dudng ubng cia
pregabalin khoidng hon 90% va dic lip voi iifu. Sau khi
ding liéu 13p lai, trang thai én dinh dat dugce trong vong 24
dén 48 gitr. Ty 18 hip thu cia pregabalin giam khi ding
ciing véi thirc 3n din dén gidm C.., khoing 25-30% vi
kéo dii T dén khodng 2,5 gid. Tuy nhién, sir dung
pregabalin cting véi thirc &n khéng c0 dnh hudng ding ke
ndo vé mit lim sang ¢én mire d hip thu cia pregabalin.
Phiin b

Trong céic nghién ciu tifn 18m sing, pregabalin duge
chimg minh 1A d ding vugt qua hing rio mdu ndo & chuit
nhit, chudt ebng v khi. Pregabalin qua duge nhau thai ¢
chuft cﬁng vh hién di¢n trong s@a cla nhiing con chufi
céng dang cho con bi. O ngudi, thé tich phin bd cda
pmgaba!'in sau khi ubng khoang 0,56 litvkg. Pregabalin
khong gan két voi protein huyét wong,

Clhuyén lida . .
Pregabalin dugc chuy.‘:n hoa khong dang ke trong co the
ngudi. Sau khi ding pregabalin ¢d gin phéng xa dénh diu,

la

D2

Ii=
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khodng 98% duge tim thily tro
dang chira chuyén héa. £4c d
pregabalin 1 chd chuyéh?
tim thiy trong mude tidu, chidm
nghign clru tién 13m sing, khong thiy ¢6 ddu hitu nao v
sy bién ¢6i pregabalin ddng phin 13 i thanh déng phan
hiru irién,

Thif trie

Pregabalin duge thai o khéi he win hodn ¢hd yéu do bai
tiét qua thin duéi dong khong chuyén héa. Pregabalin ¢6
théri gian ban thii trung binh 12 6,3 gid. DY thanh thii
pregabalin huyét nromg va thanh thai thin ty 1§ thuin voi
dj thanh thai creatinin. B§ thanh thai pregabalin b gidm &
bénh nhin suy thin.

Tiah tupén tink / khéng supén tink cia diege diing hpe
Duge dgng hoe cda pregabalin 13 tuyén tinh trong khoding
lidu khuyén cdo hing ngdy. Khodng bién thién cia duge
diing hoe cia pregabalin 12 thdp (<20%). Céc djc tinh duge
dong hee da liku b thé dy dodn tir cée di¥ lifu cia don
lidu

CHI BINIT

Dau thin Kink

E'rcg.nbaiiu duge chi djnh didu trj dau thén kinh & ngusi
on.

Bing kinh

Pregabalin dirge chi dinh nhir lidu phip ha try trong ding
kinh epe O ot hay khong két hop didu i Wng quat &
ngudi lim.

LIEU DUNG VA CACH DUNG

Cieh dimg

Ding dudmg ubing.

Thude cb thé duge udng cing thire &n hodic khong,

Liju ditng

Nguedi Im

Kl ddu 75 mg x 2 lin/ngdy, C6 thé ting lén 150 mg x 2
linfngay sau 3-7 ngdy, 1i da 300 mg x 2 lin/nghy sau win
ké tidp.

= Daw this kieh

* Didu trj pregabalin ¢6 thé dupe bit diu voi lidu 75 mg x
2 lngay,

* Dya trén ¢dp tmg cla timg bénh nhin vi khi ning dung
ngp; lidu lwgng c6 thé wing 1&n dén 150 mg x 2 lin/ngdy
sau 3-7 ngdy vi néu cdn thiét, dat tdi licu t4i da 13 300 mg
x 2 lin/ngly sau win ké tidp,

* V| bitnh ddi thio dudmg thudmg phire tap do di cing voi
bénh thin, bénh nhin bj bénh 1y thin kinh ngoai vi do dai
thio dubmg néa duge dinh git vé mire 83 suy thin tnrée
khi bt ¢du diing pregabalin va difu chinh liéu lugng thich
hop.

* Hi¢u qui cta pregabalin trong difu trj dau thin Kink
khéng dirge ddnh gid trong cde thir nghifm 1am sdng <6
kifm sodt vgi thoi gian didu trj d&i hon 12 tudn, Nhing rii
ro vi lgi fch cta difu tri cho mt bénh nhin eln duge ddnh
gi trude khi md rgng didu trj 14w hon 12 tudn,

- Djng kind

* Bitu trj pregabalin ¢6 thé duge biit ddu véi lidu 75 mg x
2 lin/ngdy,

* Duya teén ddp img ¢la timg blinh nhin va khd ning dung
wiap, héu lugmg ¢b thé tang 1&n dén 150 mg x 2 Hn/ngdy

nude tidu 18 pregabalin &
xuft N-methyl hoa cia

S AR S| CORLILET

sau 3-7 ngdy vé néu cln thidt, dot 161 lidu téi da 14 300 mg

icg.
ng ddi néng 45 pregabalin huyét
weong trong Khi didu i Pregabalin khéng lam thay déi

ndng 4§ huyét tuong cia cde thube chéng co gift thuémg
ding. Tuomg ty nhu vy, cc thude chng co gift thutmg
ding khong 1am thay ddi ndng 89 pregabalin huyét wong.
Fi "
Theo kinh nghi¢m I8m sang hign tgi, ndu phii ngung
pregabalin, khuyén cdo 12 nén ngung thude tr tir rong it
nhdt mft tudn.
Binh nhdn siy thin
Pregabalin duge dio thai khoi bé win hoan cha yéu qua
thin dudi dang thude khang chuyén hda. Vi dé thanh thai
pregabalin ty 1§ thulin véi d thanh thai creatinin néa phai
gidm lifu & nhimg bEnh nhin sey thin vi lidu phy thude
theo df thanh thai creatinin (Cleg) & bimg ¢4 nhdn, thé
hign ¢ bing 1 xdc djnh theo edng thire saw:

CLgg (mU/phiit) = [140 = wdi (ndm)] * Cin nfng (kg)/ (72
* creatinin huyét thanh (mg/dL))
{* 0,85 1 h¢ 56 diing cho bénh nhin nir)

Pregabalin dugc lopi bd higu qud khai huyé tuong bing
chay thin nhin tao (logi 50% thubc sau 4 git),

P véi bénh nhin dang chay thin nhin 1o, lidy
pregabalin hang ngay phii duge difu chinh dya trén chire
nang thin, Ngodi cie lifu hing ngdy, lifu bd sung nén
duge dua ra ngay suu mdi 4 gitr chay thin nhin tao (xem
bing 1),

Bing 1. Bicu chinh licu pregabalin theo chire nfding thin

Thanh thai Liu hang nghy clia pregabalin

creatinin § Ché d¢

(Cleg) Liéu khoi ddu | Lidu 1oi da lidu

(mlL/phit) (mg/nghy) (mg/ngdy)

=60 150 600 BID
_ QD hay

30 -60 75 300 BID
= = QD hay

15-30 25 -50 150 81D

<l5 25 75 QD

Licu 'bf sung

cho thim Liu

phén méu 35 e don +

(mg)

BID = chia hai lin/ ngly

QD = litu dom hing ngdy 3

. Tﬁgg liku mBi ngdy (mg/nghy) c6 thé chia udng theo ché

43 ligu

+ Lidubd sung la lidy dom duge ding thém

Bénk nhdn swy gan

Khéng cin diku chinh lifu irén bénh nhin suy gan.

r dung o trd em va thanh thidu i
Sy an todn vA hiu qui cda pregabalin trong dibu trj déng
kinh holic dau do thin kinh & bénh nhin dudi 18 wdi chira
durgre thidt lp.

i diing ¢ newdi cad edi = 63 1udi)
Khéng cin difu ebinh Béu lwgng cho bénh nhin lon wdi,
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miig s+ NILLPS T IVITHS.

CHONG CHI BJNH

- Qui min véi pregabalin hode bt k¥ 14 duge nio cia
thuoc.

= Phy nir dang cho con bil.

- Lii xe hay vin hinh may méc.

CAC TRUONG HQP THAN TRONG KHI DUNG
THUOC

Cide tinl tegng cin thin trpng khi ditng thide

Tang ¢in

Trong cic nghién cin: ¢6 ki¢m sodt, 1Ang cin xdy 1a thutmg
xuyén & nhitng bénh nhin duee didu 1 pregabalin o véi
phimg binh nhin duge nhin gid duge. Pregabelin lm ting
cin eé litn quan dén lidu vA théi gian tidp xic, nhumg
dwémg nhyu khing <& lién quan t6i chi s co si BMI, gidi
tinh hay toi te. Theo kinh nghi§m 13m sing hifn 13, mit
sé bénh nhin d4i thio dudmg ting cin khi didu i
pregabalin ¢é thé cin phii difu chinh lidu cha thuc ha
duémg huyér.

Phin iag qui min

B ¢6 bo cdo vé phan tmg qué min trong qué trinh luu
hinh, ké ci truémg hgp phd mach. Nén ngung pregabalin
ngay lip tite néu oé ce trigu chimg cda phil mach, ching
han nhu sung & medt, quanh migng, hofic duémg hd hip trén.
Chéng mit vi budn ngi

Pregabalin gdy chdéng mit vit budn ngd. Trong cic nghién
ciru ¢6 kidm sodt, chdng mat vi bubn ngd thudmg xult hién
ngay sau khi sir dyng pregabalin vd Xy ra thubng xuyén
hem & Jidu cao hon, Chéng mit vi budn ngt 14 nhing tic
dyng phu thudng gip nhit din dén ngung thube (4% mdi
trubmg hop) 1l che nghién ciu cd kiém soft. Trong che
nghién i ngln han c6 kifm sodt, nhilmg bénh nhia dugc
diéu 1] bing pregabalin 43 thong béo nhing tde dyng phy:
chéng mit kéo dai dén lidu cudi cing & 31% bénh nhan va
tbudn ngt kéo dai cho dén lidu cudi cling & 469 bénh nhin,
Cilng 43 ¢6 bdo cdo vé tinh trang mit ¥ thire, nhim 1dn va
suy giam tim thin.

Hanh vi vh ¥ nghi by tir

Thube chéng dng kinh (AEDs: Antiepileptic Drugs), bao
gfim pregabalin, Jim ting nguy co suy nghi hoje hinh vi ty
10t & bEnh nhin ding cée thubc ndy véi bt ky chi dinh didu
trj ndo. Bénh nhin didutri véi bt ky thube AEDs cin duge
theo doi cin thin bt ky déu higu clia sir xudt higa hofic xdy
di cim bénh trdm cam, ¥ nght hoje hinh vi ty B vivhole
nhitng thay d6i bt thudmg trong tim trgng hojic hanh vi.
Kidm soft @png kinh khi dimg don litu

Chus ¢6 che 0t Tidu dliy @b vé vige ngung két hop véi cic
thude chng dgng kinh khic. Ngay khi dat duge kitm soft
con Q0ng kinh voi pregabalin trong diéu trj két hop, cin
xem xét 8¢ sir dyung dom tr ligu véi pregabalin.

Lam dyng vi phy thufe thuic

D3 c6 bio cho trong quéd trink lru hanh vé viéc lam dyng
thube 4i véi pregabalin. Tuemg tr nhu bit ky loai thube
c6 the dyng trén he thin kinh trung wong, bénh nhin nén
duge dinh gid cin thin vé qud trinh lam dyng thube va
quan st che diu higu eta lam dung g::gnbnlin (vi dy nhw
sir dung nap, ting liéu, hanh vi tim kiém thubc).

Ngung thube . y
Sau khi ngung pregabalin trong didu trj ngdn hen va dai
han, cic wigu chimg cal pregabalin duge quan sit thiy &

|_‘ mit s% b n. Cig swkifn sau diy ai dugc &8 cip dén:
../O‘ , lo ling, nhigu md hai va tity

chiy.

Suy tim sung huyn‘:l

Mic di chua thiy ¢6 mbi Titn hé gifia vige st dyung
pregabalin v&i suy tim sung huyét, nhamg di ¢é bio céo
trong quéd trinh luu hinh vé suy tim sung huyét xdy Ta &
mit sé bénh nhin ding pregabalin. Trong chc thir nghiém
ngin han trén bénh nhin suy tim holic ¢6 bénh mach méu
ngoai bién, khong thiy 6 méi lién hé r3 ring gira phi
ngogi biln v& bién chimg tim mach nhu cao huyét dp hojc
suy tim sung huyét. V1 cd ft dir ligu v& bénh nhin suy tim
sung huyét ning nén cin sir dyng pregabalin thin trong ¢
nhing b§nh nhin ndy.

Gidm thj lye

Trong ¢ie nghién ¢l cb kidm soft, mdt tf B cao binh
nhin didu trj véi pregabalin ¢4 bio c4o 14 nhln mt hon
nhifu so véi bénh nhin nhin gid duge. Trong da sb trutmg
hop, nhin mé s tr khoi khi tifp we ding thube. Méu nhin
vEn cbn bj mé, cdn xem xé vide tidp tue vA dénh pid didu
trj.

Kinh nghiém trong qud trinh luu hinh véi pregabalin d3
bdo cdo vé tinh trang hinh &nh bj m¥ thoéing qua vA nhing
thay d8i khde trong thi Iye. Ngung pregabalin ¢6 thé 1y
khéi hofic cai thidn cle tridu chimg thi gide ndy.

Pha mach ngogi vi

Trong cie nghin clu c6 kidm sodt, phit mach ngogi vi xay
ra thudmg xuyén hon & nhiing bénh nhén duge didu trj vdi
pregabalin 50 v&i bfnh nhin duge nbin gid dugc. Phir
mach ngoai vi khéng lién quan 16i nhimg thay ddi :m:E
cde xét nghifm suy gidm chire niing gan, thin, DI ligu
vige sir dung pregabalin cho binh nkin suy tim sung huyét
cdn han ché nén cin s dyng thin trong pregabalin &
nhimg bnh nhin ndy.

Thng cao creatin Kinase

bitu trj voi pregabalin ¢ lign quan i vife Hng cao
¢reatin Kinase. Lugng creatin kinase thay d0i trung binh so
véi gid te] nén 6 gid tri 181 da 14 60 UKL & biah nhin didu
wj pregabalin v& 28 U/L & <éc binh nhin nhin gid duge.
Trong tit ci cde thir nghigm cé ¢6i chimg trén nhitu nhém
bénh nhin, cé 2% bénh nhin nhin pregabalin va [%% bénh
nhin ding gif duge ¢4 cho gid trj ereatin kinase cao hom it
nhdt ba lin gidi hon trén cla mic binh thudng.

Trong thir nghifm 1m sang, nhimg a8 tugng nhin
pregabalin duge bio cdo 1 tiéu co vin. Méi quan hé gitta
bénh eo v pregabalin khing duge hidu rd vi e d6i tugmg
ndy con ¢6 cic ybu td khde o6 thé giy ra hode gop phin
vio ting creatin kinase vi tidu co win Win agumg
pregabalin khi chiln dodn hodie nghingld cd binh co hoje
néu ndng df ereatin kinase tAng cao 13 kL.

Sir dung & ngudi cao 1di (> 65 tudi)

Didu trj pregabalin cd lidn quan dén chéng mit vi budn
ngt, c¢ thé lim ting sy xuflt hign cba chin thuong do tai
nan (16 ngd) trong nhém ngudi cao whi.

i dyung cho phye niv ¢d thai vi cho con bi
Thet kp mang thai

Pregabalin chwa duge nghidn el & phy nit mang thai va
pregabalin khong nén sir dyng trong khi mang thai teir Khi
fgi fch cho me rd ring vugt qué nguy co tiém fn dbi voi
thai nhi.
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Trong mdt nghién clu & Chﬁl ng trude va say khi sink,
didu tj bing pregabalin din E‘éﬁg&/ﬁ? 194
i i an a

ciia chudt con khi (AUC) = ing 16i da & ngudl (
v lidu ti da 13 600 me/ngay). Sy phit tridn cda chudt con
khing bj &nh hudmg & mie gip 2 1in Lidu ding t5i da &
ngurdi.

Chuyén dg vir sink ng

Nhimg dnh hudmg cia pregabalin trén chuyén da va sinh
nd ¢ phy 0l mang thai khong r3. Trong mdt nghidn ciru
phis trién mrée vi sau khi sinh & chudt cdng, pregabalin
kéo dai thii ky mang thai va dé kho xdy ra khi AUC gdp
khodng 50 lin so véi mic lidu t8i da dy kifn & ngudi.
Nhimg biéu hidn nay khong quan sdt thiy khi AUC gdp
khotng 12 lin so véi lidu dy kidn & ngubi.

Thdi b cho con bi

Thude tift vio sia me; VI viy, khuyén cdo khang nén cho
con b & phy ni dang diing pregabalin,

Tiic Djng Cria Thube Khi Lii Xe, Vin Hanh Mdy Mde
Pregabalin o6 thé gy chéng mit v budn ngi; do d6 c6 thé
inh hudng 161 khd ndng 14i xe hay vin hinh miy méc.
Bénh nhin duge khuyén khéng nén 14 xe, vin hanh miy
méc phite pp khi dang ding pregabalin,

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

- Do pregabalin chd yéu duge bai tiét duci dang cé hoat
tinth vo nude tidy, mit lugng khong ddng ké duge chgyéan
héa (€ 2% cia lidu ding duge tim thiy trong nuéc tifu &
dang chuyén héa), khéng e ché chuyén hoi thube trén in
vitre v khong lign két w&i protein huyét tuomg, nén
pregabalin khng gay ra holic phii chiu cde tuong tde vé
duge ding hoc.

- Theo d6, rong cde nghifn iy Km sing in vive khing
iy €0 wong tde duge ding hoe o lién quan duge quan
sit thiy gida pregabalin i phenytoin, carbamazepin,
lumotrigin, acid  valproic, gabapentin, lorazepam,
oxycodon hay ethanol, }
Ngodi ra, phin tich duge djng hoc theo nhém ¢hl ra ring
bz logi tude thudmg duge si dung chung: thube trj d&i
ihto duimg dang ubng, thube lgi 1idu va insulin va vife
thudmg ding cdc thubc ching ddng kinh phenytoin,
carbamazepin, acid valproie, lamotrigin, phencbarbital,
tingabin vA topiramat khéng cé dnh hudng dang ki ndo vé
miit 1im sfing trén d thanh thai pregabalin. Tuemg tr nhy
viy, cde phin tich chi ra ring pregabalin khdng cé énh
huémg ding k& v& mjt 1m sang wén 4O thanh thii cia
phenytoin, corbamazepin, acid valproic, lamotrigin,
topiramat vi phenobarbital.

- $t dung ddng thdi pregabalin véi thubc wénh thai
norethisteron vihodic ethiny! estradiol khong thiy dnh
hudmg dén dirge ding hoc cia m{t trong hai thude trén.

- Trong che thir nghigm 1m sing cb ddi chimg, ding litu
da pregabalin ciing véi oxycedon, lorazepam hofe ethanol
khong gdy ra hju qui lim sing quan trong ndo vé ho hip.
Pregabalin 1am ting thém rbi logn nhin thie vi chire niing
vin djng giy ra boi oxycodon. Pregabalin ¢4 thé ting tie
dung ciiz ethanol vA lorazepam.

- Theo kinh néhax lim sing, g6 nhimg bde edo vE suy hd

.@@ﬂ}‘ mg g pregabalin vi cde thude
giam dau thin kinh trung derg khic,

- Cd nhiing bdo cdo trong qud rinh lwu hinh vé cdc vin dd
lién quan dén gidm chirc ndng ke tiéu héa dudi (vi du: the
rudt, 1igt ru, tdo bén) khi pregabalin duge ding chung voi
cic thubc cé gy téo bon, ching han nhy thubc gidm dau
opioid. Khong c6 cdc nghién cin oy thé vé tueng tic duge
ding hpe duge tién hinh & céc tinh nguyén vién khée
manh,

TAC DUNG KHONG MONG MUON cUA THUOC
{ADR)

- Chuong trinh nghién ciru 1m sing cda pregabalin cé sy
tham gia cia hon 12.000 bnh nhin s dyung pregabalin,
trong dé cd hon 7.000 b¢nk nhin tham gia vio cie thir
nghi¢m mi ddi cic thir nghiém mad 48 cd ddi chimg gid
duge.
Bo cdo téc dung phy gip nhidu nhdi 14 chéng mat v budn
ngi. Cic tde dyng phy thwdng cé cudmg dg tir nhe dén
trung blnh. Trong tit ¢4 cic nghién ciru ¢ kidm sodt, 1 1
ngung thubc do t4c dyng phu 1t 14% dbi v&i bénh nhin
nhin pregabalin va 5% 08i voi bénh nhén nhin gia duge.
Cée tic dyng phy phd bién nhit din dén ngung thabe i
nhém didu trj bing pregabalin 1 chong mae va bubn ngi.
Cie tie dyng phy duge 13§t ké cling ¢b theé ¢d lién quan tin
cde tic nhin gy bénh va thude ding ddng thiv,
- Ngodi ra, tie dyng phy thudng glip (= 1/100 va <1/10)
duge bio cdo trong mft phin tich tdng hop cde thir nghifm
1&m sing voi pregabalin duge ligt k& bén dudi.

i : Tém trang phén khich, gitm ham
mubn tinh dyc, khd chiju, mét phuong hudng, mit ngd,

i inh: Dj cAm, mft tri nhd, an thin.

Rbi loan tigu héa: Non mira, day hoi, chuéng bung.

Réi loan he sinh sin: Réi logn cuong duomg.

Bﬁ]’_]mghmg: Cim gific say nrgu, ¢im lh:ﬁy bt thurdmg,
Kinh nghigm Kim sing
Cic tée dung phy sau diy di duge bio cho trong qud trinl
luu hinh:

Réi loan he midn dich: Phi mgch, phin (mg dj img, qui
mén cam.
i inh; Nhire ddu, mit y thirc, suy gidm
tinh thin.

Réi loan tim mach: Suy tim sung huyét.

RAi loan mi: Viém gide mge.

R&i loan titu héa: Budn nin, tidu chdy, sung i,
Bg"' loan chung: Mé moi.
i vit 0 i da: Mt sung, ngia.

Roi loan da vit ede md dudi da
Réi loan thén vA tiét niéu: Bf tiéu.

v inh sin: Chimg vii 10 & nam,

Réi loan vit va hi sinh sin
R&i loan bé kip vi 1one nguc: Phil phéi.
Bit thutng trong xét nghigm lim shng
Pregabalin khéng bift ¢6 can thilp vio bat ky xét nghifm

ndo hay khong. Mot sb thay dbi trong xét nghi¢m lam sing
di duge ghi nhiin & bénh nhin ding pregabalin.

Hudémeg diin cdeh xir i ADR

Nén nzung thube vi tham vin ngay voi bac 51 didu tri.
QUA LIEU VA CACH XU TRI

Triéu chimg

i



Trong m{t trwémg hep quégidy 1én din 15 tng thiy cé diing trong vong mft gitr say khi ubng qué lidu. & nhing
tic dyng phy khéng monh%i?ﬁgo%z. “hmas @@W han tmg ndn bi suy giam, cin
nghiém lim sing, cic 14 dpng fmhp phé bién ugc ® “Rem %6 Vide s dyng ot tinh qua dng théng mii da
quan sdt thiy khi qué lidu pregabalin bao gm rdi logn cim day.

xite, budn ngfi, trm cim, lo Au va bén chin. Thim phin mau ¢6 thé hiru ich & nhimg binh nhin nhiZm
i tri N ) ) déc holic nhimg ngudi b suy thin ning. Thim phin miu
Khong co thube gidi dge dic higu '=h§ pregabalin. - diing cAch s& thai trir déng ké lugng pregabalin (khoing
Xem xét vige ding than hoat tinh trong trudmg hep qui lidu khi .nang gly suy nhuge cho thin Kinh trung uong va gy
duimg ubng. Than hoat tinh ¢6 hidu qui nhft khi dugc co gijt.

Tp. HCM, ngdy /7 thing ¢ nim 2016
5 Igr. TONG cmgi poC
PHO T GIAM DOC (KH ~CN)/£~
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