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Doc k§ hudng dan sif dung trudc khi diing

Rx Thuéc ban theodon

PREMILIN 75 mg

Vién nang cung

Thanh phdn

- Hogtchét:Pregabalin 75 mg.

- Td duge: Lactose monohydrat, finh bot ngd, magnesi stearat.

DWG lye hoe
Pregabalin I4 mdt chdt chéng co giat. Cd ché tac dyng chinh xac clia
pregabalin chua dugc biét. Gifng nhu gabapetin, pregabalin gan
manh vao tiéu don vj a8 clia kénh calci dién thé trong cac mb clahé
thdn kinh trung wong. Trén in vitro, pregabalin lam gidm phéng thich
(phu thudc calci) mdt s& chat din truyén than kinh nhu glutamat,
norepinephrin, peptid lién quan vai gen calcitonin (CGRP) va chdt P
bling cach diéu hoa chic nang kénh calci.

- Pregabalin khfng gén tryc tiép vao thy thé GABA,, GABA, hay thy
thé benzodiazepin, khdng lam tang dap lng GABA, trén céc ndron
nuéi cdy, khéng lam thay d8i néng do GABA trong ndo chudt, khdng
4nh hudng d&n sy tao thanh hay phan huy GABA. Trén céc ndron
nudi cly, sii dung pregabalin kéo dai lam tang mét do protein vén
chuyén GABA va tang tic 40 van chuyén GABA.

- Pregabalin khéng chen kénh natri, khOng cd téc dyng vdi thy thé
opiat va khéing Idm thay d8i hoattinh cla enzym cych

- Pregabalin khbng tac dung vai thy thé serotonin va dopamin. khéng
dc ché sy 18 tao dopamin, in hodc 1

Dugc déng hoc

- Hép thu: Pregabalin dugc hédp thu nhanh sau khi udng. Néng dé dinh
cla thube trong huyét tuong dat dugc sau 1,5 gid. Sinh kha dyng cla
pregabalin khi diing theo dudng ubng 2 90% va khang phy thufc vao
liéu. Thirc &n lam gidm ndng dd dinh trong huyét tudng khodng 25 —
30% va kéo dai thdi gian dat néng dd dinh trong huy#&t tudng khodng 3
gi¢ nhung khéng &nh huéing dén mic d hdp thu, Trang théi dn dinh
datdugc sau 1-2 ngay.

ven. Vi vy suy gidm chde nang gan khang dugc danh gia lam thay
d6ildn nbng dé pregabalin trong huyét tuang.

Chidjnh

- Ha trg trong diéu tri cac cdn ddng kinh cyc bé ¢ hay khang kém theo
cdc contoan thé thi phat & ngudi ldn.

- Réiloanioau.

- Bau thdn kinh lién quan d&én dau thdn kinh ngoai vi & bénh nhan dai
théo duding, dau thdn kinh sau bénh herpes.

Baudoxdco.

I.Iéu lugng va céch ding
Liéu lugng:

Béng kinh:

- Liéukhdiddu: 75 mg x 2 ldn/ngay.

- Tuy theo sy dung nap va dap ting clia tifng bénh nhan, cé thé tang
liéu lén 300 mg/ingdy sau 1 tufin, sau dé tang lidu dén 600 mg/ngay
sau tudn tip theo.

- Ligu duy tri hiéu qua: 150 - 600 mg/ngay, chia 2 - 3 ln/ngay

Adiloan lo du:

Ligu khdi ddu: 75 mg x 2 ln/ngay.

- Cathé ting liéu ting budiec 150 mg/tuéin dén t6i da 600 mg/ngay.

BDau thdn kinh:

Lidu khdiddu: 75 mg x 2 ln/ngay.

- Tuy theo sy dung nap va dap Ung cla ting b&nh nhan, cé thé tang
liu 1&8n 300 mg/ngay sau 3 — 7 ngdy, sau d6 tang lidu dén 600
mg/ngay sau tudn tiép theo.

Dau do xg eg;

- Lidu khdiddu: 75 mg x 2 1dn/ngay.

- Tay theo sif dung nap va ddp Ung cla tiing bénh nhan, cd thé ting
lidu 1&n 300 mg/ngay, chia 2 ln/ngay sau 1 twén. Co thé tang liu
dén 450 mg/ngay néu cén thigt.

Chinh lidu & bénh nhan suy than:

Biéu chinh liéu § bénh nhan suy gidm chiic nang thén hodc dang
duge thdm tach mau duge dé nghj trong bang sau:

Bang 1. Liéu cha pregabalin dya vAochiic nang than

QD = liéu don/ngdy, BID = chia 2 liéungay, TID =chia 3 liéungay.

- Phén bé: Pregabalin khéng gén vdi protein huyét tuong. Preg
la chét nén cho hé thiing vén chuyén L — cé vai trd véin chuyén cac
amino acid Ion xuyén qua hang rado mau ndo. Mic di khéng co di
liéu & ngudsi nhung céc nghién ciu tién lAm sang cho thay pregabalin
qua dugc hang rdo mau ndo trén chudt cBng, chudt nhat, khi; qua
dugc hang rao nhau thai va dich 1iét slia trén chudt ciing. Thé tich
phan bé biu kifn sau khi udng datkhodng 0,5 litkg.

Chuyén hod: Pregabalin dugc chuyén héa khong déang ké trong co
thé ngudi.

- Thai trir: Khoang 98% pregabalin dugc thai irlf qua nudc tiéu & dang
khéing chuyén héa. Thai gian bén théi trung binh 6,3 giér. Pregabalin
bjloai bé bdi thdm phan méu.

lam sang déc bigt:

- Ching tdc: Duge ddng hoe cla pregabalin thay ddi khang déng ké
theochling the.

- Gidi tinh: Céc thil nghiém 1&m sang cho thdy duge ddng hoc cla
pregabalin khiing co khac biét déng ké theo gidi tinh,

- Ngudi cao twdl (> 65 wéi): B thanh thai pregabalin c6 khuynh hudng

gi&m khi d6 tudi tang, phi hgp vdi viéc gidm dd thanh thai creatinin

theo d6 tudi. Cén gidm liéu & bénh nhén cé chic nang thén suy gidm
lién guan dén dé tudi.

Tré em: Dugc dong hoc clia pregabalin chua dugc nghién clu déy di

dtré em.

Bénh nhan suy than va thdm phdn médu: B thanh tha| pregabalin gdn

nhit {7 1& vdi dd thanh thai creatinin. Cén gidm liéu & bénh nhan suy

thén. Pregabalin dugc dao théi khdi huy&t tuang bing qua trinh thdm
phén mdu, sau 4 gid thim phén, néng dé huyét tugng gidm khoding

50%. Vivéy cén diéu chinh lidu d bénh nhaén dang thdm phan mau,

- Bénh nhdn suy gan: Khéng c6 nghién clu dude ddng hoc rd rang &
bénh nhén suy gan, Tuy nhién, pregabalin khéng dugc chuyén hoa
manh qua gan va dugc dao thai chl y&u qua théin dudi dang nguyén

Thanh thai Creatinin| Téng liéu Pregabalin hang ngay (Ché do trj lidu
(CLg) (mifphut)
Liéu khoi ddu | Liéu 15 da
(mg/ ngay) {mg/ ngay)
=30-<60 75 300 BID hogc TID
=15-<30 25 -50 150 QD ho#c BID
<15 25 75 QD
Liéu bd trg sau thdm tach mau
I 25 [ 100 T Cidu don
* Ligu bé trg 14 liéu ddn bé sung.
Céchding:

- Dung dudng udng, chia lam 2 — 3 n mdi ngay, c6 thé s dyng cung
ho#éc khéng cung voiblaan.

- Cén gidm liéu pregabalin tif tU trong it nh&t 1 tudn trude khi nglng s
dung thudc d€ tranh sy tang tdn sut ddng kinh nhu d6i vdi cdc thudc
chéng co gidt ndichung.

Chéng chi dinh
Qué mén cdm vdi pregabalin hay bat ky thanh phén ndo cia thudc.

Técdung phu
Phin ting di Ung xdy ra khi bit ddu diéu tr| vai pregabalin bao gém
phétban, myn nude, ndi mé day, khd thé, thd khé khé.

- Thudng gédp: Tac dyng phu thudng gap nhdt d& dugc bdo cdo 1a
chang mét, budn ngli, Céc tac dyng phu khéc bao gém: rdi loan thi
Ie, hoa mat, ting cdm gidc ngon miéng, tang can, mat diéu hoa,
chiing loan van ngén, run, ngd ljim, mé&t mai, phu né, giam tri nhd,
séing khodi, tdo bdn, khé miéng, nén mita, ddy hai, phi ngoai bién,
mét hosc gidm duc nang, rbi loan cuong dudng. MAt tap trung, r8i
loan tri nhd, didu phii bit thudng, matcan bing cling thudng xay ra.

- ltgap:ngét, suy tim sung huyét.

- Hiém gap: suy than co héi phyc, tang crealin kinase, tidu cd van. Hoi
chiing Stevens-Johnson cling d& dugc bao céo.

D& thuSc xa tdm tay cua tré em
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Poc ky hudng dén sl dung trudc khi diing

Théntrong

Phi mach, cé thé de doa d&n tinh mang va suy hd hép cdp cén dugc
diéu tri khén cép, da dugc bdo cdo trong sudt qua trinh giam sat d
b&nh nhan sau khi ufing iéu ddu tién va & bénh nhan diéu tr vai
pregabalin trong thdi gian dai. Bénh nhan ding thudc khac cé lién
quan dén phit mach (thude e ché men chuyén) cd thé ting nguy cd
pha mach,

Nating sl dyng pregabalin khi cé phan ung qua man xay ra, bao gbm
phi mach (mat, quanh migng, duding hé hép trén).

Ngiing thudic ddt ngbt gly tang tin sust co gidt, nhiing déu higu 18
thude thude nhu mat ngl, budn nén, nhic diu, tidu chay. Gidm lidu
pregabalin tif tif trong véng 1 tudn. C&n dénh gid bénh nhén vé tién
sl lam dyng thufic va theo ddi cdc triéu ching khi lam dung
pregabalin,

Tré em dudi 18 tudi, ngudi cao tudi.

Tang cAn: Pregabalin gay téng trong lugng co thé lién quan dén liéu
va thai gian ding thubc; luy nhién, tang can khiing lién quan dén chi
s6 khdi Iugng cd thé (BMI) trudc khi diéu tri, gidi tinh hodic tudi, va
cling khong do phii. Tuy trong nghién cdu ngén han c6 kiém soat,
tang cén khang két hgp vdi bign d8i lAm sang quan trong vé huydtap,
nhung téc dyng l&u dai v& tim mach chua dugc lam rd. Ngoal ra,
pregabalin khéng lam mat kidm soat glucose huyst.

Bé&nh nhan ddi thdo dudng bj ting can trong qua trinh didu tri voi
pregabalin cd thé cén phai difu chinh cac thudc chéng dai thao
dudng dang sif dyng.

Suy than da dugc bdo cdo khi diéu tri vdi pregabalin, trong mt s6
truding hop, tc dyng nay c6 thé ddo nguge khi ngung sii dung thudc.
Suy tim sung huy#t da dugc bdo cdo d vai bénh nhan dang diéu tr| vai
pregabalin, phén Idn & bénh nhan cao twdi cd chic nang tim mach
suy gidm va c6 thé mat di khi nging sif dung thudc. Cén than trong
khi sl dyung pregabalin & nhiing b&nh nhan nay.

Cdc thubic chiing co giat, ké c pregabalin thudng lam t&ng nguy co
6 suy nghi/ hanh vi ty sat. Do d6, bénh nhan cén dugc gidm sat chat
ch& vé cac biéu hién trdm cdm, khuynh hudng mutin ty sét, nhiing
hanh vi bét thudng trong qué trinh diéu tri va céin théng bao vaibac si
ngay khicdc d4u higu trén xu&t hign

Cdc &nh hudng dén thén kinh trung uong (chong mét, budn ngl, mat
¥ thie, 10 1&n, suy gidm tinh thdn): Pregabalin c6 thé gay chong mat,
bufin ngli nén 1am tAng nguy co gay ra cAc tal nan bt ngd (té nga) &
ngudi cao tudi. Cling 6 bdo cdo v& khd néng gay mat y thirc, b 1an,
suy gidm tinh thdn. B&nh nhan cdn dugc canh bao vé nhiing tac déing
trén.

Nhilng tdc ddng trén thi gidc: B co bao cdo vé cac tdc dung khéng
mong mudn trén thi giac (mét thj gidc, nhin md, céc thay ddi khac vé
dé nhay bén cla thi gidc), nhidu trigu ching chi bidu hién thodng qua
vé dugic cai thién khi ngiing st dung thuc.

Khong co di di ligu vé vidc ngling sl dyng thudc ching d¢ng kinh
khao trong ché do phdi hgp vdi pregabalin d& chuyén sang
pregabalin don tr liéu khi da kiém soat duge con ddng kinh.

Céc trigu ching khi ngifing thudc: Sau khi ngifng diéu trj vdi
pregabalin, cac triéu ching nging thudc co thé gap nhu mét ngl, dau
déu, budn nbn, mét méi, tiéu chdy, hoi chiing cim, céng thang, trm
cam, dau, tiét nhidu mé& hoi, chéng mal. Cén théng bao cho bénh
nhén vé van dé trén ngay khi khdi ddu tri liju. Céc con déng kinh
ciing o thé xay trong véa ngay sau khi ngling si dung pregabalin,
Trong diéu tri dau thén kinh trung uong do tdn thudng tdy sding, cac
tée dyng khdng mong mudn ndi chung, trén hé thdn kinh trung uong
va dic biét tinh trang bubn ngl gia tang. C&n cén nhéc khi si dung
pregabalin,

D& oo bdo cdo vé vige gidm chie ndng duding tidu hba dudi (the ruft,
tao ban) khi sif dyng pregabalin phdi hgp vdi cac thufic co kha nang
géy tao bon (thudc gidm dau opioid). Khi phéi hgp cdc thubic trén, co
thd cén bién phap ngén ngifa tdo bon, dic biét & bénh nhan nit va
ngudicao twéi.

Can than trong vdi cdc bénh nhén co tién s nghién thude. Theo dai
cac ddu hidu lam dung thude (nhu nhdn thudc, xu hudng tang liéu
hay hanh vi tim kigm thudc).

Céc trudng hgp bénh ndo da dugc bdo cdo, phan ldn xudt hién &
bénh nhén co cac bénh nguy cd.

Ché phdm Premilin 75 mg cé chia lactose, bénh nhan méc cac réi
loan di truyén hiém gap vé dung nap galactose, thifu hyt Lapp
lactase hay rdi loan hdp thu glucose — galactose khong nén sif dung
thuéic nay.

Tudng téc thudc va cdc dang tudng téc khac

Do pregabalin dugc thai tril chi y&u qua nudc fiu & dang chua
chuyén hoa, mdt lugng khéng déng ké dugc chuyén héa (< 2% cla
liéu ding duge tim thdy trong nude tidu & dang chuyén hoa), khéng
gén vdi protein huyét tuodng, pregabalin khéing tao ra Wuong téc, holic
bi tudng tac dugc déng hec vdi céc thufic chéng ddng kinh
(carbamazepin, lamotrigin, phenytoin, phenobarbital, valproat va
topiramat), thudc tri dai thao dudng (glyburid, insulin, metformin),
thudic lgitiéu (furosemid), thufic trénh thai duéing uéng.

Thuéc tic ché men chuyén: tang nguy cd phi mach khi ding chung
vdipregabalin.

Thudic chiing ddng kinh: T6e dé hip thu pregabalin c6 thé gidm nhe
khiding chung vdi gabapentin,

Thudc trj ddi thdo dudng: Tang nguy co tang can va phi ngoai bién
khi diing pregabalin vdi thiazolidindion.

Thud tc ché thdn kinh trung udng (opiat, benzodiazepin): ¢d thé dnh
hudng x&u dé&n hé m&n kinh trung udng (buén ngd).

Lo ‘ ‘t&ng thém rfi loan nhan thic va chic
néng van dﬁng khi diing phéi hop vdi pregabalin. Khéng c6 tac déng
Iam sang quan trong nao dén sy hod hip.

Qui liéu va cach xi tri

Céc déu higu cla vigc diing thufc qué liéu co thé bao gém réi loan
cam xic, ngl ga, tinh trang I 1An, trdm cim, lo 4u, bén chén.
Khoéng co tdc dyng khéng mong mudn ndo dudc bdo cdo trong
truéing hop qua lidu dén 15 g. Qua liéu pregabalin cdn tién hanh cac
bién phép bé trg o6 thé gém ca thim tach mau néu cén thigt,

St dyng thudc cho phy nii mang thai va cho con b

Thel ky mang thai: Chua c6 cac di ligu ddy di v& dung pregabalin
trén phy nit co thai. Nguy cd vé rii ro trén ngudi chua duge bidt. Do
vay, khéng ding pregabalin khi dang mang thai trif khi gl ich mang lai
cho ngudi me quan trong hon nhitng kha nang rii ro cé thé xay ra cho
thal nhi. SIf dung bién phap tranh thai cd hiéu qua cho bénh nhan niy
¢ khé néing thy thai trong théi glan ding thuic.

Thai ky cho con bu: Chua biét pregabalin c6 bai i€t qua siia me hay
khong; tuy nhién, thudic cd xuft hién trong sita chudt. Do vay, khdng
dugc nudicon bing siia me khidang di ng thusc.

Tac dfng cia thudc khi vén hainh thu xe, may méc

Pregabalin c6 thé gay chéng mat, buén ngd, réi loan thi gidc. Sit
dung thudc than trong khi van hanh tau xe, may méc.

Trinh bay

Hép 03 vix 10 vién nang cing. VIbam Al - PVC trong.
Hop 10 vix 10 vién nang cing. Vibdm Al— PVC trong.

Béo quan: Noi khd, dudi 30°C. Tranh dnh sang.
Tiéu chudn: Tiéu chudn cosd.

Han ding: 36 thang (k& 10 ngay sén xudt).
Luuy

Thudc nay chi diing theo don ciia béc si.

Khéng ding thuéc qué liéu chi djnh

Khéng diing thudc qué han diing ghi trén bao bi

Théng béo cho béc si nhiing tdc dyng khéng mong muén gép
phai khi si dyng thude,

Né#u cdn thém théng tin xin héi y kién béc si.
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Pé thudc xa tdm tay cla tré em




