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TO HUONG DAN SU DUNG

Bt? Thubc ké don
Vién nang cing
A nt ivic 75
DE XA TAM TAY CUA TRE EM
POC KY HPONG DAN SU DUNG TRUO'C KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC ST
HOAC DuQc si

KHONG DUNG THUOC QUA HAN SIF DUNG GHI TREN NHAN
THUOC NAY CHI SUF DUNG THEO BON BAC SI

THANH PHAN: Cho 1 vién nang ciing

Hoat chat:

a0 - (o[ RO UURU U U - A S
Ta dwoe: vira du 1 vién )
(Manitol, microcrystallin cellulose 102, magnesi stearat, nang sé 3 (d6 - trang))
DANG BAO CHE: Vién nang cing

MO TA SAN PHAM: Vién nang cting sé 3, ndp mau do, than mau tring, bén
trong chira bt thubc mau tréng dén tring nga.

CHI DINH:
- Phdi hop cing cac thude chéng co giat dé diéu tri ddng kinh cuc bd & nguoi Iom.
- Réi loan lo &u lan toa.

- Pau do nguyén nhan than kinh: viém day than kinh ngoai vi do dai thao
duéng, dau than kinh sau herpes.

- Pau co do xo hoa.

LIEU DUNG VA CACH DUNG:

*Téng lieu hang ngay (mg/ngay) nén duoc chia nhu chi dinh theo lidu ding
mg/ngay

+ Liéu bd sung la lidu don

BID: Chia 2 lan/ngay

TID: Chia 3 lan/ngay

- Bénh nhén suy gan: Khong can diéu chinh liéu cho bénh nhan suy gan.

- Tré em: D an toan va hiéu qua cla prebagalin cho tré em < 12 tudi va thanh
thiéu nién (12 - 17 tudi) chua dugc chirng minh, nén khuyén cdo khong st
dung thuéc cho dbi trong nay.

- Ngui cao (uéi (trén 65 tudi): Khang can higu chinh lidu & bénh nhan cao tubi
trir trrerng hop co suy giam chire nang than.

Cach dung: Pregabalin chi duoc ding duong udng, ubng cung hodc khong
cung thirc an,

CHONG CHI DINH:

Bénh nhan man cam vai pregabalin hay bat cir thanh phén nao cla thubc.

CANH BAQ VA THAN TRONG KHI DUNG THUOC:

- Bénh nhan dai thao duong: Trong cac nghién ciru 1am sang gan day, mot s6
bénh nhan dai thao dwong tang can khi diéu tri voi pregabalin, can diéu chinh
liéu cla cac thude ha dudng huyét. S

- Phan (rng qua man: Phai than trong khi ding pregabalin vi c6 thé gay phu
mach (nhu mat, quanh miéng, strng duéng hé hap trén). Néu xudt hién cac
triéu chirng nay nén ngung thudc ngay lap tirc.

- Chéng mat, budn ngh, mat y thire, r6i foan, suy gidm tinh than: Biéu tri bang
pregabalin thuéng xay ra chong mat, budn ngl, cé thé 1am tang sy xuét hién clia
chén thuong do tai nan & ngudi cao tudi. Ciing cé bao céo 1 sb truding hop mét
y thive, i 18n, rdi loan tam thin. Do d6, bénh nhan duoc khuyén nén than trong
cho dén khi quen voi nhitng dnh hwéng tiém an cla thube.

- Anh hudng dén thj giac: Trong cac thir nghiém co kiém soat, mét s lugng
Ién bénh nhan diéu tri bang pregabalin dwoc bao cao la nhin md hon so véi
bénh nhan diéu trj bang gia duoc. Trong cac nghién ciru 1Am sang thir nghiém
duoc tién hanh & khoa mét, ty 1& bénh nhan gidm thi lwe va thay dbi thi lwc khi
diéu tri bing pregabalin Ion hon so véi bénh nhan dung gia dwoc, ty 18 thay déi
day mét cling Idn hon & bénh nhan dung gia dugc. Phan ting cd hai cho thi
gidc cling d3 dugc bao cao bao gdm: mat tAm nhin, lam m& hinh anh va
nhirng thay déi khac vé thi lyc nhung chi dién ra trong thoi gian ngén. Ngung
pregabalin cé thé giam hoac mét tridéu chirng thj giac.

- Mot s6 trudng hop suy than da dugc bio bio, ngung pregabalin c6 thé s&
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LIEU DUNG VA CACH DUNG:
Lidu dung:

Pham vi liéu 150 - 600 mg, chia 2 - 3 lan/ngay

- Diéu trj b6 trg déng kinh cuc bé:

Liéu khoi dau-la 150 mg, chia 2 - 3 ian mdi ngay, sau do tuy theo dap tng va
kha nang dung nap cla bénh nhan, liéu c6 thé tang Ién dén 300 mgingay sau
1 tuain, liéu t6i da la 600 mg/ngay sau 1 tuén nia,

- Réi loan lo au lan tda:

Liéu khoi dau la 150 mg, chia 2 - 3 1an mdi ngay. sau do tly theo dap (g va
kha nang dung nap cua bénh nhan, liéu co thé ting lén dén 300 mg mbi ngay
sau 1 tuén, sau 1 tudn nira co thé tang dén 450 mg mdi ngay. Liéu toi da |3 600
mg méi ngay co thé dat duoc sau 1 tuan nira.

- Dau do viém déy than kinh, dau sau herpes:

Ngudi lén: liéu khuyén cao la 150 - 300 mg/ngay, chia lam 2 - 3 1an.

Lidu khoi dAu 13 150 mgingay, 6 thé tang téi 300 mg/ngay trong vong 1 tuan ty
theo hiéu qua va sy dung nap. Néu van khéng do sau 2 - 4 tuan diéu tri vei liéu
300 ma/ngay, co thé tang toi liéu 600 mg/ngay chia lam 2 - 3 lan. Liéu vuot qua
300 mg/ngay chi danh cho ngudi van dau va dung nap duoc liéu 300 mg/ngay. vi
tiém nang nhiéu ADR do liéu cao.

- Dau day than kinh do dai thao dudng:

Ngui 16n: libu khdi Gau 14 150 mg/ngay, chia 1am 3 1an, liéu ¢o thé téng trong
1 tuan tai liéu t6i da khuyén cao 300 mg/ngay chia lam 3 lan. Tang thém lidu
khéng tang thém lgi ich, nhung thém nhigu ADR.

- Pau co do xo héa:

Liéu kh&i dau 150 mg/ngay, tang én sau 1 tuén tiy theo dap tng toi 300
mg/ngay t&i 450 mg/ngay néu thay can thiét.

- Béi véi bénh nhén suy than:

Pregabalin dugc dac thai chi yéu qua than dudi dang khéng dbi, dé thanh thai
pregabalin ty 1& thuan vé&i do thanh thai creatinin. Giam liéu & nhiing bénh
nhan ¢6 tdn throng chirc ndng than theo dé thanh thai creatinin (Cler), cu thé
nhu sau:

D6 thanh thai :
D ihaen b Téng lidu hang ngay pregabalin* Cach ding
Cl,(mifphat)
Liéu khéi dau Liéu téi da
(mg/ngay) (mgfngay)
=60 150 600 BID hoac TID
>30-<60 75 300 B8ID hodc TID
215-<30 25-50 150 1 laningay hoac BID
<15 25 75 1 laningay

- IVIUL 5 LFO) L] {818 FAY
hét xdy ra tac dong nay.
- Triéu chirng cai thude: Ngung thubce sau khi didu tri ngan han hodc 1au dai voi
pregabalin, friéu chiing cai pregabalin da duoc quan sat & mét sé bénh nhan
nhu mat ngl, nhirc dau, budn nén, lo 1ang, tiéu chay, hdi chirng cum, cang
thang, trim cam, dau, co giat, tang tiét md hai va chéng mat. Bénh nhan can
dugc thong bao vé diéu nay khi bat dau didu tri. Co giat, bao gém ca tinh trang
ddng kinh va nhirng con co giat lon, co thé xay ra trong qua trinh sir dung
pregabalin hoac ngay sau khi ngung dung pregabalin. Lién quan dén viéc
nglrng thube sau diéu tr 1au dai voi pregabalin, cho thay ty 1§ mac va mirc do
nghiém trong ctia cac triéu ching cai thude cé thé lién quan dén liéu.

- Suy tim sung huyét: D&i véi ngudi bénh da co bénh tim tir truée phai than
trong khi diing thudc vi ¢6 thé 1am tang nguy co gay suy tim.

- Chirc nang dudng tiéu héa dwdi gidam: C6 nhizng bao cdo lién quan dén chirc
nang dudng tiéu hoa dudi gidam (nhu liét udt, téc rudt, tao bon) khi pregabalin
dwgc chi dinh didu trj phdi hop véi cac thude cé kha nang gay tdo bon nhu
thudc giam dau opioid, nén xem xét sir dung cac bién phap ngan ngira tao bon
khi sir dung pregabalin va opioid (dac biét & bénh nhan ni va nguwoi gia).

- Lam dung va phy thuée thube: Cac trudng hop lam dung va & thudc thudc da
dugc bao cao. Theo ddi cac dau higdu lam dung thube (nhén thube, xu huong
tang libu hay hanh vi tim kiém thuéc).

- Bénh nao: Mot s truérng hop bénh ndo da dugc bao cdo, chil yéu & bénh
nhan bj mot chirng bénh khéc cd thé thic day bénh nio.

- Cac thube chéng co giat ké ca pregabalin thuéng lam tang nguy co' co suy
nghil hanh vi ty sat. Do dé, bénh nhan can duoc gidm sat chit ché vé cac biéu
hién trim cam, khuynh huéng mudn ty sat, nhiing thay déi hanh vi bat thwéng
trong qua trinh didu tri va cin dugc huéng dn phai thong bao véi bac s ngay
khi c6 cac dau higu trén xuét hién.

SU' DUNG THUOC CHO PHY NO' CO THAI VA CHO CON BU:

- Phy niv mang thai: Chua cé dir liéu day du vé viéc st dung pregabalin cho
phu ni¥ mang thai. Khéng sir dung pregabalin cho phy nG mang thai trir truding
hop cin thiét phai str dung (I ich cho ngudi me vurgt trdi nguy co tiém &n trén
thai nhi).

- Phu rzi.'r cho con bi: Pregabalin dugc bai tiét qua siva me. Hiéu qua cia
pregabalin trén tré so sinh chua dwgc biét rd. Khuyén cao khong cho con bu
khi dang dung thudc.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC,
NGU'OT LAM VIEC TREN CAO VA CAC TRUONG HQP KHAC:

Pregabalin ¢6 kha nang gay chong mat, budn ngui, bénh nhan khdng nén lai xe
hay van hanh may méc khi dang ding thuée.

TUONG TAC, TUONG KY CUA THUOC:

Twong tac:
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75

Ligu bd sung sau tham phan mau (mg})

[ 25 | 100 | Bon liéw

thudc trc ché thu hdi chon loc serotonin.

- Néng d6 va tac dung clia pregabalin dugc tang 1én béi droperidol, hydroxyzin,
methotrimeprazin. )

- N6ng do va tac dung cla pregabalin bi giam di béi ketorolac (toan than, nho
mii), mefloguin.

Twong ky:

Do khéng co cac nghién ciiu vé tinh twong Ky ciia thude, khng tron 1an thudc
nay vai cac thube khac.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR):
Tén suat gap ADR c6 thé bi anh hudng béi lidu ding hoac cac liéu phap phoi
hop. Trong cac thir nghiém vé dong kinh, ADR thuéng xay ra nhiéu hon so voi
diéu tri dau. Sau day la cac ADR c6 trén ca 2 thir nghiém:

Thudng gap, ADR > 1/100

- Tim mach: Phi ngoai vi

- Thén kinh trung wong: Chong mat, ngli ga ,mét diéu hoa, dau du

- Hé tiéu héa: Tang can, khé miéng

- Hé co - xwong: Run co

- Mat: Nhin mer, song thi

- Khac: Nhiém khudn

Jt gap. 171000 < ADR = 1,100

- Tim mach: Bau ngue, pha

- Thé&n kinh trung wong: Viém day than kinh, suy nghi bat thudng, mét mai, It
1&n, séng khodi, réi loan ngén ngi, réi loan chd y, mat phdi hop déng tac, mat/
gidm tri nho, dau, chéng mat, cam giac bat thudng/ giam cam giac, lo lang.
trAm cam, mét dinh hurong, ngu lim, sét, mat nhan cach, tang trang luc co,
trang thai i bi, sting s& hoac kich dong.

- Da: Phi mat, vét tham tim, ngira

- Da day - rudt: Tao bon, thém &n, day hoi, ndn, dau bung, viém da day - rugt

TUONG TAC, TUONG KY CUA THUOC:
Twong tac:
- Pregabalin lam tang nong do/ tac dung clia rugu, thube uéng chéng dai thao dwong
nhém thiazolidinedion, thubc trc ché thén kinh trung uong, methotimeprazin, cac

dat duoc sau khi uéng la 1,5 gio. Sinh kha dung dwéng udng khoang 90%.
Thirc an lam gidm tdc dd chir khéng giam mirc d hép thu, tuy nhién diéu
nay khéng co y nghia vé mal lam sang. Nong dé on dinh dat duoc sau khi
udng 1 - 2 ngay.

Phan bo: Pregabalin khong gén véi protein huyét tuong.

Chuyén hoéa: Pregabalin hau nhu khang bi chuyén hoa.

Thai trir: Khoéng 98% dugc dao théi qua than dudi dang khong ddi. Thai gian
ban thai trung binh 1a 6.3 git. DG thanh thai cla pregabalin ty 18 thuan véi do
thanh thai creatinin. Pregabalin dugc loai bd qua thadm phan mau.

QUA LIEU VA CACH XU TRIi: !

Triéu chirng: Cac triéu chimg trong trsomg hop qua liéu: budn ngu, trang thai lu
1an, kich dong va bon chon. Hiém gap tneéng hop hén mé da dugc béo cao.
Biéu tri: Can tién hanh cac bién phap didu tri hd tro co thé gdm ca thim phan
mau néu can thiét

QUY CACH BONG GOI;

- Hop 2 vi x 10 vién nang cirng

- Hop 3 vi x 10 vién nang cirng

- Hop 5 vi x 10 vién nang cleng

- Hép 10 vi x 10 vién nang cing

- Hop 1 chai x 30 vién nang cirng

- Hop 1 chai x 60 vién nang clrng

- Hop 1 chai x 100 vién nang clrng

BAO QUAN: Noi khd réo, nhiét do khéng qua 30°C, tranh anh sang.

HAN DUNG: 24 thang ké tir ngay san xuét.

TIEU CHUAN: TCCS
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- Da: Phu mat, vét tham tim, ngira

- Da day - rudt: Tao bén, thém an, day hoi, nén, dau bung, viém da day - ruét
- Sinh duc - tiét nigu: Tiéu nhidu hoac tidu khong ty chl, mat khodi cam, giam
tinh duc

- Mau: Giam liéu ciu

- Co - xuwong: Réi loan thang bang, dang di bat thwong, yéu co, dau khop, gist
co, dau lung, co that co, giat rung co, di cdm, tang CPK, chudt rit, dau co,
nhuge co.

- Mat: Rdi loan thi gidc, giam thi giac, rung giat nhan cau, viem két mac

- Tai: Giam thinh luc

- Ho hép: Viém xoang, kho thd, viém phé quan, viém hong - thanh quan

- Khac: Héi chirng cum, phan (ng di tng

Hiém gap, ADR < 1/1000

- Ap xe, suy than cép, 18 thudc thudg, kich déng, albumin niéu, phan g phan
vé, thiéu mau, phi mach, réi loan ngén ngt, viém da day, ngirng the.....
THONG BAO NGAY CHO BAC SI HOAC DUFO'C SI NHIPNG TAC DUNG
KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC.

Huong dan cach xir tri ADR:

- Mot s6 ADR lam nguori bénh phai ngung thudc. 4% ngudi bénh bi chnng mat
hoac budn ngti phai ngung diéu tri. Pa sb cac trwong hop bi nhm mé bty hét khi
tiép tuc diéu tri, dwdi 1% nguwrdi bénh phai ngurng diéu tri. Néu roi loan thi giac
kéo dai, can cho tham kham mét,

- Phai ngirng muéc khi bi bénh co, hodc khi thay néng dd CPK huyét thanh
téng cao it nhat gap 3 lan mire cao ctia gidi han binh thudng. Phai ngiing
thuéc khi cé tang can, phu ngoai bién & ngwoi da co bénh tim t trroc,

- Phit mach tuy hiém xay ra nhung thudng xay ra ngay khi bat dau diéu tri
pregabalin, do d6, trisére khi cho bénh nhan digu tri bﬁng pregabalin can hoi ky
tién st mén cam va chudn bi phuong tién cdp cieu thich hop.

- Ngoai ra, ¢in théng bao cho nguéi bénh va gia dinh biét vé tiém nang nguy
co ty sat khi ding thube chéng déng kinh. Phai chi y dén céc triéu chirng bao
hiéu nhuw lo &y, vat va, hung han, tin céng, chéng doi, thao cudng, mét ngi va
trdm cam. Gia dinh can theo sat nguwdi bénh.

- Khi ngirng thudc, tranh ngirng dot ngdt, gidm dan lidu trong khoang it nhat

mot tuan.

CAC DAC TiNH DUQC LY:

Nhom duge ly: Thube chdng co giat, thudc giam dau.
CAC DAC TiNH DUQC LY:
Nhom duge ly: Thubc chdng co giat, thudc giam dau,
Ma ATC: NO3AX186
Duwoc luc hoc:
- Pregabalin 14 mdt thudc chéng co giat va giam dau. Pregabalin o cu triic
trong ty chat (rc ché thén kinh trung rong GABA, song khéng gén triec tiép
vdi cac thy thé GABAA, GABAR, hay thu thé clia benzodiazepin, khong lam
tang dap ng clia GABAA, Irén cac 1é bao thén kinh nudi cay, cling khong lam
thay ddi ndng do6 GABA frén nao chudt, khéng anh hudng dén thu hdi cing
nhu thodi gidng GABA. Trén cac té bao than kinh nuéi cay, st dung lau dai
pregabalin sé lam tang mat d6 cac protein van chuyén va lam tang tbc dé véan
chuyén GABA. Pregabalin gan véi cac mod than kinh trung uong voi ai luc cao
tai vj tri ap - & (mot tiéu don vi cla kénh calci phy thudc dién thé). Méc do co
ché chinh xac cia pregabalin chua dugc biét ddy dt, song viéc gan voi tiéu
don vi ap - & ¢ thé lién quan dén tac dung giam dau va chdng co giat cla
pregabalrn In vitro, pregabalin 1am giam sw gidi phéng cac chat dan truyen
thén kinh phu thudc calci nhu glutamat, norepinepnrin, peptid lién quan dén
gen diéu hoa calcitonin va chat P, co thé thong qua digéu hoa chirc nang cla
kénh calci.
Dwere dong hoc:
Hép thu: Pregabalin hap thu nhanh chong & dwong tiéu hoa va néng do 16i da
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