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TO' HUONG DAN SU DUNG

Bv Thuéc ké don
Vién nang cing
DE XA TAM TAY CUA TRE EM
DOC K¥ HUONG DAN SU' DUNG TRUGC KHI DUNG
NEU GAN THEM THONG TIN XIN HOI ¥ KIEN CUA BAC SI
HOAC DU'QC Si

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

THANH PHAN: Cho 1 vién nang cung

Hogt chat;

Pregabalin .................. IR S
Ta dwee: via du 1 vié

(Manitol, microcrystallin celluiose 102, magnest stearat, nang sb 3 (46 - irdng))
DANG BAO CHE: Vign nang cirng

MO TA SAN PHAM: Vién nang cumg s6 3, ndp mau 6, than mau tring, bén
trong chira bt thude mau Irdng dén rdng nga

CHI BINH:

- Phéi hop cing céc thude ching oo gidt d& didu tr déng kinh e bd & ngubi lin
- Rl logn bo du lan t6a.

- Bau do nguyén nhan than kimh: wiém gdy thin kinh ngoai vi do dai thao
Bisting, dau thiin kinh sau herpes.

- Dau cor do xor héa,

LIEU DUNG VA CACH DUNG:

Lidu ding:

Pham vi fidu 150 - 600 mg, chia 2 - 5 lan/ngay

- Btdus Inf bés brr ding kinh cuie bo:

Lidu khoi déu-I3 150 mg, chia 2 - 3 dn mdi ngdy, sau do iy theo 3p Ung va
kha nang dung nap cua bénh nhan, liéu co thé tng lén dén 300 mgingéay sau
1 tudin, liéu t3i da 1a 600 mg/ngdy sau 1 tufin nira.

- Rl fogn fo du lan iGa:

Ligu khii déu 13 150 mg, chia 2 - 3 lin mdi ngay, sau d8 Ly theo dap mg va
kha nang dung nap ciia bénh nhan, litu co thé tang ién dén 300 mg mbi ngdy
sau 1 tudn, sais 11ulnnira cd thé iang dén 450 mg mdl ngay, Lidu 161 da 1 600
mg mdi ngay cé thé dat duge sau 1 tuln nira

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

Pegurdn b lidu khuyén co 14 150 - 300 mg/ngay, chia Am 2 - 3 ln

Libu khdvi dhu 1 150 maingay, oo thé tng I6i 300 mgingay trong vong 1 ludn Wy
theo higu qud va su dung nap. Néu vin khong 06 sau 2 - 4 wwan diby 1 voi by
300 maingay, ¢ thé tang i hiw B0 mg/ngdy chia tam 2 - 3 an, Lidu vuot qua
300 mg/ngay chi déinh cho ngud vin dau va dung nap duoc iy 300 mgingay, vi
tiém nding nhibu ADR. do ibu ca0.

- Bau diy than kinh do dar thao duong:

Nguéi 1on; ity khoi dau 1a 150 ma/ngay, chia lam 3 1n, lidu o6 thé tang trong
1 fwdin toi lidu 141 da khuyén cdo 300 mgingay chia 13m 3 13n. Tang thém lidu
khang tang thém ke ich, nhung thém nhiéu ADR

- Dau co do ko hba

Liéu khdi dAu 150 mgingay, tng [én sau 1 twan tiy theo dap tng 1&i 300
mgingay tii 450 mg/ngdy néu thiy cin thidt.

- £ via bnh nhan suy thin:

Progabatin Juge Eio thdi chi yéu qua thén dudi dang kKhdng d6i, 43 thanh thai
pregabalin ty 1§ thuan véi di thanh thai creatinin, Gidm b & nhimg binh
nhan oo thn thuong chire ndng than theo db thanh thai creatinin (Cl), o thit
nbwr sauw

“Téng liéu hing ngay (mg/ngay) nén dugre chia nhu ¢hi dinh theo ity ding

mgingay

+ Ligu b4 sung i lidu don

BID: Chia 2 tningay

TID: Chia 3 lin/ngay

- Bénh nhan suy gan; Khong can didu chinh §&u cho bénh nhdn suy gan

- Tré em: D an todn va hiku qua clia prebagalin cho 1ré em < 12 ludi va thanh
thidu nidn (12 - 17 tfi) chisa duge chimg minh, rén khuyén cia khéng sb
dung thubc che d6i lvemg nay,

- Nejuresi cao dudi (trén 65 tudi). Khong can hibu chinh libu & béah nhan cao ludi
irir trromg hop ¢o suy gidm chire ndng thin,

Cich ditng: Pregabalin ¢hi duge ding dudng vong. ubng cung hodc khing
¢ling thire an.

CHONG CHI BINH:

Bénh nhan man cam vei pregabalin hay bat ol 1hanh phn ndo cda thufc.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

- Bénh nhan 04 théo dudng: Trong cac nghién ciu 1am sdng gan day, mil sb
bénh nhén dai thao dwong tang can khi diéy i vai pregabalin. cin didu chinh
lidu cla cac thude hg duing huyét

- Phdn tmg qua miin: Phai than trgng khi dong pregabalin vi ¢ thé gay phi
mach {nhw mat, quanh miéng, sung dubng hd hép trén). Néu xudt hidn cae
tiigu chimg ndy nén ngung thubc ngay 1gp tic.

- Chéng mat, budn ngi, mat § thie, i loan, suy gidm Linh thn: Bidu b bing
pregabalin thuémg xdy ra ching mal, budn ngd, cb thé 1am ting sy xuat hign cla
chén thuong do lai nan & ngudi cao tubi, Ciing cb bao cao 1 56 trudmg hirp mal
§ thirc, 10 En, rdi loan Am than, Do @8, bénh nhin duge khuyén nén than trong
cho ditn khi quen vii nhimg anh hudmg tiém &n cia tude

- Ah huging d9én thj gide: Trang c4c thir nghiém co kiém soat, mt 86 lugng
lom bénh nhén dibu ] bing pregabalin dupc bao cao la nhin mo hon so véi
ténh ribdn didu I bing gia dugc. Trong cic nghién ol 1am sang thir nghigim
duoc lién hanh & khoa mil, 1y 1& bénh nhan gidm thi lre va thay ddi thi lye khi
didu tri bding pregabalin 1in hon sa voi béah nhan diing gid duor, 17 1§ thay di
A4y mét cling Ion hon & bénh nhan ding gid dwgc. Phan dmg cd hai cho thi
gidc cling da duge bao cdo bao gdm: mal tm nhin, Bm mé hinh Anh va
nhirng thay 86i khae vé 1hl lre nhung chi difn ra trong théi gian ngén. Naung
pregabalin co thé gidm hoge mat Inéu chirmg th gidc.

« M6t 56 tnremg horp suy than da dugd béo béo, ngung pregabalin oo thé s&
hét xay ra tac dong nay.

- Tridw chimg cai thudc: Ngung thude sau K Gy tn ngdn han hoge au dal woi
pregabalin, tridu chiing cai pregabalin da duge quan sat & mdt 58 bénh nhan
i madl ngl, nhie diy, bubn ndn, lo Hng, Biéu chay, hii chimg cum, cang
théng, trdm cam, dau, co gigt, tang it md hdi va chong mat. Bénh nhan can
durore thdng bao vé dibu nay khi bit dhu didu iri. Co gidl, bao gdm cd tinh frang
diing kinh va nhimg con co git o, 66 thé xdy ra lreng qua rinh sir dyng
pregabalin hode ngay sau khi ngung ding pregabalin. Lién quan dén viée
ngirng thude sau dibu i 13y dai voi pregabalin, cho thiy 1 1& méc va muc 69
nghiém trong ciia cac Inéu chimg cai thude cd thé lign quan dén liéu

- Suy tim sung huyét: Béi véi ngudi bénh dd cd bénh tim Ui trude phii than
trong khi ding thude vi co thé lam tang nguy co gdy suy lim,

- Chirc nding dirting tigu hiba dudi gidm: Cd ahing bao cdo lign quan dén chirc
niing duting ligu hda dudi gidm (rhie dt adt, e rudt, 130 bon) khi pregabalin
duge chi dinh didu tri phdi hop voi cac thube ¢d kha nang gay tdo bon nhur
thude gidm dau oplold, nén xem xét st dung ce bign phap ngln nglra to bén
khi sir dyng pregabalin va opioid (@c bigt & bénh ahdn nl va ngudi gid).

- Lam dyng vé phy thuée thube: Cac tnring hep lam dyng va (8 thudc thude da
durgre bao 4o, Theo ddi cic déu higu lam dung thubc (nhém thube, xu huring
tang figu hay hanh vi tim kidm thubc).

- Bénh nao: Mt sb truomg hep bénh ndo da Swge bao cao, chil yéu & bnh
nhdn b) mél ching bénh khic cd thé thic dly bénh nde

- G thubc chiing co gidt ké i pregabalin thutmg 1am tng nguy cor cb suy
nghil hinh vi tir sat Do d6, béah ahan cin dugc gim s3t chdt ché vé cac biéu
hign trim cdm, khuynh hudng mudn ty sét, shimg thay ddi hanh vi bt thirimg
Irong qud irinh &by tri v cin duge hudmg din phii théng bl vii bice 5T ngay
khi cé cac déu higu (rén xidt hign.

SU DUNG THUOC CHO PHY NUF CO THAI VA CHO CON BU:

- Phy nir mang thai: Chua co dir liu diy di vé vidc sir dyng pregabalin eho
phy nir mang thal. Khéng sir dung pregabalin cho phy nir mang thai trir nedmg
herp cAn thidt phai st dung (i ich cho nguét me vurgt tedi nguy cor tidm dn Inén

- Phy nir cho con bi: Pregabalin duge bal tiét qua sia me. Hidu qua cda
pregabialin trén tré so sinh chua dugc bibt rd. Khuyén cdo khéing cho con bl
khi dang ding thuéc.

ANH HUPONG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC,
NGUOT LAM VIEC TREN CAO VA CAC TRUONG HOP KHAC:

Pregabalin c6 kha ning gay chéng mat, bubn nat, béah nhan khéng nén li xe

hay van hanh may méc khi dang dimg thude,
TUPONG TAC, TUONG KY CUA THUOC:

B0 toatnne. | Téng i hang ngay pregabaiin” Caich ding thai nhi).
1, (mbphoty
Libu knér dhu Lidu ti da
(maingay) (mgingay)
260 150 600 B hogo TID
230 - <60 75 300 BID hage TIO
215-<30 25.50 150 1 tningay hods BID
<15 25 75 1 thningdy
Lides bd surg sau thim phdn mau ima) Twrong tic:
[25 [ 100 [ Bon bur

- Pregabalin am tng ndng d& 1ac dung ola rugu, thude udng chdng dai thao dudmg
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thube i ché thu hai ehon Joc sarotonin

- Nbing 49 va tac dyng cla pregabalin dirge tang 1én b1 dropendol, hydroxyzin,
methotriimeprazin,

- Nbng d6 va lac dung ¢ia pregabalin bi gidm di boi ketoralac (loan thin. ahd
mii), mefloquin.

Tuong ky: _
Do khdng ¢d cac nghién ol v tinh Wwoeng ky ciia thube, khdng tein 1én thubc
nay viri cic thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR);

Tan sull gip ADR o6 thé bi dnh hudng béi lidu ding hode cic fiku phap phbi
hep. Trong cac thir nghiém vé ding kinh, ADR thurong xdy ra nhiby hon so véi
didus trj dau. Sau day 1 cac ADR &b trén ¢ 2 thir nghigm:

Thirimg gip. ADR = 1/100

- Tim mach; Pho ngogi v

= Thn kinh trung wrong: Chéng mal, ngl g& mit didu haa, dau ddy

- Hé tiéu hda: Tang can, khd migéng

- Hé ¢or - wwong: Run co

- Mal: Nhin mér, song thi

- Khdc: Nhiém khudn

I gép. 11000 <ADR < 1,700

- Tim mach Bau ngye, phit

= Thian kinh lrung wong: Viém day thin kinh, suy nghi bt thudng, mét mai, 10
1n. sang khodl, rdi logn ngon nglr, 18l loan chi j, mat phéi hyp 8bng tic, may
gigm tri nhdr, dau, ching mat, cdm gide bit thwdngl gidm cam gide, o tang,
Ir3m cam, mét dinh hudng, ngii lim, sé1, mAt nhan cach, ting trrong luc cor,
leang thai li bl, stng st hodic kich dong

- Da: Phi mat, v&t thdm tim, ngira

- D day - rudl: Tao bon, thém &n, dy hoi, nén, dau bung, viém da day - udl
- Sinh duc - figl nigu: Tidu nhidu hode iéu khiing ty chi, mit khodi cam, gidm
finh dyc

- Maw: Giam tifu chu

- Cor - xurong, Réi loan thang bing, dang di bit thudmg, yéu eo, dau khip, gigt
o, dau lung, co that co. gilt rung co. di cam, tang CPK. chudt rit, dau co.
nhuge cor.

- M1 Réi logn thi gide, gidm 1hi gidc. rung gidt nhan cu, viém két mac

- Tai: Gidm thinh lige

- Hi hdp: Viem xoang, khd thér, viém phé qudn, viém hong - thanh quan

~ Khac: Hei chimg cim, phdn tmg di img

Higm gap, ADR < 1/1000

- Ap xe, suy han cAp, 18 thudc thudc, kich ding, albumin nidéu, phén tng phén
V&, thidu mau, phil mach, réi loan ngén ngl, viém da day, ngirng thé. ...
THONG BAO NGAY CHO BAC ST HOAC DUrOC ST NHUNG TAC DUNG
KHONG MONG MUON GAP PHAI KHI SU DYNG THUOC.

Hurémg dn cach xdr tri ADR:

- Mt s ADR Jam ngudri bénh phai ngirng thube. 4% ngudn bénh bj chéng mat
hode budn ngll phai ngung didu . Da b cac trubing herp bi nhin mér by hét khi
liép tue dibu 1rj, dudi 1% nguéi bEnh phai nglmg diéu tr. Néu rdi foan th gidc
ko dai, cin cho thim kham mét

- Phai ngimg thudc khi bj bénh co, hodic khi Ihdy ndng dé CPK huyél thanh
téng cao il nhat gdp 3 ln mirc cac cda gidi han binh thudmg. Phai ngimg
thube khi cé ting can, phi ngoai bign & ngudi da co bénh tim tir e

- Phi mach twy higm xdy ra nhung thudmg xdy ra ngay khi bit dau dgiéu tri
pregabalin, do d6, Insd khi cho biégnh nhan didu tn bang pregabalin chn hi ki
tidn sir min cim va chudn bi phrong ién edp ciru thich hop

- Ngodi ra, ein théng béo cho ngudi bénh va gia dinh biét vé tidm ning nguy
o iy $4t khi diing Ihude ehdng dding kinh. Phai chi y 6én cac tridu chirng bio
higu nhir fo du, vatva, hung han, 1in cdng, chiing déi, thao cudng, mat ngi va
1rém cam. Gia dinh cin theo sat ngudi bénh.

- Khi ngirng thubc, tranh nging d6t ngfl, gidm ddn liéy trong khodng il nhit
mét tuan,

CAC BAC TINH DUQC LY:

Nhom duge fj- Thudc ching co giat, thude giam dau

Ma ATC: NOSAX1E

Durere lyre hoc:

- Pregabalin 14 mét thudc chéng co gidt v& giam dau. Pregabalin ¢o clu tric
Iwang h chit re chié thhn kinh trung trong GABA, song khéng gén trye tigp
Vi cde thy thé GABAs, GABAs hay thu thé cla benzodiazepin, kbong lam
ting dap (g cia GABA, trén cac 16 bao thin kinh nudi cdy, clng khong lam
thay dbi nfing dd GABA Inén nio chudl, khing Anh. hudmng dén thu hii ciing
ahur thodi giang GABA. Trén ¢adc 16 bao thin kinh nudi cay, sir dung 13u dal
pregabalin s I3m 1Ang mat df cac protein van chuyén va Iam tng the o van
chuyén GABA, Pregabalin gdn véi cac mé thin kinh trung wong véi 8 e cao
Lai vi tri gy - & (mdt tidu don vi cia kénh calei phy thuée didn thé) Mac dis co
ché chinh xac ciia pregabalin chua duge bidt ddy i, song viee gn vai siku
doin vj @z - § ¢6 theé lién quan dén tac dyng gidm dau va chéng co gidl cia
pregabalin, In vitro, pregabalin lam gidm ste gidi phong cac chat din luyén
thdn kinh phy thude calci nhur glutamal, norepinepnrin, peptid lién quan dén
gen diéu hoa calcitonin va cht P, cd thié thing qua difu hia chire ndng cua
kénh calei,

Dugc agng hoe:

Hap thu: Pregabalin hdp thu nhanh chang & dudng fiéw hoa va ndng 6o 161 da

dat duge sau khi udng 1a 1,5 gid. Sinh kha dung dudng udng khodng 90%.
Thirc an kam gidm tde 48 chir khang gidm mure d hap thu. tuy nhign digu
ndy khéng cd ¥ nghia vé mat [dm sang. Néng db dn dinh dat dugc sau khi
uéng 1 - 2 ngay.

FPhén bd: Pregabain knong gan wii protein huyél leong.

Chisyén hoa: Pregabalin hiu nhur khéng bj chuyén hea.

Thai trir- Khodng 98% duge dao thdi qua than dud| dang khing déi. Théi gian
ban thai trung binh 1a 6.3 gitr. D& thanh thai cla pregabalin ty 1& thudn vin dd
thanh thii creatinn. Pregabalin dugc loai bé qua thdm phan mau

QUA LIEU VA CACH X(r TRi: :

Trigu chimg: Cac Irigu chimg trong truémg hop qua lidu: budn ngd, trang thai 1
1&n, kich abng va bbn chdn, Hidm gap trémg hop hin mé da duge bda clo.
Bidu trj: Can tién hanh cc bién phap diu b b3 trer cb thé ghm ed thim phan
mau néu cin thiél,

QUY CACH BONG GOI:

- Hjp 2 vi % 10 vién nang cing

- Hop 3 vi x 10 vién nang cimg

= Hyp 5 vi x 10 vién nang cimg

- Hép 10 vi x 10 wién nang oiing

- Hap 1 chai x 30 vign nang edng

- Hop 1 chai x 60 vign nang cding

- Hip 1 charx 100 vién nang clmg

BAO QUAN: Mo khés réin, nhigt 88 khang qua 30°C, trinh dnh sdng,

HAN DUNG: 24 thang ke iy ngay sén xudt,

TIEU CHUAN: TCCS
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