T HUGNG DAN SI' DUNG THUSC CHO CAN BO Y TE

RX THUGCBANTHEO BON

pendo-PREGABALIN EELT

@ Pocky huéng din sitdung truéic khi diing.

sDdxatdmtaytréem.

« Théng biongay cho bic s ho#c dugesi nhiing tic dyng khéng mong mudn gip phai
khi sit dung thusc.

THANH PHAN:
Méi vién nang c(ing chifa:

- 1 150 mg
- T4 dugc: Starch 1500, Talc, Nang cling gelatin sG 2.
DANG BAO CHE:Vién nang ciing.
QUY CACHDPONG GOI:
-Hop 1 vix 15 vién, hép4vix 15 vién, hdp 10vix 15vién.
-Chai 100 vién.
DUGCLUCHOC:
Nhém dugiclj: Pregabalin 12 mgt thudc chng co gliét va gldm dau.
Ma ATC:NO3AX16
Pregabalin gén két vdi 1 don vi phu a-6 protein cha cic kénh calci mang dién thé trong cic
mé cda hé thédng thén kinh trung Uong. in vitro, pregabalin [am gldm déng chéy calcl § ddu
cudi ddy than kinh, ngan chin phong thich ch&t din truyén thin kinh nhu'glutamat. Qua cd
ché& ndy, pregabalin ¢4 thé didu chinhxung d6ng thdn kinh lién quan d&n din truyén con dau.
Tuy nhién, méilién quan trén lam sang cba nhiing phathién nay & ngudi chua dugc biét.
Pregabalin g4n k&t manh vio protein alpha,-delta (mét don vi phy ctia kénh calcl) clia mé
ndo va cé ticdung FI&m dau, chéng didng kinh v gidm lo 4u.VE mit héa hoc, pregabalin 13
(S)-3-{aminomethyl)-5-methylhexanoicacid.
Mgc du cd ché tac dung clia pregabalin chua dugc biét chinh xac, cac két qua trén chugt
nhit bién d8i gen vavdi csc hgp chit c6 cdu triclién quan dén pregabalin chothdy ring gén
k&t chon loc vél proteln alpha,-delta 13 cin thi&t cho tdc déng gidm dau, chdng ddng kinh va
Fiém cing thing thén kinh trong cAc mé hinh thir nghlém trén dng vit. In vitro, pregabalin
[am gidm phéng thich mét s& chit din truyén thin kinh, goi y vé& tic 86ng diu chinh trén
chicnangkénhcalci,
Pregabalin khéng bat chudc tac dung clia GABA & céc thy thé GABA, hojc GABA,, cling
khong lam téng céc dép Ung GABA, nhu cic benzodlazepin hodc barbiturat. Ngugc lai véi
c4e chit chen kénh calci trén mach m4u, pregabalin khéng [am thay déi huyét 4p hé thén
hay chic nang tim. Cic két qua invitrova in vivo khac nhau phan biét pregabalin vdi cac chdt
e ché hidp thu GABA hodc chét dc ché GABA transaminase. Ngodi ra, pregabalin khéng
chen céc kénh natri, khdng 6 hoat tinh tai c&c thu thé opiat, khdng [Am thay d6i hoat tinh
enzym cyclocxygenase, khéng phal 1a chdt déng vén serotonin, khéng phal 13 chit @i
khang dopamin, va khang la chét dc ché tai hdp thu dopamin, serotonin hay noradrenalin.
Didu trjvai pregabalin 1am gidm hanh vi lién quan d&n dau trén cic mé hinh ddng vat vé dau
thén kinh trong bénh d4i thdo duding, t6n thuong day thdn kinh ngoai bién hay dau do héa
tr] v dau llén quan dén coxuong. Chich pregaballn viio mang nio ty 48 n%in ngliava lam
gidm cc hanhvilién quan dén dau géy ra de cActécnhan duge chichvao thy séng, két qua
gaiyring pregabalintacdong tructi€p |&n cicmétily séng hodc nao.
uuqca%uc HQC:
Tatcd tacdl_mg dugc by sau khidiing pregabalin |3 do t4c d9ng clia hgp chit gdc, pregabalin
khdng dugccl uyg'l(héa d4ng ké & ngudi.
Duoc ddng hoc 6n dinh clia pregabalin I gidng nhau trén nhing ngudi inh nguyén khde manh,
’c_féag l:;éhnh nhén ddng kinh dang ding thudc chéng déng kinh va cic bénh nhin dau man tinh.

ipthu
Pregabalin dugc hdp thu nhanh khi using lic d6i, néng 46 dinh trong huyét tuang dat dudc
sau 1,5 gistrongcddung liéudonva liduda.
Sinh kha dyng duding udng cia pregabalin 2 90% va phu thudc vao liéu ding. Trong diing
nhic lai, tinh trang 8n dinh dat Gugc trong 24-48 gid. Ty 1& h3p thu ctia pregabalin giam khi
diing cling thic 4n dfin dén C,_ gldm khodng 25-30% va kéo daf t,, sau khodng 3 &, Tuy
nhién, dung pregabalin cing thican khéng t6 Anh hudng lam sang dang k& ndo d&n mic
gﬁgdgghu pregabalin.

in

Trong céc nghién citu tién 1am sang, pregabalin d& dang qua hang ric méu nio & chudét
nh#t, chudt c8ng va khi. Pregabalin qua dugec nhau thal & chudt c8ng va sudt hién trong sta
chudt. & ngudi, thé tich phan b clia pregabalin sau khi diing dudng usng khoadng 0,5 L/kg.
Pregabhalin khéng gdn két vdi protein huyé&ttuong.
Chuyénhéa

Suythdn

D46 béo chové chctrudng hqﬁ suy thén va trong mdt s& trudng hep ngling pregabalin di

cho thiy d3onguge phan tng phu nay.

Ngimg thudcnhanh hay ddtngét

Sau khi ngiing sif dung pregabalin nhanh hay dét ngét, mét sé bénh nhan &4 béo céo céc

triéu ching bao gém mit ngd, busn nén, nhiic ddy, lo ldng, ting tiét mé héi va tiéu chiy.

Nén giam liéu g;egabalin tirtitrong it nhét 7 ngay, khdng ngung dét ngot.

Co gigt, bao gém con ddng kinh lién tuc hay con déng kinh con ldn d4 xdy ra trén bénh nhén

khéing bl déng kinh trong khi ¢léu tr| vé! pregabalin hodc ngay sau khingimg diing pregabalin,

Suytim sung huyét

Pé ¢6 bdo cdo sau khi thudc luu hanh vé suy tim sung huy&t trén mdt s6 bénh nhan ding

pregabalin, Nhiing phan (ing nay chii y&u g3p & bénh nhan I6n tusi bj bénh Iy tim mach

phic tap trong khi dl‘Jng pregabalin difu tri dau déy than kinh. Cn thin trong khi ding

pregabalin &nhiing bénh nhan ndy. Ngiing pregabalin c6 thé gidi quyét cac phan ng.

¥ tudmg va hanh vitutd

a6 béo cAo sau khi thudc Iuu hanh trén thi truéing vé csc bién c lién quan dén tytl, bao

98m ty tl, ¢ géing tu ti¥ vit c6 ¥ dinh tyf tit & nhiing bénh nhén diéu trj véi pregabalin cho cic

chidinh khdcnhau nhu dau day than kinh, dau cg, vv. .. Mét s6 truding hop tro‘r,'lg cichéocio

nay c6 thé do cécrsiloan thm thin mic sdn g6p phidn chobién ¢S ndy. Coché vé& nguy con

chuta duge biét dén, Bénh nhin cin duge theo dbi cac diu hidgu ct‘lakgtuﬂniva hanh vl tut

va xem xét cac bién phap didu tri thich hop. Bénh nhan phai duge khuyén khich néi lén bat

;?nghi hoiccdm giaclo &u vao bét cd e ndo vi chuyén gia cham séc sickhde.
iloantléuhéa

D3 o6 céc bho cho sau khi thude luu hanh v& cic bidn 6 litn quan dé&n gidm chiic ning dugm

tiéu héa dusi (vl du: ticrubt, liét rudt, tio bén) khi pregabalin duge didu trikéthgp véi cacthudc

6 khd néing géy tho bén, nhur thude gidm dau opioid. Khi diing két hgp pregabalin va opioid,

cnxemxét cac bién phap ngan nglta to bén (¥ biét 1a &nhing bénhnhén nlrva ngudl gia),

Phén Gng da nghiém trong

Dé b bdo cdo sau khi thudc luu hanh rét hidém céc phédn dng da nghiém trong, bao gém hdi

chiing Stevens-Johnson (SJS), hoa! tirbl&u bl nhiém ddc (TEN), viém da tréc vy, phan ing da

béng nude vi héng ban da dang & nhtmﬁ bénh nhin dugc didu tri vél pregabalin, Ty 18 bio

cao sau khi thudc luu hanh néi chungla chdp nhan duge ddnh gidtrong bio cso. Hau hét cic

béo cdo la & nhing bénh nhéan ding thuéc déng thdi ciing gén lién vdi tiém néng phat trién

clia c&c phdn dng da nghiém treng. Vi vay, trong hiu hét cac trudng hgp, nguyén nhén lién

quan vél Pregabalin khéng thé& dugc thiét I3p rd rang, Bénh nhan nén biét ring néu ho ¢

mdt phét ban da, ho nén ngimg diéu trj va lién hé vl bic sictia minh dé danh gid vatuvén.

Sirdungsal, lam dyng ho#icljthudcthudc

Cén thiin trong vél cA¢ bé&nh nhan c6 tién st nghién thudc. Theo dél cac déu hidu lam dung

thusc (nhu nhémn thuéc, xu hudng tang liéu hay hanh vi im kiém thudc). Tmn?‘ cac nghién

ctiu 18m sang c6 46i ching, ty 18 bénh nhan diing pregabalin c6 bigu hién sing khodi |2 4% so

véi 1% & nhém ching. Trong cdc nghién cdu trén quan thé bénh nhan, ty 1& nay |én hon, tit

1-12%. Khi ngiing thudc nhanh va ddt ngdt, thiy cdc bidu hign cha 1& thude thude nhu mét

ng, ndn, dau déu, tidu chiy,

Bgnhnéo

MGt 58 truding hgp bénh ndo da dugc bao céo, chii yéu 1A & nhiing bgnh nhén cé sin bénh

ma c6théthicdiybénhlynio.

Tiing CPK

Pregabalin c6 thé 1am ting CPK va ¢6 thé gy globin co - nidu kich phét (mic di hiém gép).

Bénh nhan cén thdng bao vél béac s1khi ¢6 dau, yéu co, ﬂn% nhay ¢m dau, déc biét khi c6

kém theo s&tv/hoic mé&tmai, khé chju. Phai ngiing thubckhi cé bidu hign ciabénh co.

Phu nifcé thal va cho con bi:

Thiky mang thai:

Chua cé cacdirlidu ddy 40 vé diing pregabalin trén phunircé thai.

Céc nghlén citu trén ddng vat da cho thdy tac dung gay déc trén kha naing sinh san. Nguy ca

vé riiro trén ngudi chua dugc biét.

Khéng nén diing pregabalin khi dang mang thai trirkhi thuc sy c&n thigtva c6 can nhicky Igi

ich manglai cho ngudi me cao han sovdi nguy cg cho thainhi.

Thid ky cho conbii:

Chuabiét dugcpregabalin c6 bai ti€t qua sira ngauai hay khéng; tuy nhién, thudc c6 xusthien

trong siia chudt. Do vay, khéng dugc nudi con bang sira me khidang diing thudc

Anh hugng ciia thudc 461 véi cdng viée (ngudl van hianh méy méc, dang I&l tiu xe,

ngudiladm vigctrén cao va chctrudng hop khic):

Pregabalin ¢4 thé gdy chéng mét hodc budn ngd. Do véy, b&nh nhan khéng nén l4l xe, van

hanh méy mac phic tap,

TUONGTAC CUATHUOCVEI CACTHUSCKHACVA CACLOAITUONGTAC KHAC:

V1 pregabalin dugc thai trit chinh qua nudc tiéu & dang chua chuyén héa, mét lugng khéng

dang k& duge chuyén héa (<29 clia lidu diing im thy trong nudc tléu & dang chuyén héa),

khéng ticché chuyén héa thudc in vitro vakhéng gin kétvéi protein huyét tuong, pregabalin

khéngtaora  tuong téchodc bituong tacdugcdong hoc.

tnali

Pregabalin dugc chuyén héa khéng déng ké trang cd thé ngudil, Sau khi diing p 1
phéng xa danh du, I!Ifaéng 98% d?rgc fim thﬁytmng nuéc fidu la pmﬂabalin%dgng chua
chuy&n héa. Din xuft N-methylat clia pregabalin, cht chuyén héa chinh clia pregabalin
dugc tim théy trong nudc tidu, chiém khoang 0,9% liéu diing. Trong cac nghién cdu tién lam
sang, khdng <6 déu hiéu ndo vé sy bién &8i pregabalin ddng phén 3 truyén thanh déng
phan hi truyén,
Thditriy
Pregabalin dugc thai tri¥ khéi hé tudn hoan chi y&u do bai tiét qua than dudi dang khén
d81. Thei gian bén thai trung binh clia pregabalin 13 6,3 gid. Thanh thai pregabalin huyét
tuong va thanh thél thin ty 1& thugn vél thanh thal creatinin. Thanh thal pregabalin glam &
bénhnhén suythan,
Piéu chinhliéu trén cdc bénhnhan gidm chitcnéng than hoscthdm téch maula cinthiét.
Tuyéntinh/khong tuyéntinh
Dugc ddng hgc cla pregabalin 13 tuy&n tinh trong khoang lidu ddn hang ngay.
Khodng bién thién dugc ddng hoc cda rwegaballn 1a thép (< 209%). Cc dic tinh dugc ddng
hoc cidalidu da cb thé du dodn tircse diligu cdalidu don,
CHIDINH:
- Bléutr] dau do nguyén nhan thén kinh & ngudi lon:

+Bau daythéan kinh ngoaivi & b&nh nhan dithio duging.

+Baudaythdn kinh sau bénh Herpes.

+Baudaythén kinh do tdn thuong tly sdng.
-Didu tr] dau codo xo hda.
LIEU DUNGVA CACHDUNG:
Céchdiing: Ding udng, diing cling hockhdng cling véi thifc &n,
Liéudiing:
Paudonguyén nhéin thén kinh
Liéu khéi @4u khuyén cdo 12 150 mg/ngay, udng cing hojic khéng cling véi thue in &beénh
nhan cé do thanh thdi creatinin it nhat 60 mL/phdt. Hiéu qué cta pregabalin dugc thig (3
trong tudn déu tién, Tuy theo ddp {ng v dung nap thudc clia mdi bénh nhan, cd thé ting
liéu &&n 300 mg/ngay (chia 218n, 150 mg/18n) sau mdt tudn,
Bénh nhén daulién tuc, dang ké va c6 dap ting t5t vdi liéu 300 mg/ngay, c6 thé dung lidu t&i
da 600 mg/ngdy (chia 2 14n, 300 mg/I4n). Tuy nhién, trong céc thir nghiém |4m sang, hidu
qué ciia pregabalin 600 mg/ngaytang khdng cdy nghia va bénh nhin diéu tri véi liéu nay cé
1y 1 phén dng khdng mong mudn cao hon dang kéva ngung thude nhiéu han, Lidutrén 600
mg/ngdychuadugc nghlénciu v khéng khuyén céo diing.
Paucodoxchda
Lidu khuy&n cdo 14 300 - 450 mg/ngy, chia 2 |&n udng. Lidu khéi ddu khuyén cdo 4 150
mg/ngly, udng cling hoiic khéng cling v thiic n & bénh nhén ¢6 ¢ thanh thal creatinin ft
nh#t 60 mL/pht. Ty theo dap dng va dung nap thusc cla mdi b&nh nhan, c6 thé ting liéu
dén 300 mg/ngay (chia 2 1&n, 150 mg/18n) sau mottuén. B&nh nhan khéng dép ung ddy davéi
lidu 300 mg/ngay ¢ thé ting lidu I&n 450 mg/ngay, chia 2 14n udng. Hiéu qué cla pregabalin
dugcthy rotrongtuéin diu tidn,
Bénh nhn dau li€n tuc, dang ké va cé dép tng 5t véi liéu 300 mg/ngdy, c6 thé ding liéu t&i
da 600 mg/ngdy (chia 2 I4n, 300 mg/I4n). Tuy nhién, trong céc thir nghiém |4m sang, hidu
qua ciia pregabalin 600 mg/ngay tang khdng ¢ y nghia va bénh nhin diéu tri véi liéu nay cé
ty |& phan (ng khéng mong mudn cao hon dang ké va ngiing thude nhidu hon. Vi céc tac
dung phy lién quan dén liéu dung, quyét dinh tang liéu trén 450 mglnﬁay phéi difa trén
danh gialamsang clia bac sididu tri. Lidu trén 600 mg/ngay chua dugc nghién ciu v khang
khuyégn cdodiing.

n

Ngimgding pﬁfﬂlln

Theo cac thuchanh [am sang hién tai, néu ngimg diéu tri pregabalin, c&n ngimg tirtirtrong
tnhitlR7 ng:y.

©l1éu chinh li&utheo chific niing thin

Pregabalin dugc thai trir chii y&u qua thin. Do d6, cin diéu chinh lifu theo mic d6 suy gidm
chiiic ning thén ctia b&nh nhan. Thanh thai pregabalin ty l& thuén véi thanh thai creatinin. VI
véy, diéu chinh liéu phai dya trén d6 thanh thi creatinin {CL,) dugc trinh bay trong bang sau.
C4 thé dung cong thite Cockeroft va Gault duéi day dé udce tinh dé thanh thai creatinin cua
bénhnhén (mL/phut).

_ [140 - tudi (ndm)] x c&n ning {kg) (x 0,85 v&i bénh nhan nd}

L=
L 72 x creatinin huy&t thanh (mg/dL)
Pregabalin dugc loal b hidu qua khéi huy&ttuong nhdthim tdch mau. Sau4 gldrthim tich,
néng d¢ pregabalin %Iaém khodng 50%. V&l cAc bénh nhan dang [am thim tach mau, lidu
hang ngay cila pregabalin cén dugc diéu chinh tity theo chic nang suy than. Bén canh lidu
dunghang ngdy, liéu dung bd sung nén dugc diing ngay sau mdi4 gidrthdm téch mau.
Bang 1.DI&u chinh liéu pregabalintheo chitc néing thin

D6 thanh thii Téng lléu pregabalin hiing ngdy (mg/ngay)"
creatinin Khuyén céo ting lidu* ché dd
{mLiphdt) ( Liéu khit @du Ting lidu Lidutdida | ilieu
(mg/ngay) {mg/ngay)
2lén hodc 3
260 150 300 450 600 fin nogc
_ 213n hodc 3
30-60 75 150 225 300 i
- - - 1 18n hoéc 2
15-30 25-50 75 | 100-150 150 s
<15 25 25-50 | 50-75 75 1 lén/ngay

Liéu bd sung sau khi thdm tach mau (mg)®

Bénh nhan dang diing 25 mg ch&dd trj lidu 1 1ln/ngdy: Bdsung 1 liéu 25 mg hodc 50 mg
Bénhnhan dang diing 25-50 mgch&dé tri lidu 1 In/ngay: B3 sung 1 liéu 50 mg hodic 75 mg
Bénh nhan dang diing 50-75 mg<h& d trj ligu 1 [dn/ngay: B& sung 1 liéu 75 mg hodc 100mg
Bénh nhan dang dung 75 mg ché dé triligu 1 12n/ngéy: BS sung 1 liéu 100 mg hodic 150 mg

*Tiry theo d4p dng va dungnap ciamadibénhnhén
*Téngliéudiing hang ngy (mg/ngay) phai dugc chiatheo chidinh,
*Liéu b8 sung [ lidudan.
Bénhnhéntrén65 tubi
Khéng cin diéu chinh li€u véi ngudi gia trirtrong truting hgp ton thutdng chic ndng than.
Tré em (<18 tuéi): Khdng khuyén cdo diing pregabalin & bénh nhén nhé hon 18 tudi vi chua cé
théng tin vé tinhan toan va higu qua clia thusc trén nhém tudl nay,
CHONG CHIDINH:
Man cam véi bt ki thanh phén nao cla thudc.
THANTRONG KHIDDNGTHUGC:

1'i|13trqm?_I m{lng cathé

Khi dung phdi hgp pregabalin véi thiazolidinedione (thudc chéng di thio duéing) cé nguy
cotang fronglugng cathé va phi cac han so véi khiding pregabalin dan ddc.

Pregabalin géy ting trong lugng cd thé lién quan dén liéu va thdi gian ding thudc tuy
nhién, ting can khéng lién quan d&n chl s& khdi lugng co thé (BMI) truide khi didu tri, gidi
tinh, hodc tusl, va cﬁng khéng do phii, Tuy trong nghién ciu ngén han ¢6 kiém soét, tén
can khong két hop véi bién ddi lam sang quan trong vé huyét ap, nhung lau dai vé tim mad
chua dugc lam r. Ngoai ra, pregabalin khong lam m&t kiém soét glucose huyét.

Phin (ing quamin

D3 ¢6 bio cio sau khi thube Iuu hanh trén thi truding v& céc phan ing qua min, ké ca phi
mach. Ph3i ngimg pregabalin ngay 1&p e néu cé trigu chiing phit mach nhu phi mét, sung
quanh miéng, sung dudng hd hap trén,

Cén than trong khi dung pregabalin d&1véi bénh nhan c6 tién su'bé phil machva cacbléncé
lién quan.Ngodi ra, bénh nhén dang diing thudc khéc liénquan dén phtt mach nhu cac chit
tic ch& men chuyén angiotensin (ACE) c6 thé ting nguy ca phét trién finh trang nay.
Thudcanh hudng d€n thén kinh trung m‘ng

Bubn ngil, chéng miit c6 th& lam gidm ¢4 thé chit v tinh thén clia bénh nhin, do d6 cdn
than trong trén nhiing d8i tuong lai xe hodc van hanh may.

Anh hudng trén mit

Trong céc thif nghiém 1am sang c6 kiém chiing, t 1& bénh nhan diéu tri v&1 pregabalin bi
nhin mé& cao hon bénh nhin dung gid duge Trong cic nghién ctu 13m sang c6 thue hiégn
kiém tra th] luc, ty 1& gidm thi lucva thay d4i thi trudng & nhiing bénh nhén da dugc diéu tri
béing pregabalin|én hon&nhimgbénhnhinding gia dugé:

Cling ('3 ¢6 bao a0 phan tng phu trén mat sau kil thude Iuu hanh, bac gém mét thi lve,
nhin me hay thay &6i thi trudng, phén nhiéu phan ting phu trong s8 &6 la thedng qua.
Ngiing pregabalin c6 thé gidi quy&t hojc cai thign cictridu ching v&thjgidc nay.

Tudng gcdbngho

Cac nghién clu in vivo kﬁdng cho théy lién quan vé tugng tac dugc déng hoc 1am sang cia

pregabalin vdi carbamazepin, acid valproic, lamotrigin, phenytoin, phenobarbital,

topiramat, gabapentin, lorazepam, oxycodon hodc ethanol. Phén tich dugc déng hoc trén

céc dd! tugng 48 chi ra ring céc thudic chéing dai thio dudng, lo1 ti&y, insulin vi tiagabin

khéng c6 anh hudng |am sang dang ké nao dén thanh thai pregabalin,

Dang chung pregabalin véi cac thubc tranh thai duding udng norethisteron vd/hodc ethilyl

estradiol khdngdnh hudng dén sudn dinh vé dugc dong hec cia ca hai loai thudc,

TudngtécvEdugelychoc

Pregabalin c6 thé 1am ting tac dung clia ethanol v lorazepam. Trong céc thif nghiém lam

sang c6 ki€m chiing, diingliéu da dudng udng pregabalin két hgp véi oxycodon, lorazepam,

hoiic ethanol khéng ¢6 tic dong |am sing quan trong ndo dén hd hép. Sau khi thudc luu

hanh trén thltruéng d c6 bao cdové suy h8 hdp vahén mé dbénhnhén diing pregabalin va

cacthudc Gc ché hé thin kinh trung vang khéc. Sy €6 mit cda pregabalin [am ting thém r&i

loan nhénthitc va chiening vén déng gayra bdioxycodon.

Khi diing phéi hgp pregabalin véi thiazolidinedione (thuSc chéng &i thdo dudng) ¢é nguy

coting tronglugng cothéva phil cao hon so vdi khi diing pregaballn don didc.

Tucngtéckhéc

tl:hreg,gall:»alin Ramtang néng d¢/téc dyng clia metholrimeprazin, cic thudic dc ché thu héi serotonin
n lgc.

Néng dd/tac dung clia pregabalin dugc ting |&n béi droperidol, hyd in, methotrimeprazin,

N&ng &6 va tic dung clia p balin bi gidm bai k lac, ketorelac (nhd mii), ketorolac

{dudng toan than),mefloquin.

Tudngtacgiifa thucva thici

Ty 12 hip thu ctia pregabalin gidm khi ding cling thiic &n ddn d&n C ., gim khodng 25-30%

va kéo dai t_, sau khodng 3 gid. Tuy nhién, diing pregabalin cung thic dn khéng cé dnh

hudng lam sang déng k&ndo dén muc 46 hip thu pregabalin.Vi viy, pregabalin c6thé udng

ciing hodckhdng ciing véi thiic &n.

TACDUNG KHONG MONG MUOGN (ADR):

Tén sudt gip ADR c6 thé bj dnh huéng béi li&u diing hodic cc liéu phép phéi hop.

Biing tom tit cacphining khéng mong muén:

Céccoquan |Tén sullt (») Cécphénmgkhéng mong mudn

Tim mach Thuding gdip| Phil ngogl vi.
frgdp | Paunguc,phu.

Thén kinh | Thuéng gdp| Chéng mat, ngliga, métdiéu van, dau dau.

trung uang s | Viem day i i, sy ght bt g, i, 1 B, g
khodl, rél loan ngi, réi logn chti y, mét phi hop déng tic,
mét/ gidm trinhd, dau, chdng mét, cim gide bt thutma/ gidm cam
gidc, lo Bng, trim cAm, médt dinh hudng, ngd lim, s6t, mét nhin
céich, tiing tnuong hic co, trang thél ll b, sting s& hodc kich ddng,

Hétiéuhba |Thudng gdp | Tangcan, khd migng.

Heé co - xudng| Thidng gdp | Runco.

ftgdp | RSiloan théng biing, déng i bt thudng, yéu co, dau khdp, giét
g, dau luing, co thit oo, giat rung <o, dj cam, ting CPK, chudt rat,

daucg, nhugc ca.
M4t Thubng gép| Nhinmé, songthl.
ftgdp R&i loan thj gic, gidm thj Iyc, rung gidt nhan cdu, viém két mac.
Da Irgdp Phiimét, vt tham tim, ng(a.
NGt tidt va frgéip | Udich, giam glucose huyét.
chuyén héa

Daday-ruft frgdp
Sinhduc-tiét| frgdp

Tao bén, tham an, ddy hoi, nén, dau bung, viém da day- rust.
Tiéu nhidu va tiu khang tu chil, mat khodi cdm, gidm tinh

nigu duc.

Méau frgdp | Gidmtiducdu,

Tai ftgdp Gidmithinh lyic.

Hohdp fegdp | Viémooang, khé thé viém phé quin, viém heng - thanh quan,

Thuding gdp| Nhi&m khudn,
frgdp | Khde:H6i chiing gid ciim, phin dngdjung.

Ap-xe, suy thin cip, 12 thudc thubc (hi€m gip), kich ddng,
albumin ni&u, phan dng phén v&, thiéu mau, pht mach, 76i loan
ng6n ngl;, viémda diy, ngimg thé. ..

(*) Ton sust tic dung khéng mong mudn dugc dinh nghia nhu sau; R&t thudmg gip (ADR =
1/10), thuding gré;u (1/100 <ADR <1/10), It g3p (1/1000'< ADR < 1/100), hiém g3p (1/10000 <
ADR < 1/1000), rat hi€m gdp (ADR < 1/10000).

Huéng din cichxirtrl ADR.

Méts6 ADR Iam ngudi bénh phai ngn‘n%thudc_ 4% ngudi bénh bi chéng mét hodcbudn ngll
phai ngimg diéu tri. Da s6 cac trudng hop bi nhin mé tu hét khi tiép tuc didu tri, dudi 1%
ngudi bénh phai ngung diu trj. Néu rSi loan thj gidc kéo dai, ¢an cho tham kham mat.

Phal nging thudc khl bjbénh ce hoc khi théy néng d& CPK huy&t thanhting cao ltnht gép
313n miic caocdia gigl han Binh thudng.

Phii ngiing thuc khi ¢é tiing cin, phti ngoai bién & ngudi 43 6 bénh tim L trude.

Phit mach tuy hiém x3y ra nhung thugng x3y ra ngay khi bit §3u diéu tri pregabalin; do dé,
trudc khi cho bénh nhan diéu trj biing pregabalin, ¢in hai ky ti&n sitman cdm va chudn bj
phueng tign cgp cdu thich hap.

Ngoai ra, cdn théng bao cho nguidi bénh va gia dinh biét vétiém ning nguy cotsat khi dung
thudc chdng &6ng kinh. Phai chi y d&n cac triéu chiing béo higu nhulo 4u, vt va, hung han,
t&n cong, chdng ddi, thac cudng, mét ngdi va tram cam. Gia dinh ciin theo ddi sat ngudsi bénh.
Khingling thuéc, trnh ngimg dét ngdt, gidm dén liéu trong khoang itnh&t mottudn.
QUALIEUVACACHXUTRI:

Déju higu, triéu ching

Liéu diing cao nhat ciia pregabalin trong nghién cifu lam sang trén 1 bénh nhén 13 15.000 mg
nhung khéng gaytiivong. Cac phaning phy do qué liéu khéng khac biét vé mit1am sing véi
cacphan ting phukhidiing liéu khuyén cio.

Trong céc béo cao sau khi thuSic luu hanh, mét s8 trudng hap t vong khi diing pregabalin
két hop vdi céc thudic khéc trong d6 liéu pregabalin |3 800 mg/ngay. Khdng ¢ trudng hop
nao trong s& bénh nhan ndy dé x4c dinh nguyén nhién gy chét ia do pregabalin, Liu don
thédp nhit pregabalin g4y chét véin chua dugc xac dinh,

Cdc phin (ing phu thuding gp nhét khi diing pregabalin qualiéu (khoang liéu tii 800 mg/ngay
lén dén 11.500 mg dang liéu don) bao gdm rdi loan cam aic, budn ngu, trang théi lan 16n, trém
cém, loléng va bon chén.

Xirtriqud éu

Khéng <6 thudc gisi doe dac higu khi dung qué liéu pregabalin. Néu duge chi dinh, c6 thé
logi thudc chua hdp thu bing thudc gay nén hay riia da day; cén Iuu ¥ bio v& duding hd hdp
ciia bénh nhén. Chdm séc ho trg téng quat nhu theo déi cac ddu higu sinh tén va quan sat
tinh trang b&nh nhén trén lam sang.

Thdmtdchmdu

Pregabalin dugc bai ti&t c6 hiéu qua qua thém téch mau (sau 4 gids thdm téch mau, néng d&
preegabalin trong huyét thanh gidm gan 50%).

DIEVKIEN BAD QUAN; Ngi khd, nhigt @ dudi 30°C, tranh dnh séng.

HANDUNG CUATHUOC: 24 thing ké tirngay sinxuft.

€0 S SAN XUAT:

CONGTY €6 PHAN XUAT NHAP KHAU Y TE DOMESCO
& Plachl: 5866, Qudicld 30, Phudng M Ph, Thinh phé Cac Lanh, Tinh Bdng Thip
ronmace  Dienthoai: 02773851950

Khéc Hiém gdip
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T& HUONG DAN SUf DUNG THUGC CHO BENH NHAN

RX THUGCBANTHEO BON

pendo-PREGABALIN EELT]

¢ Dockihudng diinsit dung truéckhi ding.

e Dixatémtaytrdem.

+ ThuScndychlding theo don cla bécsl.

« Thong béo ngay cho biéc si hodc duge si nhing téc dung khéng mong muén
gép phdikhisddung thubc.

o Hiy glitlal t¥huéng déinsitdung; ban céthé cn phii doclal,

o Thue néty chi duie ké don cho ban. Khang dua thusc cho ngudi khéc vi thuc nay
6 thé khdng t5t cho ho ngay c khi ho cb tridu chiing giéng nhu ciia ban.

THANH PHAN, HAM LUGNG COATHUOC:
M8i vién nang cding ch a:
- Pregabalin
- Té dugc: Starch 1500, Talc, Nang cing gelatin s8 2.
MOTASANPHAM:
Dang bao ché&Vién nang cing.
Hinhthde: Vién nang cingsé 2, n4p nang méau xanh, thin nang mau vang. Béntrong
nang chifa bétthudc mautring.
QUY CACHPONG GOL:
-Hép 1vix 15 vién,hép4vix15 vién, hdp 10vix 15 vién,
-Chai 100vién.
THUGCDUNG CHO BENHGI?
Pregabalin la mt thudc chdng co gidt va gidm dau.
Pregabalin dugc st dung dé:
- Biéu trj dau do nguyén nhén thén kinh &ngudildn:

+Daudaythin kinh ngoaivi #b&nh nhan di thdo 8udng.

+Bauddy thin kinh sau bénh Herpes.

+Baudaythén kinh do tén thuang tiy séng.
-Diéutridau codoxohéa,
NENDUNGTHUGSCNAYNHUTHENAOVA LIEULUCNG?
Bu¥ng ding: Duding udng.
Cachding: Ding uéng.
Liéudiing:
Luén luén dung thudc ndy €ang nhu béc si da chi dinh. Trao d8i vdi bac sThodc duge
sinéuban khéng chicchén.
Liéudiing:
DPaudonguyén nhanthankinh
Ligu khdi ddu khuyén cso 13 150 mg/ngay, udng ciing hoac khdng cling vdi thuc an &
bénh nhan cd dé thanh thai creatinin it nhit 60 mL/pht. Hiéu qué clia pregabalin
durge thdy rd trong tusn ddu tién. Tuy theo dap (ng va dung nap thudc clia méi bénh
nhén, c6thé téng liéu dén 300 mg/ngay (chia 21an, 150 mg/1an) sau mottuan.
Bénh nhén dau lién tuc, dang k& va c6 dAp tng t&t véi liéu 300 mg/ngay, c6 th&dung
lidu t6i da 600 mg/ngay (chia 2 13n, 300 mg/I4n). Tuy nhién, trong cac thd nghiém ldm
sang, hi¢u qua cia pregabalin 600 mg/ngay ting khéng cé ¥ nghia va bénh nhan
diéu trj véi liéu naly c6 ty |& phan ting khéng mong muén cac hon dang ké va ngiing
thuScnhiéu hon. Liéu trén 600 mg/ngay chua duge nghién ciu va khéng khuyén céo
ding.
Daucodoxchda
Li€u khuyén céo |4 300 - 450 mg/ngiy, chia 2 ldn udng. Liéu khdi diu khuyén céo 13
150 mg/ngdy, udng cing hodc khéing cling véi thiic in d b&nh nhan c6 86 thanh thai
creatinin it nh3t 60 mL/pht, Tuy thee d4p dng va dung nap thudc ciia mdi bénh
nhén, cé th&tang liéu dén 300 mg/ngay {chia 2 14n, 150 mg/14n) sau mét tuln. Bénh
nhiin khdng dép dng ddy di véi lidu 300 mg/ngly ¢é thé ting liéu 1&n 450 mg/ngay,
chia 214n uéng. Hiéu qua ctia pregabalin dudc thdy rd trong tuén du tién.
Bénh nhan dau lién tuc, déng ké va ¢ dap tng tt vl lidu 300 mg/ngay, c6 thé dung
liéu t6i da 600 mg/ngay (chia 2 1&n, 300 mg/l3n). Tuy nhién, trong cActhi nghiém lam
sang, hidu qua clia pregabalin 600 mg/ngay ting khéng <6 ¥ nghia va bénh nhan
diéu trj vdi liéu nay cé ty 1& phan dng khdng mong mudn cao hon déng ké va ngiing
thudc nhiéu hon. W cic tic dung phuy [i&n quan d&n liéu ding, quyét dinh téng lidu
trén 450 mg/ngay phai dua trén danh gid ldm sang cla béc si diéu tri. Lidu trén 600
mg/ngay chua dugc nghién ciu va khéng khuyén cdo ding.
Nging dung pregabalin
Theo cac thyc hanh [4m sang hién tai, n&u ngimg didu tri pregabalin, cin nging tir tu
trong it nhitla 7 ngay.
Diéuchinhlidu theo chicningthin
Pregabalin duge thai tri chd y&u qua than. Do d6, ¢an didu chinh lidu theo muac dé
suy giam chiic néng thén cila bénh nhan. Thanh thai pregabalin ty 1& thuén véithanh
thai creatinin. Vi vy, diéu chinh liéu phai dya trén dd thanh thi creatinin (CL,) dugc
trinh baytrong bang sau.
C6 thé dung cdng thic Cockeroft va Gault duéi déy dé udc tinh @6 thanh thai
creatinin cta b&nh nhén {mL/pht).

150 mg

a-= [140 - tu8i (ndm)] x c&n nang (kg) (x 0,85 véi bénh nhan nif)

72 x creatinin huyét thanh (ma/dL)
Pregabalin dugc loai bd higu qua khoi huyét tuong nhd thdm tach mau. Sau 4 gid
thdm tich, ndng dd pregabalin gidm khodng 50%.V6i cdc bénh nhan dang lam thdm
téch mau, liéu hang ngay cla pregabalin can dugcdiéu chinh tity theo chife néng suy
thin. B&n canh liéu diing hang ngay, liéu diing bé sung nén dugc diing ngay sau méi
4gitrthdm tach mau.
Bing 1.Piduchinh lidu pregabalin theo chiicndng thén

Bé thanh Téng liéu pregabalin hang ngay {mg/ngay)”
thii creatinin Khuyén cio ting liéu* Ché dd
mUphit) [\ ihéidbu|  Tenglidu Lidutsida | Tlleu
{(mg/ngay) (mg/ngay)
214n hoiic
=60 150 300 450 600 3 lén/ngay
214n hoiic
30-60 75 150 225 300 3 1én/ngay
R _ _ 114n hoiéc
15-30 25-5¢ 75 100-150 150 2 lan/ngly
<15 25 25-50 50-75 75 1 ldn/ngay
Liéu b& sung sau khi thdm tach méu (mg)®
Bénh nhandang diing 25 mg ché dé tri liéu 1 14n/ngay: B8 sung 11iéu 25 mgho$c50mg
Bénh nhin dang diing 25-50 mg ch&dd ri iéu 1 18n/ngly: B sung 1 liéu 50 mg hodc 75 mg
Bénh nhén dang diing 50-75 mg ché dd tri 1éu 1 18n/ngdy: BE sung 1liéu 75 mg holic 100mg
Bénhnhan dang diing 75 mg ché do tri lidu 1 18n/ngdy: B8 sung 1 1iéu 100 mg hodc 150 mg

*Tly theo 84p ting v dung nap ctiamdibénh nhan

"Téng liéu dung hang ngay (mg/ngay) phéi dugc chia theo chi dinh.

" Liéu b8 sung I3 lidu don.
Bgnhnhdntrén 65 tudi
Khéng cdn diéu chinh liéu véi ngudi gia trirtrong truding hgp tén thuong chiic nang than.
Tréem (<18tudi): Khdng khuyén cio dung pregabalin &bénh nhan nhé han 18 tudivi
chua eé thdng tin vé tinh an todn vi hidu qui cia thuBc trén nhém tuindy.
KHINAO KHONG NEN DUNGTHUGC NAY?
«Né&u ban dj ling v6i pregabalin hoic bat ky thanh phan nac clathudc,
+Tréem (<18tubi).
TAC DUNGKHONG MONG MUGN:
Gifing nhu t4t ca céc loai thuc khic, thubc nay c6 thé gy ra tdc dung khéng mong
mudn, micdu khdng phéi b&nh nhan nao ciing gép phéi.
Théng béo ngay cho bac st hodic dugc sTnhimg tdcdung khdng meng mudn gép phéi
khi sttdyung thudc.
Néu tic dung khéing mong mudn nio tréf nén nghiém trong hodc ndu ban phét hign
t4c dung khéng mong mudn chua dugke dé cap trong téhudng dan nay, héy béo cdo
chobécsiclabanbiét.
Mét s8 bénh nhén c6 thé c6 tic dung phy khi diing pregabalin, Céc téc dyng phy
thudng nhe. Trong cac nghién cdu, vai bénh nhén ngling uéng pregabalin do téc
dung phy, Cac téc dyung phy thuding g3p nhit 13: chong mit, budn ngl, md méit, khé
miéng, sung céc chi, ting cén, kh6 tap trung, thi€u ning lugng, yéu ca, t4o bén, va
hay quén,
Mot s6 it bénh nhén diing mét loai thuSc thubc loai nay c6 thé c6 y nghi tu tir. Nén
thdng b4o ngay 18p tiic néu didu ndy xay ra cho Bac si.
Téan su#tgadp ADR c6 thé bj dnh hudng béiliéu dung hodc cacliéu phap phdi hgp.
Béng tém tit cdcphin tngkhdng mong mudn:

Céc co quan (T8n suft (») Cécphin img khdng mong muén

Timmach |Thudng gdip | Phitngoaivi.

ftgép | Daungyc,phl.
Thdnkinh | Thudng gdp | Chéng mit, ngd g, matdidu van, daudéu.
trung vang

frgap | Viémday thénkinh, suy nghfbdt thutmg, mét mi, i lin,
sang khodi, rdi loan ngdn ng, réi loan chi y, mat phdi
hop déng tac, mit/ gidm tri nhd, dau, chéng mit, cdm

gidc bt thudmg/ gidm cam gidc, lo ling, trdm cdm, mét
dinh hudng, ngd lim, s&t, mét nhén céch, ting truong luc
o, trang thdi li bi, sting s¢thodc kich déng.

Hétiéu héa | Thuéng gdp | Tang cén, khé miéng.

Hé ca - xuong | Thudng géip | Runco.

ftgdp | RGi loan thing biing, ddng di bt thuéng, yéu co, dau
khdp, gidt co, dau lung, co thét co, gidt rung ca, dj cim,

téng CPK, chudtnit, dau co, nhugc co,
Mt Thudng gdp | Nhin md, song thi.
ftgdp | Railoan thj giac, gidm thjluc, rung giat nhan cau, viém
két mac.
Da ftgdp | Phiimit, vétthamtim, ngia.
NGt tiét va ftggp | Udich,gidmglucose huyét.
chuyén h6a
Da day-rugt legdp Téo bén, thém &n, dy hoi, ndn, dau bung, viém da diy- rudt.
Sinhdyc- frgdp | Tiéu nhiéu va tiéu khdng ty chil, mét khodi cdm, giam
tidt nigu tinhduc.
Méu lgdp |Glamtiéuciu,
Tai ftgdp |Gidmthinhlyc.
Hé hdp ftgap Viém xoang, khé thd, viem phé& quan, viém hong -
thanhquan.
Khac Thuéng gdp | Nhiém khusn.

ftgdp | Khéc:Hoichimggia cim, phan tng didng.

Hiém ggp |Ap-xe, suy than cdp, 18 thudc thudc (hiém gip), kich
d6ng, albumin nigu, phdn dng phan v&, thi€u mau, pht
mach, r8iloan ngdn ngd, viém da day, ngiing thé...

(*) TAn sudt tdc dung khéng mong muédn dugc dinh nghfa nhu sau: Rat thudng gip
(ADR = 1/10), thudmg gap (1/100 < ADR < 1/10), it g3p (1/1000 < ADR < 1/100), hiém
g3p (1/10000< ADR< 1/1000), rét hiém giip (ADR < 1/10000).
Huéng din cachxittrl ADR.
Mat s ADR lam ngudi bénh phai ngiing thudc. 4% ngudi bénh bj chéng mit hodic
budn ngd phai ngimg difu tri. Da s& cac truemng hop bi nhin md ty h&t khi tidp tuc didu
tri, dudi 1% ngudi bénh phai ngimg diéu tri. Néu rdiloan thj gidc kéo dai, cin cho thim
kham mét.
Phéi ngting thudc khi bj bénh ¢o, hodc khi thdy ndng dd CPK huyét thanh tang cao it
nh&tgép 3 14n miic cao clia gidi han binh thudng.
Phéi ngting thudc khi 6 ting cin, phit ngoai bién & ngudi da ¢6 bénh tim tirtrudc.
Pht mach tuy hifm xdy ra nhung thuding xay ra ngay khi b4t d4u diéu trj pregabalin;
do d6, truée khi cho bénh nhan diéu trj bing pregabalin, cin hi ki tién st man cdm
v chufin bi phuong tién cip ciu thich hop.
Ngoai ra, cin théng béo cho ngudi bénh v gia dinh biét vé tiém ning nguy ca ty sat
khi diing thuéc chéng déng kinh. Phéi chd y dén cic triéu chiing bdo hiéu nhulo u,
vt v, hunghéin, tin ¢dng, chéng ddi, thao cudng, mét ngl vatrim cém., Gia dinh ¢in
theo ddi sat ngudibénh.
Khi ngiing thué, tranh ngiing dgt ngdt, gidm dén liéu trong khodng it nhdt mt tudn.
NEN TRANH DUNG NHUNG THUGC HOAC THYC PHAM Gl KHI DANG SU DUNG
THUGCNAY?
Thye phém: Pregabalin <6th&udng cling hoéic khdng ¢é thirc n.
Diing cic thudckhdéc:
Hiy cho béc stho3c duge si clia ban n&u ban dang diing, hojc gén diy da dang bt ky
loai thudcndo khéc,
-Rugu,
-Thudcchdnglo du {lorazepam).
-Thudcgiam dau (oxycodone),
-Thudcchdng déithdo dudng (thiazolidinedione).
-Thudcchdng trdm cam (thudc ic ch& thu héi serotonin chenloc).
- Methotrimeprazin, droperidel, hydroxyzin, ketorelac, mefloquin.
CANLAM G KHIMOT LAN QUENKHONG DUNGTHUSC?
Trong trudng hop ban quén mét lidu, udng ngay khi nhé ra. Khdng udng trong
truding hop gan lidu k&tidp va tidp tuc vdi lidu binh thudng.
Khéng nén diing liéu gép do6i déba chomdt liduda quén.
Khéng nén ngiig sirdung pregabalin ddt ngét.
Néu ban c6 bit ky thdc mic ndo vé viée sitdung thude nay, hdi bacsi hodc duge si.
CANBAO QUANTHUGC NAY NHUTHENAO?
Béo quén thuSc nolkhd, nhigt dé dudi 30°C, tranh anh sang.
NHONG DAU HIEUVATRIEU CHONG KHIDUNG THUGC QUA LIEU?
Liéu diing cao nh4t clia pregabalin trong nghién ciu [4m sing trén 1 b&nh nhan la
15.000 mg nhuing khéng gay tdi vong. Cic phan ding phu do qua liéu khéng khic biét
v&matlam sang vé6i cac phin tmg phu khidung lidu khuyén cso.
Trong céc bdo co sau khi thudc Iuu hanh, mét s6 truding hgp td vong khi dung
pregabalin két hgp véi cac thudc khic trong d6 liéu pregabalin 1 800 mg/ngay.
Khéng ¢ truting hgp nao trong sé bénh nhan nay da xac djnh nguyén nhan gay chét
12 do pregabalin. Liéu don thdp nhét pregabalin gay ch&t vin chua dugcxac dinh.
Cac phan dng phy thuding gip nhitkhi duing pregabalin qué liéu (khodng liéu tir 800
mg/ngy [&n 3&n 11.500 mg dang lidu dan) bao gém rdi loan cdm xdc, budn ngd,
trang théi l&n 1&n, trém cim, lo ling v bén chén.
CANPHAILAM Gl KHIDUNGTHUGCQUA LIEU KHUYEN CAO?
Néuban hay bat ky ai khac (nhu tré em) udng qué nhidu vién thudc, hay gip ngay béc
sThodctéi khoa Héi suic - Cip cdu clia bénh vién gdn nhat.
Xirtriqudliéu
Khéng c6 thufic gi3i ddc dac hidu khi diing qué liéu pregabalin. NEu duge chl dinh, ¢6
thé loai thudc chura hdp thu bing thudc gay ndn hay rifa da day; cdn luu ¥ béo vé
dudng hé hép ciia bénh nhan. Cham séc hd trg t8ng quat nhu theo doi cac diu hidgu
sinh t8n va quan s&t tinh trang bénh nhéntrén lam sang,
Thémtdchmdu
Pregabalin dugc bai tiét c6 hiéu qué gua thdm tach méu (sau 4 gie thém téch mau,
néng d6 pregabalin trong huyé&t thanh gidm gén 50%).
NHO'NGDIEU CAN THANTRONG KHIDUNGTHUSC NAY:
-Thudcnay khéng nénsitdung &
Tréem (< 18tudi): Khdng khuyén cso dung pregabalin & bénh nhan nhé hon 18 tudivi
chua c6 théng tin vé tinh an toan va hiéu qua clia thudc trén nhém tui ndy.
Bénhnhdn trén 65 tubi
Khéng cin diéu chinh liéu véi ngudi gia trif trong truéing hgp tén thudng chlc ning
than.
Phunircé thalvacho conbi:
Thoiky mang thai:
Ban phail bdo cho bacsinéu ban dang (hodc dy dinh) cé thai.
Chua cé cacdirliéuddy divé dung pregabalin trén phy ni cé thai.
Céac nghién ctiu trén déng vat dé cho thiy tic dung géy déc trén kha niing sinh san,
Nguy cg vé rili ro trén nguaii chua dugc biét.
Khéng nén dung pregabalin khi dang mang thai trir khi thuc sy ¢dn thiét va c6 can
nhéc ky lgi ich mang lai cho ngudi mecao hon so vdi nguy co cho thai nhi.
Thai kjycho con bi:
Théng bio cho bic sTbiét néu ban dang cho con b hodic bit ddu cho con bu.
Chua bi&t dugc pregabalin cé bai ti€t qua stra ngudi hay khéng; tuy nhién, thudc cé
xuiit hién trong sita chudt, Do vy, khéng duge nudi con béng sita me khi dang diing
thu6c.
Anh hudng ciia thudc 881 vé1 cdng vigc (nguidl van hanh méy méc, dang I4] thu xe,
ngudilam viéc trén cao va cictruing hop khac):
Pregabalin c6 thé gy chéng mit hoiic budn ngt. Do vdy, bénh nhan khéng nén léi
xe, van hanh méy méc phictap.
KHINAO CANTHAMVANBAC STHOACDU'GC SI?
T¥hudng din st dyng néu tém tit cac thdng tin quan trong clia thudc. Néuban
co thécmécnao khic, hiay hdibacsihoacduocsiciaban.
Héi béc sitrudic khi diing thudc néu ban c6 bat ky nhimg diéu nao sau day:
«Né&u ban dang diing, hodcgén dayda ding bét ky loai thudc nio khéc.
= N&u ban dang thodc dy dinh) c6 thai.
+Né&u ban dang cho con b hodcbatdau cho con bi.
= N&u ban ngtia, thd khd khe, phat ban hoic sung ¢ hong hoficmit,
»Néu ban bjvin dé véthan.
= N&u ban c6 1ién sirvé banh tim goi 12 suytim sung huyét,
+Néu ban cé tién sircdc vén dé vé da day-rudt, vidy nhutéo bon, the rudt hodc té ligt,
hoicban dang diing cac thudc c6 thé gay tio bén.
HAN DUNG CUA THUSC: 24 théng k&€ tingay sinxust.
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