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m DPoc ki hudng din sit dung trude khi ditng
GMP Néu cdn thém théng tin xin héi y kién thdy thubc.
Chi ditng thubc nay theo su ké don ciia thdy thuée.

MORITIUS
(Vién nang citng Pregabalin 75 mg)

Tirthéng tinsgn phim niy bao gém hudng din sitdung cho thufic ¢6 nhidu ham ligng khde nhau,
THANH PHAN:

Mdi vién nang cdng MORITIUS chifa:

Pregabalin vesssnians 19 MG

T duisc: Lactose monol , croscarmellose natri, magnesi stearal ... vita di | vién.

M&i vién nang ciing MORITIUS-F chifa:
[ LR 1 T——————— 11 T
Ti dugc: Lactose monohydrat, croscanmellose natri, magnesi stearat, silicon dioxyd ..vita di ! vién.

Bic tinh duige Iyfc hge:

Ciic nghién ctfu in virro di cho thi'y pregabalin gfin vdi | subunit phu (o2-5 protein) clia dong calei mang dién trong hé thing thin kinh trung vong, thay thé

[3H]-gabapentin. Thém vio d6, pregabalin gidm gidi phong mtsd chit din truyén thiin kinh, bao gém glutamat, noradrenalin. Sy quan trong ciia nhitng tée

dng niy irén 1im sing vdi pregabalin chua duic biét.

Pregabalin khéing c6 4i Iy vdi cic thy thé ti€p nhin hodc cic dip tng gdn vdi tic dyung clia mit s6 thuc thuting sif dung trong didu trj ddng kinh hodc dau,

Pregabalin khing twong tdc vdi cde chit e ch€ GABA, hoic GABA,, khing dugc chuyén héa thinh GABA, hodc chﬁ'fl:i‘c ch& GABA,. Pregabalin khiing

phdi Ia mitchit e che sif tao thinh vi phin hily ca GABA.

Pregabalin ngdn ngira dau lién quan tdi hoat ddng trén ddng vit vdi dau thin kinh hodc dausau phiu thude, bao gdm ting cdm gidc dau va dau do kich thich,

Pregabalin c6 hoat tinh trén dfng vt déng kinh, bao gdm ddng kinh do séc dién co dudi trén chudt, ddng kinh ngudng rung gidt vdi pentylenetetrazol, ddng

kinh hitnh vi vi dién 48 & chudt dugc kich thich via nghdimai.

Bic tinh duge ding hpe:

Hip thu: Pregabalin dugc hip thu nhanh khi udng lic d6i, ndng ¢4 dinh trong huyé&t nrong dat dugce sau 1 gior. Khd dung sinh hoc duding udng cla pregabalin

khodng 0% va phu thude vio lidu diing. Trong diing nhic lai, tinh trang &n djnh dat dugc rong 24 - 48 gid, TV 1& hip thu ciia pregabalin gidm khi diing ci

thife indiin dén C_, gifim khodng 25 - 30% va kéo diit_, saukhodng 2,5 gids. Tuy nhién, diing pregabalin ciing thifc &n khéng cé dnh hudng limsing ding

nao d€n mitc 46 hipthu pregabalin.

Phiin b Trong cée nghién eifu tién ldm sing, pregabalin d€ ding qua hang rio méu ndo & chuft nhi1, chudt cdng va khi. Pregabalin qua dugc nhau thai &

chuft cdng vi xudt hién trong sifa chudt. O ngurri, thé tich phiin phi cla pregabalin sau khi diing dubng uiing khodng 0,56 L/ kg. Pregabalin khong gén két

vdi protein huyt nfong.

Chuyén héa: Pregabalin duge chuyén héa khong ding ké trong cd thé ngudi. Sau khi diing pregabalin phéng xa ddnh difu, khodng 98% dugc im thiy trong

nude tifu A pregabalin 3 dang chua chuy&n héa. Din xuft N-methylat cda pregabalin, chit chuyén héa chinh ciia pregabalin dugc tim thiy trong nudc tiéu,

;hié‘m kéhning 0.9% liéu diing. Trong cd¢ nghién citu tién lim sang, khong cé diu hidu ndo vé sy bién d8i pregabalin d6ng phin td tuyén thanh d8ng phin
iru teyén.

Thdi trir: Pregabalin dude thii trir khai hé win hoin chil y&u do bii tiétqua thin nguyén dang.

Thii gian bin thdi trung binh cla pregabalinla 6,3 gidr. Thanh thdi pregabalin huy &t nwiong va thanh thii thin tf 1¢ thufin vdi thanh thii creatinin.

Duige dijng hpe trong nhitng nhiom bgnh nhin dgc bigt:

Suy thdn: Thanh thii pregabalin tf 18 thudn vdi thanh thdi creatinin. Thém vio d6, pregabalin duge loai b hi¢u qui khdi huy&t widng nhdf thim tdich mdu

(sau 4 gi®s thim tich mdu ndng 49 trong huyét wwong clia pregabalin gidm khodng 50%). Bdi vi thii trir qua thin 13 du&ng thii trit chinh, gidm liéu vdi bénh

nhin suy thin vi ding lidu b sung vai bénh nhin thim tdch madu 3 cin thi€t,

Suy gan: Khong c6 cc nghién ciu dic hiéu tié€n hinh tén cic bénh nhin suy gan. Vi pregabalin duge chuyén héa khong ddng k€ vi thii tir chil y&u qua

mude tifu & nguyén dang, bénh nhin suy gan khng cé thay d8i ding k€ vé ndng 46 huyét wiong.

Nguiri gici: Thanh thi pregabalin ¢é xu hudng gidm theo sy ting ciia tudi. Suf gidm thanh thii pregabalin duitng ung khéng phy thudic vio sy gidm thanh thii

creatinin lién quan d€n sy ting clia mdi.

Ciin gidm liéu pregabalin trén cdc bé nh nhéin t8n thirdng chifc ning thin do i cao.

CHIDINH:

Bidutrj cie bénh dau thiln kinh trung wong v ngoai bién cho ngudi 16n.

Hé trgf didu tri con ddng kinh cue b o6 hodc khiing ¢ con dbng kinh tod n thé thit phdr,
Bidu trj rfi loan lo du todn thé (GAD).

LIEUDUNG-CACHDUNG:

Bau thdn kinh: Liéu khdi diu: 150 mg/ngay, chia lim 2 - 3 lin. Dya vio diping cd nhin vi khi ndng dung nap, cé thé ting li€u lén dén 300 mg/ ngiy sau
khodng3-7 nihy_ NEuciin, c6 thé ding liiu 181 da 600 mg/ ngi y sau khodng 7 ngdy ti€p theo.

Bgng kink: Lidu khdi ddu: 150 mg/ ngay, chia lam 2 - 31in. Dya vio dip ing cd nhin vi khi ning dung nap, cé thé ting 1&n 300 mg/ ngay sau | tudn. Diing
liéu 18 da 600 mg/ ngiy sau tudn tiép theo.

R&i loan lo du todan thé: Liéu khdi dEu; 150 mg/ ngay. Dya vao didp (ing cd nhiin vi khi ning dung nap c6 thé ting liéu lén 300 mg/ ngay sau | twin, 450 mg/
ngiy sau | wdn ti€p theo. Lidutdi da 600 mg/ ngdy.

Pregabalin khéng thay d8i ndng 45 trong huyétt ciia cdc thuc chiing co gifit thung ding. Tuong t nhy vy, cdc thude ching co gidt thubing diing cling
khong &nh hudng d&€n ndng 46 pregabalin rong huyét tuong.

Theo ciic thye hiinh lim sing hié n tai, néu ngung diéu tri pregabalin, cdin ngung i tir trong i thiéu 1 win.

Bénh nhdn suy thin: Pregabalin dugfc thii tnf nguy@n dang chii y€u qua thin, thanh thii pregabalin tf 1¢ thudn vdi thanh thii creatinin, gidm liéu trén cdc
bénhnhin tdn thudng chifc ning thin phii thy theo titng ¢4 nhi n vi theo hé s thanh thii creatinin (CICr).

Pregabalin duic loai bd hi¢u qud khéi huy&t thanh nhd thim tdch mdu (50% thubc sau 4 gily). Vi cic bénh nhin dang lim thim tich mdu, liéu hing ngay
ciia pregab:;in cdn duge didu chinh ty theo chife niing thin, Bén canh lidu ding hing ngiy, lifu ding b8 trg nén duge diing ngay sau mdi 4 gid thim tich
miu (xembdng 1)

Bing 1. Biéuchinh liéu pregabalin theo chife néing thin:

Thanh thii creatinin Tug lidw progubelin blog nghy () CHé 8 trj lidu
Lidu khai ddu (mg/nghy) Lidu 18 da (mgfngiy)
=6 150 600 BID
30 - 60 75 300 QD hodic BID
15-30 25 - 50 150 QD hodc BID
<15 25 75 QD
Liéu bif trgf sau thim tich mdu
25 | 100 | Litudon*

BID: Chia 2 lifw/ngay.

QD: Lidu don/ngay.

. Tﬁng liéu (mg/mn iy}cﬁ n chia nhu dugic chi dinh trong cdch dimg theo mg/ ngiy.

+Litubd rg 1 liésud-clnbﬁ sung.

Diing thudec trén bénh nhdn suy gan:

Khéng cin chinh lifu trén cdc benh nhin suy gan.

Ditng thudc che tré em:

Hidu qud v an toin cia pregabalin trén cdc bénh nhin dudi 18 wii chua duge thiétlip.

Ditng thudc cho ngieiri cao edi (trén 65 udi):

Khiing elin chinh liéu vdi nguiri gia trir trong truding hetp 18n thuong chife ndng thin (xem bing 1).
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CHONG CHI BINH: .
Bénh nhin min cdm vdi bt ky thanh phin nao cia thudc.

LUUY BACBIET VA THAN TRONG KHISUDUNG:

Bénh nhin vdi cdc bénh Iy di truyén hi€m gap v& dung nap galactose, thi€u enzym Lapp lactase hoac kém hip thu glucose-galactose khing dilng thudc ndy.
Theo cde thire himh 1im sang hiéntai, mdt 6 bénhnhin I'LSE duttng ting cin khi diing pregabalin cin diéu chinh viée ding cic thude ha dutng huyét

Biéu tri bling pregabalin thuding xdy ra chéng mét vi budn ngd, bénh nhin phdi dudc chid%n thin trong cho 8&n khi quen vdi cic dnh hudng 6 thé cha thude.
Chifa co cie dirliéu ddy di vé vige ngung kéthdp vdi cic thudc ching déng kinh khic,

Theo thife t€ trén lim sing, cé thé cin phii di¢u chinh thude ha dubing huy€l & mét 56 bénh nhin uéu duong by tang cin khi diéu i vdi pregabalin
P ¢6 bdo cdo phdning qué min vdi pregabalin, bao ghm phit mach. Phdi ngung thudc ngay khi c6 wri¢u chimg nhu phi mit, miéng hodc duiing hd hipén,
Bidu tri vdi pregabalin co thé bi chong mat va ngh g, ¢6 the gia ting sy ¢ 16n thuong NSI ngd (1€) 3 nguii gid. PA cd 1 s8 bdo cdo nhy mat ¢ thite, nhidm 1dn,
sa stit tinh thiin, do d6 bénh nhin cin chii ¥ thin rong cho tdi khi quen vdi tic ddng cha thudc.

Trong cdc nghién cidu co ki€m sodt, nhém bénh nhin didu tri vdi pregabalin cé t 1& mit thi gidc cao hon nhém placebo. Trong céc nghién eifu lim sdng c6
kiém tra thi gidic, ti 1& gidmthi :}mva bién ddithi infing, bi¢n ddi ddy mdi & nhdm bénh nhin ding pregabalin I¢n hon nhom placebo

Cic tic dung khdng mong mudn trén mt bao gdm mét thi e, mo mdt hodc thay ddi thi lyc, da s 13 thodng qua. Ciic triéu chimg ré n ¢6 thé giam hodc hdi
phuc khi ngung sir dung pregabalin.

B ¢ bio cdo truding hap suy thin vi hdi phuc khi ngung pregabalin,

Chura ¢6 ddy 46 dir liéu vé viée ngung sir dung dbng thisi cdc thudc chiing ddng kinh dé sir dung pregabalin don dbc, khi sir dung pregabalin hd i do dat duge
viec ki€m sodtddng kinh.

Khong c6 dir li¢u vé mdi lién quan gitfa lidw ding v thai gian ding thudic vai i 1€ vi mirc 6 trdm trong cla triéu chimg ngung thudc, Nén thing bio didu
nity cho bénh nhin khi bt ddu didu .

B cé bdo cdo vdi bénh nhiin diing pregabalin bj suy tim sung huy&i. Phin iing niy thuding gdp d bénh nhin 16n iudi bi idn thuong tim mach ding pregabalin
dé€ diéu tri bénh thiin kinh. Phii thiin trong khi sir dyng pregabalin cho nhiing bénh nhin nay. Bénh nhéncé thé hi phuc khi ngung thudic. 7

Trong didu trj dau thiin kinh trung ifdng do chin thudng tiy sing, ti 18 1d¢ dung khing mong mudn ting 1€n, ting cic tic dung khdng mong mudn trén thin
kinh trung udng va dikc biétla budn ngd. Bidu ndy b the 1ing 1én do sy sif dung cdc thude dong thdi (nhwr cide thude chdng co cing). Nén xem xét khi s dung
pregabalin trong trudng hop iy,

B co bédo cdo ¥ nghi vi hianh dong ty tif & bénh nhin didw trj véi thude chimg dong kinh, Mot phin tich meta cia nghién ciu kiém sodt ddi chimg nglu nhién
thudic ching ddng kinh cho thi'y tang nhe nguy cd ¥ nghi va hainh ddng wrut, Coché cia tde ddng chua rd vi dif lidu hién tai khong loai wir khd ndng ting nguy
codo pregabalin,

Do d6 phdi theo ddi d¥u hi¢u ¥ nghi va hanh ddng ty tird bénh nhin v xem xétdidu tr thich hop.

Bié xa tdm tay iré em.

SUDUNG CHO PHY NU'CO THAI VA CHO CON BU:

Chufa 6 céc dif lidu ddy dd vé diing pregabalin trén phu nif ¢6 thai. Do vy, khéng ding pregabalin khi dang mang thai urir khi lgi ich mang lai cho ngudi me
rd ring quan trong hon nhirng khd nang rii ro ¢ thé xdy ra cho thai nhi.

Chura bi lduu; pregabalin ¢ bii i€t qua sifa ngudi hay khong. Tuy nhién, thufc c6 xuit hién rong sifa chudt. Do vy, khong duge nubi con biing sita me khi
dang ding thubc,

TACBONG TREN KHA NANG LAIXE VA VAN HANH MAY MOC:
Pregabalin cd thé gy chéng mathodc budn ngd. Do vy, bénh nhi n duge khuyén khong nén 1di xe, vin hinh mdy moc phic tap hoac tham gia ciac hogt déng
mao hi€m khic cho dén khi xdc dinh dugc thudc o6 dnh hudng d€n viéc thirc hién cic ddng tic nay khong.,

TAC DUNG KHONG MONG MUON:

Rt thieérng gdp: Chéng mit, budn ngi.

Thieimg gdp: Tang thém &n, tim trang sdng khodi, 14 Kn, d& b kich thich, gidm ham mudn finh duc, mit diéu hba, réi loan phdi hdp, run, loan vinngdn, gidm
tri nhd, mﬂ’l:tﬁp trung, di cdm, mi mEl, chitng song thj, ndn mifa, khé miéng, tio bon, ddy hoi. loan cudng, ddng di bt thuding, cdm gidc say, mét mdi, phil
ngoai vi, phil, ting ciin. .
It giip: Chén in, go gidc, hodng loan, bdn chdn, lo du, trim cim, tim trang chdn nin, tinh khi thit thidng, mét nhin cich, mat ngi trim rong. gidc ma bil
thuing, ting ham mudn tinh dyc, thef d, réi loan thi gidc, sung mat, khuyét it thi tnding, gidm thi lye, dau mdt. moi mat, khd mit, dng chiy nude mit, nhip
tim nhanh, d6 bimg mat, bife hda, kho thd, khd mai. Phit ban, 45 md hi.

Hiém gdp: Gidmbach ciu trung tinh, gidm glucose huy &t

Khing rd tdn sudr: Qud min, phit mach, phin ing dj ing.

C6 triéu chitng ngumg thude § vii bénh nhin khi ngimeg sir dung pregabalin sau mét thiri gian didu i dii han hode ngdn han. Triéu chimg: mdt ngd, dau diu,
budn nén, tiéu chiy, tri¢u chiingcdm cim, lo 1dng, trim cdm, daw, ra md hii vi chong mét.

Khéng co dif liéu vé mdi lién quan giita lidu ding, thii gian ding thudc va i 1&, mide 40 trim trong cla méu chitng ngung thubc,

Théng bdo cho thdy thud cde tde dung khdng mong mudn gdp phdi khi sit dung thudc.

TUONG TACTHUOC, CAC DANG TUUNG TAC KHAC:

Do pregabalin duige thii trif chinh qua nude ti€u & dang chua chuyén héa, mot lugng khing dang k€ duge chuyén hoa (< 2% cia lidu ding dugc Gm thiy rong
midc tiéu & dang chuyén héa), khdng Kim ham chuyén héa thudc in vitro vi khing gdn vdi protein huyét urang, pregabalin khing 1ao ra nrdng tdc, hodc b
tfcng tdc duge ddng hoc. )

Nghién ciiu in vivo va phdn tich duge dng hoc din sé

Céie nghién cifu in vive khing cho thi'y lién quan vé wong e duge dong hoc wén lim sing vdi phenywin, carbamazepin, acid valproic, lamotrigin,
gabapentin, lorazepam, oxycodon hodc ethanol. Phin tich duge déng hoc din s8 cho thiy thude i tifu dubing dang udng, thulc lgi tiéu, insulin,
phenobarbital, tiagabin, vii topiramat khéng cé dnh hudng 1im sing ddng k& d&n thanh thii ciia pregabalin. Tiong of nh viiy, cde phin tich nity ciing cho
thi'y pregabalin khéng c6 dnh huding lim sang ding k€ ndo dén thanh thii phenytoin, carbamazepin, acid valproic, lamotrigin, topiramat vi phemobarbital.
Thude trdmh thai duting uﬂ’ng, norethinsteron va/ hodc ethinyl oestradiol !

[ihngchunggcreglbalin vii céic thudc trinh thai duding udng norethisteron vii/ hodc ethynyl cestradiol khing dnh hudng dén su n dinh v duge dong hoc cla
cd 2logi thudc,

Thuie dih ke dén h thdn kinh trung womg : )
Pregabalin c6 thé ting tic dung cia ethanol v lorazepam. Trong nhifng nghién cifu lim sang cé kiém sodt, ding liéu da duiing uéng pregabalin két hgp vai
oxycodon, lorazepam, hodc ethanol khéng o6 téc ddng lim sing quan trong ndo d&n s hd hip. Trong cdc bio cio sau lwu hanh thude, ¢6 bao cdo vé suy hb
hip vi hon mé & bénh nhin ding pregabalin va cdc thudc de ché thiin kinh trung veng khic, Suf e mat clia pregabalin ting thém rdi loan nhin thirc vi chire
nang viin ddng gdy ra bdi oxycodon.

Triomg tdc thude & ngudi cao rudi

Chuta co cde nghién ciu vé widng tde dvge Iwe hpe die hidu dugic tién hiinh trén bénh nhin cao wdi tinh nguyén. Nghién ciu vé niong tic chi mdi duge thyc
hién & ngueti rudng thinh.

QUA LIEU-XUTRI:

Trong tntéing hop qud lidu d€n 15 g, khdng 6 téc dung khing mong muén nio duge bio cio.

Trong ciic bio cio sau khi lvu kinh thudc, cdc tic dung khong mong mudn phé bién nhit didc bio cdo khi ding qud liéu pregabalin bao gdm: rdi loan cim
xiic, ngli gd, tinh trang 16 Vin, trim cdm, lo du, bbn chin,

Bidutriqud lidu pregabalin cdn ti€n hinh cdc bién phip hd trg ¢6 the ghm cd thim tdch mau néu cin thiét,

BONGGOI: MORITIUS:  Hép2vix 14 vién.

Hiop6vix 14 vién.

= . MORITIUS-F: Hop2vix 14vién.
BAO QUAMN: Ndi khd rio, trdnh dinh séing, nhi¢t d khdng qui 30°C.

TIEU CHUAN CHAT LUGNG: Tiéu chudin nha sin xuit.
HAN DUNG: 36 thang ké tif ngiy sin xuit.

San xuit tai:

CONG TY TNHH DAVI PHARM (DAVI PHARM CO., LTD)
. L6 M7A, budng D17, Khu CN My Phudc 1, Phudng Théi Hoa,
DAVI| Thixa Bé&n Cit, Tinh Binh Dudng, Viét Nam

PARMCO™ 1 Tel: 0650-3567689  Fax: 0650-3567688
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