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THUOC KE BON
Ry PEGASET 25 (Vién nang pregabalin 25 mg)

R, PEGASET 50 (Vién nang pregabalin 50 mg)
Rx PEGASET 75 (Vién nang pregabalin 75 mg)
y PEGASET 100 (vién nang pregabalin 100 mg)
Rx PEGASET 150 (Vién nang pregabalin 150 mg)
Ry PEGASET 200 (Vitn nang pregabalin 200 mg)
X PEGASET 225 (Vién nang pregabalin 225 mg)

Ay PEGASET 300 (Vién nang pregabalin 300 mg)

4 xa tim tay tré em
Boc ki hwdmg ddn s dung trande khi ding
Thiide ndy chi diing theo dem thude
Thimg bdo ngay cho bde 57 hode dugpe 57 nhing phdn img oo ki
gap phai khi i dung thudc

1. THANH PHAN CONG THUC THUGC

PEGASET 25: Mi vién nang cimg o chita:

Thark phén hogt chdr: Pregabalin 25 mg.

Tﬁ-ﬁ.ﬂ.ﬁpﬂtﬁﬂ & dwrgre: Maize starch (Extra white maize starch), tale (Luzenac pharmia}, hard
gelatin capsule shells (s1ze 5),

PEGASET S0: M vién nang cimg o6 chira:

Thinh phdn hogt chdt; Pregabalin 50 mg.

Thanh phn td dupc: Maize starch (Extra white maize starch), tale (Luzenae pharma), hard
gelatin capsule shells (size 4).

PEGASET 75: MGi vién nang cimg ob chia:

Thdnk phdn hogt chdr- Pregabalin 75 mg.

Thérh phdn td dere: Madze starch (Extra white maize starch), tale (Luzenac pharma), hard
gelatin capsule shells (size 4),

PEGASET 1040: Mdi vién nang cimg co chira:

Thirh phdn hogt chdr: Pregabalin 100 mg.

Thinh phdn & diepc: Maize starch (Extra white maize starch), tale {Luzenac pharma), hard
gelatin capsule shells (size 3).
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PEGASET 1580: M&i vién nang cimg b chira: /)/c? .
Thank phidn hogt chdr: Pregabalin 150 mg. ‘SL

pgelatin capsule shells (sme 2),

PEGASET 200; Mbi vién nang cimg co chira: (@/
Thinh phan hoat chat: Pregabalin 200 mg.

Thinh phan td duwpe: Maize starch {Extra white maize starch), tale (Luzenac pharma), hard
gelatin capsule shells (size 1).

PEGASET 225: Mi vién nang cing e chia:

Thank phdn hoat chdr: Pregabalin 225 mg.

Thimh phdn td dgre: Maize starch (Extra white maize starch), talc {Luzenac pharma), hard
gelatin capsule shells (s1ze 1).

PEGASET 300: M3i vién nang cimg cé chira:

Thinh phin hoat chdt: Pregabalin 300 mg.

Thinh phin 4 dwpc: Maize starch (Extra white maize starch), tale (Luzenac pharma), hard
gelatin capsule shells (size 0).

Think phdr td direre: Maize starch (Extra white maize starch), talc (Luzenac pharma), hard |Lc0/))/
| ‘%
|
|

1. DANG BAO CHE
Vién nang cimg.

3. MO TA SAN PHAM

PEGASET 25: Vé nang gelantincimg o 5, thin vi ndp mdu triing, &b in chit "Z™ trén niip
it vk 50 10" trén thiin v bing mye den, chira bjit ebm b miu tring dén tring ngi.
PEGASET 50: Vi nang gelantin cimg ¢ 4, thén va niip maw triing, c6 in chit "Z” trén ndp
v v s "1 1" trén thiin vé biing miec den, chir b oém cé miu tring dén tring ngi.
PEGASET 75: Vi nang gelantin cimg of 4, thiin miu tring, nip mdu cam, ¢b in chi "Z"
trén ndip vé vil s 127 trén thiin w6 biing myc den, chita bit cden o6 mibu trng dén wing
nga.

PEGASET 100: Vi nang gelantin cimg cb 3, thin v ndp miu cam, 6 in chit "Z” trén
nlip v vil 56 "13" trén thin vb bling myrc den, chita bt cém o6 méu tring 4én tring ngd.
PEGASET 150: V& nang gelantin ¢img ¢if 2, thin vi nip miu tring, cd in chit "Z" trén
ndp b va sb “14" trén thin vd bing myc den, chira bit cém o6 mau tring dén tring nga.
PEGASET 200; Vd nang gelantin cimg o 1, thin vi nip mbu cam nhat, &6 in chiy "2~
trén niip w6 va 50 *15™ trén thin vo bing myc den, chira bt obm 6 maw trdng dén tring
ngi.

PEGASET 225: Vinang gelantin cimg ¢ 1, thiin miu triing, ndp miu cam nhat, cd in chit
"Z" trén ndp vd v sb "16" trén thin vd bing myc den, chita bt ofm cd mau triing dén

tréing ngd.
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PEGASET 3M: Va nang gelantin cimg c& 0, thin méu tring, ndp méu cam, eb in chit "Z I
trén niip vo va 50 17" trén thin vo bing myc den, chita bt cdm eb mdu irdng dén tring
ngi.

4. CHi BINH

Pau thin kinh

Pregabalin dwge chi dinh trong diéu trj dau thin kinh & ngwi lm.

Dijng kinh

Pregabalin dwpe chi dinh didu trj bl ro ddng kinh cpe b, b hoje kbidng kém theo déng
kinh toin b thi phit & nguii lon.

il logn 1o dn lan tha

Pregabalin dupc chi dinh didu v réi loan lo &u lan tha (Generalized Anxiety Disorder -
GAD) & gt lm,

5. LIEU DUNG, CACH DUNG

Litu ding

Newriri kim

Khodng lidu ding tir 150 mg $én 600 mg mdi ngdy dwec chia lim 2 - 3 i,

Bz thn Kink

Diku trj v pregabalin o thé bat ddu bing liéu 150 mg mdi ngiy. Tiy theo dip img vi
khi ning dung nap timg bénh nhdn, l&u dimg cd thé ting lén 300 mgmgiy sau khodng
thiri gian 3 - 7 ngy, vt néu ciin, of thé thog dén liéu t8i da 600 mengdy san khodng 7
ngiy diéu trj thém,

Ding bnk

Co thé bt ddu didu trj bing pregabalin v lidu 150 mg méi ngay. Tiy theo dip img vé
khi ndng dung nap cia timg bénh nhin, lidu ding o thé ting lén 300 mgingiy s | tudn,
€6 thé ting dén lidu 151 da 600 mg/ngiy sau mit twin didu mj thém.

Rai doan [o du lan toa

Khodng lifu ding tir 150 - 600 mg mdi ngay dupc chia thinh khodng 2 - 3 l&n. Cén
tharémg xuyén dinh gid lgi nha cu didu .

Cé thé bdi ddu didu i bing pregabalin véi lidu 150 mg/ngiy. Dya trén dip img va khi
ndng dung nap cla timg bénh nhin, o6 thé ting Héu téi 300 mg/ngay sau | tuin didu i,
Sau khi digu tri thém mdt tudn liéu dimng co thé ting toi 450 mg/ngiy. Co thé ting dén lidu
16 da 600 mp/nghy sau mit tuin didy tr thém,

" + pali

Néu phii ngumg ding pregabalin, cén gidm lifu rir tir trong thév gian whd thidu 13 1 win,
Bénh nhdn suy thdn

Gidm liéu trén céc bénh nhin tda thuomg chie ndng thin phai tiy theo timg cé nhin vi
theo tic 4 thanh thii creatinin, dupe trink biy trong bang 1, sir dung céng thirc dwdi diy:

/ II'!-"_ EIEIL..'} i
i
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1,23 ¥ {140 =rudi (ndm) }x cin nang (kg) |
' 2 28 « 0,85 viii bénh shin ni o

Crearinin huyer thank (pmel /1)
Vi cic bénh nhin dang phai thim tich méw, lido hing ngdy cla pregabalin cln duoe didu
chinh tiry theo chirc ning thin. Bén canh lidu ding king ngdy, nén ding mdt lidu bd sung

CLer {mL/phit) =

ngay sau mid 4 gt thiim tich miu.

Bing 1. Didu chink lifu pregabalin theo chire ndng thin

Thanh thai

— Téng litn pregabalin hing ngiy (mg/ngay)* Ché d4 liu
L

(mL/phit)

= &) 150 00 A50) 00 BID hodc TID

30 - 60) 75 150 225 300 BID hoje TID
15 - 30 25- 50 75 100 - 150 150 QD hoiic BID

£ 15 25 25 = 50 50 =T5 75 30

Lidu bé tro sau khi thém tich mdu (mg)**

Bénh nhiin ding liéw dom 25 mg/ ngiy: ding thém mit lifu bd sung 25 mg holic 50

mg

Bénh nhin ding lifu dom 25 - 50 mg' ngdy: ding thém mat lidu b sung 50 me hode i

75 mg

Bénh nhin ding Héu den 50 - 75 mg/ ngdy: ding thém mit lidu bd sung 75 mg hofic

100 mg

Bénh nhiin dimg lifu dom 75 mg' ngiy: dimg thém mdt lidgu b sung 100 mg hofic

150 mg

=
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TID: Chia thinh 3 léwngiy

BID: Chia thinh 2 lifungiy

QD: Lifu don/ngdy

*Tdng lidu bing ngdy {mg/nghy) clin chis theo chié 4§ lidu ndi rién dé cung cdp malidu
w*] jéu bé sung 14 i bd sung thém duy nhit

Bi{nh nhin suy gan

Khdng cin chinh liéu trén bénh nhiin suy gan,

Mg cao tudl (trén 65 tuii)

M cao tudi cd thé cln gidm lido pregabalin do chirc ning thiin suy gidm.

Tré em vi thanh thifu nién duwdi 18 tudi

Sy an todn vi hidu qui cda pregabalin cho tré em v thanh thiu nién chiea duwege thidt 1ip.
Khiéing ding thudic cho 88i tugmg niy.

Céich dimg

Dring dwimg uing. Co thé uing cing hodc khing clng thic fn,

6. CHONG CHI BJNH

Qué min v pregabalin hoge bt ki thinh phin nio cia thude.

&
K

%
2
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7. CANH BAO VA THAN TRONG KHI DUNG THUOC 73,

Bénh nhiin dii thio dwimg \-?OO

Mt 50 bénh nhin dii thao dwimg bj ting ciin khi ding pregabalin c6 the cin diéu chinh | /))/

viée dimg cic thudc ha duimg huyé, ;: O}(/
Céic phiim img qud min | (0

Sau khi hna hinh thude, 34 c6 nhing bio cdo vé phin img qui min, bao pdm cd phit mach.
Cin ngmg sl dung pregabalin ngay néu ob wide chimg phit mach, nhy phic mit, phi
quanh miéng, hodc phi dirtmg ha kip rén.

Chéng mt, buiin ngi, mit ¥ thirc, nhim lin vi sa sit tinh thin

B¥iéw trj bling pregabalin thimg xiy ra chdng m§t v babn ngi, co thé ting nguy co xiy ra
cac tai nan do chiin thurmg (ngil) & ngui can tdi. DA ¢ cic bio cio sau hm hinh thabe
vé miit ¥ thirc, i lin va sa st tinh thin. Do viy, bénh nhén phai dupc chi din chn thin
trong cho dén khi quen vii cic tic dung khdng mong mudn cb thé xiv ra cia thude.

Cic phin dmg lién quan dén thi lyc

Sau khi lru hinh thudc, 43 b béo cdo vé tinh rang mir mit nhdt thid va mit s thay A6
khic v thi luc trén binh nhin ding pregabalin. Khi ngimg ding thude, cac trigu chimg vé
thi lire my cb thé s hé hofic giim bit.

Suy thin

Mic dit anh hidmg cidn vige ngumg thude trén suy thin cé hdi phypc chus drge nghidn cin
mt cich c6 hé théng, &1 cd bio céo ring chirc niing thin dwec cdi thién san khi ngimg
holic gidm lidn pregabalin.

Mpung kit hp thube chdng djng kinh khic

Chura o6 cde dif lidu ddy di vé vifc ngung sir dung két hop pregabalin v cic thudc ching
ding kinh khic 8é dat w5 dom trj liéu véi pregabalin, sau khi di kiém soit duge con dgog
kinh wii digu trj két hop.

Trifu chimg cai thudic

Trong dida trj ngfn han vi &4 han voi pregabalin, saun khi ngimg thobe, 48 quan sér thiy
héi chimg cai thude rén mt o6 binh ahin. Cic the dpng duoe shic dén gdm od: mil nga,
dau diu, budn nén, lo ling, v3 md héi vi téu chay.

Suy tim sung huyet

Mic di chum xic dinh dupe mdi quan hé nhin qui gita viéc ding pregabalin va bénh
nhdn suy tim sung huyét nhimg &8 c6 mit 56 bao cdo sau khi I hinh thube vé binh suy
tim sung huydt & mdt sb bénh nhin ding pregabalin. Trong mit ab thir nghiém ngin han
trén céc binh nhin khing of diu hifu 14m sing cia cdc béah vé tim hofic mach ngoad vi ,
khéng cf mbi lidn hé rd ring gita phi ngogi vi vl cic bién chimg tim mach nhw tng
huyét &p hodc suy tim sung buyét. Do dif lidu trén cic bénh nhin suy tim sung hayét nding
cim han ché, cin thin trong khi ding pregabalin trén céc bénh nhin iy

Diéu tri tin thuomg thin kinh trung wong de chin theomg tiy sing |
T+ 1§ cic phin img phy néi chung, cic phin {mg khéng mong mufn cia hé théng thin
kinh trung womg va d3c bigt 13 trifu chimg budn npl thng 1én wrong qué winh didu tr e

Wiss -

B E = Ja
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thuromg thiin kink trung wong do chiin thuong tiy sing, Didu niy co thé do hiéu img Hngs

cuimg khi sir dyng thudic ding thin trong didu trj (vi dy nhar cic chit ching co thit), Cln C?&

cin nhic khi ké dom pregabalin trong tnoimg hop nay. ’-OO,))/
Y nghi va hinh vi ty tir | oA
©

Y nghf vi hinh vi ty i &8 dwpe bdo céo & nhimg bénh nhin dupe didu i bing thude |
chiing ddng kinh. Phin tich tdng hop cdc nghién ciu 46i chimg gid dwoe ngiu nhién &6 ;
wii thudic ching dding kinh cling cho thiy nguy co ting trong ¥ nghT va hanh vi tr sat. Viin
chua ré v co chié cla nguy oo ndy, cdc dit lidu sin o6 ciing khéng logi trir khi nfing ting
nguy oo ndy khi sir dung pregabalin. Do dé bénh nhin cin dwee gidm sit cic diu hidu cia
¥ nghi v hdnh vi ty tir 48 cd hudng didu trj thich hgp. Bénh nhin (vA ngudi chim séc
bénh nhin) ciin duge tr vin cia béc 57 khi xudt hign cic diu hifu wén,

Giam chire ning dwrimg tidu hia dwdd

D4 o6 ciic bio cdo sau khi lru hinh v& céc bifn cf lign quan din gidm chic ning duimg
tiéu hn duwdi (vi dy: the redt, 18t radt gy the nghén, tio bém) khi ding pregabalin v che
thude cf khi ning gy tio bén, vi dy nhe thede gidm dan shém oplodd. Khi st dung
pregabalin v opioid ddng thiv, c6 thi cén nhic che bitn phip phing ngia tho bin (dEc
bigt & bénh nhiin ot vé ageii cao tudd).

Sir dyng sai, lam dyng hojc phy thuje thuie

Pregabalin chira digre xdc dinh 1 o6 tic dfng trén cic thy thé lién quan dén cic logi thude
bi lam dyng hay khing. Pd cd nhilng bio cdo vé cic trimg hop dimg thude sai vi lam
dyng thudc sau khi hua hinh, Ciing nhar bit ki loai thudc tic ddng tén hé thiin kinh trung
vong (CNS) nio, can dinh gid cin thin bénh nhin 4 tlm hidu vé tién sit lam dyng thuie
vil quan sit cic diu hifu ding sai hay lam dung pregabalin trén bénh nhén (vi dy: biée
hién ting dung nap thube, ting lidu thude, kinh vi tim kidm thude),

Binh nio

Céc trémg hop bénh no di duge bio cio, chil yéu & nhimg bénh nhin 6 tinh trang tiém
in co thé gily bénh nilo, i

8. S0 DUNG THUGC CHO PHY NOU OO THAI VA CHO CON BU )
Phy nir ci thai

Chira c6 dif lifu diy di vé viée dimg pregabalin trén phy ni cd thal.

Céc nghifn ciru trén déng vit 48 cho thiy the dung gy A trén khi ning sinh san, Chara
bidt 18 v nguy co ob thé xdy ra trén ngwn. Do viily, khing ding pregabalin khi dang mang
thai trir khi lgri fch mang lad cho ngwin me vt toi 50 vei nguy oo oo thé xdy ra cho thai
nhi. Nén it dyng cac bién phép trinh thai hidu qua cho phy it dang trong &4 tudi sinh 8.
Fhy nir cho con b

Pregabalin dwoc bii tiét qua stta & phy ot cho con bi. Do tinh an todn cia pregabalin é e
nhi chura duge biét, khing khuyén khich sit dung thude khi dang cho con bia. Cln cdn
nhiic gitra lgi fch cia vige nudi con bing sia me 361 véi tnd v b ich khi didu trj bang
thude 88 vii ngwi me.
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9. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY ‘%\
MOC %)
Pregabalin o6 thé giy ching mdt hojic budn ngi va do vy, co thé dnh hedng 6 khi nang | /)2/
ldi xc va vin hinh mdy méc. Do viy, bénh nhin khing 14i xe, vin hinh méy phirc wp
hojic tham gia cde hoat dfng mao hidm khic cho dén khi xdc dinh dupe thubc cd inh |
hudmg dfn vide thye hidn cde hoat ddng ndy hay khing.

10. TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thuic

Do pregabalin dwpe thii trir chi yéu qua nede tifu & dang chua chuyén héa, Teemg thude
chuyén héa khiing ddng ké (< 2% cia lidu dimg doge tim thly rong mede téu & dang da
chryén hoa) khing @c ché chuyén hoa thude in witro, vi khing gin vii protein huyét
teong, pregabalin khing tso ra reemg tic, bode by nrong e dugs ding hoc.

Trong cic nghidn ciru in vive vi phiin tich duge djing hgc

Trong che nghién ciru in vive, khing quan sit thiy tuomg tic dupe ding hoc 1im sing giit
pregabalin vin phenytom, carbamazepin, acid valproic, lamotrigin, gabapentin, lorazepam,
axyeodon hode ethanol, Céc phin tich duge d9ng hoc chi ra ring thubc didu i ddi théo \
duimg dwimg uimg, thudce lgi tigu, insulin, phenobarbital, tiagabin vi topiramat khiing cd \I Il,ﬁ
anh huémg 1Am sing ding ké nao én the dd thanh thii pregabalin, |“'
Thude trinh thal dwimg udng, norethisierone vi / hode ethinyl sestradiol /
Diing dbng thii pregabalin véi cic thubc trinh thai dubmg uéng norethisteron viv' hoie
ethinyl estradiol khing dnh hudmg dén sy dn dinh vé dwge déng hoe cia cd 2 thude

Viii ciic thudic cé dnh hirimg lén b§ thin kinh trumg weng
Pregabalin co thé anh hudmg dén téc dyng cila ethanol v lorazepam. Trong cdc thir
nghiém lém sing o6 ddi chimg, ding nhifu lifu pregabalin duimg ulng kit hop wii
oxycodon, lorazepam hode ethanol khing gly tdc djng 1dm skng quan trong ndo dén hogt
ding bbb hip. Pregabalin dudmg nhie Lim ng thém rdi logn nhin thire vi chirc niing vim
ding thng thé giy ra b oxyeodon.

Sau khi lvu hinh thubc, 48 co cac bdo cio vé suy hé hip vi hén mé & binh nhin ding
pregabalin vi cic thudc img ché thin kinh trung wong khic. B cd cée bio cfo san khi lrw
hanh & cdc bién ¢d lién quan dén gidm chitc ning duimg tidu héa dedi (v dy: the rubl,
liét rwdt gy tic nghtn, t4o bdén) khi ding pregabalin v che thube cb kha ning giy tEo
b, vi dy mhe thude gidm dan nhom oploid,

Chira ob nghién ciru cy thé ndo vé trong tie duge hye hpe dugpe tién hanh trén ngxri tinh
nguyén can tudi, |
Twomg ky ciia thufic |

Khéng ip dung.

11. TAC DUNG KHONG MONG MUON CUA THUOC
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Cae tac dyng khing mong mudn duge 116t ké dudi diy theo cac hé co quan va tin ll.l.ll(?\?!

Tiin suit duge xic dinh nhy saw: rit thwimg gip (= 1/10), thwimg gip (= 1/100 va < 1/10),
it gip (= 1/1000 vi = 1/100), hiém gip (= 1/10 000 va < 1/1000) vi rit hiém glip (< 1710
000}, chura xic dinh (khéng thé dy dodn tir céc dit éa o6 shn).

Chiuromg trinh thir nghiém lim sing v6i pregabalin depe tidn hinh wéa hon 8900 bish
nhin ding pregabalin, rong 46 trén $600 nguwiv tham gis thir nghiém mi 48i cd d8i cling
wirl i dupe. Cle the dung khéng mong mudn thetmg gip ahit deec bdo cdo bao ghm
ching mit v budn ngd. Céc the dyng khiing mong mudn thetmg & mic 36 nhe dén vira,
Trong it cd cic nghién ciru c6 doi chimg, ty 18 ngung ding thudc do gip cic tic dyng
khéng mong muén 13 12% & céc bénh nhiin ding pregabalin v 5% & cic bfnh nhin ding
gii duge. Ciic tic dyng khéng mong muén din dén viée ngpmg thude nhifu nhét & nhém
ding pregabalin 13 ching miit vi budn ngi.

Ciic thc dyng khing mong mudn cia thudc liét ki trong bing b thé litn quan din che
biak tiém dn vi'holic cic thube phdi hop.

Bang 2: Téc dyng khéng mong muadn xdy ra trong thit nghiém lim sing

Phin lngi theo Tic dyng khing momg mudn
h§ cor quan
Mhiém khuiin vi nhiem ki sinh tring

Thurimg ghip Vifm miii héu

Rai boan miu vi h bach huyét

It gap Gidm bach cdu trung tinh

Rai logn dinh dwfimg vi chuyén hia

Thuimg gip Tang cim gidc ngon milng

It giip Chin i, by dwimg huyet

HiM logn vé tim thiin

Tharimg gip Himg cam, 1 18n, céu kinh, trdm cam, i logn djnh hudng, mat
ngi, gidm harn madn tinh duc

it gap Ao gide, thao thirc, bon chin, trim cim, mg cim, tinh khi that
thwimg, méng mij, khé difn dpt bng L&i nbi, ting ham muén tinh
due, mit khi néng dat cure khodi

Hiém gip Hodng loan, mit phin xp ob diéu kién, thir o

" Rdbilogn b thén kink

Rilt thuimg gip | Chimg miit, budn nynd
" Thuimg gip Mt difu hoa, diku phdi bt hutmg, run, loan vin ngtn, mat td
mhé, suy gidem tri nho, mit dp trung, df cim, gidm cdm gide,

gitim daw, r6i loan thing bing, ngi lim.

It gip Ngit, chimg gifis co, tang hogt &fng tim thin vin 49og, ri loan
vin dfng, ching mat tr thi, ron hita ¥, rung gift nhin ol i

logn nhin thikc,, rbi logn ngda ngl, gidm phin xa, Gng xie gie,
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cdm gide nong bong )
Hiém gip Simg s, bogn khine gide, giam vin déng co, mit vi gidc, chimg 5‘@
. ad @)
kho vist,
| Rii logn vE mét
Hay gip Nhin mi, seng thi
It gap Mt thi gréc ngoai beén, i loan thy hee, stmg mis, khigm khuyet
th gidc, gidm thi Iy, dau mit, mai mit, hoa mit, khé mit, ting
chiy munde mit, kich img miit,
Hiém ghp Dao &dng v& thi Ipe, thay 48 chm nhin vE 4f sy cia Anh, gifin
Abng tr, Lic mét, dnh nhin b sing.
Rii logn vE tai v trong tai
| Thuimg ghp | Mt thang bing
it giip Taing thinh lyc
| Wi loan vE tim
It glip Nhip tim nhanh, block nh that d6i 1, nhip chim xoang
Hidm gap Nhip shanh xoang, logn nhip xoang |
Riii lngn vié mach
It gl | Ha buyet dp, ting huyét ép, ndng bimg, dd bimg, lanh chiin tay
Rbi logn hé hilp, ngye va trung thét
It gap Khi ther, chay man cam, ho, sung buy& mii, viém mili, ngiy
Hiém gip Thc nghtn hong, kbd mii
Rai loan dwimg tiku hia
Thrimg gép MNim, tho bon, ddy hos, tnedng bung, khi ming
It giip Bénh thyc quin hii hna, ting tiét medc bot, gidm xdic gidc &
migng
Hifm gip Tran dich ming byng, viém tuy, kho nudt
RiM logn da vh mé ddd da
It gép Moc nit sin 46, ndi mé day, todt md hii
Hifm gip Todt md hii lank
Riii logn vE h§ oo xwomg v mi lién kit
Thirtmg gip Chudit it dan khip, dau lung, & chi, co thit of boF cung
It gip Samg cic khip, dau co, ang co, dau cb, cimg oo
Hiéem gip Théu co vin
Rii logn v thiin va dwimg thét nifu
It gip Tieu khing kigm soat, bi tiéu
Hiém gip Suy thin, thifu nidu
Rii loam v tuyén vi vi h§ sinh sin
it gip RAi loan cuomg duong, rbi logn tinh duc, chim phong tinh, dau
k g.nl
A
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Biing chimg tir md hinh dfing vt cd ton thuomg thin kinh chi ra ring pregabalin giim gidi C%)
phing chdt diin trayén thin kinh cém thy dau phy thade vao calci & tiy sdng, oo thé théng |
qua sy nghn cin vin chuyén calci vihodc gidm déng calci. Bing chimg tir cdc md hinh |
ddng vt khic cd 1én theong thin kinh cho thiy hoat tinh gidm dau cia pregabalin cing cb
thé gidn tidp qua cic trong thc voi cde con dutmg phié giao chm vi serotonin.

————— - oo o

14. CAC DAC TINH DUGC DONG HOC

Duge djng hoe da dinh cia pregabalin 1 gidng nhay trén nhimg nguin tinh nguyén khie
manh, céc bénh nhiin 4ng kinh dang dimg thubc ching ddng kinh va céc bénh nhin dau
man tinh.

Hip thu

Pregabalin duge hip thu nhanh khi uing lic 46i, ning 4§ dinh trong hayét nreng dat dwge
sau | gib rong ch chi 8 ding don lidu vi da libu. Siok khi dyng deimg ulng cla
pregabalin khodng = 90% va khing phy thufc vio lidu ding, Khi sk dung nhic lai, tinh
trang &n dinb dat dwge trong khoang 24 - 48 @i Ty 16 hip th cia pregabalin gidm khi
ding cing thirc in din dén Cou gidm khodng 25 - 30% v o bi chdm khodng 2,5 gits,
Tuy nhién, dimg pregabalin cing wdi thire fin khing cd dinh hwémg lim sing ding ké nio
dén mire 43 hip thu pregabalin,

Phin b

Trong céc nghién céru tién lim séing, pregabalin d& ding 4i qua hing rio méu ndo & chudt
nbdt, chuit clng vi khi Pregabalin qua duoe nhau thai & chudl edng vi xuft hign rong
sita chudit. O nguir, thé tich phin b bidu kién cia pregabalin sau khi dimg duimg uing 14
khodng 0,56 Likg. Pregabalin khing gin v protein huyét nromg,

Chuyén hod

Pregabalin dwge chuyén hoa khing ding ké trong co thé ngain. Sau khi dimg pregabalin
¢t dinh diu phdng xa, khodng 98% hogt tinh phéng xa duge tim thiy woag meéc b 1a
clka prepabalin & dang chira chovés hda Din xuft N - methylated ela pregabalin, chét
chuyén hia chinh cia pregabalin dupe tim thdy trong nunde tiéy, chigém khodng 0,9% litu
diing. Trong cdc nghién ciu tién lim sing, khing co diu hifu ndo v& sy bién d6i
pregabalin dang ding phén ti tayén thinh dfng phin hin tuyén,

Thil trir

Pregabalin dwoc thi trir khai bt tuln hodn chil véu do b tiét qua thin dudi dang khing
chuyén hia.

Thisi glan bdn thii trang bink s pregabalin 14 6,3 gitr, Tée 43 thanh thai pregabalin huyét
tucmg v tie di thanh thii thin ty 1§ thu@in v tic 4 thanh thii creatinin,

Cén phii diéu chinh liéu cho cic bénh nhin suy thin hodc phii thim tich miu,

Tuyén tinh/khéng tuyén tinh

Dupc d6ng hoc cia pregabalin i tuyén tinh trong khodng lida khavén céo hing ngay. B
bidn thién dwge ddng hoc gite cic &di tegng cla pregabalin 14 thip (< 20%). Céc djc tinh
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duge ddng hoe ctta ché A6 da lidu cb thé dy dodn dwoc tir che dit lidu cia litu dom. Vi viy, c?

khéng cin thid phai kidm tra djnh kv nbng 48 pregabalin tong huyét nzomg.

Dwrge ding hoe & nhimg nhém bénh nhin dic bigt

i tink

Céc thir nghiém 1im sing 43 cho thily giéi tinh khéng cd dnh hwémg 1&m sing ding ké nio
dén néng 4§ cila pregabalin trong huyét tuong

Suy thin

Tde 46 thanh théi pregabalin tf 1¢ thudn woi sbe 48 thanh thii creatinin. Thém vio d6,
pregahalin dirge losi bb hidu qué khoi byl treng qua thim téch méu (san 4 gié thim
theh mdu ndng A cla pregabalin trong huyét neong giten khodng 50%). Bin vi théi trir qua
thin 14 dwimg thii trir chinh, cin phii gidm lidu cho bénh nhin suy thin vi ding lidu bd
sung cho bénh nhiin thim téch méu

Suy gan

Chun ¢ nghién ciru duge ding hoc cp the nao dupe tién hinh trén bénh nhin suy gan. Vi
pregabalin dupc chuyén héa khing ding ké vi thii trir chi véu qua nude tidu dudi dang
khéng chuyén héa, binh nhin suy gan dy kién s& khing c6 thay d6i ding ké vé ning 44
clka pregabalin trong huyét rwong.

Nigwii can tuii (> 65 tuii)

Tée d§ thanh thii pregabalin of xu hedmg gidm khi cao mii. Mire gidm cia the d) thanh
thili pregabalin theo dueimg uing thing nhit vét mire gidm cda tée 4§ thanh thai creatinin
khi cao tdi. C6 thé cin giam lifu pregabalin cho cic bénh nhin tén theomg chic ning
thin do cao tadi.

Pha nid cheo con bu

Dhrgre dfing bipe ciia lifu pregabalin 150 mg ding 12 gidvlén (lidu 300 mg hing ngay) 43
duge khao sit & 10 phy nit dang cb 1wt sia, che phy ol ndy dang & giai doan ssu khi sinh
s thidw 1a 12 tudn, Sy tét sia it anh hudmg bode khing ed dnh hdmg dén duepe ddag hoe
clia pregabalin, Pregabalin duge tiét vio sia voi nimg 43 n dinh trung binh vio khodng
T6% 8o wii ndng A8 thudc trong huyét tromg cia me. Lidu pregabalin trung binh tir sita mg
md iré nhdin hing ngly (gid si logng sia tiéu thy trung binh 1 150 mL%g/ngiy) 1 0,31
mgkgnghy, éu ndy tinh theo mgke o8 14 khodng 7% so vii lik cla sita me.

15, QUY CACH BONG GOI
Hip 4 vi x 7 vién nang cimg.

16. PIEU KIEN BAO QUAN
Khing bio quéin rén 30°C,

17. HAN DUNG CUA THUOC

24 thing ké tir ngay san xuit. Khing ding thube quﬁhn%lﬁ:%;:' TRUCING
- G PHONG
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18. TIEU CHUAN CHAT LUQNG CUA THUOC @0

TCCS, %

19. TEN, BJA CHI CUA CO/ S0 SAN XUAT THUOC
Cor sir sdn xudt: AURDBINDO PHARMA LIMITED
Bya chi: Unit - VII, SEZ, TSIIC, Plot No. 51, Survey No's: 411/P, 425, 434, 435 &
A58/P, Cireen Industrial Park, Polepally Village, Jedcherla Mandal, Mahaboobnagar
Diistrict, Telangana State, India (An D).
Vin phing Pgi difn Aurchindo Pharma
Limited tgi thanh phi Hi Chi Minh
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