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Visa Mo/ SB¥:
DINME:

Pregabalin Capsules 3

Composition @ Thanh phéin: M3i vién nang clmg cb chira
Each hard gelatin capsule eontains : Pregabalin 75 mg.
Pregabalin T5mg Chi dinh, eich ding, chéng chi dinh,
m’:‘mm in emply va cic théng tin khac: Xin xem tér
=y - hudng ¢in sir dung thube.
Bdeo quin: Bao quin & nhilt 5 dudi 30°C.

Dosage :
As directed by the physician,

Storage : Store below 30°C.
Protect from light.

Keep the medicine out of reach

Mig.Lic. No.: Raj./No.1639
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Trdnh dnh sdng,

Tiéu chudn chit lvgng: TCCS

Bé xa tim tay tré em. Boc ki huéng
din sir dung trwdee khi ding

San xudt tai An B bai:
GRACURE PHARMACEUTICALS LTD
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Rx Thude nay chi diing theo don thude

PG-LIN 75

Dé xa tim tay tré em
Boc ki huéng diin sir dyng trude khi dimg

THANH PHAN CONG THU'C THUOC:

Mbi vién nang cimg ¢6 chira:

Thanh phén dugc chit: Pregabalin 75 mg.

Thinh phin 4 duoc: Lactose monohydrate, Maize starch, Talc.

DANG BAO CHE:
Vién nang climg mau cam dimiring bén trong chira bt mau trﬁng.

CHI DINH:

Bau than kink : "

Diéu trf dau thin kinh trung uaﬁg}@/ngogi vi & ngudi tridmg thinh.

Ding kinh:

Phéi hop didu tri dong kinh cuc b3 & ngudi l6n 6 hofic khéng cé con déng kinh toan
thé thir phat.

Roi loan lo ldu lan t6a-

Diéu tri rdi loan lo 4u lan téa & ngudi [om,

CACH DUNG VA LIEU DUNG:

Liéu diing khoang 150 — 600 mg/ngdy, chia 2 — 3 lin.

Det thén kinh:

Liéu khoi ddu 12 150 mg, chia lam 2 — 3 lin. Tily theo kha ning ddp img vi dung nap thude cia
bénh nhin, ¢6 thé ting liéu Ién 300 mg/ngay sau khodng thoi gian tr 3 — 7 ngdy, va néu cin thiét
¢6 thé tang lidu t6i da 1a 600 mg/ngay sau 7 ngay tiép da.

Ding kinh:

Liéu khai diu I3 150 mg/ngay, chia lim 2 — 3 lin. Dura trén kha ndng ddp (g va dung nap thude
ctia bénh nhan, c6 thé ting lidu 1én 300 me/ngay sau 1 tudn. Lidu téi da 12 600 mg/ngay sau |
tin nira,

Roi loan lo éu lan t6a:

Liéu diing trong khoding 150 — 600 mg/ngay, chia lam 2 — 3 lin. Nén dénh gid thudmg xuyén qua
trinh diéu tri.

Liéu khéi ddu 1d 150 mg/ngay. Dya trén mire dép mg va kha niing dung nap thuée cia bénh
nhan, c6 thé ting lidu lén 300 mg/ngay sau | tudn. Tiép twe theo doi mot wén nira, lidu ding c6
thé ting 1én 450 mg/ngay. Lidu t5i da 14 600 mg/ngay c6 thé diing sau 1 tuin tiép dé.
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Ngung sit dung thude:

Néu ngung sir dung pregabalin, khuyén cdo nén ngung sir dung din din trong vong it nhit trong
| tudn.

Dai vii bénh nhén suy thin:

Pregabalin duge dao thai chi yéu qua thin dudi dang khong dbi. Da thanh thai pregabalin ti 18
thudn véi do thanh thai creatinine, cin giam liéu & nhimg bénh nhén suy giam chirc ndng thin
theo df thanh thai creatinine (CLer), chi dinh & bang | duge xdc dinh theo cong thirc dudi day:
D thanh thai creatinin (ml/phit) = {1,23 x [140 — wdi (ndm)] x can nang (kg)] : [ndng do
creatinin (umol/l)] (x 0.85 néu 1a bénh nhin nir)

Pregabalin dugc loai bo higu qud béng cach tham phan méu (50% thuée trong 4 git). Déi véi
nhimg bénh nhan tham phin méu, nén diéu chinh liéu hang ngdy tily theo chirc nang thin. Khi bd
sung céc liéu hing ngdy, nén bd sung lidu ngay sau méi ldn thim phan kéo dai 4 gitr (xem bang
1).

Bang 1: Liéu diing pregabalin dya trén chirc ning thén:

ba thanh thii
creatinine (CLer) | Tong liéu hang ngiy Chia liéu
(ml/phat) ‘

Lieu i dau | Licu toi da

(mg/ngay) (mg/ngay)
> 60 150 600 Chia lam 2 hoiic 3 lin
3060 75 300 Chia lam 2 hodic 3 kin
15-30 25-50 150 Chia lam 1 holic 2 lan
<15 25 75 1 lan
Litu b sung khi thim phiin miu

25 100 | 1 lan

Boi vai nhitng bénh nhan suy gan:

Khéng can diéu chinh liéu véi nhing bénh nhan suy gan.

Boi véi tré em:

Su an todn v hi¢u qua cia pregabalin & tré em duéi 12 twdi va thanh thiéu nién (12 — 17 wdi)
chua duge thiét lap.

DOi véi ngiedi cao uéi (irén 65 bi):

Cén diéu chinh liéu pregabalin & nhimg bénh nhén cao tuéi phy thugc vio sir suy giam chirc ning
thin.

Cich diing:

PG-LIN 75 dugc ding bing duéng udng, diing cling hofic khéng ciing véi thire n.

CHONG CHI BINH:
Chéng chi dinh véi nhimg bénh nhan min cim véi pregabalin va véi cic 1 duge trong ché phim.

CANH BAO VA THAN TRQNG KHI DUNG THUOC:
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Bénh nhdn dai thao cheong
Trén thuc hanh ldm séing hién tai, mot sb bénh nhan déi thio dudng tang cin ¢in phai diéu chinh
liéu thude ha durdmg huyét khi diéu tr vai pregabalin.

Plhn tng qua mein

Nén ngimg ding pregabalin ngay lap tire néu xuat hign cée triéu chimg phit mach, nhur sung mét,
sung quanh miéng, sung dudng hé hip trén.

Chong mdt, buon ngii, mat y thite, nhdm ldn v suy gidm tinh thin

Biu trj vai pregabalin 6 thé lién quan t&i chdng mat va budn nga, cé thé [am ting tai nan nga &
ngudi cao i,

Pi cb bio cao sau khi luu hanh cia viée mat ¥ thire, [t lin v suy gidam tinh thin. Do dé, bénh
nhén nén than trong cho dén khi quen véi cic tic dung khdng mong muén nay.

Céie anh nedng lién quan dén thi gide

Trong cic thir nghiém c6 kiém sodt, da ¢6 béo cdo gidm thi gide véi 1y 1€ cao hon bénh nhan diu
tri v6i pregabalin so véi benh nhan diéu tri véi gia duoe, cac triéu chimg nay s& hét néu tiép tuc
ding thude. Trong cic thir nghiém lim sang duge tién hanh thir nghiém nhin khoa, ty 1é giam thi
lire va thay d6i thi lwe 1én hon & nhimg bénh nhan diing pregabalin so véi bénh nhan ding gia
duge, 1y 18 thay d5i viong mac 13 1én hen &,bénh nhan didu tri véi gia duee.

Trong khi liru hanh, di ¢d bio caoreicitie dung khong mong muén vé thi gide, bao gdm mét thi
lire, mé hodic thay di thi lue, da sb 1a'thodng qua, Ngimg sir dung pregabalin ¢6 thé hdi phuc
hogc céi thign céc trigu chimg vé thi gidc.

Naimg dimg dong théi ede thude chong dong kinh

C6 nhimng dir lidu khéng di vé viée neimg ding déng théi cde thude chéng dong kinh, khi triéu
chimg dong kinh duge kiém sodt bing pregabalin, nén chuyén sang ding pregabalin don tri liéu.
Triéu chimg ngieng thuoe

Khi ngimg diéu tri ngdin han vi dii han véi pregabalin, dd quan sat thay trigu chimg ngimg thude
& mot 56 bénh nhan. Nhing triéu chimg bao gf]m: mét ngi, dau diu, budn nén, lo ling, tiéu chay,
hoi chime cim, cang thing, trim ¢am, dau, co gidt, ting 1iét md hai va chéng mat. Nén thang béo
cho bénh nhan ¢ac tac dyng ndy khi ngimg didu tri.

Co gidt, bao gém trang thdi déng kinh, déng kinh con 1én ¢6 thé xay ra trong qué trinh sir dung
pregabalin hodic ngay sau khi ngung sir dung pregabalin.

Sau khi ngimg diéu tri dai han pregabalin, ti 1é va mite d§ nghiém trong clia tridgu chimg ngimg
thude ¢6 thé lién quan t6i liku.

Céc thude chong co giat, ké ca pregabalin thudng lam tang nguy co ¢6 suy nghithanh vi ty
sat. Do d6, bénh nhin ¢én duge gidm sat chit ché vé cic bidu hién trim cam, khuynh hudng
mudn tr sit, nhimg thay déi hanh vi bt thudng trong qud trinh diéu tri va cin duge hirdng
diin phai théng bao véi bic i ngay khi cdc diu higu trén xuat hién,

Phai thian trong khi diing pregabalin vi ¢6 thé gay phii ngoai bién. Khéng cé két hop rd rang
gira ph ngoeai bién vai bién chimg tim mach (nhu ting huyét dp, suy tim sung huyét) va phi
khang do suy thin hodic gan, Khi ding phdi hgp pregabalin véi thiazolidinedion (thude chng
dii thio dudng) ¢ nguy co ting trong lrgng co thé vi cao hon so vai khi ding pregabalin
don djc. Jﬁ:ﬁ?&s
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Pregabalin gy ting trong lugng co the lién quan dén lidu va thoi gian dimg thude, tuy nhién,
ting cdn khéng lién quan dén chi s khéi lugng co thé (BMI) trude khi didu tri, gidi tinh,
hodc twdi, va cling khéng do phi. Tuy trong nghién ciu ngin han cé kidm sodt, tang cin
khong két hop véi bién dbi lim sang quan trong vé huyét dp, nhung tic dung lau dai vé tim
mach chua duge lam rd. Ngodi ra, pregabalin khng lam mat kiém soat glucose huyét,

D6 véi ngudi mic benh tim i trude, phai thin trong khi ding thude vi ¢6 thé lam tang nguy
cor gdy suy tim.

Thube ¢6 anh huong dén thin kinh trung wong bao gdm: budn ngd, chong mat, ¢6 thé [am
gidm ca thé chat va tinh thin ciia bénh nhan, do dé can thin trong trén nhimg déi trgng l4i xe
hodic van hanh may.

Pregabalin c6 thé lam tang creatinin phosphokinase vi 6 thé gdy globin co — niéu kich phat
(mic dit hiém gap). Bénh nhan ¢éin thong bao vdi bic sT khi cé dau, yéu co, tang nhay cam
dau, dic bit khi c6 kém theo sét va/holic mét moi, khé chiu. Phai ngung thude khi co bidu
hién clia bénh co.

Céin ngung tir tir va giam liéu pregabalin trong it nhat | tudn trude khi ngimg thude dé wranh
sir ting tin sudt ddng kinh nhur déi véi cdc thude chéng co gidt néi chung.

Ciin thin trong visi cic bénh nhin cé tién sir nghién thude. Theo ddi cic diu hiéu lam dyung
thuée (nhu nhén thude, xu huéng EnY™iéu hay hanh vi tim kiém thude). Trong céc nghién
ciru 1dm sing ¢é doi chimg, ty 1 bénfnhén ding pregabalin ¢6 biéu hién sang khoai 14 4% so
vi 1% & nhom d6i ching. Trong cic nghién citu trén quén thé bénh nhan, ty 1& nay 16n hon,
tir | - 12%. Khi ngimg thude nhanh va dot ngot, thiy cée bidu hién cia 18 thuge thude nhir
mét ngii, nén, dau diu, tidu chay.

Thube ¢6 chita lactose monohydrate. Bénh nhan cé vén dé di truyén hiém gip nhv khéng dung
nap galactose, thi¢u hut men chuyén héa lapp lactase hodc kém hdp thu glucose-galactose khang
nén ding thude nay.

SUDUNG THUOC CHO PHY N’ CO THAI VA CHO CON BU:

Phu niv ¢6 thai:

Nghién ciru trén ddng vit (chudt cdng, thé) mang thai cho ding pregabalin véi lidu tao ndng
9 pregabalin huyét twong (AUC) gdp 5 hodc trén 5 1dn ndng d§ thude & ngudi ding lidu 15i
da khuyén cdo 600 mg/ngay, thiy tiing ti 1¢ di dang & thai v cdc biéu hién nhidm doc vé phat
trién thai, gdm ¢6: Tir vong, chim phét idn, tdn thireng chir néng hé thin kinh va sinh sin &
thai.

Chura ¢6 nghién ciru diy di va kiém tra tt & phy nir mang thai. Chi diing khi tiém nang loi
ich cho me 1én hon tiém nang nguy eo cho thai.

Phu nir cho con bi:

Chua 1 thude c6 qua dugce sita me hay khong. Nén thin trong khi diing cho phuy nir cho con
bit. Cée nghién clru trén chudt cng cho thdy pregabalin qua duge sira.
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ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Thube ¢6 dnh hudng dén thin kinh trung wong bao gdm: budn ngd, chéng mit, cé thé lam
giam cd thé chit va tinh thin cia bénh nhin, do dd cin thin trong trén nhimg déi trong i xe
hodic viin hanh mdy.

TUONG TAC THUOC:

Pregabalin lam tang néng dd/tic dung cia rugu, thuGe udng chéng déi thio duimg nhém
thiazolidinedion, thude {rc ché thin kinh trung wong, methotrimeprazin, cac thude ire ché thu
héi seratonin chon lpc.

Néng d¢. téc dung cia pregabalin diroc tang  Ién  bai droperidol hydroxyzin,
methotrimeprazin,

Nong dé va tic dung clia pregabalin bj gidm di boi ketorolac, ketorolac (nhé miii), ketorolac
(duwdng toan thian), mefloquin.

Cic thude gidm daw trung wong

Pregabalin ¢6 thé lam ting tac dung cia ethanol va lorazepam. Trong ¢ac nghién ciru ldm sing cé
kiém sodt, pregabalin da liu sir dung déng thoi vii oxycodon, lorazepam hay ethanol khang thiy
téc dung khéng mong mudn déng ké trén duong hd hip. DA ¢6 nhing bdo cdo trong khi luu hanh
vé suy hd hip, hon mé & nhimg bénk.nhan sir dung ddng thési pregabalin va cdc thude giam dau
trung wong (CNS). Pregabalin lam lﬁ@thém tic dung khong mong muén suy gidm chire ning
viin ddng v nhin thire gy béi oxycodon khi ding déng thai,

TUONG KY:

Do khang c6 cic nghién ciu vé tinh wong ky cia thude, khéng trén 13n thube nay véi cae thude
khic,

TAC DUNG KHONG MONG MUON:

Céc chirang trinh nghién clru ldm sang pregabalin tién hanh trén 8900 bénh nhén, trong d6 ¢é hon
5600 bénh nhan thude cde thir nghiém mi dai c6 kiém sodt. Tac dung khong mong muén phé
bién nhit duge béo cdo 1a chéng mat va budn nga. Tic dung khong mong mudn thudng cé tic
dyng tir nhe dén trung binh. Trong cdc nghién ciru 6 kiém sodt thdy ty 1¢ phéi ngimg thude do
tic dung khéng mong mudn 13 12% ¢ bénh nhan ding pregabalin va 5% & bénh nhéin ding gid
duge. Cic tie dung khong mong mudn théng thirémg nhat din dén ngimg thude cia nhém ding
pregabalin la chéng mat va budn nga.

Tit ¢ céc thc dung khéng mong mudn 1i¢t ké trong bing 2 dudi diy ma ti 1 xay ra Ia lén hon &
nhimg bénh nhin diing gia duge vi 6 hon | bénh nhan, duge liét ké theo nhém va tin sudt nhir
sau: rat hay gip (= 1/10); thudmg gip (= 1/100 va < 1/10); it gip (= 1/1.000 va < 1/100); hiém gip
(= 1/10.000 vi < 1/1.000Y; rt hiém gap (< 1/10.000), khing biét (khdng wée tinh duge tir dit lidu
¢ sin).

Trong mdi nhém, cdc tic dung khéng mong mudn duge trinh bay theo thir ty gidm din mie dg.
Thc dyng khéng mong mudn duge li§t ké ¢6 lién quan 16i bénh 1§ dang miic vivhoiic cde thude
dimg dong thai, é‘:;.m*;g;}{
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Trong diéu tri giam dau thin kinh trung uong do chan thuong cft song, ty I¢ tac dung khong
mong muén ndi chung, tac dung khong mong muén ddi véi hé than kinh trung wong, déc biét la
budn ngd, ting lén.

Bﬁng 2: C:Sc téc {Inng khong ‘mong mudn ciia pregabalin

|H¢ €O quan ICaic tac dung khong mong mudn

.ENhlém khudn vé ky sinh tring

;Thu'&ng gip i\r’er h_lpng_

R6i loan miu va he bach huyét

it gap ‘(_}En"l_ bach ciu trung tinh

R#éi loan hé mién dich '

it gap Qui mén o

Hiém gap :Phﬁ mach, phan (g di img

Réi loan chuyén héa vi dinh dudng .
Thudng gdp | Eg":}iém an B
ftgsp Chﬁn E':n ha duéng huyét

Réilogn tam thin - S
Thudmg gip Tam m;ﬁg/ phén khich, 1t in, khé chiu, ham muén tinh duc giam

mét phueng hudng, mét ngi

it gap Ao gidc, hodng sg, bon chon, lo du, trdm cam, tam trang chdn nan,
tém trang hung phén, thay déi tam trang, mat nhan cach, khé khin,
trong diing tir, nhimg gidc mo bét thudmng, ham mudn tinh duc ting
1én, cwe khodi, thér o

Hiémgap Mt phan xa ¢6 diéu kién

Réi loan hé thiin kinh

Rit hay gip Chéng mit, bubn ngd, dau diu .
Thudmg gdp Mit thing béng, phdi hop bat thuémg, run, khé phat dm, mat trﬂ

nhd, suy giam tri nhd, roi loan sy chil ¥, di cam, giam xbc cam,
budn ngd, roi loan tién dinh, thé o

_.'i_t_g’gip N’gét, sifng s, giat rung co, mat ¥ th‘ir_cjtﬁm 13 hiéu dc‘;‘pn-g 1I1a;i ql:lf”
'I roi loan van dong, chéng mit wr the, run, rung gidt nhan cau, roi

loan nhin thire, suy giam tinh thén, rdi loan ngon ngir, giam phan
xa, gidm cam xiic, rat, mét vi gidc, khé ehju

Hiém g@p Co gidt, laan khl!ru gide, glém chirc néng van dc;:ng, kh6 vlet

Réi Iuan mﬁt :

Thudng gip ]Nhin mé, nhin doi i
Mo
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Mt th luc ngogi bién, ri loan thi gidc, sung mét, thi lye gidm. !
dau mit, thi lye suy nhuge, hoa mit, khé mét, chiy nude mét Eﬂng
én, kich émg mit

Réi | iugn lanfil be tal
Pho bién

|Giam thi lye, viém gidge mac, thay déi thi gide chiéu sau, glﬁn

_Idém 2, Iﬁc dé sang hinh anh

Chong mit

ill glip Ting thinh lye

inli loan tim |
lit gip Nhip tim nhanh, block nhi that d§ 1, nhip cham xoang, suy tim
: sung huyét |
Hiém gip Kéo dai khoang QT, nhip xoang nhanh, giam nhip xoang

Réi loan mach méu

Ha huyét ép, ting huyel ép, con m:mg btmg, a6 I:lung mit, tnnh|
ngoai bién

Réi loan trén h hip, ling ngwe vit trung yzét

Rii Iugn da va mb mém

it gap

it giip Khé théy, c@}‘yu cam, ho, nghet mi, viém mii, ngy, kho mai |
Hiém gip Phit phai, b hong thit lai ’
Rii loan hé tiéu hoa |
FTIn.rbng giip Non mira, budn nén, tio bén, tiéu chiy, diy hoi, bung trudmg,
| miéng kho

it gap - Trio nguge da diy — thire quan, ting tiét nude bot, giam vi gide B
Hiém gip FCé’ teuéng, viém tay, sung ludi, khé nudt B
Réi loan gan mit

it gip Enzyme gan cao |
Hiém gip Ving da

Rithimglp  |Suyganviemgan -

PI;i_t ban n;S_l -::n_un nho lré;l'aa;,"nﬁi may day, ting tiét md hai, ngg

Hiém gap

Hai chimg Stevens-Johnson, todt md hoi lanh |

Réi logn co' xwong va md

lién két

Thudng gip Chudt rit, dau khop, dau lung, dau chin tay, co thit ¢b tir cung
It gip Sung khdfp, dau co, co giit co bip, dau ¢b, cimg co
Hiém gip Tiéu co vin
n'na
ov(-
S Dou;.%
l'-:r-a



Réi loan thin va hé bai tiét

it gip Tiéu khong kiém sodt, tiéukho

Hiém gap ~ [Suy than, thiéu ni¢u, bi tiéu o

Réi loan lu";;nh s_ﬁn_mu;?n_ vi

Thuomg gip [R&i loan chite ning cuang duong

it gap RS loan chifc ning tinh dyc, xudt tinh chim, dau bung kinh, dau
v

Hiém gip [V kinh, ung th vit, vii to, vii to & nam

Réi logn toan than v tai vi tri dimg - -

Thuong gip Phis ngoai vi, phil né, déng di bat thuomg, nga, cam gide say nigu,

! |cam thdy bét thuémg, mét mai

il eip :Phl:l.;[’l;ll:él, tire ngwe, dau, sét, khat, én lanh, suy nhuge

Xét nghiém - .

‘Thlréfng gip - iTﬁng cin - - |

it ap " [Tang creatinine, phosphate, tang alanin aminotransferase, ting

' éaspanal aminyfransferase

Hiémgip Giambachedu -

‘Didu trf dai han va ngén han véi pregabalin da c6 bao cdo c6 thé gly triéu chimg ngimg thuée.
Céc tridu chiing md 14 nhur sau: mdt ngd, dau du, buén nén, lo 4u, ia chay, hai chimg cam, co
gidt, lo ling, suy giam tinh thin, dau, chéng mit, tiét md hoi, phy thude thude. Nén thong bio cho
bénh nhén trude khi diéu tri.

Khi ngimg diéu tri dai han pregabalin, ti I¢ vi mirc d¢ ciia cic triéu chimg ngimg thude c6 thé
lién quan téi liéu dimg.

QUA LIEU VA CACH XU TRi:

Tri¢u chirng:

Theo dir liéu trong khi luu hanh, hiu hét cdc tic dung khdng mong muén duge quan sat thiy khi
sir dyng qué liéu pregabalin bao gdm budn ngu, trang thai 10 Kn, kich déng, bdn chon.

D3 ¢6 bdo cdo hén mé trong rit hiém trudng hop gip phai.

Xir tri:

X1 tri qud liéu pregabalin bao gém cic bién phap h trg chung vé 6 thé thim tich mau néu cén
thiét,

PAC TINH DUQC LUC HOC:
Pregabalin 14 mt thude chdng co gidt va giam dau. Pregabalin c6 cdu tric tuong tr chét (e ché
than kinh trung rong GABA, song khéng gin truc 1iép voi cie thy thé GABA, GABAg, hay thy
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ciing khong lam thay d6i ndng 4 GABA trén niio chudt, khéng anh huéng dén thu héi ciing nhr
thodi giding GABA. Trén cdc té bao thin kinh nudi ciy, sir dung lau dai pregabalin s& lam ting
mit d§ cic protein vin chuyén va tang tbe do van chuyén GABA, Pregabalin gén véi cde mo thin
kinh trung wong véi 4i luc cao 1ai vi tri as-8 (mot tidu don vi cta kénh calei phy thude dién thé).
Miic dit co ché chinh xdc cia pregabalin chua dugce biét ddy di, song vide gin vai tidu don vi -
8 ¢6 thé lién quan dén tic dung giam dau va chbng co gifit cia pregabalin. Invitro, pregabalin lam
gidm sy gidi phong cée chdt din truyén thin kinh phy thuje calci nh glutamat, norepinephrin,
peptid lién quan dén gen di¢u hoa calcitonin, va chat P, ¢6 thé thong qua diéu hoa chire niing ciia
kénh calci.

PAC TINH DUQC PONG HOC:

Duge dong hoc ciia pregabalin o trang théi 6n dinh 13 tuong 1w nhau & ngudi tinh nguyén khoe

manh, bénh nhin déng kinh diing thuée ehéng dong kinh va bénh nhin bi dau man tinh.

Hép thu

Pregabalin duge hdp thu nhanh khi ding & trang thai doi, véi ndng d dinh trong huyét tuong dat

duge trong vong | gidr sau khi st dung ¢a liéu don va nhidu lidu. Sinh kha dung cia pregabalin

duge ude tinh 13 90% vi khang phy thude vio lidu ding. Sau khi ding liéu 1p lai, trang thii én

dinh dat duec trong vong 24 — 48 gid. Ty lgdbdp thu pregabalin giam khi diing cing véi thire an

diin dén giam ndng do thude 16i da klmzﬁ__%fi —30% va lam cham thdi gian dat ndng 46 16i da

khoing 2,5 gid. Tuy nhién, vi¢e dimg pregabalin ciing véi thire dn khdng ¢ anh hudng lam sing

déng ké dén mire d§ hap thu pregabalin.

Phin b

Theo dir ligu duge eong b trong céc nghién clru lim sing, pregabalin d& duge chimg minh qua

hang rdo mau nio & chut nhit, chugt va khi. Pregabalin da duge chimg minh qua nhau thai &

chuft va hign dién trong sira cia nhitng con chudt cho con bia. O neudi, thé tich phén bb cia

pregabalin sau khi uéng la khoang 0,56 /kg. Pregabalin khéng gfin két véi protein huyét tuong,

Chuyén héa

Pregabalin chuyén héa khong ding ké & ngudi. Sau mot lidu pregabalin danh ddu phong xa,

khodng 98% chét phéng xa thu hoi trong nude tiéu dudi dang khong déi 1 pregabalin. Din xudt

N-methyl ctia pregabalin, chit chuyén héa ehi yéu cta pregabalin dirge tim thiy trong nudec tiéu

chiém 0,9% liéu dimg. Trong cic nghién ciru tién lam sang, khdng ¢6 ddu hi¢u racemic hoa cda

pregabalin S-enantiomer thanh R-cnantiomer.

Thai trir

Pregabalin duwge thii trir khoi hé tudn hoan chil yéu do bai tiét qua thin dudi dang khong doi.

Pregabalin o thai gian ban thai trung binh 13 6,3 git. DG thanh théi cta pregabalin va dé thanh

thai cia than ty 1€ thudn vdi dd thanh thai creatinin.

Can diéu chinh lidu & bénh nhin suy thin hode thim tich méau.

Duge ding hoe & cic dbi tugng die bist

B tuyén tinh/ phi tuyén tinh

Duge dong hoe cla pregabalin tuyén tinh trong pham vi liéu khuyén cdo hing ngay. Bién di

duge dong hoc cua pregabalin & C"ﬁ(gﬁ?
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dodn ur dir ligu duge dong hoe don ligu. Do dé, khong cin theo ddi thudng xuyén nong do
pregabalin trong huyét wrong.

Gidi tinh

Céc thir nghiém lim sang cho thay gidi tinh khong anh hwang ding ké vé mat lam sang dén nong
dd cla pregabalin trong huyét twong.

Suy thin

D§ thanh thai pregabalin ty 1§ thudn v6i dj thanh thii creatinin. Ngoai ra, pregabalin duge thai
trir mit cdch hiéu qua tir huyét wong biing edch loe mdu (sau 4 giér thim tich mdu, néng dé
pregabalin huyét wong gidm khodng 50%). Do dwdéng thai trir chinh 1 than, cin giam liéu & bénh
nhan suy thin va ding liéu b sung sau thim tich mau.

Suy gan

Khong cé nghién ciru duge ddng hoe chuyén bidt dwge thre hién trén nhimg bénh nhéin suy san,
Do pregabalin khéng bi chuyén hoa dang ké va duge bai tidt chi yéu trong nude titu duéi dang
khang ddi, dir kién suy gan s& khng thay déi ding ké néng dd pregabalin trong huyél trong.
Tréem

Nghién ciru duge déng hoc va khd ning dung nap cia pregabalin duge danh gia & bénh nhéan nhi
bi dong kinh (nhém tudi: 1 - 23 thang wéi, 2\-}’4&. 7 — 11 tudi va 12 — 16 i) & cie lidu 2,5;
5, 10 va 15 mg/kg/ngay. -

Sau khi ding pregabalin & tré em trong trang thai déi, n6i chung thisi gian dat néng d6 dinh trong
huyét tromg 1a trong tr nhau giira cac nhom woi va dat duge sau 0,5 — 2 gior sau khi diing.

Néng do thude 151 da va dién tich dudi dudmg eong ting tuyén tinh véi tang liéu & mdi nhom tudi,
Dién tich dudi dudng cong thip hon 30% & nhém tré em dudéi 30 kg vi thip hon 43% déi véi
nhém = 30 kg do sir tang khéi lugng co thé didu chinh 9 thanh thai.

Thiri gian ban thai cta pregabalin trung binh 3 — 4 gidr & e em dudi 6 Wi va Wrd — 6 & tré em tir
7 wéi trdr 1én.

Céc phén tich duge dong hoe cho thay d¢ thanh thai creatinine la yéu 6 quan trong trong 46
thanh thai pregabalin, khéi lirgng co thé 1 yéu td quan trong trong thé tich phin bé pregabalin
ding drémg udng va ede moi liégn hé 1a tong ur nhau & tré em va ngudi 16n,

Clura ¢6 nghién etru vé duge dong hoc cita tré em dudi 3 thing twbi.

Nguii cao tudi

D§ thanh thai pregabalin ¢é xu hudng gidm & ngudi cao wdi. Sy giam d§ thanh thai pregabalin
duémg udng nay phit hep véi giam d@ thanh thai creatinine khi d6 twdi ting. Nén giam liéu
pregabalin & nhitng bénh nhan bi suy than.

Phy nir cho eon bi

Dugc dang hoc ciia pregabalin 150mg mdi 12 gidr (300 mg mdi ngay) duge danh gid & 10 phu nir
cho con bi, nhitng phy nit sau sinh it nhat 12 wéin. Cho con bi dnh hudng rat it dén dwge djng
hoc pregabalin. Pregabalin duge tiét vio sita me véi néng do n dinh trung binh xdp xi 76% so
véi ndng dé wong huyét wong cia me. Lidu udc tinh ré so sinh nhin duge tir sita me (gia sir
lugng sira tiéu thy 1a 150 mlfkg/ngay) cia ngudi me dimg lidu 300 mg/ngdy hofe 16i da t6i 600
mg/ngdy c6 thé trong g 13 0,31 hodic 0,62 mg/kg/ngdy. Lidu wéc tinh xdp xi 7% tong lidu me
diing hang ngay tinh theo mg/kg. &hriis,
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QUY CACH PONG GOI:
Hop 2 vi x 7 vién.

DIEU KIEN BAO QUAN:
Béo quan & nhiét d6 dudi 30°C. Tranh anh sang.

HAN DUNG:
36 thang ké tir ngay san xuét.

TIEU CHUAN CHAT LUQNG:
Tiéu chuan co so.

CO SO SAN XUAT:
GRACURE PHARMACEUTICALS LTD.,
Dia chi: E-1105 RIICO Industrial Area, Phase [, B adi, Alwar, (Rajasthan.), An D6

TUQ.CUC TRUUNC_i
PTRUONG PHONG
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