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Each hard capsule contains:
Pregabalin 50 mg
Store in a dry place, below 30°C.
Protect from light.

Keep out of reach of children.
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Composition:
Each hard capsule contains:
Pregabalin .........c.ccccooovennnnn. 50 mg

Rx Thubc ké don.

Thanh phén:

M&i vién nang ciing c6 chira:
P i 50 mg
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ation,

Chi djnh, liéu lwgng - cach dung,

Please see the encolosed leaflet inside.

Storage:

Store in a dry place, below 30°C. Protect

from light.

Keep out of reach of children. Carefully

read the leaflet before use.

Manufactured by / San xuét boi:

MACLEODS PHARMACEUTICALS LTD.

Block N-2, Village Theda, Post Office
Lodhimajra, Tehsil Baddi, Distt. Solan,
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Rx- Thuoc nay chi ding theo don thuoc

A
-~

REGABIN 25 (Vién nang cimg pregabalin 25 mg)
REGABIN 50 (Vién nang cung pregabalin 50 mg)

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC

Dé xa tam tay tré em

Doc ki huéng dan sir dung trude khi dimg

Théng bdo ngay cho bdc sy hodc dwoc s§ nhiing tdc dung khong mong mudn gap phai khi st dung thudc

THANH PHAN CONG THUC THUOC

Regabin 25: Mbi vién nang cting c6 chira:

Thanh p/zdn hoat chat: Pregabalin.............co.coooveeveereeeeeeeesee, 25 mg

Thanh phan ti duge: Lactose monohydrat, tinh bot tién gelatin hoa, talc.

Vo nang cung gelatin.

Regabin 50: Mbi vién nang cling c6 chiia:

Thanh phdn hoat chdt: Pregabalin.................coooovveveeeereeeeeeeeeeeae. 50 mg

Thanh phan td duwoc: Lactose monohydrat, tinh bot tién gelatin hoa, talc.

Vo nang cung gelatin.

DANG BAO CHE

Vién nang cing.

M6 ta dang bao ché:

Regabin 25: Vién nang cimg c& s #4 nap mau tra ang va than mau tri ang, in “M1” trén nip nang va “25mg”
trén than nang, bén trong chira bot thuoc mau trd ang

Regabin 50: Vién nang ciing c& sé #3 nip mau trang va than mau trang, in “M2” trén ndp nang va “50mg”
trén than nang, bén trong chita bot thuée mau tréng.

CHI DINH

Pau thin kinh: Pregabalin dugc chi dinh dé diéu tri dau than kinh ngoai vi va trung wong o nguoi 1on.
Dong kinh: Pregagablin dugc chi dinh diéu tri hd trg dong kinh cuc bo ¢ hoic khong kem dong kinh toan
thé tha phat o nguoi lon.

Réi loan lo 4u tong quat Pregabalin dugc chi dinh dé diéu tri rdi loan lo 4u tong quat (GAD) & nguoi lon.
CACH DUNG, LIEU DUNG

Liéu dung: Liéu dung tir 150 dén 600 mg mdi ngay, duoc chia thanh hai hodc ba lan.

Dau thin kinh: Pregabalin c6 thé duoc khoi dau véi lidu 150mg méi ngay dugc chia thanh hai hodc ba lan.
Dua trén dép tng va kha nang dung nap cta tirng bénh nhén, c6 thé tang lidu Ién dén 300mg moi ngay sau
3-7 ngay, va néu can, ting dén liéu i da 600mg moi ngay sau 7 ngay.

Déng kinh: Pregabalin c6 thé dugc khai dau véi lidu 150mg moi ngay chia hai hoic ba lan. Duya trén dap
g va kha néng dung nap cia ting bénh nhén, lidu ding co thé ting lén dén 300mg mdi ngay sau 1 tudn.
Liéu tdi da 600mg moi ngay c6 thé dat dugc sau mot tudn nira.

Réi loan lo Gu 1ong qudt: Lidu dung tir 150 dén 600mg mdi ngay duoc chia thanh hai hoic ba lan. Su cén
thiét cua viéc diéu tri nén dugc dénh gia lai thuong xuyen

Pregabalin c6 thé dugc khéi dau voi lidu 150mg moi ngay Dua trén dap tng va kha ning dung nap ctia
ting bénh nhan, liéu dung c6 thé tang lén dén 300mg moi ngay sau 1 tuan.

Tudn sau do, c6 thé tang lidu lIén dén 450mg mdi ngay. Liéu t6i da 600mg mdi ngay c6 thé dat duge sau
mot tuan nira.

Ngirng diing pregabalin: Theo thuc hanh lam sang hién nay, néu ngirng pregabalin, ngudi ta khuyén cdo
nén dugc thuc hién dan dan, t8i thidu 1a 1 tuan, khong phu thudc vao chi dinh.

Cic dbi twong dic biét:

Bénh nhin suy thdn: Pregabalin duoc loai bo khoi hé tudn hoan chi yéu do bai tiét qua than dudi dang
khong dbi. Vi do thanh loc pregabalin ty 1€ thudn vé6i d6 thanh loc creatinin, giam lidu & nhitng bénh nhan
c6 chire nang thén bi t6n hai phai dic thi theo do thanh loc creatinin (CLe), duge thé hién trong Béang 1,
xac dinh bang cach sir dung cong thirc sau day:

CLer (ml/phut) = [1,23 x (140 - tudi (nam)) x cén ning (kg)]/Creatinin huyét thanh (pmol/L) (x 0,85 ddi véi
phu nit).

Pregabalin dugc loai bd mot cach hiéu qua khoi huyét twong bang cach loc méau (50% thudc trong 4 gid).

Dbi vai cac bénh nhan loc méu, lidu pregabalin hang ngay nén dugc didu ch;nh dUa\tlgcn\chuc nang than.
/{ ' \ /"
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Bén canh licu hang ngay, mot licu bo sung nén dugce su dung ngay lap tirc méi 4 gio sau khi loc mau (xem
-~

Bang 1).
P9 thanh thai creatinin i Tung l‘lcu dimg Jing n‘gay, R oaa X o
(CLe) (ml/phit) Liéu khoi diu Liéu (5i da Liaim diing miod ngiLy
(mg/ngay) (mg/ngay)

> 60 150 600 2 hoac 3 lan

>30 - <60 75 300 2 hodc 3 lan

>15-<30 25 — 50 150 I hoic 2 lan
<15 25 75 I lan

Liéu bo sung sau loc mau (mg)

25 | 100 | I liéu don’

*Tong lieu hang ngay (mg/ngay) nén duogc chia theo chi dinh boi sb lidu dung hang ngay mg/lieu
*Liéu bd sung 1a lidu dung thém mat lan

St dung ¢ bénh nhan suy gan: Khong can hiéu chinh liéu ¢ bénh nhéan suy gan.
St dung thudc cho tré em: Tinh an toan va hiéu qua ciia pregabalin trén tré em dugi 12 tudi va thanh thiéu
nién (12-17 tudi) chua duoc thiét 1ap. Khong c6 nghién ctu.
Sir dung ¢ ngwoi I6n tudi (trén 65 tudi): Bénh nhan 16n tudi c6 thé cAn giam liéu pregabalin do chirc nang
than giam (xem bénh nhan suy than).
Cach dung: )
Vién nang cung pregabalin c¢6 thé dugc dung cung hodc khéng cung véi thire an.
CHONG CHI PINH
Man cam véi hoat chit hodc véi bat ky thanh phén nao cua thudc.
CANH BAO VA THAN TRONG KHI DUNG THUOC
Bénh nhén tiéu duwong: Phit hop voi thuc hanh 1am sang hién tai, mot s6 bénh nhén tiéu dudng bi ting can
khi diéu tri bang pregabalin c6 thé can phai diéu chinh cac thudc ha duong huyet
Phan img qud man: Da cd bao cdo céac truong hgp xay ra sau khi luu hanh thudc vé cac phan tmg qua mén,
ké ca truong hop phit mach. Nén nging pregabalin ngay lép tac néu xdy ra cac tridu chiing phti mach,
chang han nhu phu ¢ mat, quanh miéng, dudong hd hap trén hodc sung.
Chéng mdit, buon ngi, mat y thirc, lii lan, sa sit tinh than: Didu tri bing pregabalin c6 lién quan dén chéng
mat va budn ngt, ¢6 thé lam tang su xuét hién cua chén thuong do tai nan (ngd) ¢ cac bénh nhan cao tudi.
D 6 bao céo cac truong hop xay ra sau khi luu hanh thude vé mat y thire, I 1an va sa sat tinh thin. Do do,
nén khuyén bénh nhén than trong cho dén khi ho da quen va&i nhiing tac dung tiém 4n cta thudc.
Cac tac dung lién quan dén thi luc: Trong céc thir nghiém cé kiém soat, ty 18 bénh nhan duoc diéu tri bﬁng
pregabalin da dugc bao cdo nhin mo so vdi nhiing bénh nhén da dugc diéu tri bang gia duoc, cac triéu
chung nay s& hét trong phén 16n céc trudng hop khi tlep tuc dung thube. Trong cc nghién ciu 1am sang c6
kiém tra thi luc da dugc thuc hién, ty 1& giam thi luc va thay ddi thi luc & nhitng bénh nhan da duoc dleu tri
bang pregabalin 16n hon & nhiing bénh nhan ding gia duoc.
Trong kinh nghiém sau khi luu hanh thudc, phan ng c6 hai trén thi gidc cling dé duoc bao cdo, bao gdm
mét tdm nhin, nhin md hay thay dbi khéc cia thi luc, mot sé triéu chiing d6 chi 14 thodng qua. Ngimg
pregabalin c6 thé giai quyét hodc cai thién céc triéu ching thi giac.
Suy thdn: Céc truong hop suy than di dugce bdo cdo va trong mot sé trudng hop ngiing pregabalin khong
cho thay sur déo nguoc ctia phan g c6 hai nay.
Ngiing két hop véi cdc thudc chong déng kinh khéc: Chua cé du dir lidu v& viée nging két hop voi cdc
thudc chong dong kinh khac, ngay khi dat dugc kiém soat con dong kinh véi pregabalin trong didu tri két
hop, can xem xét dé dat t6i don tri lidu véi pregabalin.
Triéu chimg cai thuéc: Sau khi ngung thudc trong didu tri ngén han va dai han voi pregabalin, céc triéu
chiing cai thude da duoc quan sat trén mot s6 bénh nhan. Céc triéu chimg dugc nhic dén gdm: mat ngu,
nhirc dau, budn nén, lo lang, tiéu chdy, hoi ching ciim, cang thang, tram cam, dau, co giat, tang tiét mo hoi
va chéng mét. Bénh nhén can dugc théng béao vé diéu nay khi bat dau diéu tri.
Co giét, bao gdm ca tinh trang dong kinh, co gidt con 16n, c6 thé xay ra trong qué trinh dung pregabalin
hodc ngay sau khi ngung pregabalin.
Lién quan dén viéc ngiing didu tri dai han bang pregabalin, dir liéu cho thay ty 1& méc va mic do nghiém
trong cia céc tri¢u chiing cai thude c6 thé lién quan dén liéu. ’
Suy tim sung huyét: Da ¢ bo cdo sau khi luu hanh thuoc trén thi truong v& suy tim sung huyét & mot sb
bénh nhén ding pregabalin. Nhiing tdc dung nay chu yeu gip & cac bénh nhan cao tudi da co tdn thuong
tim mach khi dung pregabalin dé diéu tri bénh vé than kinh. Pneoabalm nen duop\su dung than trong &
nhiing bénh nhan nay. Ngirng pregabalin c6 thé giai quyét tinh trang nay
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Diéu tri dau I/mn kinh trung wong do t6n thirong luy song: Trong diéu tri dau than kinh trung uong do 16n
thuong tiy s6ng. ty 18 phan tmg c¢6 hai néi chung \ﬂ‘phan ang ¢6 hai trén h¢ théng than kinh trung vong noi
riéng, dac biét 1a budn ngu da duoc tang 1én. Cac tac dung khong mong mudn nay cé thé duoc quy cho viéc
dung két hop véi cac thude khac (vi du nhu cac thude chong co cing) dé diéu tri cac triéu ching lién quan.
Nén xem xét khi ké don pregabalin trong truong hop nay.

Y dinh va hanh vi nr sat: Y dinh va hanh vi tu sat da duoc béo cdo ¢ nhing bénh nhan duge diéu tri voi cac
thudc chéng dong kinh. Mot nghién ciu dbi chimg gia duge ngau nhién vé thude chbng dong kinh ciing da
chi ra nguy co ting nhe y dinh va hanh vi tu sat. Co ché rui ro nay chua dugc biét dén va cac di lidu hién
¢ khong loai trir kha nang tang nguy co do pregabalin.

Do d6 bénh nhan can duogc theo dbi cac déu hiéu cia y dinh va hanh vi tu sat, can xem xét dleu tri thich
hop. Nén khuyen cao bénh nhan (va nhiing nguoi cham séc bénh nhan) tim tu van y té khi xudt hién cac
dAu hiéu cua v dinh va hanh vi tu sat.

Suy giam chiic nang dwong tiéu héa: Pa c¢6 cac bao céo sau khi luu hanh thude vé cac phan ing bt loi lién
quan dén suy giam chtic ning dudng tiéu hoa (vi du nhu tic rudt, liét rudt, tao bén) khi diéu tri phOI hop
pregabalin vo&i céac thuoc c¢6 kha ning gy tao bon, chiang han nhu thudc giam dau opioid. Khi két hop
pregabalin v&i opioid, cdn xem xét cdc bién phap dé ngin ngira tao bén (dic biét 1a ¢ nhiing bénh nhan nii
va nguoi gia).

Sur dung sai, lam dung hodic phu thugc thuéc: Cac trudng hop sir dung sai, lam dung va phu thudc thude da
duoc bao cao. Cén than trong & nhiing bénh nhan cé tién st lam dung thude va bénh nhén can duoc theo
ddi triéu chung st dung sai, lam dung hodc phu thudc pregabalin (dong thai tang dung nap, leo thang lidu,
nghién thudc da dugc bao co).

Bénh ndo: Cac truong hop bénh ndo da duoc bao céo, chu yéu la & nhitng bénh nhéan c6 cac bénh ly co ban
c6 thé dan dén bénh nio.

Khong dung nap lactose: San pham nay chiia lactose monohydrat. Bénh nhan vai cac bénh 1y di truyén
hiém gap vé dung nap galactose hodc kém hap thu glucose-galactose khong ding thubc nay.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir ¢6 kha ning sinh con/Ngira thai & nam va nii: Vi nguy co tiém an ddi v6i con ngudi chua duoc
biét, nén sir dung cac bién phap tranh thai hiéu qua cho phu nif c6 kha nang mang thai.

Phu nii ¢6 thai: Khong c6 du dif liéu vé viéc sir dung pregabalin & phu nit mang thai.

Céc nghién ctiu trén dong vat cho thiy ddc tinh sinh san. Nhiing nguy co tiém 4n & ngudi 1a khéng 6.
Pregabalin khong nén dugc st dung trong qué trinh mang thai, trr khi thuc su can thiét (néu loi ich cho
ngudi me nhidu hon so véi cac nguy co tiém an cho thai nhi).

Phu nir cho con bii: Pregabalin dugc bai tiét vao sita me. Tac dung ciia pregabalin dbi véi tré so sinh/tré
nho chua duoc biét r6. Phai dua ra quyét dinh ngimg cho con bu hodc nging diéu tri bang pregabalin co
tinh dén loi ich ciia viéc cho con bu sita me va loi ch cua viée diéu tri cho nguoi me.

Khi niing sinh sian: Khong cé dii liéu 1am sang vé tac dong ciia pregabalin dbi véi kha ning sinh san cia
phu nii.

Trong mot thu nghiém 1am sang dé danh gia hiéu qua cua pregabalin ddi voi su van dong cua tinh trung,
céc doi tugng nam khoe manh da dugc dung pregabalin voi lidu 600 mg/ngay. Sau 3 thang diéu tri, khong
c6 anh hudng lén su van dong cua tinh trung.

MGt nghién ctru sinh san & chudt cai di cho thiy nhiing tac dong sinh san bét lgi. Nghién ctru kha ning sinh
san & chudt duc da cho thiy nhiing tic dung sinh san va phat trién bit loi. Su lién quan 14m sang ciia nhiing
phat hién nay la khong rd.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Pregabalin c6 thé cé anh huéng nhé hodc vira phai vé kha niang li xe va van hanh may méc. Pregabalin c6
thé gay chéng mit va budn ngi, do d6 c6 thé anh hudng dén kha ning l4i xe hodc van hanh may méc. Bénh
nhan dugc khuyén khong nén 1ai xe, van hanh may modc phtic tap hodc tham gia vao cac hoat dong nguy
hiém tiém tang khac cho dén khi xac dinh duoc thudc ¢6 anh hudng dén viéc thuc hién cac dong tac nay
khong.

TUONG TAC, TUONG KY CUA THUOC

Do pregabalin duoc thai trir chinh qua nudc tiéu ¢ dang chua chuyén héa, mot lugng khong dang ké dwoc
chuyén héa (< 2% cua lidu dung dugc tim théy trong nuge tiéu & dang chuyén héa), khong kim ham chuyén
hoéa thube trong dng nghiém (in vitro) va khong gén véi protein huyét twong, pregabalin khong tao ra tuong
tac hodc bi tuong tac dugc dong hoc.

Trong cdc nghién ciru in vivo va doi twong phdn tich dwoc dong hoc

Theo dé, trong cac nghién ctiu in vivo khong cé tuong tac duge dong hoc lién quan vé 1am sang duogc ghi
nhan gifta pregabalin va phenytoin, carbamazepin, valproic acid, lamotrlgm, abapentin, lorazepam,
oxycodon hay ethanol. Déi twong phan tich duoc déng hoc cho thiy th/udc dicu tu@é thao duong duong
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udng, thude loi tidu, insulin, phenobarbital, lldgdbm va topiramat khong ¢6 anh huong dang ké vé mat 1am
sang trén do thanh loc pregabalin.

Thuée tranh thai duong uong norethisterone va/hodc ethimyl oestradiol

Diing dong thoi pregabalin voi cac thuoc tranh thai uong norethisterone va/hodc ethinyl estradiol khong anh
huong dén duge déng hoc ¢ trang thai én dinh cua mdi thude nay.

Cdc thude anh huong dén hé than kinh trung wong

Pregabalin co thé lam ting tac dung cua ethanol va lorazepam. Trong cic thu nghiém lam sang c6 doi
ching, dung lidu da duong udng pregabalin dong thoi vai oxycodone, lorazepam, hodc ethanol khong dan i
dén nhiing anh huéng quan trong vé 1am sang trén ho hép. Trong kinh nghiém sau khi luu hanh, ¢6 cic bao ‘
cdo vé suy ho hip va hon mé & bénh nhan dung pregabalin va cac thude tic ché hé than kinh trung uong

khac. Pregabalin duong nhu lam tang cuong su suy giam nhan thie va chirc ning van dong néi chung gay

ra boi oxycodon.

Twong tdc va nguoi cao 1uéi

Khéng c6 céc nghién ciu tuong tic duge dong hoc chuyén biét nao duge thuc hién ¢ nhiing ngudi tinh

nguyén 16n tudi.

TAC DUNG KHONG MONG MUON CUA THUOC

Chuong trinh thir nghiém lam sang véi pregabalin duoc tién hanh trén hon 8900 bénh nhan ding
pregabalin, cta trén 5600 thu nghiém mu déi gia duge c6 kiém soat. Céc tac dung khong mong mudn

thuong gap duoc bao céo gbém chong mat va budn ngi. Cac tac dung khéng mong mudn ¢ mic d6 nhe va

vira. Trong tat ca cac nghién ctru ¢6 kiém soat, ty 1& ngimg dung thude do cic tac dung khong mong mudn

1a 12% vdi cac bénh nhan «dung pregabalin va 5% véi cac bénh nhan dung gia duoc. Céc tac dung khong

mong mudn chi yéu dan den viéc ngling dung nhom pregabalin la chong mat va budn ngu.

Céc phan tGng nay dugc xép theo tan s (rat phd bién (> 1/10), phd blen (= 17100 dén < 1/10), khong pho

bién (> 1/1000 dén < 1/100), hiém gap (= 1/10000 dén < 1/1000), rat hiém (< 1/10000), khéng duge biét

dén (co thé khong duoc ude lugng tir dif lidu c6 san).

Céc phan ting bat loi duoc liét ke cling c6 thé lién quan dén bénh ly tiém 4n va/hoic cac san phéam thudc

dong thoi. |

Trong didu tri dau than kinh tr ung wong do tén thuong tuy sbng, ty 18 phan ting bét loi néi chung, phan ng Vs

bat loi ciia than kinh trung wong va dac biét 1a budn ngu da ting lén.

Céc phan ting b6 sung duoc béo céo tir kinh nghiém sau khi luu hanh dugc bao gdm in nghiéng trong danh “

sach bén dudi. N
HE co quan | Phin iing bit loi '
Nhiém khuén va nhiém ky sinh tring =
Phé bién | Viém miii hong

R6i loan hé mau va bach huyét
Khoéng pho bién | Giam bach ciu trung tinh ,
Réi loan hé mién dich

Khéng phé bién | Qud mdn

Hiém gdp Phit mach, phan ung di iimg
Roi loan chuyén héa va dinh dudng
Pho bicn Téang su thém an

Khong phd bién | Chén an, ha dudng huyét
Roi loan tim than

Tam trang hung phén, 14 1an, khé chiu, mat phuong hudng, mat ngu, giam ham mudn
tinh duc

Ao giac, hoang hét, bén chon, lo 4u, tlam cam, tdm trang chan nan, tim trang hung
Khong phd bién | phin, gdy hdn, thay 601 tadm trang, mat nhén cach, khé st dung tlr ngii, gidc mo bat
thuong, ting ham mudn tinh duc, mit hoat ning, thd o

Pho bién

Hiém gip Mit phan xa c6 didu kién
Roi loan hé than kinh
Rat pho bién Chéng mit, budn ngi, dau dau

Mat diéu hoa, phdi hop bt thuong, run, loan vén ngdn, mat tri nhé, suy giam tri nhé,
rdi loan chuy, di cam, gidm xtc gidc, an than, rdi loan can bang, thd o

Ngat, ngin ngo, rung giat co, mat y thirc, tam ly hleu dong thai qué, rdi loan van
dong, chéng mit tu thé, run, rung giat nhén cau, rdi loan nhén thic, suy giam tinh
than, r6i loan ngdn ngii, giam phéan xa, ting cam gidc, cam gidc rat, mit vi giac, kho
chiu N

Pho bién

Khoéng pho bién
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Hiem gap | Co gidt, roi loan khitu gide, giam chue nang vén dong, chung kho viét
-

Roi loan mit
Phd bién Nhin mo, nhin doi

Mat tam nhin ngoai vi, r6i loan thi gidc, sung mat, khiém khuyet thi luc, thi luc giam,
dau mét, thi luc suy giam, hoa mit, khd mit, ting chay nudc mat, kich ang mét

Mat thi luc, viém gide mac, chimg nhin dao dong, thay doi nhan thic vé chiéu sau
) hinh anh, gidn dong tir, lic, tang do sang hinh anh

Roi loan tai va mé dao

Phd bién Chéng mit

Khong pho bién | Tang thinh luc

Réi loan tim

Khong phd bién

Hiém gap

Nhip tim nhanh, block nht that mic do dau tién, nhip tim cham xoang, suy tim sung
huyét

Hiém gip OT kéo dai, xoang nhip tim nhanh, loan nhip xoang

Roi loan mach

Khong ph6 bién | Ha huyét ap, tang huyet ap, néng bung mat, lanh ngoai vi

Roi loan ho hap, long nguc va trung that

Khéng phd bién | Khé tho, chay méu cam, ho, nghet miii, viém mii, ngdy, kho mii

Khong phd bién

Hiém gip Phit phéi, hong dau that

Rdi loan tiéu héa

Phd bién No6n mua, buon nén, tho bén, tiéu chay, day hoi, chuéng bung, khé miéng
Khong phd bién | Trao nguoc da day thuc quan, ting tiét nuoc bot, gidm xtic giac & miéng
Hiém gap C4 trudng, viém tuy, sung ludi, kho nudt

Roi loan da va mé dudéi da
Khoéng phd bién | Phat ban ¢6 mun nho 6 da, n6i mé day, téng ti€t md hoi, ngira

Hiém gap Hoéi chitng Stevens Johnson, dd mo héi lanh. .
R6i loan co xwong khép va mé lién két Q
Phd bién Chuot rit co, dau khop, dau lung, dau chan tay, co that cd tir cung h
Khong pho bién | Sung khép, dau co, co giat co, dau cd, té ciing co bap

Hiém gap Tiéu co véan

R&i loan thin va tiét niéu
Khong pho bién | Tiéu khong tu chu, tiéu kho

\

Hiém gap Suy thén, thiéu niéu, bi tiéu

Roi loan hé thong sinh sin va rdi loan vi

Pho bién Réi loan chiic nang cuong duong .
Khéng phé bién | Roi loan chiic néng tinh duc, xuét tinh cham, dau bung kinh, dau vu

Hiém gap V&6 kinh, vu chay, vu to, vi to ¢ nam

Cic roi tai chd va toan than

Phé bin Phu ngoai bién,. phtt né, dang di bét thuong, suy sup, cam gidc say, cam giac bat
thuong, mét moi

Khong phd bién | Phu téng thé, phit mdit, tic nguc, dau, sot, khat nuée, 6n lanh, suy nhugc

Xét nghiém
Phd bién Tang cédn

Tang creatin  phosphokinase mau, tang alanintransferase, tdng aspartate
Khéng phd bién | aminotransferase, ting dudng huyét, giam tiéu clu, ting creatinin mau, giam kali
mau, giam can

Hiém gip Giém s6 lugng té bao tring

Sau khi ngirng diéu trj ngin han hogc dai han pr egabalin, cdc triéu chimg cai thudc da dugc quan sat thay o
mot s6 bénh nhan. Céc triéu chimg sau day da duogc dé cap: mat ngi, nhire dau, budn nén, lo ling, tiéu
chay, hoi ching clim, co gidt, cang thang, trdm cam, dau, tang tiét md hdi va chéng mit. Bénh nhan cén
dugc thong bao vé didu nay khi bat dau didu tri.

Lién quan dén viéc ngimg didu tri lau dai cta pregabalin, dir liéu cho thdy ty 1é mic va mic d6 nghiém
trong ctia céc tri¢u ching cai thude c6 thé lién quan dén licu.

Dbi tuong tré em
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Céc hd so an toan pregabalin quan sat thay trong hai nghién ciu nhi khoa (nghién ctru duge dong hoc va
kha nang dung nap. n = 65; 1 nam mo nhan theo n“‘lnen cliu an toan, n = 54) la twone tu nhu quan sat thay
trong cac nghién cuu nguoi 16n.

QUA LIEU VA CACH XU TRi

Trong qua liéu lén dén 15g, khong c6 phan ang khong mong mudn dugc béo cdo. Trong cdc trai nghiém
post-marketing, cac phan ing phu thuong gip nhit duoc ghi nhan khi st dung pregabalin qua liéu bao gdm
budn ngu, trang thai Iu lan, kich dong va bon chon.

Diéu tri qué liéu pregabalin nén bao g gbm cac bién phap hd tro tong quat va c6 thé bao gdbm chay than nhan
tao néu can.

PAC TINH DUQC LUC HQC

Nhém tdac dung dioe ly: Thube chdng dong kinh. Ma ATC: NO3AX16

Hoat chit pregabalin la mdt chét twong tu acid gamma-aminobutyric [(S) -3- (aminomethyl) -5 -
methylhexanoic acid].

Co ché tac dung: Pregabalin gin véi 1 tiéu don vi phu (02-8 protein) cta kénh calci mang dién thé trong
hé théng than kinh trung wong.

Hiéu qua va d an toan lam sang

Dau than kinh

Hiéu qua da dugc chimg minh trong cic thi nghiém vé bénh than kinh do tiéu duong, dau day than kinh
sau herpes va chin thuong tuy séng. Hiéu qua chua dugc nghién clru trong cac loai dau than kinh khac.
Pregabalin da duoc nghién ciu trong 10 thi nghiém lam sang c6 klem soat 1én dén 13 tudn voi ché do lidu
2 lan/ngay va 8 tudn véi ché do 3 licu/ngay. Nhin chung, di¥ lidu vé an toan va hiéu qua cho ca 2 ché do liéu
nay la tuong tu nhau.

Pregabalin da dugc nghién ctru trong 10 thir nghiém 14m sang c6 klem soat 1én dén 12 tudn voi ché do lidu
2 lan/ngay va 8 tuan véi ché do liéu 3 lan/ngay. Nhin chung, dit liéu vé an toan va hiéu qua cho ca 2 ché do
lidu nay la tuong tu nhau.

Trong cac thir nghiém 1am sang 1én dén 12 tudn cho ca dau than kinh ngoai bién va trung wong, hiéu qua
giam dau da dugc thdy sau 1 tuan va dugc duy tri trong sudt thoi gian diéu tri.

Trong cac thir nghiém ldm sang c6 kiém soat cho dau than kinh ngoai vi, 35% s6 bénh nhan duoc didu tri
bang pregabalin va 18% s6 bénh nhan dung gia duoc di cai thién 50% dlem s6 cuong do dau. PSi v6i bénh
nhan khong bi lo mo, su cai thién nay da duoc quan sat thdy ¢ 33% s6 bénh nhan dugc diéu tri bang
pregabalin va 18% s6 bénh nhén ding gia duoc. D&i véi nhiing bénh nhén b lo mo, ty 18 nay 1a 48% dbi
v6i bénh nhan dung pregabalin va 16% dbi voi bénh nhan dung gia duoc.

Trong cac thu nghiém lam sang c6 kiém soat cho dau than kinh trung uong, 22% bénh nhén diéu tri bang
pregabalin va 7% so6 bénh nhan dung gia duoc da c6 mot sy cai thién 50% diém sé cuong d6 dau.

Dong kinh

Diéu tri phu 1rg: Pregabalin da dugc nghién ciru trong 3 thir nghiém lam sang c6 klem soat trong khoang
thoi gian 12 tuan véi ca ché do lidu 2 1an/ngay hoic 3 lan/ngay. Nhin chung, dif liéu v& an toan va hiéu qua
cho ctia 2 ché do heu nay tuong tu nhau.

Di quan sat thiy tan sé dong kinh giam sau tudn du diéu tri.

Déi twong tre em: Hiéu qua va do an toan cla pregabalin diéu tri bd tro' cho bénh déng kinh & bénh nhi
dudi 12 tudi va thanh thiéu nién chua dugc thanh lap. Cac tac dung phu quan st thdy tr ong mdt nghién ciru
duge dong hoc va kha ning dung nap ghi nhan & bénh nhan tir 3 thang dén 16 thang tudi (n = 65) véi con
dong kinh khoi phat cuc b twong tu nhu nhiing quan sat thdy duoc & nguoi 16n. Ket qua cua mot nghién
ctiu d6i chimg gia duoc kéo dai trong 12 tudn ctia 295 bénh nhan tré tr 4 dén 16 tudi duoc thuc hién dé
danh gia hi¢u qua va d an toan cua pregabalin nhu li¢u phép bo trg dé diéu tri co giat khoi phat cuc bd va
nghién ciu an toan nhan mé trong 1 ndm & 54 bénh nhi tir 3 thang dén 16 tudi véi chimg dong kinh cho
thdy tac dung phu s6t rét va nhiém trung dudng hé hip trén da duoc quan sat thuong xuyén hon so vai cac
nghién ciu 6 nguoi I6n bi ddng kinh.

Trong nghién ciru ddi chimg gia duoe 12 tuin, bénh nhi duge chi dinh dung pregabalin 2,5 mg/kg/ngay (i
da 150 mg/ngay) pregabalin 10 mg/kg/ngay (t5i da 600 mg/ngay) hodc gia dugce. Ty I¢ déi twong giam it
nhit 50% s 1an khoi phat cuc bd so véi dudng co so 1a 40,6% dbi tugng duge diéu trj bang pregabalin 10
mg/kg/ngay (p = 0,006 so véi gia duoc), 29,1% dbi twong diéu tri bing pregabalin 2,5 mg/kg/ngay (p =
0,2600 so vai gia dugc) va 22,6% nguoi dung gia duoc.

Don tri

Pregabalin da dugc nghién ctru trong | thir nghiém 1am sang c6 kiém soat trong khoang thoi gian 56 tun
Vv6i lidu 2 lan/noay Pregabalin c6 hiéu qua khong thua kém lamotrigin. Pregabalin va lamotrigin c6 d6 an
toan va dung nap t6t trong tw nhau.
Réi loan lo du ton,r: qudt
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Pregabalin da duoc nghién ciu trong 6 thu nghiém co I\ICI’H soat trong khoang thoi gian 4 — 6 tuan, mot
nghién ctru cho ngudi cao tudi trong khoang thoi gfan 8 tuan va nghién ciu phong ngura tai phat lau dai voi
mot giai doan mu doi phong ngira tai phat trong khoang thoi gian 6 thang.

Su giam cac triéu chimg cua rdi loan lo du tong quat duoc thé hién qua diém s6 thang danh gia tram cam
Hamilton (HAM-A) da dugc quan sét tudn dau.

Trong céc thir nghiém lam sang doi chimg (thdi gian 4 — 8 tuﬁn) 52% sb bénh nhén dung pregabalin va 38%
bénh nhén dung gia duoc da c6 su cai thién 50% tong s6 diém trong thang danh gia trim cam Hamilton tir
khi bat dau dén két thuc didu tri.

Trong cac nghién citu ¢6 kiém soat, ty 1¢ bénh nhén duoc dleu tri biang pregabalin da duoc béo cdo mo mat
hon so v&i bénh nhéan duoc diéu tri bang gia duoc da giai quyet trong phan 16n cac tr uong hop voi lidu tlep
theo. Thir nghiém nhén khoa (bao gom kiém tra thi luc, kiém tra thi giac chinh thic va kiém tra soi day mét
gidn no) duoc tién hanh & hon 3600 bénh nhan trong cac thu nghiém 1am sang c6 kiém soat. O nhiing bénh
nhan nay, thi luc giam & 6,5% bénh nhan dugc diéu tri bang pregabalin va 4,8% bénh nhan duoc diéu tri
bang gia duogc.

Nhiing thay doi vé thi giac duoc phét hién & 12,4% bénh nhan duoc didu tri bang pregabalin va 11,7% bénh
nhan dugc diéu tri bang gia duoc. Nhiing thay d6i co ban da duoc quan st thiy trong 1,7% diéu tri
plegabalm va 2,1% bénh nhan duoc didu tri bang gia duoc.

PAC TiINH DUOC DPONG HOC

Dugc dong hoc 6n dinh cua pregabalin Ia gidng nhau trén nhiing ngudi tinh nguyén khoe manh, cac bénh
nhan dong kinh dang dung thudc chéng dong kinh va cac bénh nhan dau man tinh.

Hap thu: Pregabalin duoc hap thu nhanh khi udng lic doi, nong dd dinh trong huyét tuong dat duogc sau 1
gid khi ubng lidu don va lidu da. Kha dung sinh hoc duong udng cua pregabalin khoang 90% va _phu thudce
vao liéu dung. Trong ding nhic lai, trang thai on dinh dat duoc trong 24 — 48 gio. Ty Ié hap thu ciia
pregabalin giam khi ding cting thiic an dan dén giam Cpax giam khoang 25 — 30% va kéo dai tnax sau
khoang 2,5 gio. Tuy nhién, ding pregabalin cing thic an khong c6 anh hudéng 1am sang dang ké nao dén
muc do hap thu pregabalin.

Phén bé: Thé tich phan b6 biéu kién cua pregabalin sau khi ding duong ubng l1a khoang 0,56L/kg.
Pregabalin khong lién két voi protein huyét tuwong.

Chuyen héa: Pregabalin dugc chuyén hoa khong déng ke trong co thé nguoi. Sau khi ding pregabalin danh
dau phéng xa, khoang 98% duoc tim thay trong nudc tiéu 1 pregabalin & dang chua chuyén héa. Dan xut
N-methylat cua pregabalin, chit chuyén héa chinh cua pregabalin dugc tim thay trong nudc tiéu, chiém
khoang 0,9% liéu ding. Trong cac nghién ciu tién lam sang, khong c6 diu hiéu nao v& su bién dbi
pregabalin dong phan ta tuyén thanh dong phan htru tuyén.

Thai triv: Pregabalin duoc thai triv khoi hé tuan hoan chu yéu do bai tiét qua than ¢ nguyén dang. Thoi gian
bén thai trung binh cta pregabalin 1a 6,3 gid. Thanh thai pregabalin huyét tuong va thanh thai than ty 1¢
thuan véi thanh thai creatinin.

Diéu chinh lidu trén cac bénh nhan giam chirc ning thén hogdc tham tach mau la can thiét.

Tuyén tinh/ khong tuyén tinh: Dugc dong hoc cuia pregabalin la tuyén tinh trong khoang liéu don hang
ngay. Khoang bién thién dwoc dong hoc cua pregabalin 12 thdp (< 20%). Cac dic tinh dugc dong hoc cta
liéu da c6 thé du doén tir céc dit liéu cia lidu don.

Gidi tinh: Céc thir nghiém 1am sang da chi ra ring khong c6 anh hudng dang k& nao dén ndng d6 huyét
tuong cua pregabalin.

Duwogc dong hoc ¢ nhirng nhém bénh nhian dic biét

Suy thdn: Thanh thai pregabalin ty 1€ thuin véi thanh thai creatinin. Thém vao do, pregabalin duoc loai bo
hiéu qua khoi huyét tuong nhd thdm tach méu (sau 4 gio tham tich mau nong do huyét tuong cua
pxegabalm giam khoang 50%). Béi vi thai trlr qua than la dudng thai trir chinh, giam lidu véi bénh nhan suy
than va ding liéu bd sung v&i bénh nhan thdm tach méu 1a can thiét.

Suy gan: Khong c6 céc nghién ctu dic hiéu tién hanh trén cac bénh nhén suy gan. Vi pregabalin duoc
chuyen héa khong dang ké va thai trir chii yéu qua nuéc tidu ¢ nguyén dang, bénh nhan suy gan khong lam
thay dbi dang ké vé ndng do huyét tuong.

Tré em: Duge dong hoc ciia pregabalin dugc danh gia & nhiing bénh nhi bi bénh dong kinh (nhém tudi: 1
dén 23 thang, 2 dén 6 tudi, 7 den 11 tudi va 12 dén 16 tudi) & muc lidu 2,5, 5, 10 va 15 mg/kg/ngay trong
mdt nghi€n ctru dugc dong hoc vé kha ning dung nap.

Sau khi udng pregabalin cho tré em & trang thai nhin #n, ndi chung thoi gian dat nong do dinh trong huyét
tuong tuong tu trong toan by nhém tudi va xay ra 0,5 gio' dén 2 gio sau khi ding thudc.

Céc th6ng 6 Cuax va AUC cua pregabalin tang theo cach tuyén tinh voi lidu ting dan trong m&i nhém tudi.
AUC thép hon 30% & nhiing bénh nhi duéi 30 kg can ning do tang trong luong co thé lam thay ddi 43% do
thanh thai ¢ nhiing bénh nhén nay so v&i bénh nhén cin ning > 30kg.
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Thoi gian ban hiy cudi cua pregabalin trung binh khoang 3 dén 4 gio & bénh nhan nhi dudi 6 wdi va w4
dén 6 2i0 & nhing bénh nhi 7 tudi tro 1én. A

Phan tich duoc dong hoc déi twong cho thiy do thanh thai creatinin 1a mot bién sb dang ké cua su thanh thai
pregabalin duong uom7 trong luong co thé 1a mot bién sé dang ké cua thé tich phan b biéu kién cua
pregabalin duong udng, va cic mdi quan hé nay tuong tu ¢ bénh nhi va nguoi 16n.

Duogc dong hoc pregabalin ¢ bénh nhan dudi 3 thang tudi chua duoc nghién cu.

Nguwoi gia: Thanh thai pregabalin c6 xu hudng giam theo sy ting cua tudi. Su giam thanh thai pregabalin
duong uong khong phu thude voi su giam thanh thdi creatinin lién quan dén su tang cua tudi. Can giam liéu
pregabalin ¢ nhiing bénh nhan ton thuong chiic ning than do tudi cao.

Phu nit cho con bii: Dugc dong hoc cia 150 mg pregabalin ding moi 12 gid (liéu 300 mg mdi ngay) duoc
danh gia & 10 phu nit cho con bii it nhat 12 tuin sau khi sinh. Cho con bu it hodc khong anh hudng dén
duge dong hoc cua pregabalin. Pregabalin dugc bai tiét vao stta me voi ndng do ¢ trang thai én dinh trung
binh khoang 76% ndong do trong huyét tuong ctia me. Liéu luong tré so sinh ude tinh nhan duoc tir sita me
(gia su mirc tiéu thu stia trung binh 150 ml/kg/ngay) khi ngudi me dung pregabalin 300 mg/ngay hoic liéu
t01 da 600 mg/ngay s€ tuong ung la 0,31 hodc 0,62 mg/kg/ngay. Nhung lidu wée tinh nay 1a khoang 7%
tong lidu me hang ngay trén co s6 mg/kg.

TIEU CHUAN CHAT LUQNG: Nha san xudt.

BAO QUAN Bao quan dudi 30°C ¢ noi kho rao. Tranh anh sang.

QUY CACH DONG GOI

Regabin 25 : Hop 3 vi x 10 vién

Regabin 50 : Hop 3 vi x 10 vién

HAN DUNG: 36 thang ké tir ngdy san xuét.

S 16 san xuét (Batch No.), ngay san xuét (Mfg. date), han ding (Expire. date): xin xem trén nhan bao bi.
San xudt tai An D boi:

MACLEODS PHARMACEUTICALS LTD.

Dia chi: Block N-2, Village Theda, Post Office Lodhimajra Tehsil Baddi, Distt. Solan, Himachal

Pradesh — 174101, India (An D).
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