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Rx Thudc bin theo don T huéng din si dung thube
Vién nang cirng
SANDOZ PREGABALIN (75mg capsule)
SANDOZ PREGABALIN (150mg capsule)

THANH PHAN

MGéi vién nang Sandoz Pregabalin (75mg capsule) chira:

Hoat chét: Pregabalin 75mg

T4 dugce: Trong nang: Tinh bdt ngd, tinh bot tién ho hoa, bot talc. Vo nang: Gelatin, titandioxid.
M6i vién nang Sandoz Pregabalin (150mg capsule) chira:

Hoat chét: Pregabalin 150mg

T4 dugc: Trong nang: Tinh b6t ngo, tinh bot tién hd hoa, bot talc. Vo nang: Gelatin, titandioxid,
oxid sit do.

CHI PINH

Dau thén kinh

Pregabalin dugc chi dinh trong diéu tri dau than kinh ngudn gde trung wong va ngoai vi & ngudi
lon.

Déng kinh

Pregabalin dugc chi dinh véi muc dich diéu tri bd trg dong kinh cuc b ¢ kém hoic khong kem
theo dong kinh toan thé & ngudi 16n.

Réi loan lo u lan téa

PREGABALIN dugc chi dinh dé diéu tri rbi loan lo au lan téa (GAD) & ngudi [6n.

LIEU LUQNG VA CACH DUNG
Liéu lwong
Liéu ding tir 150 mg dén 600 mg/ngay, chia lam 2 hoc 3 lan. ?/

Dau ¢6 nguon goc than kinh

Liéu khéi dau 1 150 mg/ngay chia lam hai hoac ba 1an. Sau khoang 3 dén 7 ngay c6 the tdng lidu
dén 300 mg/ngay tuy theo kha nang dung nap va dép (g cua timg bénh nhan, néu can thiét c6
thé tang dén lidu t6i da 600 mg/ngay sau 7 ngay tiép theo.

Dong kinh

Liéu khoi dau 12 150 mg/ngdy chia lam hai hogc ba lan. Sau mot tudn c6 thé tang liéu dén 300
mg/ngay tuy theo kha nang dung nap va dap Gng cua ting bénh nhéan. Co thé tang dén liéu 16i da
600mg/ngay sau mot tuan tlep theo.

Roéi logn lo du lan toa

Liéu ding tir 150 mg dén 600 mg/ngay chia lam hai hoic ba 1dn. Viéc didu tri tiép theo can duogc
danh gia lai thuong xuyén.

Bit dau dung pregabalin véi lidu 150 mg/ngay. Sau mdt tudn c6 thé tang liéu dén 300 mg/ngay
tay theo kha nang dung nap va dap u’ng cua ting bénh nhan. Muc lidu c6 thé tang dén 450
mg/ngay va tbi da 600 mg/ngay sau mdi khoang th&i gian mét tudn tiép theo.
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Ngimg thube
Theo thuc hanh lam sang hién tai, néu phai nging thudce, pregabalin cin dugc ngimg tir tir trong
t6i thidu mot tudn voi bét ci chi dinh nao (xem muc 4.4 va 4.8).

Quan thé bénh nhén dic biét

Bénh nhdn suy thdn

Pregabalin duoc thai trir nguyén dang chii yéu qua thén. Do d6 thanh thai pregabalin ty 1€ thuén
v&i d§ thanh thai creatinin (xem muc 5.2) nén viée giam lidu trén cac bénh nhan cé ton thuong
chirc ning than phai tuy theo tirng ca thé va theo hé sé thanh thai creatinin (CLer), dugc trinh bay
trong bang 1 sir dung cdng thirc:

1,23 x [140 - di (na an nang (kg) ,
[ i (nam)] x cén nang (kg) (x 0,85 dbi v6i bénh nhan nir)

CLer (ml/phat) =

creatinin huyét thanh (umol/1)

Pregabalin dugc loai bd hiéu qua khoi huyet tuong nhd thim tach méau (50% thude dugc loai bo
sau 4 gid). Vi cac bénh nhén dang thim tach mau, lidu hang ngay cua pregabalin can dugce didu
chinh iy theo chie ning than, Ciing véi liéu diing hang ngay, lidu bé sung nén duge ding ngay
sau mdi 4 gids thim tach mau (xem Bang 1).

Bang 1. Hiéu chinh liéu theo chirc ndng than ?/
"D thanh thai creatinin | Téng lidu pregabalin hang ngay * " Chédslidu
(CLe) |
(ranphut)
Lidu  khdi  ddu Liéu tbi da (mg/ngay)
(mg/ngay) |
> 60 150 600 \Chia 2 lan/ngay hoic |
'- ‘chia 3 lin/ngay
>30 - <60 75 300 | “IChia 2 in/ngay h hoac |
' ‘chia 3 lan/ngay i
>15-<30 25-50 150 \ J 1in/ngay hogc chia 2|
lan/ngay
<15 25 75 M Lohg
'Liéu bé tro sau thadm phan mau (mg) - " |

25 100 bucdon’

TID = Chia 3 lan/ngay
BID = Chia 2 ldn/ngay
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* Tong lidu hang ngay (mg/ngay) can chia thanh nhiéu lan sir dung nhu d ghi trong ché do liéu
tinh theo mg/liéu.
* Liéu b trg 1a liéu don bd sung

Bénh nhan suy gan
Khéng can hiéu chinh liéu trén cac bénh nhan suy gan (xem muc 5.2).

Tré em
P an toan va hiéu qua cua pregabalin & tré em dudi 12 tudi va thiéu nién (12-17 tudi) chua duge
thiét 1ap. Hién tai chua c6 dir lidu.

Dimg thuéc cho ngudi cao tuéi (trén 65 tuéi)
Can giam liéu pregabalin doi v6i ngudi cao tudi do chirc ning thén suy giam (xem & muc bénh
nhan suy thén).

Cach dung

Pregabalin duoc udng cling hoic xa bira an.
PREGABALIN chi dung duong udng.
CHONG CHi PINH

Qué man v6i hoat chét hodc bét ky ta duoc nao ciia thude.
THAN TRONG KHI SU DUNG
Bénh nhén dai thao dudng

Theo thyc hanh 1am sang hién tai, mot s6 bénh nhén tiéu dudmg c6 xuét hién ting can khi dung
pregabalin can hiéu chinh céc thuoc ha duong huyét cho phu hop.

Cac phan (mg qua méan

D3 ¢6 bdo cdo hiu mii vé cac phan ng qua min, bao gdm céc ca phi mach. Cén ngirng ngay
prebagalin khi xuét hién cac triéu chimg ctia phit mach nhu xay ra sung & mat, quanh miéng hoic
dudng hd hép trén.

Chéng mit. budn ngi. mat ¥ thirc. 1t 14n va suy giam tinh than

Diéu tri bang pregabalin c6 thé _gdy chong mit va budn ngu, tridu chimg nay ¢ thé tang Ién &
nguoi cao tuodi. Pa cd bdo cao vé vigc mat y thire, la Jan va suy giam tinh than trong qua trinh luu
hanh thubc. Vi vdy, bénh nhén cin dugc khuyén nén than trong cho dén khi quen véi nhitg anh
hudng c6 thé xay ra cia thube.

Anh huéng trén thi gidc

Trong cac thur nghiém lam sang kiém soat, ty & bénh nhan dugc diéu tri bang pregabalin ghi
nhén c6 nhln m& cao hon so v6i nhimg bénh nhén dung gia dugc. Hién tuong nay sau d6 thoai lui
trong da sd truomg hop khi tiép tuc dung thudc. Trong cac ngh:en ciru lam sang c6 tién hanh kiém
tra nhan khoa, ty 1€ bénh nhén diéu tri bang pregabalin bj giam thi luc, thay dbi thi trudng va 6
nhitng thay déi khi soi ddy mét Ién hon & nhimg so véi cdc bénh nhan ding gia duoc (xem muc
5.1%

.
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Trong qua trinh lwu hanh thudc, nhitng tac dung khong mong mudn trén mit da dugc bao céo bao
gdm mit thi luc, nhin m& hodc nhiing thay doi khac coa thi luc, trong d6 da so cac triéu chimg
chi thoang qua. Cac triéu chimg ndy c6 thé tu khoi hodc duge cai thién khi ngimg su dung
pregabalin.

Suy thdn ‘
Céc truong hop bi suy thén da dugce bao cao, trong so dé6 mot so da hoi phuc khi ngirng sir dung
pregabalin.

Ngirng sir dung céc thude chéng déong kinh diéu tri dong thoi

Khéng da dir lidu vé viéc ngimg sur dung cac thubc chong dong kinh diéu tri dong thoi dé tién toi
don tri liéu bﬁng pregabalin ké ca khi duoc kiém soat vi phac do diéu trj stir dung prebagalin nhur
4 liéu phap diéu trj bd sung con déng kinh.

Hbi chimg cai thube

Khi ngung sir dung pregabalm sau mét thoi gian diéu tri ngén hoac dai han c6 thé xuat hién hoi
chimg cai thude & mot s6 bénh nhan. Nhimng triéu chimg da dugc d& cap bao gdm: mét ngu, nhirc
dau, budn nén, lo ling, tiéu chay, hoi chimg cim, cing thiang, trAm cam, dau, co giat, d md hai
va chong méat. Bénh nhan can duoc thong béao vé diéu nay khi bét dau diéu tri.

Co gidt, bao gdm c4 trang thai dong kinh va dong kinh con 16n c6 thé xuit hién trong khi sir dung
pregabalin hoic mot thoi gian ngén sau khi ngimg thubc.

Khong c6 dit liéu vé mdi lién quan giira ty 16 méc va mirc do nghiém trong ciia hdi chig cai
thudc véi thoi gian sir dung va lidu diing ciia pregabalin.

Suy tim sung huyét

D4 c6 béo cdo vé tinh trang suy tim sung huyét & mot sé bénh nhan diéu trj bing pregabalin trong
qué trinh luu hanh thudc. Nhimg phan mg nay cht yéu xuét hién & bénh nhén cao tudi ¢6 bénh 1y
tim mach khi sir dung pregabalin v6i chi dinh dau ngudn géc than kinh. Can thén trong khi sir
dung pregabalin cho nhimg bénh nhan nay. Viéc ngirng thubc c6 thé giai quyét dugc tac dung
khong mong muodn nay.

Diéu tri dau than kinh ngudn 250 trung uong do chén thurong tiy

Khi didu tri dau than kinh nguén gdc trung wong do chan thucmg tuy, ty lé cac tac dung khong
mong mudn néi chung, tic dung khong mong mudn trén thin kinh trung wong, ddc biét la tac
dung géy budn ngi tang 1én. Day cé thé 13 mot phan tmg phu do ding dong thdi véi céac thube
khac dé diéu tri trong truong hop nay (vi dy nhu céc thudc chdng co thit). Trong trudng hop nay,
viéc ké don pregabalin can duoc can nhic.

Y dinh va hanh vi tir tr

Y dinh va hanh vi tur tir da duge bdo cdo & nhimg bénh nhan diéu trj bang thude chong dong kinh
trong mot s6 chi dinh. Két qua phan tich gdp cac thir nghi¢ém 1dm sang phan nhém ngiu nhién c6
doi chimg gia dugc cia cac thubc chéng dong kinh cho thdy ting nhe nguy co tang y dinh va
hanh vi tr tir. Co ché cua nguy co nay hién chua dugc sang to va dua trén céc dir liéu hién tai thi
khong loai trir kha nang nguy co tang la do pregabalin.

Caandii~ .

Y
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V1 véy, can kiém sodt cic déu hiéu ¥ dinh va hanh vi ty tir cia bénh nhén, ddng thoi cin xem xét
cée bién phap diéu tri pha hop. Bénh nhan {va nhitng nguoi chdm soc bénh nhan) nén tim kiém tu
van chuyén mén y té khi xuét hién cdc dau hiéu ctia y dinh va hanh vi tu tir.

Giam chirc nang dudng tiéu hoa dudi

Trong qud trinh lwu hanh thube da ¢o nhiing bao cdo vé cac vén dé lién quan dén viée giam chie
nang dudng ti¢u hoa dudi (nhur tic rudt, liét rudt, tio bon) khi sir dung déng thoi pregabalin véi
cac thubce ¢6 kha nang gay ra tdo bon, vi du nhur céac thudc giam dau opioid. Khi pregabalin va
céc thude opioid duge sir dung két hop, cac bién phap ngin ngira to bon nén duge xem xét (dic
biét & bénh nhan va ngudi cao tudi).

Kha nang lam dung thubc
Céc ca lam dung thubc di duge bao cao. Can than trong & bénh nhén c6 tién sit lam dung thudc
va theo doi nhimg triéu ching ctia tinh trang lam dung pregabalin trén bénh nhén.

Bénh nio
P ¢6 béo céo vé nhitng trirong hop bénh ndo, chi yéu & nhimg bénh nhén cé cac yéu t6 c6 thé
thic day xuét hién bénh nio. @/

TUONG TAC THUOC VA CAC DANG KHAC CUA TUONG TAC |/

Pregabalin chii yéu dugc thai trr dudi dang nguyén ven trong nude tiéu, dugc chuyén hoa khong
déng ké & ngudi (<2% cla muc lidu dd udng duge tim thay trong nude tiéu dudi dang dan chét
chuyén hoa), khéng (rc ché chuyén héa thude in vitro va khong lién két véi protein huyét twong,
do do pregabalin khéng gdy ra hodc khong bi tac dong béi cac tuong tac duge ddng hoce.

Céac nghién ciru in vive va phan tich duoe déng hoc quan thé

Tuong ti trong cac nghién clu in vivo, khong ghi nhén dugce trong tdc duge déng hoc c6 ¥y nghia
fam sang gitra pregabalin véi phenytoin, carbamazepin, acid valproic, lamotri gin, gabapentin,
lorazepam, oxycodon hogc ethanol. Céc phan tich duge ddng hoc quan thé cho thay thudc didu tri
déi thao dudmg dudng ubng, loi tiéu, insulin, phenobarbital, tiagabin va topiramat khéng c6 anh
hudng c6 y nghia lam sang dén dd thanh thai pregabalin.

Thube trénh thai dudng udng. norethisteron va/hosc ethinyl oestradiol
Sir dung ddng thoi pregabalin véi cac thude tranh thai duong udng, norethisteron va/hodc ethinyl
oestradiol khong anh huéng dén dwoc dong hoc & trang thai 6n dinh cla ca hai thubc.

Ethanol, lorazepam, oxvcodon

Pregabalin cé thé 1am ting tac dung ciia ethanol va lorazepam. Trong céc thir nghiém lam sang ¢d
kiém sodt, sit dung pregabalin lidu lap lai ddng thoi véi oxycodin, lorazepam hodc ethanol khéng
gdy anh huodng co ¥ nghia lam sang trén hd hap D c6 bao bio suy hd hdp va hén mé & bénh
nhén sir dung dong, thoi pregabalin voi céc thuoc ir¢ ché than kinh trung wong khac trong qua
trinh luu hanh thube. C6 thé pregabalin 1a yéu t6 1am nang th&m suy giam nhén thic va chire
ndng van ddng giy ra bai oxycodon.

Tuong tic va ngudi cao tudi
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Khéng c6 nghién ciru vé trong tac dugc dong hoc cu thé duge thuc hién trén ngudi tinh nguyén
cao tudi. Nhitng nghién ciru nay chi thuc hién trén nguoi trudng thanh.

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

Phu nit trong d6 tudi sinh san / Tranh thai & nam gidi va nit gidi

Do chua rd nhitng nguy co tiém an trén ngudi, cn sir dung cdc bién phap tranh thai hiéu qua cho
phu nir trong dd tudi sinh san.

Phu nir c6 thai

Khong co dir ligu diy du vé viéc sir dung pregabalin & phy nit ¢6 thai.

Nghién ciru trén dong vt cho thdy doc tinh trén sinh san (xem muc 5.3). Nguy co tiém 4n trén
ngudi chua duge biét dén.

Khéng nén sir dung pregabalin trong thai ky, trir khi thuc su can thiét (néu loi ich cho me vuot
trdi hon so voi nguy co véi bao thai).

Phu nir dang cho con b

Hién chua rd pregabalin c6 dugc bai tiét vao sita me & ngudi hay khong, tuy nhlen thube di co
mat trong sira & chudt. Do vy, viéc cho con b khong diroc khuyén cao trong sudt qua trinh diéu

tri bing pregabalin. ??/

ANH HUONG DPEN KHA NANG LAI XE VA VAN HANH MAY MOC

Pregabalin ¢6 thé anh hudng nhe hodic trung binh dén kha ning l4i xe va van hanh may méc.
Thude cé thé gay chéng mat va budn ngi, do d6 c6 thé anh hudng dén kha nang lai xe hodc vén
hanh may méc. Bénh nhin dugc khuyén cao khong nén lai xe, vén hanh cac may moc phirc tap
hodc tham gia vao cac hoat dong c6 kha nang géy nguy hiém khac cho dén khi xé4c dinh duoc liéu
la thudc ¢ anh hudng hay khong dén kha ning thyc hién cac hoat dong nay.

TAC DUNG KHONG MONG MUON

Pregabalin dugc thir nghiém ldm sang trén hon 8900 bénh nhan, trong d6 hon 5600 bénh nhéan
tham gia thu nghlem lam sang mu dbi, c6 sir dung dbi chimg gia dugc. Nhimg téc dung khong
mong mubn pho bién nhét dugc bao cdo 1a chéng mat va budn ngu. Tac dung khong mong mudn
thudng c6 cuong do nhe dén trung binh. Trong tat ca cac thur nghlem 1am sang c6 kiém soat, ty 18
ngimg thudc do tac dung khong mong muon 1a 12% & bénh nhén didu trj bang pregabalin va 5%
0 bénh nhan dung gia dugc. Tac dung khong mong mudn phé bién nhit din dén viéc ngirng
thudc & nhém diéu tri bang pregabalin 12 chéng mat va buon ngu.

Trong bang dudi day, tdt ca cac tac dung khong mong mudn xay ra vai ty 18 I6n hon so véi nhom
sir dung gia dugc va trén hon mgt bénh nhan dugc liét ké theo hé co quan va tan sd xudt hién (rét
pho bién ((>];‘IO), thuong gép (>1/100 dén <1/10); it gap (=1/1,000 dén <1/100); hiém gap
(>1/10,000 dén <1/1,000); rat hiém giap (<1/10,000), chua biét r5 (khéng thé udc tinh ty 1¢ dua
trén nhitng dir liéu hién co).

Trong mdi nhém, tic dung khong mong muén dugce trinh bay theo thir tu giam dan ciia mirc do
nghiém trong.

Cac tac dung khong mong mudn dugc liét ké c6 thé lién quan dén bénh méic kém va/hodc cac
thubc sir dung dbng thoi.
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Trong diéu tri dau ngudn ge than kinh trung vong do chén thuong tiy, ty 1€ gip céc tac dung
khéng mong mudn néi chung, cdc tac dung khong mong mudn trén than kinh trung vong va dic
biét 1a triéu chirng budn ngu ting 1én (xem muc 4.4).

Céc phan tmg dugc bdo cdo trong qué trinh hru hanh thude duge liét ké 1a chura biét rd tan sudt va
dugce in nghleng trong bang duoi day.

Phan loai theo hé c¢r Cac tac dung khong mong mubn ciia thuoc
quan

;Nhlem trung va nhlem ky sinh trung

Elt gap Viem miii hong

R6i loan trén mau va hé bach huyét

jHlem gip Giam bach ciu

gRéi loan trén hé théng mién dich
Chua biét r5 tan sb Qué man, phit mach, phan tng di tng

Rbi loan chuyen hoa va dmh du’o‘ng

;Thuo‘ng gap ‘Tang cam giac ngon mleng EF/

-It gép EChan an, ha duong huyet

'Réi loan tAm than
Thuonggép - Tam trang phan khlch nham lan de b1 k1ch thlch gl;{{_h;;{wﬁﬁan tmhf
! duc, mat phuong hudng, mit ngu :

It gap _Ao glao con hoang loan bon chon ]o au, trdm cam, tam trang chan nan,
thay Qol tdm trang, mat nhan cach, st dung tir ngit khé khin, cic gidc |
mo bit thudng, ting ham mudn tinh duc, khéng thoa mén tinh due, 1anh |

=

cam
éHiém gap iMat phan xa co dleu klen Tam trang phan chan
Chura biét rd tan sb :Hung hang
Rm loan he than klnh
éRat pho bién 'Chéng mit, budn ngu
éThuc‘mg geflp jMét didu hoa, phdi hop bét thudng, run, loan vén ngdn, suy giam tri nho,
: rbi loan kha ning tip trung, di cam, an than, réi loan cin bing, lo mo, |
 dau ddu

t gap ;Ngat ngan ngo rung glat cO, Lam than hleu dong thal qua mat vi glac
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Higsi gip

T
Chura biét rd tan so

Roi loan trén mat

Thucmg gép

It gap
‘Hiém gap

Chura biét 18 tan so

Rol Ioan tren tal va tal trong

?Thucmg gap

Ro6i loan trén tim

lt ;:,ap

Hlem gap

Chua o tan sb

Roi loan mach mau

it gap

Hlem gap

R6i loan tién dinh

r6i loan van dong, chéng mat tr thé, run cuong d6 manh, rung gidt nhin |

cdu, roi loan nhén thire, roi loan ngdn ngit, gidm phan xa, gidm xiic giac, .

Emét tri nhd, téng nhay cam, cAm gidc bong rat

Glam chlrc nang van dong, rbi loan khitu giac, chimg khé viét

_Md't y thiee, suy giam ts'nh thd;n, co gfér, kho ch_iu

' Nhin m&, nhin doi

R01 loan hmh anh su‘ng mat g1am th1 tnrong, giam th1 lch dau mat, moi |
“mét, khd mét, taing chay nudc mit

-Mz”it thi ll_.TC ngoai vi, 40 giéc d("‘) vét xoay chuyén, thay déi cam giac |
‘chiéu sau thi giac, hoa mit, kich (ng mat, gidn dong tir, lac, 16a mat |

Mt thi bz, viém g:ac mac { J')!/

' Tang thinh lyc

Nhlp nhanh, block ahi thét cap do 1

Nhlp nhanh xoang, cham nhlp xoang, loan nhlp xoang

Suy rrm Sung huyer keo da: khoang Qi'

DO bu‘ng, nong bu‘ng mat, ha huyet ap, tang huyet ap

Lanh ngoal vi

éRéi logm trén hé ho hap, long ngue va trung thit

itgap

‘Hiém gap

Chua biét r5 tan so

'Khé the, khé miii

Chay mau cam, it hong, ho nghet miii, viém miii, ngay ngu o

Phi phot

'Réi loan trén hé tiéu héa

‘Thudng gip

%me, kho miéng, téo bon, diy hoi
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It gap

Hiém gap

Chura biét 1 tan sb

Day bung, chimg trio nguoc da day thye quan, ting tiét nude bot, giam |

cam giac & miéng

Cd tru‘c’mg, vidm tuy, nudt kho

Sung ludi, tiéu chay, buén nén

Roi loan trén da va md dudi da

It gip
Hiém gap

Chura biét rd tan s6

Rdi loan co xuo’ng va mb lién két

it gap

| Phat ban, tang tiét md hoi

| M2 day, toat md héi lanh

H¢i ching Stevens-Johnson, ngtta

Co glat O, sung khorp, co cung co, dau co, dau khép, dau lung, dau 0’

‘chén tay, cu’ng co

'Tiéu co van, co thit ¢b tir cung, dau cb {%

Ro: loan trén than va hé tidt niéu

\'I’t gép
; Hlem gip

Chua blet 03] tan )
§R01 loan tren tuyen vl
 Thudmg gap

l.-.“ér_n —
Chua biét 6 tAn sb
:Cac rbi Ioan toan than
| Thudmg gap

it g3p

H,é,-;gép S

-.6hu:a biét rd tan sd

Xét nghiém

s tién khfmg tur chu, khé tiéu tién
Suy than, thiéu niéu
Bi tiéu

va ¢o quan smh san

Rf‘)i loan chic nang cucmg duoﬁ;

Xuéi tinh cham, 61 loan "gmaﬁg tinh dyc

Vo kmh chay dICh & v, dau n;,lrc dau bung kinh, n¢ nguc o
Chu’ng to vii & nam gioi | -

va tal vi tr1 du’a thuoc

Déng di bét thuong, cam gic Say .I'l.IO’l] mé.t m01 phu ngoai vi, phu né
Nga tirc ng:,uc mét moi, khat nudce, dau, cam glac bt tercmg, én lanh

Phu né toan than sot

| Phic mat

!
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Thuong gap ‘Ting can

it gap Tang creatine phosphokmase mau, tang alanme ammotransferase ting

aspartate aminotransferase, giam s lugng tiéu cau

Hiém gip | " Tang dudng huyét, giam kali mau, giam sd luong bach cdu, ting

creatinin mau, giam can

Hoi ching cai thubc xudt hién & mdt sé bénh nhan khi ngimg thude sau mot lhm gian diéu tri
ngan han hodc dai han voi pregabalin. Cac phan g di dugc dé cap gdm: mét ng, nhu‘c dau
budn nén, lo ling, tiéu chay, hoi chimg cum, co giat, céng thang, trAm cam, dau, tang tiét md hoi
va chéng mat. Bénh nhén cin dugc thong bao vé diéu nay khi bit dau diéu tri.

Lién quan dén viéc ngimg Pregabalin sau mot thoi gian dai diéu tri, khong c6 dir liéu nao vé mbi
lién quan giira ty 1¢ méc va mirc do nghiém trong ctia hdi chimg cai thudc véi thoi gian sir dung
va liéu dung pregabalin.

Théng bdo cho bdc sy cdc tdc dung khéng mong mudn gdp phdi khi siv dung thudc.

QUA LIEU

Khi ding qua liéu 1én dén ng, khong c6 tac dung khong mong muon nao dquc bao cao.

Trong qué trinh luu hanh thuoc, nhitg tac dung khong mong muén cha yeu dugce bao cao khi
uong qué liéu pregabalm bao gom budn ngu, trang thai 10 1an, kich dong va bon chdn.

Dleu trj qué liéu pregabalm bao gom céc bién phap hd tro toan than va c6 thé tham phan mau néu

can thiét (xem muc Liéu luong va cdach dung). @/

PAC TINH DUQC LUC HQC

Nhom dugce 1y diéu tri: Thubc chéng dong kinh, thudc chéng dong kinh khac ma ATC:
NO3AX16

Hoat chét pregabalin 14 mot chat twong tu acid gamma-aminobutyric ((S)-3-(aminomethyl)-5-
methylhexanoic acid).

Co ché tac dung

Pregabalin lién két véi mot tidu don vi phu (a2-8 protein) cua kénh calci phu thudc dién thé & hé
than Kinh trung uong.

Kinh nghiém lam sang

Dau ngudn gbc than kinh

Hiéu qua cua thubc da dugc chimg minh trong cdc thir nghiém 1am sang bénh ly than kinh do dai
thio dudng, dau than kinh sau herpes va chén thuong tiy. Hiéu qua ciia thude chira dugc nghién
clru trong cac truong hop dau than kinh khac.

-
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Pregabalin duoc nghién ctru trong 10 thir nghiém lam sang co kiém soat véi thoi gian diéu trj 1én
t6i 13 tudn & mirc lidu 2 lan/ngay (BID) va 8 tudn & lidu 3 lan/ngdy (TID). Nhin chung, cac dir
lidu vé& mirc d an toan va hiéu qua cia mirc liéu BID va TID la twong tw nhau.

Trong céc thir nghiém 1am sang véi thoi gian diéu tri 1én t6i 12 tuan trén bénh nhén dau ngudn
goc than kinh trung uong va ngoai vi, hiéu qua giam dau xuét hién sau 1 tudn va duy tri trong
subt thoi gian diéu tri.

Trong céc thir nghiém lam sang c6 kiém so4t v&i dau ngudn gbe than kinh ngoai vi, 35% bénh
nhan duoc diéu tri bing pregabal:n va 18% bénh nhan dung gia dugc c6 cai thién 50% diém dau.
Véi bénh nhan khéng bi budn ngu, ty 1€ nay 1a 33% & nhom diéu tri bing pregabalin va 18% &
nhém dung gia dugc. Vé&i bénh nhén c6 xuét hién budn ngu, ty 1¢ dap tng 1a 48% & nhém diéu tri
bing pregabalin va 16% & nhom dung gia dugc.

Trong thir nghiém 14m sang c6 kiém sodt v6i dau ngudn gbéc than Kinh trung wong, 22% bénh
nhan duoc diéu tri bang pregabalin va 7% bénh nhan ding gia dugc cé cai thién 50% diém dau.

Paong kinh

Diéu tri b6 tro

Pregabalin da dugc nghién ciru trong 3 thir nghiém lam sang c6 kiém soat trong khoang th&i gian
12 tudn v6i mie liu 2 1an/ngay (BID) va 3 lan/ngay (TID). Nhin chung, céc dir liéu cho thiy

mirc d§ an toan va hiéu qud cia ca hai muec liéu la tuong ty nhau.
Sy giam tan s6 xudt hién con déng kinh duoc ghi nhén & Tuan 1. )@7/

DPon tri liéu (nhimg bénh nhan mdi duoc chén doéan)

Pregabalin da dugc nghién ciru trong mot thir nghiém 1am sang c6 kiém soat kéo dai 56 tudn &
mirc lidu 2 lam’ngay (BID). Pregabalin khong dat du'oc mirc khong thua kém so vdi lamotrigine
trén tiéu chi danh gia khong c6 con dong kinh xuat hién trong vong 6 thang diéu tri. D6 an toan
ctia pregabalin va lamotrigin tuong tu nhau vé diéu trj va dung nap tét.

Ro6i loan lo 4u lan toa

Pregabalin dd dugc nghién clru trong 6 thir nghiém co kiém soét kéo dai 4-6 tudn, mot thir
nghiém kéo dai 8 tudn trén ngudi cao tudi va mot nghién ciru du phong chdng tai phat dai han
trong do giai doan du phong tai phat dugc thuc hién mu déi trong 6 thang.

Su giam céc trigu ching rbi loan lo 4u lan toa danh gia bang Thang danh gia mirc dd lo au
Hamilton (HAM-A) d3 dugc ghi nhdn & Tuan 1.

Trong cac thur nghiém lam sang c6 kiém soat (kéo dai tir 4-8 tuin), 52% bénh nhan dugc diéu tri
bang pregabalin va 38% bénh nhan su dung gia duge c6 cai thién it nhét 50% sb diém HAM-A
tai thoi diém dénh 2ia so vai trude diéu tri.

Trong céc thir nghiém lam sang c6 kiém soat, ty 1& bénh nhan ghi nhin duoc nhin m& & nhém
diéu tri béng prebagalin cao hon so vdi bénh nhén ding gia dugc. Tinh trang nay sau d6 ty khoi
trong da s6 truong hop khi tiép tuc dung thudc. Viéc kiém tra nhan khoa (bao gbm kiém tra thi

-
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Irc, kiém tra thi truong va soi diy mét c6 gidn dong ti) duqc thuc hién trén hon 3600 bénh nhén
trong cac thir nghiém ldm sang c6 kiém sodt. Trong s6 d6, 6,5% bénh nhan diéu tri bing
pregabalin va 4,8% bénh nhén ding gia dugc bi giam thi luc. Thay doi thi tnro‘ng duoc ghi nhan
¢ 12,4% bénh nhén diéu tri bing pregabalin va 11,7% & bénh nhan ding gia duoc. Thay dbi khi
soi day mét dugc ghi nhin & 1,7% bénh nhén diéu tri bing pregabalin va 2,1% bénh nhéan ding
gia dugc.

PAC TINH DUQC PONG HOC

Dugc dong hoc cia pregabalin ¢ trang thai f)n dinh la twong ty gilta nguoi tinh nguyén khoe
manh, bénh nhan bi déng kinh duoc didu tri bing céc thubc chong dong kinh va bénh nhan bj dau
man tinh.

Hip thu:

Pregaba!m duge hap thu nhanh néu ubng khi déi, véi ndng do dmh trong huyét tuong dat duoc 1
gi® sau khi udng liéu don va liu lap lai. Sinh kha dung dudng uong cua pregabalin udc tinh dat
>90% va khong phu thuge vao liéu. Khi ding lap lai, trang thai 6n dinh dat dugc trong vong 24
dén 48 gio. Khi ubng pregabalin cung bira an, toc do hap thu thudc giam dan dén noéng do dinh
Crax giam khoang 25-30% va thoi gian dat dugce nong do dinh tmax bi kéo dai dén khoang 2,5 gid.
Tuy nhién, ubng pregabalin cing bita #n khéng c¢6 anh huong 1am sang dén hép thu cua

pregabalin.

Phan bé: @/

Trong cac nghién ciu tién 1am sang, pregabalin c6 thé qua dugce hang rao mau ndo cia chudt
nhét, chudt céng va khi. Pregabalin qua duoc nhau thai cla chudt cong va c6 mit trong sifa cia

chuét dang cho con bu. O nguoi, thé tich phan b6 biéu kién cua pregabalin sau khi ding duong
uéng khoang 0,56 I/kg. Pregabalin khong lién két véi protein huyét turong.

Chuyén hoa:

Pregabalm chuyen héa khéng ding ké & nguoi. Khi uong mét liéu pregabalin, khoang 98% hoat
chit duoc tim thiy & dang nguyén ven trong nude tiéu. Dan chat N-methyl hoa cia pregabalin,
chét chuyén héa chinh ca pregabahn duoc tim thiy trong nude tiéu véi lugng bang 0,9% lidu
dung. Trong cac nghién ciru tién 18m sang, khong c6 d4u hiéu cia hién trong racemic hoéa cac
dong phan dbi quang S va R cua pregabalin.

Thai trir:

Pregabalin duoc thai trir khoi tudn hoan qua than dudi dang nguyén ven.

Thoi gian ban thai trung binh cua pregabalin 12 6,3 gid. Do thanh thai pregabalin huyét tuong va
do thanh thai cha thén ty 1€ thudn véi do thanh thai creatinin (xem muc 5.2 Suy thén).

Cén hiéu chinh liéu & bénh nhan suy giam chirc ning thin hodc dang chay thim phan mau (xem
muc 4.2 Bang 1).

Tuyén tinh / khong tuyén tinh:
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Dugc dong hoc pregabalin tuyen tinh trong khoang lidu khuyén cdo ubng hang ngay. Bién thién
dugc dong hoc giita cac ca thé cla pragabalin thap (<20%). Dugc dong hoc lleu lap lai c6 thé du
doén tir cac dir liéu cia liéu don. Vi vay, khong cén theo ddi thuong quy ndng dé pregabalin
trong huyét tuong.

Duoc dong hoc & qun thé bénh nhéan dac biét

Gidi tinh
Céc thir nghiém 1am sang cho thay gi6i anh hudng khéng dang ké ¢6 y nghia lam sang dén nong
do pregabalin huyét tuong.

Suy thén

D6 thanh thai pregabalin ty 1& thuan véi db thanh thai creatinin. Hon nita, thim tdch mau c6 thé
loai bd phén 16n pregabalin khoi huyét twong (sau mdi 4 gid thim tach méau, ndng d6 pregabalin
huyét twong giam khoang 50%). Do than I dudng thai trir chinh cia thube nén can giam lidu &
bénh nhén suy than va bo sung liéu sau khi thdmtach mau (xem muc 4.2 Bang 1).

Suy gan

Khong ¢6 nhirng nghién ciru dugc dong hoc dac biét thuc hién tren bénh nhan suy giam chuc
nang gan. Do pregabalin hdu nhu khong chuyén héa va duoc bai tiét nguyén ven chii yeu qua
nudc tiéu nén suy glam chirc nang gan dugce du dodn s& lam thay déi khéng dang ké ndng do

pregabalin trong huyét tuong. @/
Nguoi cao tudi (trén 65 tudi)

Do thanh thai pregabalin ¢6 xu huéng giam theo su gia ting cia tudi. Su glam nay khi uong
pregabalin phi hop v6i viéc giam do thanh thai creatinin lién quan dén tudi. Can giam liéu
prebagalin trén cac bénh nhan ton thuong chirc ning than do tudi cao (xem muc Liéu lugng va
cach dung Bang 1).

BAO QUAN: Bao quan ¢ nhiét d6 dudi 30°C.

HAN DUNG: 24 thang ké tir ngay san xuét.

QUY CACH PONG GOI: Hép 4 vi x 7 vién nang cimg.
TIEU CHUAN: Nha san xuét.

CHU Y:

- Doc ky hwong dén sir dung trwée khi diing.

- Néu cén thém théng tin xin hoi ¥ kién bac sy.

- Péxa tim tay tré em.

- Thudc nay chi ding theo don ciia bac sy. TUQ. CUC TRUONG

Té hwémg dfin sir dung nay dwge duyét lin cudi thing 8,2011. ,P-TRUONG PHONG

Nyuyin Hioy Hing

NHA SAN XUAT: Sandoz Ilac Sanayi ve Ticaret, A.S.
Gebze Plastikciler Organize Sanayi Bolgesi, Ataturk Bulvari 9. Cad. No:1, TR-41400 Kocaeli,

Tho Nhi Ky



