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Each capsule contains
Pregabalin 150 mg.

Prescription medicine only.
Keep out of the reach of children.
Route of administration: Oral,

Do not store above 30°C.

Indications, Dosage & Contraindications: Refer the pack insert
(please read the accompanying instructions before use).
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THUOC KE PON
R
X PEGASET 25 (Vién nang pregabalin 25 mg)

Ry PEGASET 50 (vién nang pregabalin 50 mg)
Ry PEGASET 75 (Vién nang pregabalin 75 mg)

~

X PEGASET 100 (vién nang pregabalin 100 mg)

~

X PEGASET 150 (Vién nang pregabalin 150 mg)

~

* PEGASET 200 (Vién nang pregabalin 200 mg)

=

X PEGASET 225 (Vién nang pregabalin 225 mg)

~

X PEGASET 300 (Vién nang pregabalin 300 mg)

Dé xa tam tay tré em
Boc kjj hieéng dén sic dung trude khi ding
Thudc nay chi ding theo don thuéc
Théng bao ngay cho bdc sy hodc dugc sy nhitng phdn tng cé hai
gdp phdi khi sir dung thuéc

1. THANH PHAN CONG THU'C THUOC

PEGASET 25: Mbi vién nang cimg cé chia:

Thanh phan hoat chét: Pregabalin 25 mg.

Thanh phan té dwoc: Maize starch (Extra white maize starch), talc (Luzenac pharma), hard
gelatin capsule shells (size 5).

PEGASET 50: Mdi vién nang cimg cé chia:

Thanh phdn hoat chat: Pregabalin 50 mg.

Thanh phan té dugc: Maize starch (Extra white maize starch), talc (Luzenac pharma), hard
gelatin capsule shells (size 4).

PEGASET 75: Mbi vién nang cimg c6 chia:

Thanh phdn hoat chat: Pregabalin 75 mg.

Thanh phan td duoc: Maize starch (Extra white maize starch), talc (Luzenac pharma), hard
gelatin capsule shells (size 4).

PEGASET 100: Mai vién nang cimg cé chira:

Thanh phan hoat chét: Pregabalin 100 mg.

Thanh phan td dioc: Maize starch (Extra white maize starch), talc (Luzenac pharma), hard
gelatin capsule shells (size 3).
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PEGASET 150: Mbi vién nang ctng c6 chira:

Thanh phdn hoat chdt: Pregabalin 150 mg.

Thanh phdn td digc: Maize starch (Extra white maize starch), talc (Luzenac pharma), hard
gelatin capsule shells (size 2).

PEGASET 200: Mdi vién nang ctmg c6 chira:

Thanh phan hoat chdt: Pregabalin 200 mg.

Thanh phén td duwgc: Maize starch (Extra white maize starch), talc (Luzenac pharma), hard
gelatin capsule shells (size 1).

PEGASET 225: Méi vién nang cimg c6 chia:

Thanh phan hoat chdt: Pregabalin 225 mg.

Thanh phan td dwoe: Maize starch (Extra white maize starch), talc (Luzenac pharma), hard
gelatin capsule shells (size 1).

PEGASET 300: Mbi vién nang ctmg c6 chira:

Thanh phin hoat chét: Pregabalin 300 mg.

Thanh phan td dwoc: Maize starch (Extra white maize starch), talc (Luzenac pharma), hard
gelatin capsule shells (size 0).

2. DANG BAO CHE
Vién nang cing.

3. MO TA SAN PHAM

PEGASET 25: V6 nang gelantincimg c& 5, than va nip mau tring, ¢6 in chit "Z” trén nip
v va s6 710" trén than vo bing muc den, chira bdt cém cé mau tring dén tring nga.
PEGASET 50: V6 nang gelantin cing c& 4, than va nip mau tring, c6 in chit “Z” trén nip
v6 va 56 7117 trén than vo bing myc den, chira bot cdm c6 mau tring dén tring nga.
PEGASET 75: Vo6 nang gelantin cimg c& 4, thdn mau tring, nip mau cam, ¢6 in chit *Z”
trén ndp vo va s6 ”12” trén than vo bing myc den, chira bot cdm c6 méau tring dén tring
nga.

PEGASET 100: Vo nang gelantin cimg c& 3, than va nip mau cam, c¢6 in chit ”Z” trén
nép vo va sb ”13” trén thin vo bing muc den, chita bt cém 6 mau tring dén tring nga.
PEGASET 150: V6 nang gelantin cing c& 2, than va nip mau tring, c6 in chit "Z” trén
nip vo va sb 714" trén than vo bing myc den, chira bot cdm c6 mau tring dén tring nga.
PEGASET 200: V6 nang gelantin cimg c¢& 1, than va nip mau cam nhat, c6 in chi Z”
trén nip vo va s6 15 trén than vo bing muc den, chita bjt cdm c6 mau tring dén tring
nga.

PEGASET 225: Vénang gelantin citng ¢& 1, thdn mau tring, ndp mau cam nhat, c6 in chit
»Z” trén nép vo va sb ”16” trén than vo bing muyc den, chita bdt cém cé mau tréng dén

tring nga.
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PEGASET 300: V6 nang gelantin ciing c& 0, thdn mau tring, nip mau cam, ¢6 in chit “Z”
trén nip vé va sb ”17” trén than v bang muc den, chira bdt cém c6 mau tring dén tring

nga.

4. CHI PINH

Pau thin kinh
Pregabalin duoc chi dinh trong diéu tri dau thin kinh & ngudi 16n.
Pong kinh

Pregabalin dugc chi dinh didu tri hé tro ddng kinh cuc bg, co hodc khong kém theo déng
kinh toan bd thir phat & ngudi 1om.

Roi loan lo 4u lan téa

Pregabalin dugc chi dinh diéu tri rdi loan lo 4u lan toa (Generalized Anxiety Disorder -
GAD) & nguoi lon.

5. LIEU DUNG, CACH DUNG

Liéu ding

Ngudi 1ém

Khoang liéu ding tir 150 mg dén 600 mg m&i ngay dugce chia 1am 2 - 3 Ian.

Dau than kinh

Diéu tri v6i pregabalin c6 thé bit diu bing lidu 150 mg mdi ngay. Tay theo dap ung va
kha ning dung nap timg bénh nhin, lidu ding c6 thé ting 1én 300 mg/ngay sau khoang
thoi gian 3 - 7 ngdy, va néu cén, c6 thé ting dén lidu t6i da 600 mg/ngdy sau khoang 7
ngay diéu tri thém.

Déng kinh

C6 thé bat ddu diéu trj bing pregabalin véi lidu 150 mg mbi ngay. Tuy theo dap tmg va
kha nang dung nap cla timg bénh nhén, lidu diing c6 thé ting 1én 300 mg/ngay sau 1 tuin.
C6 thé ting dén lidu t6i da 600 mg/ngdy sau mot tudn didu trj thém.

Réi loan lo du lan téa

Khoang liéu ding tir 150 - 600 mg mdi ngay dugc chia thinh khodng 2 - 3 14n. Cin

thuomg xuyén dénh gia lai nhu cu diéu tri.

C6 thé bat dau diéu tri bing pregabalin v&i lidu 150 mg/ngay. Dya trén dap tmg va kha
néng dung nap cla timg bénh nhén, c6 thé ting lidu t&i 300 mg/ngay sau 1 tudn diéu tri.
Sau khi diéu tri thém mot tudn lidu dung cé thé ting tdi 450 mg/ngay. C6 thé ting dén lidu
t6i da 600 mg/ngdy sau mot tudn didu trj thém.

Negung sir dung pregabalin

Néu phai ngung ding pregabalin, cin giam liéu tir tir trong thoi gian t6i thidu 13 1 tuin.

Bénh nhin suy thin
Giam lidu trén cic bénh nhén tén thuong chitc ning than phai tuy theo timg c4 nhan va
theo tdc d5 thanh thai creatinin, dugc trinh bay trong bang 1, sir dung cong thirc dudi day:
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oL fick 1,23 x {140—tudi {(ndm)Ix can nang ikg) S
cr (ml/phut) = . = x 0,85 voibé an nit
(oaliphag) Creatinin huwyet thanh {umoi/jl} ’

V6i céc bénh nhén dang phai thim tich mau, lidu hang ngay cla pregabalin cin dugc diéu
chinh tiy theo chirc ning thin. Bén canh liéu dung hing ngay, nén ding mét liéu bd sung
ngay sau mdi 4 gid thim téch méu.

Bing 1. Diéu chinh liéu pregabalin theo chikc ning thin

Thanh thai _
creatinine T X - . P *

(CL.) Tong lieu pregabalin hang ngay (mg/ngay)* Che do lieu
(mL/phiit)

> 60 150 300 450 600 BID hodc TID

30-60 75 150 225 300 BID hoac TID

15-30 25-50 75 100 - 150 150 QD hoic BID

<15 25 25-50 50-75 75 QD

Liéu bo trg sau khi thdm tdch mau (mg)**

Bénh nhén ding liéu don 25 mg/ ngdy: ding thém mét liéu bo sung 25 mg hoic 50
mg

Bénh nhén dung liéu don 25 - 50 mg/ ngiy: dung thém mét lidu bd sung 50 mg hoic

75 mg

Bénh nhén ding liéu don 50 - 75 mg/ ngay: ding thém mét liéu bd sung 75 mg hoac
100 mg

Bénh nhén ding liéu don 75 mg/ ngay: ding thém mét lidu b sung 100 mg hodc ]
150 mg ‘
TID: Chia thanh 3 liéu/ngay

BID: Chia thanh 2 liéw/ngay

QD: Liéu don/ngay

*Téng liéu hang ngay (mg/ngay) cin chia theo ché d6 liéu ndi trén dé cung cip mg/liéu
**] jéu bd sung 13 lidu bd sung thém duy nhét

Bénh nhin suy gan j
Khéng cin chinh liéu trén bénh nhan suy gan.

Ngudi cao tudi (trén 65 tudi)

Ngudi cao tudi c6 thé cin giam lidu pregabalin do chirc nang than suy giam.

Tré em va thanh thi¢u nién duéi 18 tudi

Su an toan va hiéu qua cua pregabalin cho tré em va thanh thiéu nién chua duoc thiét lap.
Khéng ding thudc cho déi trong nay.

Cich dung

Dung dudng uéng. C6 thé ubng cling hoic khéng ciing thirc n.

6. CHONG CHI PINH

Qué min véi pregabalin hoic bat ky thanh phin no cia thudc.
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7. CANH BAO VA THAN TRONG KHI DUNG THUOC

Bénh nhén dai thao dwomg

Mot s& bénh nhan dai thao dudmg bi ting can khi dung pregabalin c6 thé cin didu chinh
viéc dung céc thudc ha duong huyét.

Cac phin {mg qua min

Sau khi Ivu hanh thudc, di c6 nhimg bdo cdo vé phan img quéa mén, bao gdm ca phi mach.
Cén ngung sir dung pregabalin ngay néu c6 tridu ching phit mach, nhu phu mat, phu
quanh miéng, hodc phu duong ho hap trén.

Chéng mit, budn ngii, mét ¥ thirc, nhim 14n va sa sit tinh thin

Diéu trj bang pregabalin thudong xay ra chéng mit va budn ngl, c6 thé ting nguy co xay ra
céc tai nan do chin thuong (ngd) & ngudi cao tudi. B3 ¢6 cée béo céo sau luu hanh thubc
vé mét ¥ thirc, 16 14n va sa st tinh thin. Do vy, bénh nhin phai dugc chi din cin thin
trong cho dén khi quen véi cic tic dung khong mong muédn c6 thé xay ra cia thubc.

Cic phan img lién quan dén thi luc

Sau khi Iwu hanh thudc, dd c6 bdo céo vé tinh trang m& mét nhit thdi va mét sb thay déi
khéc v& thi lyc trén bénh nhan ding pregabalin. Khi ngung ding thudc, cic triéu ching vé
thi lwc nay c6 thé s& hét hodc giam bét.

Suy thin

Mic dit anh hudng ciia vide ngung thudc trén suy than c6 hdi phuc chwa dwgc nghién ciru
mot cach c6 hé théng, da cé bao cdo réng chirc nang than dugc cai thién sau khi ngling
hodc giam lidu pregabalin.

Ngung két hgp thude chong dgng kinh khic

Chura ¢6 céc dit liéu ddy du vé viéc ngung sir dung két hop pregabalin véi céc thudc chéng
dong kinh khac dé dat téi don tri lidu v6i pregabalin, sau khi da kidm sodt duoc con dong
kinh véi diéu trj két hop.

Tri¢u chirng cai thuéc

Trong diéu trj ngén han va dai han véi pregabalin, sau khi ngimg thude, di quan sat thiy
héi chimg cai thudc trén mét sb bénh nhén. Cac tic dung dugc nhic dén gdm c6: méit ngu,
dau déu, budn nén, lo ling, vi md héi va tidu chay.

Suy tim sung huyét

Mic du chua x4c dinh dugec mdi quan hé nhan qua giita viéc ding pregabalin va bénh
nhén suy tim sung huyét nhung da c6 mét sb béo cao sau khi luu hanh thubc vé bénh suy
tim sung huyét & mét s6 bénh nhan ding pregabalin. Trong mét s thir nghiém ngén han
trén cac bénh nhan khéng cé déu hiéu 14m sang cua cac bénh vé tim hodc mach ngoai vi ,
khéng c6 méi lién hé rd rang gifta phi ngoai vi va cic bién chimg tim mach nhu ting
huyét 4p hoic suy tim sung huyét. Do dit liéu trén c4c bénh nhan suy tim sung huyét niing
con han ché, cin than trong khi ding pregabalin trén cdc bénh nhén nay.

Diéu tri ton thwong than kinh trung wong do chén thwong tiy sf)ng

Ty 1& céc phan ‘mg phy néi chung, cic phan vmg khéng mong muén cia hé théng thin
kinh trung wong v dic biét 14 triéu chimg budn ngu ting 1én trong qué trinh diéu tri ton
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thuong than kinh trung wong do chin thiong tiy song. Piéu nay co thé do hiéu ung tang
cudng khi sir dung thudc dong thai trong diéu trj (vi du nhu cac chit chdng co thit). Cin
can nhic khi ké don pregabalin trong trirémg hop nay.

Y nghi va hanh vi tir tir

Y nghf va hanh vi tr tr 3 duge bdo cdo & nhitng bénh nhén duogc diéu tri bang thudc
chéng déng kinh. Phén tich téng hop céc nghién ciru dbi chimg gia duoc ngdu nhién dbi
véi thudc chdng dong kinh ciing cho thiy nguy co ting trong y nghi va hanh vi tu sat. Van
chua rd vé co ché clia nguy co ndy, céc di liéu sin c6 ciing khong loai trir kha ning ting
nguy co ndy khi sit dung pregabalin. Do d6 bénh nhin cin dugc gidm st cic ddu hiéu cia
y nghf va hanh vi tr tr dé ¢6 hudng didu tri thich hop. Bénh nhédn (va ngudéi chim sdc
bénh nhén) can dugc tr vin cia béc s§ khi xuét hién céc dau hiéu trén.

Giam chirc ning dudng tiéu héa dudi

Pi c6 cic bdo cio sau khi hru hanh vé céc bién c¢b lién quan dén giam chirc ning dudng
tiéu héa dudi (vi du: tic rudt, liét rudt gy tic nghén, tdo bén) khi ding pregabalin véi cac
thudc c6 kha ning gay tdo bén, vi du nhwr thubc gidm dau nhém opioid. Khi st dung
pregabalin va opioid ddng thoi, c6 thé cin nhic cc bién phdp phong ngira tao bén (dic
biét & bénh nhan nit va ngudi cao tudi).

Sir dung sai, lam dung hoic phu thudc thudc

Pregabalin chua dugc x4c dinh 1a c6 tac dong trén cac thy thé lién quan dén céc loai thudc
bi lam dung hay khéng. D3 cé nhimg bao cdo v& cic truomg hop ding thudc sai va lam
dung thuéc sau khi hwu hanh. Ciing nhu bat ki loai thuéc tic dong trén hé thin kinh trung
wong (CNS) ndo, cn dénh gid cAn thin bénh nhin dé tim hiéu vé tién sit lam dung thudc
va quan sat cic ddu hiéu ding sai hay lam dung pregabalin trén bénh nhan (vi du: bidu
hién ting dung nap thudc, ting liéu thudc, hanh vi tim kiém thudc).

Bénh nio

Céc truomg hop bénh ndo da dugc bio cdo, chil yéu ¢ nhimg bénh nhan c6 tinh trang tiém
4n c6 thé gay bénh ndo.

8. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nit co thai

Chura c6 dit liéu ddy du vé viéc dimg pregabalin trén phy nit ¢6 thai.

Céc nghién ciru trén dong vét da cho thdy tic dung gy déc trén kha ning sinh san. Chua
biét 15 vé nguy co ¢6 thé xay ra trén ngudi. Do vay, khong dung pregabalin khi dang mang
thai trir khi lgi ich mang lai cho ngudi me vuot trdi so véi nguy co cé thé xay ra cho thai
nhi. Nén st dung cac bién phép tranh thai hiéu qua cho phu nit dang trong d6 tudi sinh de.
Phu nir cho con bu

Pregabalin dugc bai tiét qua sita & phu nit cho con bd. Do tinh an toan cua pregabalin & tré
nhé chua dugc biét, khong khuyén khich sir dung thudc khi dang cho con bi. Cin can
nhic gifra loi ich ctia viéc nudi con bing sita me ddi v6i tré va loi ich khi didu tri bing

thudc doi vdi ngudi me.
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9. ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY
MOC

Pregabalin c6 thé gdy chéng mit hodc budn ngi va do véy, c6 thé anh hudng ti kha nang

lai xe va van hanh may méc. Do vdy, bénh nhan khdng 14i xe, van hanh may phic tap

hoic tham gia cic hoat d6ng mao hiém khic cho dén khi xé4c dinh dugc thubc cé anh

huong dén viée thuc hién céc hoat dong nay hay khéng.

10. TUONG TAC, TUONG KY CUA THUOC

Twong téc ciia thubc

Do pregabalin dugc thai trir chi yéu qua nudce tiéu & dang chua chuyén héa, luong thude
chuyén héa khéng ding ké (< 2% cua liéu ding dugc tim thdy trong nuéc tiéu & dang da
chuyén héa) khéng rc ché chuyén hoa thubc in vitro, va khong gin véi protein huyét
tuong, pregabalin khéng tao ra twong tic, hodc bi tuong tic duge dong hoc.

Trong cac nghién ciru in vive va phéin tich dugc djng hoc

Trong céc nghién ctru in vivo, khéng quan sét thiy tuong tic dugc dong hoc 14m sang giita
pregabalin v&i phenytoin, carbamazepin, acid valproic, lamotrigin, gabapentin, lorazepam,
oxycodon hogic ethanol. C4c phén tich dugc déng hoc chi ra ring thudc diéu tri dai théo
dudng duomg udng, thude lgi tiéu, insulin, phenobarbital, tiagabin va topiramat khéng cé
anh huémg 1dm sing dang ké nao dén téc dd thanh thai pregabalin.

Thudc tranh thai dwdng udng, norethisterone va / hodc ethinyl oestradiol

Ding dong thoi pregabalin véi cic thudc tranh thai dudmg udng norethisteron v/ hodc
ethinyl estradiol khéng anh hudng dén sy 6n dinh vé dugc dong hoc cia ca 2 thude.

Véi cic thudce c6 dnh hwéng 1én hé thin kinh trung wong

Pregabalin c¢6 thé 4nh hudng dén tic dung cua ethanol va lorazepam. Trong céc thir
nghiém 14m sing c6 dbi chimg, ding nhidu lidu pregabalin dudmg ubng két hop véi
oxycodon, lorazepam hodc ethanol khong gy téc dong 14m sang quan trong nao dén hoat
déng hd hip. Pregabalin duong nhu 1am tang thém rdi loan nhén thirc va chirc ning véan
déng tdng thé gay ra béi oxycodon.

Sau khi Iuu hanh thudc, dd cé cic béo cdo vé suy ho hip va hén mé & bénh nhan ding
pregabalin va céc thuSc tmg ché than kinh trung wong khac. D3 c¢6 céc bdo cdo sau khi Iwu
hanh vé cic bién cd lién quan dén giam chic ning dudng tiéu héa dudi (vi du: tic rudt,
liét rudt gay tic nghén, tdo bén) khi ding pregabalin véi cac thube co kha ning gly téo
bén, vi dy nhu thubc gidm dau nhém opioid.

Chura ¢6 nghién ciru cu thé nio vé twong tic dugc luc hoc dugc tién hanh trén ngudi tinh
nguyén cao tudi.

Twong ky ciia thudc

Khéng ap dung.

11. TAC DUNG KHONG MONG MUON CUA THUOC
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Cac tac dung khéng mong mudn duoc liét ké dudi day theo cac hé co quan va tin suat.
Tén suét duoc xéc dinh nhu sau: rit thudmg gap (> 1/10), thumg gap (= 1/100 va < 1/10),
it gip (= 1/1000 va < 1/100), hiém gap (= 1/10 000 va < 1/1000) va rat hiém gip (< 1/10
000), chwa x4c dinh (khéng thé dyu doan tir cac dit liéu c6 sin).

Chuong trinh thir nghiém 1im sang v&i pregabalin duoc tién hanh trén hon 8900 bénh
nhan ding pregabalin, trong d6 trén 5600 ngudi tham gia thir nghiém mu d6i c6 d6i chimg
v6i gia duoc. Cac tac dung khéng mong mudn thuong gip nhat dugc béo cdo bao gém
chéng mit va budn ngi. Cac tdc dung khong mong mudn thuong & mirc do nhe dén vira.
Trong tit ca cic nghién ciru cé d6i chimg, ty 1é ngung ding thudc do gip cic tic dung
khéng mong mudn 14 12% & cac bénh nhan diing pregabalin va 5% & céc bénh nhan ding
gia dugc. Céc téc dung khéng mong mudn din dén viéc ngung thudc nhidu nhit & nhém
diing pregabalin 13 chéng m3t va budn ngu.

Céc tac dung khéng mong mudn cua thudc liét ké trong bang c6 thé lién quan dén céc
bénh tiém 4n va/hoic cic thudc phéi hop.

Bang 2: Tac dung khéng mong mudn x4y ra trong thir nghiém 14m sang

Phin loai theo Téc dung khéng mong muén

hé co quan

NhiZm khuén va nhiém ki sinh trang

Thudng gip | Viém miii héu

RF)i_loan mau va hé bach huyét

It gap | Giam bach cau trung tinh

Roi loan dinh dudmg va chuyén héa

Thuong gip Téng cam giac ngon miéng
It gap Chan #n, ha dudmg huyét

Ko A A A
Roi loan vé tam than

Thudng gip Hung cam, li 1an, cau kinh, tram cam, rdi loan dinh huéng, mat
ngu, giam ham muén tinh duc

it gap Ao giac, thao thirc, bon chdn, trAm cam, hung cam, tinh khi that
thuong, méng mi, khé dién dat bang 19 néi, ting ham muébn tinh
duc, mat kha nang dat curc khoai

Hiém gip Hoéng loan, mét phan xa cé diéu kién, thd o

Rdi loan hé than kinh

Rat thuong gip Chéng mit, budn ngi

Thuong gép Mit diéu hoa, diéu phoi bat thudmg, run, loan van ngdn, mat tri
nhd, suy giam tri nhdg, mét tip trung, di cam, gidm cdm giic,
giam dau, rdi loan thing bing, ngu lim.

It gap Ngat, chimg giét co, ting hoat dong tAm than vén dong, réi loan
van dong, chong mit tu thé, run hitu y, rung giit nhan cau, rbi

loan nhan thirc,, rdi loan ngén ngit, gidm phan xa, ting xuc giac,
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cam gidc néng bong

Hiém gap

Simg s&, loan khitu gidc, giam vin déng co, mat vi gidc, chimg
kho viét.

K. A &
Roi loan vé mat

Hay gap

Nhin md, song thi

It gap Mit thi giac ngoai bién, réi loan thi hrc, sung mét, khiém khuyét
thi gidc, giam thi luc, dau mat, moi mat, hoa mét, khé mét, ting
chay nudc mit, kich img mit.

Hiém gip Dao dong vé thj lyc, thay d6i cam nhén v& d6 sdu cua anh, gidn

ddng tir, lac mét, anh nhin b sang.

Roi loan vé tai va trong tai

Thuong gip Mit thing bang

It gap Tang thinh hac

Roi loan vé tim

it gap Nhip tim nhanh, block nhi that déi 1, nhip chdm xoang
Hiém gap Nhip nhanh xoang, loan nhip xoang

K. Yy
Roi loan vé mach

It gap

Ha huyét 4p, ting huyét 4p, néng bung, dé bimg, lanh chén tay

R6i loan hd hip, ngwe va trung thét

It gip

Khé thé, chidy mau cam, ho, sung huyét miii, viém mii, ngdy

Hiém gip

Tac nghén hong, khé miii

Roi loan dwong tiéu héa

Thuong gip Nén, tdo bon, day hoi, truéng bung, khé miéng
Tt gap Bénh thyc quan hoi Iuu, ting tiét nudc bot, gidm xuc gidc &
miéng
Hiém giip Tran dich mang bung, viém tuy, khé nudt

Roi loan da va mé duéi da

It gap Moc not sin do, ndi mé day, toat md héi
Hiém gip Toat md héi lanh

Roi loan vé hé co xwong va md lién két

Thwong gip Chudt rit, dau khép, dau ung, dau chi, co thét c6 tif cung
tgap Sung céc khdp, dau co, rung co, dau cd, cimg co
Hiém gip Tiéu co van

Roi loan vé thin va dwong tiét nigu

It gap Tiéu khong kiém soat, bi tiéu
Hiém gip Suy thén, thiéu niéu

RO0i loan vé tuyén vii va hé sinh san

It gap

R&i loan cuong duong, r6i loan tinh duc, chim phdng tinh, dau
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bung kinh

Hiém gap Pau vii, mat kinh, vii tiét dich, to v

Rdi loan toan thin va tai ch§

Thuong gip Phii ngoai vi, phii né, dang di bat thudng, ngd, cam gidc say ruou,
cam giac bét thudng, mét moi

It gap Phu toan thén, titc nguc, dau, s6t, khat, lanh run, suy nhuogc

Thim kham

Thuong gip Tang cén

It gap Tang creatin phosphokinase huyét, ting alanin aminotransferase
huyét, ting aspartat aminotransferase huyét, ting glucose huyét,
giam s lrong tiéu cAu, giam kali huyét, giam cin

Hiém gip Giam té bao bach céu, ting creatinin huyét.

S I B D B N P b A A A 0,5 DX Y T R S NS

Sau khi ngung diéu trj ngén han hodc dai han véi pregabalin, c4c triéu chimg ngung thubc
da dugc quan st thiy trén mét s6 bénh nhan bao gdm: mit ngy, nhirc diu, budn nén, lo
ling, tiéu chay, hdi ching cim, co gidt, lo ling, trim cam, dau dém, qué mén va chéng
mit. Bénh nhin cin duge canh bao vé cac tridu chimg nay trude khi bit ddu diéu tri.

Lién quan dén viéc ngung didu tri dai han pregabalin, cac dir liéu cho théy tn xudt va mirc
d6 nghiém trong clia c4c triéu chimg ngung thudc c6 thé lién quan dén lidu ding.

12. QUA LIEU VA CACH XU TRi

Qui liéu

Trong truong hop qué liéu nhung khéng qué 15 g, khong c6 téc dung khong mong mudn
bat ngd ndo dugc béo céo.

Sau khi hru hanh thudc, cc tic dung phu phd bién nhit dugc bdo cdo khi dung qué liéu
pregabalin bao gdm rdi loan cam xuc, budn ngu, tinh trang 1a 13n, trAm cam, lo 4u va bdn
chén.

Céch xir tri khi ding thubc qua liéu:

Diéu tri qué lidu pregabalin cin bao gdm céc bién phap hd trg téng quat va c6 thé bao gdm
ca thim tdch m4u néu cén thiét.

13. PAC TINH DUQC LU'C HQC

Nhém durge Iy: Thude chéng dong kinh

Ma ATC: NO3AX16

Hoat chéit chinh, pregabalin, 1a mot chat twong tir nhu acid gamma - aminobutyric
(GABA) (acid (S)-3- (aminomethyl)-5- methylhexanoic).

Co ché tic dyung

Pregabalin gén v&i 1 tiu don vi phu (a2 - 8 protein) cia kénh calci cbng dién thé trong hé
théng than kinh trung wong.

J it
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Bing chimg tir mé hinh déng vét c6 ton thwong thin kinh chi ra ring pregabalin giam giai
phéng chét din truyén than kinh cam thu dau phu thudc vao calci & tiy sdng, c6 thé théng
qua su ngin can véan chuyén calci va/hodc giam dong calci. Bing chimg tir c4c mé hinh
dong vat khac c6 tén thuong thin kinh cho thay hoat tinh giam dau cia pregabalin ciing c6

the gidn tiép qua cdc tuong tic vdi cic con duomg phd giao cam va serotonin.

14. CAC PAC TINH DUQC PONG HQC

Dugc dong hoc n dinh ciia pregabalin 13 giéng nhau trén nhimg ngudi tinh nguyén khoe
manh, cic bénh nhan déng kinh dang ding thudc chéng déng kinh va cac bénh nhan dau
man tinh.

Hip thu

Pregabalin dugc hz’ip thu nhanh khi uéng Iic doi, néng dg dinh trong huyét tuong dat dugce
sau 1 gid trong ci ché d6 dung don lidu va da lidu. Sinh kha dung dudmg uéng cua
pregabalin khoang > 90% va khéng phu thudc vao lidu ding. Khi sir dung nhéc lai, tinh
trang 6n dinh dat dugc trong khoang 24 - 48 gid. Ty 1é hip thu cua pregabalin giam khi
dung cung thirc 4n din dén Cpax gidm khodng 25 - 30% VA tmax bi cham khoang 2,5 gio.
Tuy nhién, ding pregabalin cing véi thirc an khong c6 anh hudéng lam sang dang ké nao
dén mirc d6 hip thu pregabalin.

Phéin b6

Trong cac nghién ctru tién 14m sang, pregabalin dé dang di qua hang rao méu nfo & chudt
nhét, chuét cong va khi. Pregabalin qua dugc nhau thai & chudt cdng va xuit hién trong
sita chu6t. O ngudi, thé tich phan bb biéu kién cua pregabalin sau khi ding dudng udng 13
khoang 0,56 L/kg. Pregabalin khong gan véi protein huyét trong,

Chuyén ho4

Pregabalin drgc chuyén héa khong dang ké trong co thé ngudi. Sau khi ding pregabalin
c¢6 danh ddu phéng xa, khoang 98% hoat tinh phong xa duge tim thdy trong nudc tiéu la
clia pregabalin & dang chua chuyén hoa. Din xuét N - methylated ciia pregabalin, chét
chuyén héa chinh cia pregabalin dugc tim thiy trong nudc tiéu, chiém khoing 0,9% lidu
ding. Trong cic nghién ciru tién 14m sang, khéng c6 déu hiéu nao vé su bién dbi
pregabalin dang déng phan ta tuyén thanh déng phéan hiru tuyén.

Thai trir

Pregabalin duoc thai trir khoi hé tuén hoan chii yéu do bai tiét qua than dudi dang khong
chuyén héa.

Thoi gian ban thai trung binh ciia pregabalin 12 6,3 gidr. Téc d6 thanh thai pregabalin huyét
tiong va tdc d6 thanh thai than ty 16 thuén véi téc d6 thanh thai creatinin.

Cén phai diéu chinh liéu cho c4c bénh nhan suy thin hoic phai thdm tich mau.

Tuyén tinh/khéng tuyén tinh

Dugc dong hoc ciia pregabalin 13 tuyén tinh trong khoang liéu khuyén cdo hang ngay. Po
bién thién dirgc dong hoc giira cac d6i trgng cua pregabalin 14 thip (< 20%). Céc dic tinh

11 |



dugc dong hoc cia ché d6 da liéu c6 thé du doan duoc tir cac dir 1iéu cua lidu don. Vi vy,
khéng cin thiét phai kiém tra dinh ky ndng d6 pregabalin trong huyét twong.

Dugc dong hoc & nhitng nhém bénh nhéan dic biét

Gidi tinh

Céc thir nghiém 1am sang di cho thiy gi6i tinh khéng ¢ anh hudng 14m sang déng ké nao
dén ndng d6 cia pregabalin trong huyét trong.

Suy thian

Tbc d6 thanh thai pregabalin ty 1€ thudn véi téc d0 thanh thai creatinin, Thém vao do,
pregabalin duoc loai bd hiéu qua khoi huyét trong qua thim tich méu (sau 4 gir thdm
tach mau ndng d4 ciia pregabalin trong huyét twong giam khoang 50%). B&i vi thai trir qua
than 14 dudmg thai trir chinh, cAn phai giam lidu cho bénh nhan suy than va ding lidu b
sung cho bénh nhén thim tich mau.

Suy gan

Chua c6 nghién ciru duge dong hoc cu thé nao dugc tién hanh trén bénh nhin suy gan. Vi
pregabalin dugc chuyén héa khong dang ké va thai trir chu yéu qua nudc tiéu dudi dang
khong chuyén héa, bénh nhén suy gan du kién s& khong c6 thay d6i déng ké vé ndng do
clia pregabalin trong huyét tuong.

Ngwdai cao tudi (> 65 tudi)

Tbc % thanh thai pregabalin c6 xu hudéng giam khi cao tudi. Mirc giam cua téc d¢ thanh
thai pregabalin theo dudng uéng théng nhit véi mirc giam ciia téc dd thanh thai creatinin
khi cao tudi. C6 thé cin giam lidu pregabalin cho céc bénh nhan tn thuong chirc ning
than do cao tudi.

Phu nii cho con bu

Dugc ddng hoc cua lidu pregabalin 150 mg ding 12 gid/lan (liéu 300 mg hang ngay) da
dwoc khéo sat & 10 phu nir dang c6 tiét sita, cic phu nit ndy dang & giai doan sau khi sinh
t6i thidu 12 12 tudn. Sy tiét sira it anh hudmg hodc khong c6 anh huéng dén duge déng hoc
clia pregabalin. Pregabalin dugc tiét vio sita véi ndng @6 6n dinh trung binh vio khoang
76% so v6i ndng d6 thubc trong huyét twong ciia me. Liéu pregabalin trung binh tir sita me
ma tré nhin hang ngay (gia st lugng sira ti€u thy trung binh 13 150 mL/kg/ngay) 1a 0,31
mg/kg/ngay, lidu nay tinh theo mg/kg s& 14 khoang 7% so vdi liéu cua sita me.

15. QUY CACH PONG GOI
Hop 4 vi x 7 vién nang cung.

16. PIEU KIEN BAO QUAN PR

Khéng bao quan trén 30°C. \ \Zat &

17. HAN DUNG CUA THUOC

24 thang ké tir ngay san xuat. Khéng ding thudc qua han sk'dkgl/C TRUGNG

P.TRUONG PHONG
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18. TIEU CHUAN CHAT LUQNG CUA THUOC
TCCS.

19. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
Co sé sin xuit: AUROBINDO PHARMA LIMITED ;

Pia chi: Unit - VII, SEZ, TSIIC, Plot No. S1, Survey No’s: 411/P, 425/P, 434/P, 435/P &
458/P, Green Industrial Park, Polepally Village, Jedcherla Mandal, Mahaboobnagar
? District, Telangana State, India (An Dj).
‘ Vin phong Dai dién Aurobindo Pharma
Limited tai thanh ph§ H Chi Minh
' - }ri:?ﬁ%\})\al dién
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