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Rx Thudc ké don

LYRIC CAPSULE

Dé xa tam tay tré em
Doc ky hudng dén str dung truede khi dimng
Thuéc nay chi ding theo don thuéc

THANH PHAN:

Thanh phén dwoc chat:

Pregabalin... ... 150mg

Thanh phan td duge: lactose monohydrate, pregelatinized starch (starch STA RX-1500), talc,
magnesium stearate, empty hard gelatin capsule shell - size# 2.

MO TA:
Lyric capsule duoc bao ché dudi dang vién nang cing dung theo dwong udng c6 chira
Pregabalin véi ham luong 150mg.

DUQC LY LAM SANG:

CO CHE TAC DUNG

Lyric capsule (Pregabalin) c6 i luc gin manh véi vi tri alpha2-delta (mdt tiéu don vi phu cua
kénh calci phu thudc dién thé) & cac mé cua hé than kinh trung wong. Mic du co ché tac dung
cua Pregabalin van con chua dugc hiéu rd, két qua nghién ctru trén chudt véi cac dan chit co
cdu tric twong tu Pregabalin (nhu gabapentin) cho thdy viéc gin két cua Pregabalin véi tiéu
don vi alpha2-delta c6 thé lién quan dén tac dung giam nhay cam vai kich thich dau va chéng
dong kinh cua Pregabahn trén dong vat. Két qua thir nghiém invitro cho thdy Pregabalin lam
giam giai phong mét sé chat dan truyén than kinh phu thudc calci, c6 thé 1a do thudc lam thay
doi chirc ning cuia kénh calci.

Miéc du 1a din chat cua chét ddn truyen than kinh trc ché acid gamma-aminobutyric (GABA)
nhung Pregabalin khong gén truc tiép véi cac thu thé GABAa, GABAD hoic benzodlazepm
khong 1am tang dap ang véi GABAa & cac noron duoc nudi cy, khong anh huéng dén nong
dd GABA trong ndo chudt cung nhu khong anh huéng dén hap thu hay phan huy GABA. Tuy
nhién, & cac noron dugc nudi cdy, phoi nhidém véi Pregabalin kéo dai lam,ting nong do cua
protein van chuyén GABA va tang ty 1& vén chuyén GABA chirc n@gW khong
chen kénh natri, khong hoat hoa céc thu thé opiat va khong anh hudémg d&irhoat tinh cia
enzym cyclooxygenase. Pregabalin bi mit hoat tinh & cac thy thé serotonin va dopamin, dong
thoi khong e ché tai hap thu dopamin, serotonin hoic noradrenalin.

DUQC PONG HQC
Hap thu va phén b
Sau khi udng vién nang Pregabalin lic doi, néng dé dinh cia thubc trong huyet tuong dat
duoc trong vong 1,5 gid. Sinh kha dung ctia Pregabalin khi dung theo duong udng 1a >90%
va khdng phu thude liéu sir dung Sau khi dung liéu duy nhét (25 dén 300 mg) va dung nhiéu
liéu (75 dén 900 mg/ngay), nong d¢ dinh (Cmax) cua thude trong huyét twong va dién tich
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dudi dudng cong (AUC) tang 1én mot cach tuyén tinh. Sau khi dung liéu nhéc lai, trai thai én
dinh dat dugc trong vong 24 dén 48 gio.

Ty 1¢ hép thu Pregabalin giam xudng khi udng thubc trong bita an, lam gia tri Cmax giam
khoang 25% dén 30% va Tmax ting lén khoang 3 gi¢. Tuy nhién, Pregabalin c¢6 thé udng
trong hodc ngoai bita an. Pregabalin khong gin véi protein huyét twong. Thé tich phan bd
biéu kién cuia Pregabalin sau khi ubng la khoang 0,5L/kg. Méc du chua co dir liéu nghién ciru
trén ngudi nhung Pregabalin vuot qua duge hang rao mau ndo khi nghién ciru trén chuét
nhit, chudt cong va khi. Ngoai ra, Pregabalin cling vuot qua dugc hang rao nhau thai khi
nghién ciru trén chudt cong va thude duoc tim thdy trong sira cuia chuét.

Chuyén héa va thai trir

Pregabalin bi chuyén héa khong dang ké khi ding cho nguoi. Sau khi sir dung Pregabalin c6
nguyén tir danh dau, khoang 90% liéu sir dung duoc tim thdy trong nudc tiéu dudi dang
khong chuyén héa. Chat chuyén héa chinh 1a din chat N-methyl héa ciia Pregabalin duoc tim
thdy trong nuéc tiéu chiém 0,9% liéu sir dung.

Pregabalin duoc loai khéi vong tudn hoan 1én du6i dang khong chuyén héa nho qué trinh bai
tiét & than véi thoi gian ban thai trung binh 12 6,3 gio & nguoi ¢ chirc ning than binh thuong.
Téc do thanh thai than trung binh duoc uéc luong khoang 67,0 dén 80,9mL/phit & nguoi tré
tudi khoe manh

SUY THAN VA LOC MAU:

Toc do thanh thai Pregabalin gan nhu ty 18 v6i téc do thanh thai creatinin. Can giam lidu khi
str dung cho bénh nhén giam chirc niing than. Pregabalin c6 thé dugc loai khoi huyét twong
bing cach loc mau. Sau 4 gior loc méau, ndng do Pregabalin trong huyét tuong giam xudng
con 50%. Déi voi bénh nhin loc mau, phai hiéu chinh lidu ding.

Bénh nhén cao tudi: toc do thanh thai creatinin c6 xu huéng giam xuéng & bénh nhan cao tudi
do toc do thanh thai creatinin giam. C6 thé cin giam liu Pregabalin & bénh nhén giam chirc
ning than do tudi tac.

Bénh nhan nhi: dugc dong hoc cua Pregabalin chua duge nghién ciru ddy du trén bénh nhan
nhi

CHI PINH:
Pregabalin 1a thudc k& don duoc chi dinh dé diéu tri cac bénh sau:
- Phdi hop cing céc thude chéng co giat dé diéu tri dong kinh cuc bd & nguoi 16n.

- Roi loan lo u lan toa. :
- Dau do nguyén nhan thin kinh: viém diy than kinh ngoai vi do dai tha’iéWmiau than

kinh sau herpes.
- Dau co do xo hoa.

LIEU LUQNG VA CACH DUNG

Pregabalin duoc ding bing duong ubng, chia 2 — 3 1in mdi ngdy, dung cing hoic khong
cung véi thirc an.

Diéu tri bo tro dong kinh cuc bo:

Nguoi 16n: liéu khéi dau 1a 150 mg, ubng hang ngay, sau do ting dén lidu 1én sau mdi tun
tuy theo dap g, t¢i 300 mg/ngay rdi 600 mg mdi ngay.
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Roi logn lo du lan toa:

Liéu khéi dau 1a 150 mg mdi ngay, co thé ting dan liéu sau mdi tudn véi khodng cach ting
lidu 150 mg téi lidu t6i da 600 mg /ngay.

Pau day thén kinh do déi thao dwomg:

Ngudi 16n: liéu khéi ddu 150 mg/ngay, chia 1am 3 14n; liéu c6 thé ting trong 1 tuan toi liéu
t0i da khuyén cao 300 mg/ngay chia lam 3 1in. Tang thém lidu khéng ting thém lgi ich,
nhung thém nhiéu ADR.

Dau do viém day thdn kinh, dau sau Herpes:

Nguoi 16n: Liéu khuyén cdo: 150 — 300 mg/ngdy, chia lam 2 — 3 lan. Liéu khéi dau: 150
mg/ngdy, c6 thé ting téi 300 mg/ngay trong vong 1 tuin, tiy theo hiéu qua va su dung nap.
Néu van khong do sau 2 - 4 tudn didu tr v6i liéu 300 mg/ngdy, c6 thé tang toi lidu 600
mg/ngdy chia lam 2 - 3 l4n. Liéu vuot qua 300 mg/ngay chi danh cho nguoi van dau va dung
nap duoc 300 mg/ngay, vi tiém ning nhiéu ADR do liéu cao.

DPau co do xo hoa:

Liéu khéi ddu 150 mg/ngdy, tang Ién sau 1 tudn tuy theo dap mg téi 300 mg/ngay rdi 450
mg/ngay néu thdy can thiét.

D6i v6i bénh nhan suy than: Céan chinh liéu theo Cl.,; cu thé nhu sau:

Cler 30 — duéi 60 ml/phit: bt ddu 75 mg/ngay, tdi da 300 mg/ngay chia 2 — 3 lan

Cler 15— du6i 30 m/phit: bt dau 25 — 50 mg/ngay, toi da 150 mg/ngay, chia 2 hodc dung 1 Ian duy
nhat.

Cler< 15 ml/phat: bat dau 25 mg/ngay, toi da 75 mg/ngay dung 1 14n duy nhét.

Bénh nhan thim phan m4u cin dugc nhan thém mot liéu bd sung tir 25 — 100 mg pregabalin
ngay sau mdi budi thim phén kéo dai 4 gio.

D3 véi bénh nhan suy than: can chinh lidu tuy theo do thanh thai Creatinin nhu sau:

D thanh thai Creatinin  [Tong liéu Pregabalin hang ngay * Ché d§ liéu lrgng
(ml/ phit)
Liéu khéi dau (mg/ngay) |Liéu i da (mg/ngay)
> 60 150 600 Chia 2 1an udng hodc chia
>30-< 60 75 300 3 lan udng
>15-<30 25-50 150 {Uéng 1 lan-mdi ngay
&E chid 2 1an uong
<15 25 75 UHg 1 1an mdi ngay
Liéu lugng bd sung sau thAm tach méau (mg)
25 100 Liéu duy nhét *

* Tong lieu hang ngay (mg/ngay) nén duoc chia ra theo ché do lidu luong (mg/liéu).
4o oA 2 N ~ ‘A A A
Lic¢u bo sung 1a mét li€u bo sung duy nhat.



CHONG CHI PINH

Chdng chi dinh Pregabalin cho bénh nhan c6 tién sir qua min véi Pregabalin hodc bat ky
thanh phan nao ciia thudc.

CANH BAO VA THAN TRONG

Céc thudc chéng co gidt, ké ca Pregabalin thuong lam ting nguy co co suy nghi/ hanh vi ty
sat. Do d6, bénh nhan can dugc giam sat chit ché vé cac biéu hién trim cam, khuynh huéng
mudn tu sat, nhimg thay ddi hanh vi bt thuomg trong qué trinh didu tri va cin duoc huéng
dan phai thong bao véi bac si ngay khi cac ddu hiéu trén xuét hién.

Phai thin trong khi dung Pregabalin vi c6 thé gay phu ngoai bién. Khong c6 két hop rd rang
giira phu ngoai bién v6i bién chimg tim mach (nhu ting huyét ap, suy tim sung huyét) va phu
khong do suy than hodc gan. Khi dung phdi hop Pregabalin véi Thiazolidinedion (thudc
chong dai thdo dudng) cé nguy co ting trong lugng co thé va phi cao hon so véi khi ding
Pregabalin don doc.

Pregabalin gdy tdng trong luong co thé lién quan dén lidu va thoi gian dung thude; tuy nhién,
tang can khong lién quan dén chi s6 khdi lugng co thé (BMI) trude khi diéu tri, gioi tinh,
hodc tudi, va ciing khéng do phi. Tuy trong nghién ctru ngéin han c6 kiém sodt, ting cén
khong két hop voi bién dbi 1am sang quan trong vé huyét ap, nhung tac dung l1au dai vé tim
mach chua duoc lam rd. Ngoai ra, Pregabalin khong 1am mat kiém soat glucose huyét.

Dbi voi ngudi bénh da co bénh tim tir trude, phai than trong khi ding thude vi c6 thé 1am
ting nguy co gy suy tim.

Thuéc c6 anh huémg dén thén kinh trung wong bao gdm: budn ngi, chéng mit, cé thé lam
giam ca thé chét va tinh thin ctia bénh nhan, do d6 can than trong trén nhitng doi tuong lai xe
hodc van hanh may.

Pregabalin ¢ thé lam ting CPK va c6 thé gdy glonin co — niéu kich phét (méc du hiém gip).
Bénh nhén cin thong béo voi bac si khi c6 dau, yéu co, ting nhay cam dau, dic biét khi c6
kém theo st va/hodic mét moi, kho chiu. Phai ngimg thude khi c6 bidu hién ctia bénh co.

Cén ngimg tir tir va giam lidu Pregabalin trong it nhét 1 tudn truéc khi ngimg thudc dé tranh
su ting tan suat dong kinh nhu déi véi céc thude chéng co gidt néi chung.

Can thdn trong véi cac bénh nhan c6 tién sir nghién thudc. Theo doi cac ddu hiéu lam dung
thudc (nhu nhom thube, xu hudng ting liéu hay hanh vi tim kiém thuéc). Trong cac nghi
clru 1dm sang c6 d6i chimg, ty 1¢ bénh nhin dung pregabalm c6 biéu hién sang
voi 1% & nhom chimg. Trong céc nghién ciru trén quan thé bénh nhén, ty 18 nay
— 12%. Khi ngimg thudc nhanh va dt ngdt, thiy cac biéu hién cua 1é thude thudé nhu mat
ngu, non, dau dau, tiéu chay.

TUONG TAC THUOC
Do Pregabalin duoc thai trir chinh qua nuéc tiéu & dang chua chuyén hoa, mét lwong khong
déng ké dugc chuyén héa (< 2% cua liéu dung duoc tim thdy trong nudc tiéu & dang chuyén

héa), khong kim ham chuyén héa thuée trong dng nghiém (in vitro), va khong gén véi protein



huyét tuong, Pregabalin khong tao ra tuong tac, hodc bi tuong tac dugc dong hoc.
Cac nghién ciru in vivo khong cho thdy lién quan vé tuong tac dugc dong hoc 1am sang véi
phenytoin, carbamazepine, valproic acid, lamotrigine, gabapentin, lorazepam, oxycodone
hodc ethanol. Thém vao d6, phan tich huéng dbi tuong da chi ra ring 3 nhém thude thuong
dung, cic thudc chong tiéu duong dung duong udng, cac thude loi tiéu va insulin, va viéc
thuong dung cdc thudc chéng dong kinh, phenytoin, carbamazepine, valproic acid,
lamotrigine, phernobarbital, tiagabine, va topiramate, khong c6 anh huéng 1dm sang dang ké
nao dén thanh thai Pregabalin. Twong tw nhu véy, cac phan tich ndy ciing cho thay Pregabalin
khong c6 anh hudng 1am sang dang ké nao dén thanh thai phenytoin, carbamazepine, valproic
acid, lamotrigine, topiramate va phernobarbital.

Dung chung Pregabalin véi cac thudc tranh thai duong ubng norethisterone va/hodc ethinyl
oestradiol khong anh huéng dén su 6n dinh vé duoc dong hoc cia ca 2 loai thude.
Dung liéu da duomg udng Pregabalin két hop v6i oxycodone, lorazepam, hodc ethanol khong
c6 tic dong 1dm sang quan trong nao dén su hd hap. Su co mit cua Pregabalin tang thém roi
loan nhén thirc va chirc ning van dong gdy ra bai oxycodone. Pregabalin c6 thé ting tac dung

cua ethanol va lorazepam.

TAC DUNG BAT LQI

Tén suat gdp ADR c6 thé bi anh hudng béi lidu dang dung hodic céc liéu phap phéi hop.
Trong cac thir nghiém vé dong kinh, ADR thuong xay ra nhiéu hon so véi diéu tri dau. Sau
day la cac ADR c0 trén ca 2 thir nghiém:

Thuong gip, ADR > 10/100

Tim mach: Phu ngoai vi/

TKTW: Chéng mit, ngi ga, mét diéu véan, dau diu.

Hé tiéu hoa: Tang cén, kho miéng

H¢ co — xuong: Run co

Mit: nhin m, song thi

Khac: nhiém khuén.

it gip, 1/100 < ADR < 10/100

Tim mach: Pau nguc, phu

TKTW: Viém déy than kinh, suy nghi bat thuong, mét méi, 1a 14n, sang khéi, [ri lo één
ngir, rbi loan chu ¥, mit phdi hop dong tic, mt/giam tri nhé, dau, chong %M bat
thuong/giam cam gidc, lo ldng, trdim cam, mét dinh hudng, ngii lim, sét, mét nhan cach, ting
truong luc co, trang thai li bi, simg s¢ hodc kich dong.

Da: Phii mit, vét tham tim, ngira.
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Noi tiét va chuyén hoa: U dich, giam glucose huyét

Da day — rudt: Tao bon, théem an, dﬁy hot, nén, dau bung, viém da day — rudt.
Sinh duc — tiét niéu: Tiéu nhiéu va tiéu khong tw chit, mat khoai cam, giam tinh duc.
Mau: giam tiéu cau

Co — xuong;: Réi loan cing thing, dang di bat thuong, yéu co, dau khdp, gidt co, dau lung, co thit co,
gidt rung co, di cam, ting CPK, chudt rut, dau co, nhugc co.

Mit: r6i loan thi giac, giam thi lyc, rung gidt nhin cu, viém két mac.
Tai: giam thinh luc

Ho6 hip: Viém xoang, kho thd, viém phé quan, viém hong — thanh quan.
Khac: Hoi ching gia cim, phan ung di ing.

Hiém gip, ADR < 1/100

Ap-xe, suy thén, 1 thudc thudc (hiém gip), kich dong, albumin niéu, phan (g phan vé, thiéu
méau, phii mach, réi loan ngdn ngir, viém da day, ngimg tho. ..

Théng bdo cho Bidc sy cdc tic dung khong mong mudn gdp phdi khi st dung thuoc.
Huéng din cich xir tri ADR

Mot s6 ADR lam nguoi bénh phai ngimg thude, 4% ngudi bénh bi chong mit hodc budn ngu
phai ngimg diéu tri. Pa s6 cac truong hop bi nhin md tu hét khi tiép tuc didu tri, dudi 1%
ngudi bénh phai ngimg diéu tri. Néu roi loan thi giac kéo dai, can cho thim kham mit.

Phai ngimg thudc khi bi bénh co, hodc khi thiy nong @6 CPK huyét thanh ting cao it nhat
gép 3 14n mic cao cua giéi han binh thudong. Phai ngimg thudc khi c6 ting can, phit ngoai
bién & ngudi da co bénh tim tir trwdce.

Phui mach tuy hiém xay ra nhung thuong xay ran gay khi bét ddu diéu tri pregabalin, do do,
trude khi cho bénh nhin diéu tri bing pregabalin, cin héi ky tién sir man cam va chudn bj
phuong tién cap ciru thich hop.

Ngoai ra can théng bao cho nguai bénh va gia dinh biét vé tiém nang nguy co tu sat khi ding
thudc chéng dong kinh. Phai chi y dén cac triéu chirng bao hiéu nhu lo du, vat va, hung hin,
tan cong, chdng ddi, thao cudng, mét ngii va trdm cam. Gia dinh cin theo ddi sét ngudi bénh.

Khi ngimg thudc, tranh ngimg dot ngot, giam dan liéu trong khoang it nhét 1 tuan.

THOI KY MANG THAI

Chua tién hanh cac nghién ciru day du va duoc kiém soat t6t trén phu nir mang)thai. Chi nén
sir dung Pregabalin trong thai ky néu loi ich thu dugc vurgt hin rii ro cé thé doi voi
thai nhi.

THOI KY CHO CON BU

Do nhiéu thudc duoc tiét vao sira me, va do nguy co gy ung thu trong cac nghién ciru trén
dong vat, nén quyét dinh ngirg cho con b hodc ngimng dung thudc tity theo mirc do quan
trong cua thudc ddi vai nguoi me
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TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC
Thén trong khi 14i xe va vén hanh may méc vi thude c6 thé gay chong mat, budn ngu, rdi loan
thi giac.

QUA LIEU VA XU TRi

Kinh nghiém qua liu pregabalin con it. Dung liéu pregabalin cao nhit dwoc béo cao la 800
mg khong thdy hau qua déng ké nao vé 1am sang.

Trong céc bao cdo hdu mai, tic dung khéng mong muén hay gip nhét khi ding qua lidu
Pregabalin bao gom budn ngu, trang thai 14 1dn, kich dng va bén chén. Trong truémg hop
hiém, truomg hop hén mé da duoc bao céo.

Xik tri: khong c6 thube giai doc ddc hiéu. Néu c6 chi dinh, gdy ndn hodc nra da day,duy tri
dudng thé néu can. Diéu tri tridu chimg hd tro. Thdm phén mau néu 85&, i dirth ( loai bo
pregabalin khoang 50% trong 4 gi¢) d

PONG GOI
Hop 4 vi nhém x 6 vién nang cimg

BAO QUAN
Bao quan dudi 30°C, tranh 4nh sang mit troi va do 4m

HAN DUNG
24 thang ké tir ngay san xuat.

TIEU CHUAN CHAT LUQNG
Tiéu chuin co s¢

San xudt tai Bangladesh boi:
Healthcare Pharmaceutical Ltd.,
Rajendrapur, Gazipur, Bangladesh

TUQ.CcUC TRUNG
PTRUSNG PHONG

Shram hi Vin Hand,




