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X pendo-PREGABALIN

Pregabalin

THANH PHAN: M&i vién nang cling chua:

s STl s Bl i s 53 s o B 150mg
DANG BAO CHE: Vién nang cling.

QUY CACHDONG GOI:

Hop 1 vix 15 vién, hdp 4 vi x 15 vién, hop 10 vi x 15 vién,
chai 100vién.

TUONG TAC CUA THUOC VGI CAC THUOC KHAC VA

CACLOAITUONGTACKHAC:

Vi pregabalin dugc thai trir chinh qua nudc tiéu & dang
chua chuyén héa, mét lugng khong dang ké dugc chuyén
héa (<2% cla liéu dung tim thdy trong nudc tiéu & dang
chuyén héa), khéng tic ché chuyén héa thudc in vitro va
khong gan két véi protein huyét tuong, pregabalin khéng
taoratuongtac hoac bituang tacdugc déng hoc.

Tuong tacvé dugcddng hoc

Cac nghién ctu in vivo khéng cho thdy lién quan vé tuong
tdc dugc dong hoc lam sang cla pregabalin vdi
carbamazepin, acid valproic, lamotrigin, phenytoin,
phenobarbital, topiramat, gabapentin, lorazepam, oxycodon
hodc ethanol. Phan tich dugc déng hoc trén cac d6i tugng da
chi ra rang cac thudc chéng dai thao duding, lai tiéu, insulin
va tiagabin khéng cé anh hudng 1am sang déng ké nao dén
thanh thai pregabalin.

Duing chung pregabalin véi cc thude tranh thai duong uéng
norethisteron va/hoac ethilyl estradiol khéng anh hudng
dén su 6n dinh vé dugc dong hoc clia ca hai loai thudc.
Tuongtacvéduocluchoc

Pregabalin c6 thé lam ting tac dung cua ethanol va
lorazepam. Trong céc th{r nghiém lam sang cé kiém ching,
dung liéu da dudng uéng pregabalin két hop vdi oxycodon,
lorazepam, hodc ethanol khéng ¢6 tac déng lam sang quan
trong nao dén hé hap. Sau khi thudc luu hanh trén thi trudng
da c6 bao cdo vé suy ho hdp va hén mé & bénh nhéan ding
pregabalin va cac thu6c Uc ché hé than kinh trung uong
khac. Su co mat clia pregabalin lam tang thém réi loan nhan
thic va chiic ndng van déng gay ra bdi oxycodon.

Khi dung phéi hgp pregabalin véi thiazolidinedione
(thuéc chéng dai thdo dudng) co nguy ca tang trong
lugng ca thé va phi cao hon so vdi khi dung pregabalin
donddc.

Tuongtackhac

Pregabalin lam tang néng d6/tac dung clia methotrimeprazin,
cac thudc tc ché thu héi serotonin chon loc.

Néng dé/tdc dung cua pregabalin dugc tang 1én bdi
droperidol, hydroxyzin, methotrimeprazin.

Néng d6 va tac dung clia pregabalin bi giam bai ketorolac,
ketorolac (nhé miii), ketorolac (@udng toan than), mefloquin.
Tuengtacgiitathudcvathician

Ty |& hdp thu clia pregabalin giam khi diing cung thic an
dan dén C_,. gidm khodng 25-30% va kéo dai t,,, sau
khodng 3 gi¢. Tuy nhién, dung pregabalin clng thiic an
khéng ¢ anh hudng lam sang déng k& nao dén muc do
h&p thu pregabalin. Vi vay, pregabalin ¢é thé uéng cling
hoackhong cling vdithdcan.

TAC DUNG KHONG MONG MUON (ADR):

Tan suat gap ADR c6 thé bi anh hudng bdi liéu dung hoac
cacliéuphap phdihgp.

Bang tom tat cac phan iing khdng mong muén:

Tailiéuthéng tin thuéc

Céac co quan |Tan sudt (x)| CAc phan ingkhong mong muén
Timmach  |Thudng gdp|Phungoaivi.

ltgdp |Paunguc,phu.

Than kinh|Thudng gdp|Chéng mat, ngti ga, mat diéu van, dau dau.
trunguong ftgdp | Viém day than kinh, suy nghi bat thudng,
mét moi, 14 1an, sang khoai, réi loan ngdn
ng(, réi loan chud y, mat phéi hgp dong
tac, mat/ giam tri nhd, dau, chéng mat,
cam giac bat thudng/ giam cam giac, lo
lang, trdm cdm, mét dinh huéng, ngti lim,
sot, mat nhan cach, tang truong luc co,
trang thai li b), simg s& hodc kich dong.
Hé tiéu héa |Thuong gdp|Tangcan, khé miéng.

Hé co - xuong|Thuong gdp| Run co.

ftgdp  |RGiloan thdng bang, dang di bt thuong,
yéu co, dau khdp, gidt co, dau lung, co
that co, giat rung co, di cdm, ting CPK,
chudt rit, dau co, nhugc co.

Mat Thudng gdp| Nhin m@, song thi.

ltgdp  |RGi loan thi giac, gidm thi Iuc, rung giat
nhan cau, viem két mac.
Da ftgdp |Phumat,vétthamtim,ngia.
Not tiét va| Jtggp |Udich,gidmglucosehuyét.
chuyénhéa
Daday-rudt| ftgdp |Tao bon, thém an, day hoi, nén, dau
bung, viémda day-ruét.
Sinh duc -| ftgdp |Tiéu nhiéu va tiéu khéng tu chi, mat
tiétniéu khoai cam, giam tinh duc.
Mau ftgap |Gidamtiéucau.
Tai ftgdp  |Gidmthinhluc.
H6 hap ftgap |Viém xoang, khé thd, viéem phé quan,

viém hong- thanh quan.
Thudng gdp| Nhiém khudn.
ltgdp |KhdcHoi chiing gid cam, phan tng di tng.
Hiém gdp |Ap-xe, suy than cap, 1& thudc thudc (hiém
gap), kich dong, albumin niéu, phan (ing
phan vé, thi€u mau, phu mach, réi loan
ngon ngil, viem da day, ngiing thd.. .

Khac

(*) Tan suat tadc dung khéng mong muén dugc dinh nghia
nhu sau: Rat thudng gap (ADR = 1/10), thuéng gap (1/100 <
ADR < 1/10),itgap (1/1000 < ADR < 1/100), hiém gap (1/1000
<ADR< 1/10000), rat hiém gap (ADR < 1/10000).

Huéng dan cach xdrtri ADR.

M6t sé ADR lam ngudi bénh phai ngiing thuéc. 4% ngudi
bénh bi chéng mat hodc buén ngti phai ngting diéu tri. Da s6
cac trudng hgp bi nhin mé& tu hét khi tiép tuc diéu tri, dudi 1%
ngudi bénh phai nging diéu tri. Néu réi loan thi gidc kéo dai,
can chotham kham mat.

Phai ngting thudc khi bi bénh co hodc khi thdy néng dé CPK huyét
thanh tang cao it nhat gdp 3 Ian mic cao clia giéi han binh thudng.
Phai ngling thudc khi cé tang can, phl ngoai bién & ngudi da
cobénhtimtitrudc.

Phu mach tuy hiém xay ra nhung thudng xay ra ngay khi bat
dau diéu tri pregabalin; do d6, trudc khi cho bénh nhan diéu
tri bang pregabalin, can héi ky tién stt man cdm va chuén bi
phuongtién cap ctru thich hop.

Ngoai ra, can thong bao cho ngudi bénh va gia dinh biét vé
tiém nang nguy co tu séat khi dung thudc chéng déng kinh.
Phai chu y dén cdc triéu chiing bao hiéu nhu lo au, vat va,
hung han, tan cong, chéng déi, thao cuéng, mat ngui va trdm
cam. Gia dinh can theo d6i sat ngudi bénh.

Khingiing th};éc, trénh ngling dét ngét, gidm dén liéu trong
khoang it nhat mét tuan. ﬁ < o4




CHIDINH:

Diéu tri dau do nguyén nhan than kinh & nguilén:

Pau day thankinh ngoal vidbénh nhan daithao dudng, dau day than kinh saubénh Herpes, dau
daythankinh do tén thuong tiy s6ng. Diéu tridau codo xa héa.

CHONG CHIBINH: Man cam vdi bat ky thanh phan nao clia thudc.

LIEU DUNG VA CACHDUNG:

Céachdung: Dung uéng, diing cung hodckhdng cing véithic an.

Liéuding:

Pau do nguyén nhan than kinh: Liéu khdi dau khuyén cdo 1a 150 mg/ngay, uéng cling hodc khéng cting véi thiic an &
bénh nhan c6 dé thanh thai creatinin it nhat 60 mL/pht]t. Hiéu qua ctia pregabalin dugc thdy ro trong tuan dau tién. Tuy
theo dap Uing va dung nap thudc ctia méi bénh nhan, c6 thé tang liéu dén 300 mg/ngay (chia 2 Ian, 150 mg/lan) sau mot
tuan. Bénh nhan daulién tuc, dang ké va c6 dép (g tét véiliéu 300 mg/ngay, c6 thédung liéu t6i da 600 mg/ngay (chia2
lan, 300 mg/lan). Tuy nhién, trong cacthUnghlem [&am sang, hiéu qua clia pregabalin 600 mg/ngay tang khéng cé y nghia
va bénh nhan diéu tri vdiliéu nay cd ty 1& phan tiing khéng mong mudn cao han déng ké va ngling thudc nhiéu han. Liéu
trén 600 mg/ngay chua dugc nghién cru va khéng khuyén cao ding.

Pau codo xahda: Liéu khuyén cao la300-450 mg/ngay, chia2 lan uéng. Liéu khdi dau khuyén caola 150 mg/ngay, uéng
cung hodc khong cung véi thiic dn & bénh nhan cé d6 thanh thai creatinin it nhat 60 mL/phut. Tuy theo dap tng va dung
nap thudc ctiambibénh nhan, c6 thé tang lieu d&n 300 mg/ngay (chia 2 1an, 150 mg/lan) saumoéttuan. Bénh nhan khong
dép Ung day du vdi liéu 300 mg/ngay cé thé tang liéu 1én 450 mg/ngay, chia 2 1an uéng. Hiéu qua ctia pregabalin dugc
thay ro trong tudn dau tién. Bénh nhan dau lién tuc, dang ké va c6 dap Ung tét véiliéu 300 mg/ngay, cé thé dung liéu t&i da
600 mg/ngay (chia 2 1an, 300 mg/lan). Tuy nhién, trong cac thi nghiém |am sang, hiéu qua cla pregabalin 600 mg/ngay
tang khong cé y nghia va bénh nhan diéu tri véi liéu nay c6 ty 1& phan ting khéng mong muén cao han déang ké va ngiing
thudc nhiéu hon. Vi céc tdc dung phu lién quan dén liéu dliing, quyét dinh tang liéu trén 450 mg/ngay phai dua trén danh
gid lam sang ctia bac sidiéu tri. Liéu trén 600 mg/ngay chua dugc nghién ciu va khéng khuyén caodung.

Nglng dung pregabalin: Theo céc thuc hanh |am sang hién tai, néu ngltng diéu tri pregabalin, cdn ngling tir tir trong it
nhatla7 ngay.

Diéu chinh liéu theo chifc ndng than. Pregabalin dugc thai trir ch yéu qua than. Do d6, can diéu chinh liéu theo muc dd
suy giam chiic nang than cia bénh nhan. Thanh thai pregabalin ty 1& thuén vai thanh thai creatinin. Vi vay, diéu chinh liéu
phai dua trén dé thanh thai creatinin (CL,) dugc trinh bay trong bang sau. C6 thé dung céng thiic Cockcroft va Gault dudi
day dé udctinh dd thanh thai creatinin cia bénh nhan (mL/phdt).

[140 - tudi (ndm)] x can nang (kg) (x 0,85 véi bénh nhan n)
72 x creatinin huyét thanh (mg/dL)

Pregabalin dugc loai bo hiéu qua khdi huyét tuong nhd tham tach mau. Sau 4 gid tham tach, néng dé pregabalin giam
khoang 50%. Vi cac bénh nhan dang lam tham tach mau, liéu hang ngay ctia pregabalin can dugc diéu chinh tuy theo
chiicnang suy than. Bén canh liéu dung hang ngay, liéu ding bé sung nén dugc dung ngay sau méi4 gid thdm tach mau.
Bang 1.Piéuchinhliéu pregabalintheo chiicnidng than

CL=

Do thanh thai Téng liéu pregabalm hang ngay (mg/ngay)’
creatinin Khuyen cao tang lieu* Ché doé
(mL/phiit) | Lidu kh&i dau Rt Liéu t3i da tri liéu
(mg/ngay) Tngliéu (mg/ngay)
> 60 150 300 450 600 2lan hogc3
lan/ngay
30-60 75 150 225 300 2lan hodc3
lan/ngay
15-30 25-50 75 | 100-150 150 11an hogc2
lan/ngay
<15 25 25-50 50-75 75 1lan/ngay
Liéu b6 sung sau khi thdm tach mau (mg)”
Bénh nhan dang diing 25 mg ché dd triliéu 11an/ngay: B6 sung 1 liéu 25 mg hodc 50 mg
Bénh nhan dang diing 25-50 mg ch& dé tri liéu 1 lan/ngay: B6 sung 1 liéu 50 mg hodc 75 mg
Bénh nhan dang duing 50-75 mg ché dé tri liéu 1 1an/ngay: B8 sung 1 liéu 75 mg hodc 100 mg
Bénh nhan dang ding 75 mg ché do triliéu 1 lan/ngay: B8 sung 1 liéu 100 mg hodc 150 mg

*Tuytheo dép ung vadung nap ciaméi bénh nhan.*Téng liéu dung hang ngay (mg/ngay) phai dugc chia theo chidinh.
*Liéubdsunglaliéudaon.

Bénhnhdn trén 65 tudi: Khéng can diéu chinh liéu véi ngudi gia trirtrong truéng hap tén thuang chic nang than.

Tréem (<18 tudi): Khéng khuyén cdo dung pregabalin &bénh nhan nhé hon 18 tudivi chua cé théng tin vé tinh an toan va

hiéu qué chathudctrén nhémtué’inéy.ﬁL)

Tailiéuthongtinthuéc
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Tailiéu théng tin thuoc

THAN TRONG KHI DUNG THUOC:
Tang trong luong co thé: Khi dung phéi hop pregabalin véi thiazolidinedione (thuéc chéng dai thao dudng) c6 nguy cotang
trong luong ca thé va pht cao hon so véi khi diing pregabalin don déc. Pregabalin gdy tang trong lugng co thélién quan dén
liéu va thai gian diing thudc; tuy nhién, tang can khéng lién quan dén chiso khéi lugng cathé (BMI) trudic khi diéu tri, gidi tinh,
hoc tudi va ciing khong do ph. Tuy trong nghién ctiu ngén han cé kiém soét, tang can khéng két hap vdi bién d6i lam sang
quan trong vé huyét ap, nhung lau dai vé tim mach chua dugc lam ré. Ngoai ra, pregabalin khong lam mat kiém soat glucose
huyét. Phan (fng qua man: Da c6 bio céo sau khi thuSc luu hanh trén thi trudng vé cac phan iing qué man, ké ca phu mach.
Phai ngling pregabalin ngay |ap tirc néu c6 triéu chiing phit mach nhu phtimét, sung quanh miéng, sung dudng hé hap trén.
Can than trong khi diing pregabalin d8i v&i bénh nhan ¢6 tién st bi phit mach va cac bién ¢6 lién quan. Ngoai ra, bénh nhan
dang diing thuéc khac lién quan dén phit mach nhu cac chét tc ché men chuyén angiotensin (ACE) c6 thé tang nguy co phat
trién tinh trang nay. Thudc Anh hudng d@én than kinh trung uong: Budn ngu, chéng mét c6 thé lam gidm ca thé chét va tinh
than ctia bénh nhan, do d6 can than trong trén nhiing déi tugng lai xe hodc van hanh may. Anh huéng trén mat: Trong cac
thir nghiém |am sang c6 kiém ching, ty 1é bénh nhan diéu tri vdi pregabalin bi nhin m& cao han bénh nhan dung gia dugc.
Trong cac nghién ciiu 1am sang c6 thuc hién kiém tra thi luc, ty 1& gidm thi luc va thay d6i thi trudng & nhiing bénh nhén da
dugc diéu tri biing pregabalin Idn hon &nhiing bénh nhan dung gia dugc. Ciing da cé bao cdo phan ting phu trén mat sau khi
thudc luu hanh, bao gbm mat thi luc, nhin m& hay thay déi thi trudng, phan nhiéu phan tng phu trong sé dé la thoéng qua.
Ngting pregabalin c6 thé giai quyét hodc cai thién cac triéu chiing vé thi gidc nay. Suy than: Ba cé bao céo vé cac truong hop
suy than va trong mét sé trudng hgp ngting pregabalin da cho thdy dao ngugc phan ting phu nay. Ngifng thuéc nhanh hay
ddt ngét: Sau khingiing st dung pregabalin nhanh hay d6t ngét, mét sé bénh nhéan da béo cdo céc triéu chiing bao gém mat
ngu, budn nén, nhtic dau, lo lang, tang tiét mé héi va tiéu chay. Nén gidm liéu pregabalin ti tif trong it nhéat 7 ngay, khong
ngung dot ngét. Co giat, bao gém con dong kinh lién tuc hay con déng kinh con 16n da xdy ra trén bénh nhan khong bi dong
kinh trong khi diéu tri véi pregabalin hodc ngay sau khi ngiing dung pregabalin. Suy tim sung huyét: Da c6 bao céo sau khi
thudc luu hanh vé suy tim sung huyét trén mét sé bénh nhan dung pregabalin. Nhiing phén (ing nay chu yéu gap & bénh
nhan I6n tudi bi bénh Iy tim mach phuc tap trong khi dung pregabalin diéu tri dau day than kinh. Can than trong khi ding
pregabalin & nhitng bénh nhan nay. Ngiing pregabalin c6 thé giai quyét cac phan ung. Y tudng va hanh vi tu ti: Da c6 bao
cao sau khi thudc Itu hanh trén thi trudng vé cac bién ¢6 lién quan dén tu tlr, bao gom tu'tlr, c6 gang tu tdrva cé y dinh tu tlr &
nhitng bénh nhan diéu tri véi pregabalin cho cac chi dinh khac nhau nhu dau day than kinh, dau cg, vv... Mét 6 trudng hop
trong céc bao cao nay cé thé do cacréiloan tdm than mac san gop phan cho bién cé nay. Co ché vé nguy co nay chua dugc biét
dén. Bénh nhan can dugc theo déi cac ddu hiéu clia y tudng va hanh vi tu tir va xem xét cac bién phép diéu tri thich hgp. Bénh
nhan phai duoc khuyén khich néi lén bat c(ry ngh hodc cam gidc lo au vao bat cir ltc nao véi chuyén gia cham sdc sic khoe.
Réi loan tiéu héa: Da c6 cac bdo céo sau khi thuée luu hanh vé cac bién cé lién quan dén gidm chiic nang dudng tiéu hda dudi
(vi du: tac rudt, liét rudt, téo bén) khi pregabalin dugc diéu tri két hop véi cac thude co khad nang gay tdo bén, nhu thude giam
dau opioid. Khi diing két hgp pregabalin va opioid, can xem xét cac bién phap ngan ngtra tdo bon (dac biét la & nhiing bénh
nhan nir va ngudi gia). Phan (ing da nghiém trong: Ba c6 bao cao sau khi thuéc luu hanh rét hiém cac phan (ing da nghiém
trong, bao gém hdi chiing Stevens-Johnson (SJS), hoai ti biu bi nhiém doc (TEN), viém da tréc vay, phan ting da bong nudc
va héng ban da dang & nhiing bénh nhan dugc diéu tri véi pregabalin. Ty 1& bao cdo sau khi thudc Iluu hanh néi chung la chap
nhan dugc danh gia trong béo cdo. Hau hét cac bao cao la & nhitng bénh nhan dung thuéc dong thai ciing gan lién vdi tiém
nang phét trién clia cac phan (ing da nghiém trong. Vi vay, trong hau hét cac trudng hgp, nguyén nhan lién quan vdi
Pregabalin khéng thé duac thiét 1ap ré rang. Bénh nhan nén biét rang néu ho c6 mét phat ban da, ho nén ngiing diéu tri va
lién hé véi bac si ciia minh dé danh gia va tu van. St dung sai, lam dung hoéc 1é thudc thudc: Can than trong vai cac bénh
nhan c6 tién st nghién thudc. Theo ddi cac ddu hiéu lam dung thudc (nhu nhan thude, xu huéng tang liéu hay hanh vi tim
kiém thudc). Trong cac nghién cliu 1am sang c6 ddi chiing, ty 1& bénh nhan dung pregabalin c6 biéu hién sdng khoai Ia 4% so
véi 1% & nhém chiing. Trong cac nghién cliu trén quan thé bénh nhan, ty 1& nay 16n hon, tir 1-12%. Khi ngiing thuc nhanh va
dot ngot, thady cac biéu hién ctia lé thudc thude nhumét ngd, ndn, dau dau, tiéu chay. Bénh nao: Mot s6 truding hgp bénh nao
da duoc bo cao, chiiyéu 1a dnhifng bénh nhan cé sdn bénh ma cé thé thic ddy bénh Iy nao. Tang CPK: Pregabalin c6 thé lam
ting CPK va c6 thé gy globin co - niéu kich phéat (mac di hiém gép). Bénh nhan can théng bao véi bac si khi cé dau, yéu co,
tang nhay cam dau, dac biét khi c6 kém theo s6t va/hodc mét moi, khé chiu. Phaingiing thudc khi cé biéu hién clia bénh co.
Phunircé thaivachoconb:

Thai ky mang thai: Chua cé cacdt liéu ddy dt vé dung pregabalin trén phunir 6 thai. Cacnghién ciu trén dong vat da cho
thdy tac dung gay doc trén kha nang sinh san. Nguy ca vé rii ro trén ngudi chua dugc biét. Khéng nén duing pregabalin khi
dang mang thai trirkhi thuc su can thigtva cé can nhacky lgi ich mang lai cho ngudi me cao hon so véi nguy co cho thai nhi.
Thai ky cho con bi: Chua biét dugc pregabalin c6 bai tiét qua sira ngudi hay khdng; tuy nhién, thuéc cé xuat hién trong sita
chuét. Do vay, khong dugc nudi con bang sitame khi dang dung thudc.

Anh hudng chia thudc ddi véi cong viéc (ngudi van hanh may méc, dang lai tau xe, ngudi lam viéc trén cao va cac
trudng hop khac):

Pregabalin c6 thé gay chéng mat hodc buén ngti. Do vay, bénh nhan khéng nén lai xe, van hanh may méc phuctap.

CAC THONG TIN KHAC: Xem trong t& huéng dan sirdung thudc.

PIEU KIEN BAO QUAN: Noi kho, nhiét d6 dudi 30°C, tranh anh séng.

HAN DUNG CUA THUGOC: 24 théang ké tirngay san xudt.

CONGTY CO PHAN XUAT NHAP KHAU Y TE

DOMESCO S6 66, Quéc 16 30, Phudng My phi, Thanh phé Cao Lanh, Tinh Béng Thap

Vi Chat | wong cude sing

DT: 0277.3852278- 3851950 | Fax: 84.277.3851270 | Email: domesco@omesco.com | Website: www.domesco.com @




