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Rx - Thubc ban theo don
HUONG DAN SU’ DUNG THUOC CHO CAN

O YTEix :.
"\ S.PM /7
\ -"'. —~/U

1. TEN THUOC: NEUROPAIN
2. THANH PHAN CAU TAO: Mbi vién nang cirng chira:

- Hoat chit: Pregabalin ... ... 100,00 mg
- T4 duge: Vira 40 1 vién nang cimg (Starch, Magnesi stearat, Lactose,
Hypromellose)
3. DANG BAO CHE:
Vién nang cimg ding dudng ung.

Vién nang cimg mét ddu 83 — mbt ddu cam, nang sb 2, bén trong chira bdt mau tring,

4. CAC DAC TiNH DUQC HOC

DUQC LYC HOC:

Ma ATC: NOJAX16

Pregabalin 14 mdt thudc chéng co gift va gidm dau. Pregabalin c6 cdu tric twong tu chit
irc ché thin kinh trung wong GABA, song khong gén tryc tiép voi cdc thy thé GABA,,
GABAg. hay thy thé cla benzodiazepin, khdng m ting dap (g cia GABA, trén céc té
bdio thiin kinh nudi clly, cling khdng Iam thay ddi néng dd GABA trén ndo chudt. khdng dnh
hudng dén thu hdi cing nhu thoai gidng GABA. Trén cac 1 bao thiin kinh nudi cly, sdr
dyng lau dai pregabalin s& lam ting ml 8 cdc prolein viin chuyén va ting téc 49 van
chuyén GABA. Pregabalin gén véi cac md thiin kinh trung uong véi ai luc cao ti vi tri 05
(mit tdu don vi cla kénh calci phy thudc dién thé), Mac di co ché chinh xdc cla
pregabalin chua dugc bidt ddy di, song vige gdn véi tibu don vi 0.5 co thé lién quan dén
tc dung gidm dau va chéng co gidt cla pregabalin. Jn vifro, pregabalin Iam gidm su gidi
phong céc chét diin truyén thin kinh phy thudc caki nhur glutamat, norepinephrin, peptid
Bén quan dén gen didu hoa calcitonin, va chit P, cd thé théng qua didu hda chirc nang cla
kénh calci,

DUQC DONG HOC:

Duge 68ng hoc &n dinh cla pregabalin 14 giéng nhau trén nhimg ngudi tinh nguyén
khoe manh, cac bénh nhin ddng kinh dang ding thube chéng ddng kinh va cac bénh nhin
dau man tinh.

Hép thu

- Pregabalin dugc hip thu nhanh khi ubng ldc dél, ndng d4 dinh trong huyét tuong dat
dugc sau 1 gitr trong ca ding hidu don va lidu da.

Kha dyng sinh hoc duwéng ubng cia pregabalin khodng 80% va phu thudc véao lidu
ding. Trong ding nhéc lai, tinh trang &n dinh dat duoc trong 24-48 gidr. Ty 1& hip thu cla
pregabalin gidm khi ding cing thirc &n dén dén C.. gidm khodng 25-30% va kéo dai ln,
sau khodng 2,5 givr. Tuy nhién, ding pregabalin cing thic &n khéng cb dnh hudng lam
sang dang ké nao dén mirc 8 hilp thu pregabalin.

Phén phéi

- Trong céc nghién cdu tién 1im sang, pregabalin d& dang qua hang rdo mau ndo &
chudt nhit, chudt cbng va khi. Pregabalin qua duge nhau thai & chudt chng va xudit hign
trong sira chudt. O ngudri, thé tich phian phdi cla pregabalin sau khi ding dudng ubng
khodng 0,56 L'kg. Pregabalin khong gin két véri protein huyét tuong.
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Chuydn hoe

- Pregabalin dugc chuyén hoa khong dang ké trong co thé ngubi. Sau khi ding
pregabalin phéng xa danh du, khodng BB% duge tim thiy trong nudrc tidu la pregabalin &
dang chura chuyén hoa, Dén xuit N-methylat cia pregabalin, chit chuyén héa chinh cia
pregabalin dugc tim thdy trong nudc tiéu, chiém khodng 0,9% kéu ding. Trong céc nghién
chu tidn 1am sang, khdng cb diu hidu ndo vé sy bién ddi pregabalin ddng phan ta tuyén
thanh 8dng phiin hiru tuyén,

Théi trr

- Pregabalin dugc thai trir khéi hé tudn hoan chi yéu do bai tiét qua thin nguyén dang.

- Théi gian ban thai trung binh cia pregabalin la 8.3 gity. Thanh thai pregabalin huyét
tuong va thanh thai than ty 1& thuén véi thanh thai creatinin,

Didu chinh béu trén cac bénh nhin gidm chic nang thin hodc thim tich mau 14 cn
thiét.

5. QUY CACH DONG GOI: Hop 3 vi x vi 10 vién.

6. CHI DINH, LIEU DUNG, CACH DUNG, CHONG CHI DINH:

CHI DINH

- Pau do nguyén nhén thiin kinh: viém ddy than kinh ngoai vi do dai thao dudng, dau
thdn kinh sau herpes.

« Ddng kinh: pregabalin duye chi dinh nhu I3 lidu phép bd tro trong ddng kinh cuc bd,
cb hodc khong két hop didu tri tdng quat véi bénh nhan trén 12 wi.

- Dau co do xo hda.

- Réiloan ko du lan téa

LIEU DUNG - CACH DUNG:

LIEU DUNG

- Pregabalin duge ubng cing thire &n hodc khéng.

Khodng lidu 12 150 - 600 mg mdi ngay dwoc chia thanh 2 hodc 3 lan.

£¥ng kinh

Pregabalin cé thé dugc bit ddu voi ibu 150mg méi ngay dugc chia thanh 2 hodc 3 lin.
Dya trén ddp (ng va dung nap clia timg bénh nhan, lidu cb thé tang Ién 300mg méi ngay
sau 1 tudn. Lidu tdi da 600mg mdi ngay dat dugc sau khi thém 1 tudn nia.

Réiloan lo du fan t6a

Khodng lidu 13 150 - 600mg méi ngay duge chia thanh 2 hodic 3 lin. Nhu cdu didu trj
nén dugc tai danh gia dinh ky.

Pregabalin c6 thé duoc bit ddu voi idu 150mg mbi ngay. Dyra trén ddp (mg va dung
nap cla timg bénh nhiin, lidu co thé tang lén 200mg mai ngay sau 1 tudn. Sau mdl tudn
nira lidu co thé tang lén 450mg mdi ngdy. Libu 14 da 600mg mbi ngay dat duoc sau khi
thém 1 tudn nora.

Dau do viém diy thin kinh, dau ssu herpes

Nguwi ion: lidu khuyén cao 150-300mg/ ngay, chia lam 2 hodc 3 ln. Pregabalin cb thé
duore bit ddu vdi ibu 150mg méi ngdty. Dyra trén Sap Ung va dung nap cla tirng bénh
nhén, libu cé thé ting Kn 300mg mdi ngay sau 1 tudn. Néu viin khdng 00 sau 2 - 4 tuln
didu trf voi liku 300mgingdy, co thé ting ¢ lidu B00mgingdy chia lam 2 hodic 3 ln. Lidu
300mg/ngay chi dinh cho ngutri vin dau va dung nap duoc lidu 300mg/ngay, vi tiém ning
nhiéu ADR do liéu cao.
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Dau diy thin kinh do déi théo duwong

Nguoi Iom: Bbu khéi dilu 150mg/ngdy, chia Iam 3 in; kbu co thé ting trong 1 tudn 161
méu 161 da khuyén cao 300mg/ngay chia lam 3 IAn. Tang thém lidu khong ting thém koi ich,
nhung thém nhidu ADR.

Bau oo do xo hba

Liéu kh&i ahu 150mgingdy, ting Kén sau mot tudn tiy theo dap Ung i 300mg/ngay. rdi
450mg/ngdy néu thity cn thiét

Ngimg pregabalin

Theo thyc hanh Idm sang hién hanh, néu phdi ngimg pregabalin, nén thyc hign didu
néy tir tir t8i thidu 1 tudn khéng phy thudc vao chi dinh,

Béinh nhén suy thén:

- Pregabalin duoc thai trir nguyén dang chi yéu qua than, thanh thai pregabalin ty I&
thudn vai thanh thai creatinin, giam lidu trén cac bénh nhan tdn thuong chire ndng thin
phai tiry theo tirng c& nhén va thea hé sb thanh thai creatinin (CICr), dugc trinh bay trong
bdng 1 sir dyng cdng thirc:

Cle, (mliphit) = {1,23 x{140-tudi (ném)] x céin niing (kg)} x (0,85 véi BN nir) / [creatinin
huyét thanh (umobl)]

- Pregabalin duoc logi bd hidu qua khdi huyét thanh nhér thAm tach méu (50% thube sau
4 gidr). Vi cac béah nhan dang lam thdm tach mau, by hang ngay cla pregabalin cn
duge didu chinh tly theo chire nding thin. Bén canh libu ding hang ngay, libu ding bd trg
nén dugre ding ngay sau mdi 4 gi& thdm tich méau (xem bdng 1).

Béng 1: Bidu chinh béu pregabalin theo chére ndng than.

Thanh thai creatinin Téng lidu pregabalin hang ngay Ché ab tri ligu
ILidu khiv ddu {mg/ngay) Lidu t&i da
I (mgingay)
z60 |150 800 BID hodc TID
3060 i75 300 BID hodc TID
215-<30 2550 - 150 QD hodc BID
<15 25 75 Qb
Ly bd trg sau thdm tach méu 25 lmo Lidudon*
TID= chia 3 |an ngay
BID = Chia 2 lan/ngay
QD = Libu don/ngdy
* Téng lidu (mg/ngay) chn chia nhu dugc chi dinh trong cach ding theo mg/ingay
+ Lidu bd trg 1a lidu don bd sung
Diang thudc trén bénh nhén suy gan:
Khdng can chinh iéu trén cac bénh nhadn suy gan.
Dang thube cho tré em:

Syt an toan va hidu qud cla pregabalin trén tré em dudi 12 tudi chua duoc thidt Bp.

Déng thulc trén thibu nién (12-17 tudi):

Céc bénh nhan thidu nién b ddng kinh cb thé ding lidu nhw ngudr Ion.

Hiéu qua va an toan cia Pregabalin trén ciic bénh nhn dudi 18 twdi bj dau thin kinh
chua dugc thidt 13p.



https://trungtamthuoc.com/

Dung thube cho ngudi gia

Khéng cn chinh liu véi ngudi gid trir trong truéing hop tén thuong chirc nang than
{xem bdng 1).
CACH DUNG: nuédt nguyén vién thubc cling véi nudre.
CHONG CHI DINH:

- Quéa mén vé1 hoat chit chinh hodic bt ky ta dugc nao clia thubc.

7. THAN TRONG KHI DUNG THUOC:

Bénh nhdn bi dhi thio duong

Theo thue hanh im sdng hign hanh, mit sb bénh nhin dai thdo duding ting can khi
diéu tri biing pregabalin. C6 thé cin didu chinh céc thube ha dudng huyét cho nhirng bénh
nhan nay.

Céc phdn ¢ng mdn cim

C6 cdc bao céo trong qud trinh luu hanh vé cac phin img min cdm, bao gdm cdc
trudng hop bi phii. Nén ngimg pregabalin ngay dp trc néu cdc triéu chimg phi & mat,
Mnﬂnuhﬂcpmduﬁnnrnhlpmﬂm

naumungmunmnmmmaumm cnunpcomimung
s cb bi thuong do tai nan (nga) & nhom ngudi cac twdi. Cing cb bie cdo trong qua trinh
lwu hanh vé sy mdt y thire, nhdm Kn va suy giam tinh than. Vi thé, cac bénh nhan dugc
khuyén tap tinh cdn thgn dén khi ho quen véi cac tac dung phy tiém tang cla thube.

Céce tée dung ién quan Sén thi gise

Trong cic thir nghiém dugc kiém sodt, mdt ff ¥ cao hon céc bénh nhin dugc didu tri
béng pregabalin duoc bao cédo nhin mé so vdl céc bénh nhin duge didu b bing gid duve,
va duge phyc hdi trong phdin Iom cc trudmg hop dupc dibu trj tiép. Trong cdc thir nghipm
14m sang khi cac kiém tra nhan khoa dugrc thuc hién, ti i gidm thi gidc clp va cac thay ddi
th| gidc cao hon & cac bénh nhin duge Gy Irj biing pregabalin so vdi cac bénh nhin
duge diku trj biing gid duwgc; ti 1 cdc thay d&i diy mét cao hon & céc bgnh nhin dugc didu
tri bng gid duoc.

Kinh nghi$m trong luu hanh thubc, cic phin img c6 hai vé thi gidc ciing dugc bdo cio,
bao gdm mét th| giac, nhin mé hoac nhirng thay dbi khac cp vé thi giac, mbt sb trong do 1a
tam théi,

Ngirng pregabalin cé thé phuc hi hodc cdi thién cdc tridu chirng thi gidc nay.

Suy thén

Céc trudrng hop suy thin da duge bdo céo, va trong mit s8 trudmg hop ngimg
mhallnmv&ywmh&mmminmniy

Chuaoédud&ﬂuﬂv#cngmﬁcldﬁnpdﬁnqkhhdmdung abng thé khi
ma viéc kiém sodt co gidt bing pregabalin trong trutrng hop ding két hop da dat dugc, dé
@t 1 don trj liéu béng pregabalin.

Céc tridy chimg ngimg thube

Sau khi ngimg @idu trj ngdn han hodc dai han véi pregabalin, cac triéu chimg ngirng
thubc Suoc quan sat & mét sb bénh nhan. Cac van dé sau duge d& cip: mat ngd, dau ddu,
budn ndn, ko du, téu chdy, hdi chirng cim, bén chdn, trdm cidm, dau, co gidit, 88 mb hai
nhibu va chong mat. Bgnh nhin nén duoc thdng bao vé didu ndy vao loc bit ddu dbu tri.

Co giat, bao ghm ddng kinh trang thai va cdc co gidt Iom, trong qua trinh sir dung o
pregabalin hodc sau khi ngimg pregabalin trong thiri gian ngan.
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Lién quan 0én ngdmg didu tr] bing pregabalin trong thirl glan dal, ar ligu cho thdy rang
ti ¥ va 4§ niing clia cac tridu chamg ngimg thubc cb lign quan 6én lidu ding.
Suy tim sung huyét

Cé céc bdo c4o trong qui trinh luu hinh vé suy tim sung huyét & mét s bénh nhin
ding pregabalin. Cac phdn img nay phdn I6m duoc thdy & cac bénh nhan cao tubi bi bénh
tim mach. Pregabalin nén duoc ding thén trong & cac bénh nhan ndy. Ngimg pregabalin
wﬂuﬂlwﬂlmmm

ﬂummongmwnnlnm mwﬁmwwmuﬂnnnhwauwu
bubn ngd ting trong diu trj dau h§ thin kinh trung uang do tén thwong tiy sbng. Diku nay
co thé do tac dyng b sung cla cac thube dugc ding ddng theri (vi dy: cdc thube ching co
cirng) diing trong didu trf ndy. Difu nay nén dugc xem xét khi pregabalin dugc ding frong
didu tri nay.

Y dinh vé hénh vi tu t

Y dinh va hanh vi ty tir da dugc bdo cao & cac bénh nhin Augc Gidu tr bing cic thube
chéng adng kinh trong mdt s trudrng hop. Mt phén tich tdng hop cac nghién clru duoe
kiém soat biing gid dugc ngdu nhién cling cho thiy nguy co ting & mirc 64 thdp y dinh va
hanh vi ty tir. Co ché cla nguy co nay chua duge bidt v dir éu cb sin khdng logi trir kha
niing nguy co ting v pregabalin,

Vi thé cac bénh nhan nén dugc theo ddi che ddu hidu v ¥ dinh v hinh vi ty L. Va
wigc didu tri phi horp nén dugc xem xét. Cac bénh nhan (va nhirng ngudi cham séc bénh
nhé&n) nén duoc tr vin dé tim kidm cac ddu higu xudt hign y dinh hoac hanh vi ty tir.

Chire ngng ol by Do i b gidem

Da co bdo cdo trong qua trinh luu hanh vé cac van dé lién dén chire néing cla co quan
tidu hda dudri bj gidm (vi dy: thc rudt, igt tc rudt, tao bon) khi pregabalin duge cho ding
dbng thér vdi cac thude co kha nang gdy 140 bén nhu cae thube gidm dau co gbe thude
phién. Khi pregabalin va cac thudc cd gbc thudc phién duoc ding két hop, cac bign phap
ngén nglra tdo bon nén dugc xem xét (B4c bidt & bénh nhin nd va nguéni cao tudi).

Lem dung, khd néng lam dung hodc ié thube

Cac triémg hop lam dung va & thudc da duoc bao cdo. Cdn thin trong vdi céc bnh
nhiin cb tén sir lam dung thube va bénh nhdn nén dugc theo doi cac tridu chimg cla viée
lam dyng pregabalin. Lam dung hodc I thudc (phat trién sy dung nap, ting iy theo kidu
thang cubn, hainh vi tim kiém thubc da duoc béo cao).

Béoh ndo

Cac truémg hop bénh ndo da duge bido cao. Hiu hét cac bénh nhén trdi qua cac didu
ki#n co thé gay bénh nao.

Céc bénh nhiin véi cac bénh Iy di truyén hiém gép vé dung nap galactose, thiéu enzym
Lapp latase hodc kém hip thu glucose-galatose khdag ding thubc nay.

S0 DUNG CHO PHUY NUF CO THAI VA CHO CON BU:

Phy n(r ¢6 thal:

- Chua cb céc dO ligu ddy d0 vé ding pregabalin trén phy nir c& thai
Cac nghién ciru trén ddng vit i cho thiy tac dung gy ddc trén khi ndng sinh sdn phin.
Nguy co vé rii ro trén ngudi chua dugc biét. Do viy, pregabalin khdng ding khi dang
mang thai trlr khi ki ich mang lai cho nguéri me rd rang quan trong hon nhirng khd ndng rli
10 ¢6 thé xdy ra cho thal nhil.
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T PR EhG €6n Bu:
- Chua biét dwoc pregabalin cé bal tiét qua sira ngudi hay khang; tuy nhién, thudc cd
mmmwummm.mwnuﬁmummmmmm
ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC:
- Pregabalin c6 thé gay chéng mat hodc budn ngd. Do vay, bénh nhin dugc khuyén
khéng nén Idi xe, van hanh may méc hodc tham gia céc hoat ddng mao hiém khic cho dén
khi xac djnh dugc thubc c6 dnh huding dén vige thyc hign céc ddng tac nay khéng.,

NEUROPAIN chira lactose: Néu bénh nhin dugc bic sl thing bao khéng dung nap véi bt
ki logi dudmg nao, di kham bac sl trude khi ding thude ndy.

8. TUONG TAC THUOC:

Vi phén Iin pregabalin dugc bai tiét & dang khang déi trong nurdre tidu, trdi qua chuyén
hoa khéng dang ké trong cor thé (< 2% liéu ding dugc tim thiy trong nude tidu & dang chét
chuyédn héa), khdng irc ché su chuyén héa thuéc trong dng nghiém, va khdng lién két woi
protein huyét tuong, pregabalin duéng nhur khéng gdy, hodc lién quan dén cic tuong tic
dwcmnoc

Tmmmnmmnm mwmmgucumammmmvl -
mit lam sang duge quan st gida pregabalin va phenytoin, carbamazepin, acid valproic, :
lamotrigin, gabapentin. lorazepam. oxycedon hodc ethanol, Phan tich duge ddng hoc & cic !
bénh nhin ding thudc cho thiy rang cac thudc trj dai thao dwdng ding dudng ubng, céc :
thudc kyi tiéu, insulin, phenobarbital, tiagabin va topiramat khéng cb tac dung dang ké vé 4
mllllnungd!nwmmiicaamth .

Dwmmmmacm&mmwwmmmm
vihodic ethinyl oestradiol khdng dnh huding dén dugc ddng hoc & trang thai dn dinh cia cd
hai thubc.

Céc dnh hudng dén hén thén kinh trung yong (CNS)

Pregabalin c6 kha nang lam tang tac dung cda ethanol va lorazepam. Trong cac thir
nghiém lam sang duge Kidm sodt, cdc lidu ubng da lidu cla pregabalin duge ding dbng
théri wéi oxycodon, lorazepam, hodc ethanol khing gy cic tac dung kn dén sy hd hip.
Kinh nghiém trong qua trinh luu hanh, ¢6 céc bdo cao vé suy hd hdp va hdn mé & cac bénh
nhan dang ding pregabalin va cac thudc irc ché thin kinh trung wong khéc. Pregabalin cho
théty bd sung thém vao sy gidm nhin thire va chic nang van dong phdi hop gdy béi
oxycodon.

Céc tuong tdc vi ngui cae tudi

Khdng c6 cac nghién ciru twong tac dugc e chuyén bi#t dugc thye hign & nhing
ngudi tinh nguydn cao tudi. Cac nghidn ciru tuong tac chi duge thyc hién & ngudi ion.

9. TAC DUNG KHONG MONG MUON:

Trong bing 2 bén dudi la it ¢ cic phin img ¢ hai, voi tan b (et hay gap (21/10);
hay g8p (21/100 dén <1/10); khong hay gdp (21/1,000 dén <1/100); hiém (21/10,000 dén
<1/1,000); rit hidm (<1/10,000), khdng biét (khang thé wéc dodn tir dir Bdu lam sang).

Céc phén (ng c6 hai duorc liét ké ciing co thé lién quan dén bénh dang méc phdi
mmmdungaangm
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Nhin chung, 1 1 cic phin (g ¢o hai, cic phan (mg cb hal dén hé thiln kinh trung
uong, dc bidt Ia budn ngu tang trong didu trj dau than kinh trung wong do tén thuong tly
sbng. Diku nay dugc cho Ia do tac dung bd sung cla cac thudc dung dbng théd (vi dy: céo
thude chéng co cimg).

Bdng 2. Cac phdn (rng ¢ hai clia pregabalin

H§ co quan Céc phan ng c6 hai

Nhiém trang va nhiém ky sinh tring

Hay gép Vigm moi-hong

Céc rbi logn mau va h@ bach huyét :

Khéng hay gép Gidm bach ciu trung tinh

Cic rdi loan h¢ mién dich

Khéng hay gap Mdn cam

Hiém Phd, phdn (ng dj img

Cac rbi logn chuyén héa va dinh dudng

Hay gap Tang cdm gide ngon miéng

Khéng hay gép Chan an, ha duéng huyét

Cac rbi loan tim than

Hay gép Hung phin, ln 13n, dé bi kich thich, gidm dyc tinh, mét
phuong hudmg, mat ngu.

Khéng hay gip Ao gidc, con hodng loan. bbn chén, lo v, trdm cam, tam

trang chan nan, tdm trang hén hoan, ty 1am hai bén thin, tdm
trang thay 84 adt ngdl, mét nhan cach, khé khin trong vidc
phat ngén, mo bt thudng, ting duyc tinh, khdng thé dat cye |

khoal, 1anh cim
Hiém Mét phan xa co diéu kién
Céc rbl logn hé than kinh
Rét hay gép Chéng mét, bubn ngd, dau ddu -
Hay gép Mt didu hda, bt thudmg trong viéc nd., run, loan vén ngdn, |

quén, gidm tri nhér, rdi loan tip trung, di cém, gidm xic gide,
an thdn, r& loan can bing. ngl km

Khéng hay gép Ngét, kinh ngac, co that co, mit y thire, hiéu dong, loan vin
abng, chong mat tw thé, run, rung gidt nhin clu, rdi loan
nhiin thire, suy gidm tinh thdn, r&i loan phat ngdn, gidm phdn
xa, d& bi kich d8ng, cam gidc kim chm, mét vij gidc, suy
nhugc

Higm Co gidt , gidm viin ddng, rdi koan khiru gidc, chimng kho viét
Céc rdi logn mét .
Hay gip |Nhin mér, nhin dbi

Knhéng hay gap ‘Mt thi ke ngoai bin, i loan thi gidc, sung mét, gidm thi *u/
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B, hoa miit, khé mil, ting chdy nude mét, kich (ng mat

Hédm Maét thi kyc, viém gidc mac, réi loan th ke, khd nang nhin
thire khong gian 3 chsbu bi thay abi, gian 8bng 1, lac mit

Céc rdl loan tal va mé dao

Hay gép Chong mit

Khing hay giip Téng thinh lyc

Cac rbi loan tim

Khong hay gép Nhip tim nhanh, bidc nhi thét cdp 4 1, nhip xoang chim, suy
tim xung huyét

Hbm [Kéo dai khodng QT nhip xoang nhanh, loan nhip xoang

Céc rbi loan mach

Khéng hay gip thﬁbtrng ndng d6 bimg, ha huyét ap, tang huyét ap. lanh tir

I

Cac rdi logn ho hip, ngye va trung thét

Khdng hay gép Khé théy, chily mau cam, ho, xung huyét mai, viém mai, ngdy, |
khi mi

Hidm Pha phdi, khé mé migng

Cic rdi loan tiéu hoa

Hay gép Non, budn ndn, khd miéng, 1o bon, tidu chéy, ddy hoi, cang
bung

Khong hay gap Bénh frao nguoc da day - thye qudn, ting tidt nude bet,
gidm cdm giac & miéng

Hidm Bénh cd trudmg, viém tuy, khé nubl, ludi sung

Céc rbi loan da va mé dudi da

Khéng hay gip Ban ndt shn, 8& md noi nhidu, may day, nglra

Hdm Hdi chirng Stevens Johnson, 84 md hol lanh

Céc rdi loan co xwong va mé lién két

Hay gép Co ciing co, 8au khp, 8au lung, dau céc chi, co clmg cb

Khong hay gip Sung khirp, dau co, gidt co. dau cb, cimg co

Hiém Tidu cor viin

Cac rdi logn thin vA tét nigu

Knéng hay gip Tidu khong kiém dugc, kho tidu

Higm Suy thin, thidu nidu, bi tiu

Cac réi loan hé sinh san va vi

Hay gdp Glam cuong cung

Khéng hay gip Chaém xudt tinh, gidm dyc tinh, dau byung khi hinh kinh, dau 1.‘/
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Hidm Mét kinh, wi chady dich. vi ta, vii to & nam gidi

Céc rbl logn todn than, tai chd

Hay gép Dang di bat thuding, cdm giac say, mét mdi. phi tir chi, pha,
ngd, cam gidc bit thudmg

Khéng hay gdp Phi toan than, sét, phi mat, dau nguc, dau, khat, on lanh,
suy nhuoc

Cac nghién ciru lim sang

Hay gip Tang cén

Khong hay gap Creatin phosphokinase huyét tang, alanin aminotransferase

ting, aspartat aminotransferase tang, glucose huyét ting, sé
lugng tidu cdu gidm, creatinin huyét tang, kali huyét gidm,
gidm cdn.

Hidm S6 lugng té bao bach clu gidm

Sau khi ngimg déu ] trong ngdn han va dai han bing pregabalin, cc tridu chimg
nging thudc da dugc quan sat & mdt sb bénh nhdn. Cac phidn ung sau duoc dé chp: mit
ngl, Gau ddu, budn ndn, lo ling, tidu chay, hi chimg cim, co gidit, bdn chdn, trdm cdm,
dau, ting tiét md hoi va chéng mit do 1§ thudc thé chit. Bénh nhin nén dugc thdng bdo vé
ddu ndy loc bit ddu didu tri.

Lién quan dén ngirng didu trj pregabalin trong théri gian dai, dir lidu cho thiy ring ti
va 86 ndng cla cac triéu ching nglng thube co lién quan dén by ding.

Bénh nhdn tré em:

Tém tt an todn cla pregabalin dugc quan sat & 2 nghién ciru & tré em (nghidn cirv
duge ddng hoc va sy dung nap. n=65; nhin mér 1 theo sau nghién cdu an toan, n=54) la
tuong ty v&i nhimg didu dugc quan sit trong cde nghidn cdu & ngudi Im.

10.QUA LIEU VA CACH XU TRI:

Kinh nghiém ua trinh lwu hanh thube, cac phdn (mg c6 hai dugc bao cdo hay
mﬁmﬁmﬁwnmmmmmmm.mgmuunmmum

Trong cac dip hidm, cac trdmg hop hon mé 88 dugt bio cao.
Didu tr qua liku pregabalin nén bao gbm céc bién phap hd tro chung va co thé bao gdm
thim tach mau.

11.CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

Boc ky hudng din sir dung trudr khi ding
©4d xa tdm tay tré om

memMﬂhmmﬂﬂhw:dcmmemmm&
khi sir dung thude

Thude néy ehi ding theo don cla béc sT
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Khéng dung thubc hét han sir dung /o ,',---"' “\
o ~ : / CONG TY \'.\
Néu cén thém théng tin xin hdi y kién béc si = o8 PHAN | ‘)
12. DIEU KIEN BAO QUAN, HAN DUNG &\ S.P.M /2
3 A

-2 C

e .‘
PIEU KIEN BAO QUAN: Noi khé thoang, tranh anh sang, nhiét dd duéi St
HAN DUNG: 36 thang ké tir ngay san xuét.

13.TEN VA DA CHi NHA SAN XUAT
f\ CONG TY CO PHAN S.P.M (S.P.M CORPORATION)
www.spm.com.vn
L6 51, Puwdng sb 2, KCN Tan Tao, P. Tan Tao A, Q. Binh Téan, Tp. HCM
PT: (08) 37507496 Fax: (08) 38771010
14.NGAY XEM XET SUA DOI, CAP NHAT: 10/10/2016.
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