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Rx-Thude nay chi dung theo don thubdc

Tén thube: PREGABALIN 150
(Pregabalin 150mg)
“DE thuéc xa tdm tay tré em”
“Doc ky hudng dan sit dung trudc khi ding”
“Thong bdo ngay cho bdc sj hodc dugc s3 nhiing tdc dung khong mong mudn
gdp phdi khi sit dung thuéc”

1. THANH PHAN, CONG THUC THUOC:

MGéi vién nang citng chita:

Thanh phdn hoat chdt: Pregabalin 150 mg

Thanh phan td dugc: Lactose monohydrate, tinh bot bip, talc.

2. DANG BAO CHE::
Vién nang ciing
Mo td sdn phim: Vién nang ctng, nang s& 2, ndp va thin nang mau tring, bén trong chita bot

thudc mau tring dén tring nga.

3. CHI PINH:

Pau thén kinh

Pregabalin dudc chi dinh trong di€u trj dau than kinh (trung udng va ngoai bién) & ngudi 16n.
Dong kinh

Pregabalin dugc chi dinh diéu tri hd trg dong kinh cuc bo, ¢6 hoic khong kem theo dong kinh
toan by thit phdt & ngudi 16n.

R6% loan lo Gu lan téa

Pregabalin dugc chi dinh diéu tri r6i loan lo 4u lan tda (Generalized Anxiety Disorder - GAD) &
ngudi 1én.

4. CACH DUNG, LIEU DUNG:
- Liéu diing:
Khodng liu dang tir 150 mg dén 600 mg moi ngay dudc chia thanh 2 - 3 1in. Pregabalin c6 thé

udng cling thic in hodc khong.
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Pau than kinh

Didu trj véi pregabalin c6 thé bit ddu vdi lidu 150 mg mbi ngay. Ty theo ddp tng va khd ning
dung nap cta tirng bénh nhan, liéu ding c6 thé ting 1&n 300 mg/ngay sau khodng thdi gian 3 - 7
ngay, va néu cén, c6 thé ting dén lidu t6i da 600 mg/ngay sau khodng 7 ngay diéu tri thém.
Dong kinh

C6 thé bit ddu diéu tri bing pregabalin véi lidu 150 mg mbi ngay. Tly theo ddp tng va khi

ning dung nap ctlia tifng bénh nhan, liéu ding cé thé ting 1€n 300 mg/ngady sau 1 tudn. Cé thé

ting dé&n liéu t5i da 600 mg/ngdy sau 1 tudn didu tri thém.

~Rotloan lo dulan téa

Khodng liéu diing tir 150 mg — 600 mg mbi ngdy dudc chia thanh hai hodc ba lan. Cén thudng
xuyén ddnh gid lai nhu cdu diéu tri.

C6 thé bdt dau diu tri bing pregabalin véi lidu 150 mg/ngay. Dya trén ddp tng va khi ning
dung nap cila tiing bénh nhan, c6 thé ting liéu tdi 300 mg/ngay sau 1 tuin didu tri. Sau khi diéu
trj thém 1 tuin lidu diing ¢6 thé tang téi 450 mg/ngay. C6 thé ting dén Lidu t5i da 600 mg/ngay
sau 1 tuin diéu tri thém.

Ngung sit dung pregabalin

Néu phéi ngung dung pregabalin, cn gidm lidu ti tif trong th¥i gian 6i thidu 13 1 tudn,

Bénh nhdn suy thdn

Gidm li€u trén cdc bénh nhén tén thuong chic ndng than phai tiy theo tiing ¢4 nhin va theo tdc
do thanh thdi creatinin (Clc,), dugce trinh bay trong bang 1, sit dung cong thitc dudi day:

1,23 x [140-56 tudi (ndm)x can ning (kg) G B
Cle.= [ - 99 P (0,85 doi v&i nir)
creatinin huyét thanh (u—l—)

Vi cdc bénh nhan dang phdi thim tich méu, liéu hang ngdy clia pregabalin cin dudc diéu chinh
tlly theo chic ning than. Bén canh liéu dung hang ngay, nén ding mot lidu bd sung ngay sau
mdi 4 gid thim tach mau.

Béng 1. Piéu chinh lidu pregabalin theo chic ning thin

D6 thanh thai
creatinine Tdng liéu pregabalin hang ngay (mg/ ngay) Ché& d@ liéu
(Cl¢r) (ml/phiit)

Liéu khéi diu Liéu t8i da I

(mg/ngay) (mg/ ngay) |

> 60 150 600 2- 3 lin/ngay |
>30-< 60 75 300 2 _ 3 in/ngdy
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>15-<30 25 50 150 1 — 2 in/ ngay
<15 25 75 1 lAn/ ngly
Liéu b3 trg sau khi thAm phan mdu (mg)
25 \ 100 | lin/ngay

Bénh nhdn suy gan: Khdng cin chinh li€u trén bénh nhan suy gan.
Tré em va thiéu nién (12 - 17 tudi): Sy an toan va hiéu qua clia pregabalin cho tré em dudi 12
tudi va thi€u nién chua dudc thiét 1ap. Do d6, khéng nén diing thudc cho tré em.

Nguoi cao tudi (trén 65 tudi): Ngudi cao tudi cé thé can gidm liéu pregabalin do chic ning thin

suy gidm.

- Cé4ch dung: Dung dudng uéng.

Khong c6 yéu cau dic biét vé xit Iy thudc sau khi sit dung.

5. CHONG CHI PINH:

Qué min vdi pregabalin hay bat k¥ thanh phan nio cta thudc.

6. CANHBAO VA THAN TRONG KHI DUNG THUOC

Bénh nhan tiéu dwong: Mot s6 bénh nhan ti€u dudng bi ting cAn khi diing pregabalin c6 thé cin
diéu chinh viéc dung cdc thudc ha dudng huyét.

Phdn itng qud mdn: Sau khi luu hanh thudc, d4 c¢6 nhitng bdo cdo vé phan ting qud mén, bao gdbm
c4 phlt mach, cin ngung st dung pregabalin ngay néu cé triéu chiing phit mach, nhu phii mat,
phil quanh miéng, hodc phll dudng ho hap trén.

Chéng mdt, buén ngii, mdt y thitc, lii ldn va sa sit tinh than: Diéu tri bing pregabalin thudng xiy
ra chéng mit va budn ngli, ¢ thé ting nguy cd x4y ra cdc tai nan do chan thuong (ngi) & ngudi
cao tudi. P4 c6 cdc bdo cdo sau khi lvu hanh thudc vé mat ¥ thifc, 1d 14n va sa sit tinh than. Do
vdy, bénh nhin phai dugc chi din can than trong cho dén khi quen véi céc tdc dung khong mong
mudn cé thé x4y ra clia thudc.

Tdc dong lién quan thi gidc: Sau khi luu hanh thudc, di c¢6 bdo cdo vé tinh trang md mat nhat
thdi va mot s6 thay d6i khdc vé thi lyc trén bénh nhan ding pregabalin. Khi ngung diing thudc,
cdc triéu chitng vé thi lyc nay c6 thé s& hét hodc gidm bdt.

Suy thdn: Mic dd dnh hudng cla viéc ngiing thudc trén suy thin cé hdi phuc chua duge nghién
cttu mot cdch ¢ hé thong, da c6 bdo cdo rang chic ning than dudc cai thién sau khi ngitng hoic

oidm liéu pregabalin
o p o N
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Ngung sit dung két hgp vdi thuéc chéng dong kinh: Chuta c6 cdc dit liéu ddy di vé viéc ngung sit
dung két hgp pregabalin véi cic thudc chéng dong kinh khic d€ dat téi don tri liéu vdi
pregabalin, sau khi dd kiém sodt dudc con dong kinh véi diéu trj két hgp.

Triéu chimg ngung thudc: Trong diéu tri ngdn han va dai han v48i pregabalin, sau khi ngung
thude, da quanAsét thay hoi ching cai thudc trén mdt s& bénh nhéan. Céc tdc dung duge nhic d&n
¢dm c6: mét ngli, dau ddu, budn ndn, lo 4u, tiéu chiy, cim, co giat, lo &u, trdm cdm, ting than
nhiét va chéng mat.

Suy tim sung huyét: Mic di chua xdc dinh duge mdi quan hé gifta viéc diing pregabalin va bénh

“suy tim sung huy&t nhung da c6 mot s8 bdo cdo sau khi Iuu hanh thudc vé bénh suy tim sung

huy&t  mot s§ bénh nhin diing pregabalin. Trong mot s8 thit nghiém ngin han trén cdc bénh
nhin khong c6 déu hidu lam sang cla céc bénh vé tim hodc mach ngoai vi, khong c6 moi lién hé
16 rang gifta phil ngoai vi va cdc bi€n chiing tim mach nhu ting huyé&t 4p hodc suy tim sung
huyét. Do dit liéu trén cdc bénh nhén suy tim sung huy&t ning con han ché, cin thin trong khi
diing pregabalin trén cdc bénh nhén nay.

Diéu tri dau thdn kinh trung wong do chdn thuong tiiy song: Trong diéu tri dau thdn kinh trung
udng do chan thuong tiiy song, tic dung khong mong mudn trén hé than kinh trung udng va dic
biét 12 budn ngdi ting 1én, c6 thé 13 tic dung phu do diing ddng thdi véi cdc thude khac (vi du nhu
céc thudc chéng co cing).

Y dinh va hanh vi ty sdt: Y dinh va hanh vi ty st dd dugc bdo cdo & nhitng bénh nhéan dugce dicu
tri bling thuSc chdng dong kinh trong mot s& chi dinh. Mot nghién ciu ngdu nhién c6 doi ching
gia dugc vé thudc chdng ddng kinh ciing cho thdy nguy c¢d nh6 vé ¥ dinh va hanh vi ty t. Cd ché
clia nguy cd nay khong dugc biét dén va dif liéu c6 sin khong loai trit khd ning ting nguy cd
mic phdi § pregabalin.

Gidm chitc ndng duong tiéu héa dudi: C6 céc bdo cdo v€ suy gidm chic ning dudng tiéu hoa
dudi (vi du tdc rudt, liét rudt, tdo bon) khi pregabalin dugc ding chung véi cdc loai thudc c6 khd
ning giy tdo bon, nhu thudc gidm dau opioid. Khi pregabalin va opioids s& dudc sit dung két hdp,
cdc bién phdp ngdn ngita tdo bon ¢ thé dugc xem xét (dic biét § bénh nhin nif va ngudi gia).
Lam dung hay phu thudc thudc: Pregabalin chua duge xdc dinh la c6 tdc ddng trén cdc thu thé
lién quan dén cdc loai thudc bi lam dung hay khong. Pa c¢6 nhiing bdo cdo vé cédc trudng hgp
ding thubc sai va lam dung thudc sau khi luu hanh. Ciing nhu bat ky loai thudc tic dong trén hé
thin kinh trung wong (CNS) nio, can ddnh gid cdn than bénh nhin d€ tim hi€u vé tién sit lam
dung thuSc va quan sdt cdc ddu hiéu diing sai hay lam dung pregabalin trén bénh nhén (vi du:

biéu hién ting dung nap thudc, ting liéu thudc, hanh vi tim ki€m thudc).
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Bénh ndo: Céc trudng hgp bénh ndo da dugdc bido cdo, chi yé&u & nhitng bénh nhan mic cdc bénh
tiém 4n c6 thé gy ra bénh nio.

¥ Canh bdo té duge: Thudc c6 chita lactose monohydrate nén bénh nhan mic bénh di truyen
hi€m gip khong dung nap galactose, thi€u men lactase hoiic rdi loan hip thu glucose-galactose

khong nén st dung thude nay.

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

z

" Phu nit c6 thai: Chua c6 cac dit liéu ddy dd vé viéc ding pregabalin trén phu nit ¢6 thai. Cic

nghién cttu trén dong vat dd cho thdy tic dung gdy ddc trén khd niang sinh san. Chua biét 16 vé
nguy cd co thé x4y ra trén ngudi. Do véy, khdng nén ding pregabalin khi dang mang thai trir khi
16i ich mang lai cho ngudi me vugt trdi so vdi nguy cd c6 thé x4y ra cho thai nhi. Nén st dung
céc bién phép trdnh thai hiu qui cho phu nit dang trong do tudi sinh dé.

Phy nit cho con bu: Pregabalin dugc bai tiét qua sita & phu nit cho con bu. Tinh an toan clia
pregabalin & tré nhd chua dudc bi&t. Khi quyét dinh nén ngung nudi con bing sita me hay ngung
didu tri biing pregabalin thi can cin nhic giita 1¢i ich cda viéc nudi con bing sita me dsi véi tré
va 19i ich khi diéu trj biing thudc nay d6i véi ngudi me.

Kha ndng sinh sdn: Khong cé dif liéu vé anh hudng ctda thudc 1én kha ning sinh sdn & ngudi.

8. ANH HUGNG PEN KHA NANG LAI XE, VAN HANH MAY MOC

Pregabalin c6 thé gdy chéng mit hodc budn ngl nén cé thé dnh hudng téi kha ning ldi xe hodc
vAn hanh mdy méc. Do vy, bénh nhén dugc khuyén khong nén 14i xe, vin hanh mdy phtc tap
hoic tham gia cdc hoat dong mao hiém khdc cho dén khi xdc dinh dugc thudc cé 4nh hudng dén

viéc thuc hién cdc hoat dong nay hay khong.

9. TUGNG TAC, TUONG KY CUA THUOC:

Do pregabalin dudc thdi triY chi y&u qua nudc ti€u & dang chua chuyén héa, lugng thudc chuyén
héa khong ddng ké (< 2% cta liéu dung dugc tim thdy trong nudc tiéu & dang da chuyén hoa),
khong te ché chuyén héa thudc in vitro, va khong gin véi protein huyét tuong, pregabalin khong
tao ra tudng tdc, hodc bi tuong tdc dudc dong hoc.

Trong cdc nghién ctu in vivo, khdng quan sét thdy tudng tdc dugc dong hoc lam sang gilta
pregabalin véi phenytoin, carbamazepin, acid valproic, lamotrigin, gabapentin, lorazepam.

oxycodon hodc ethanol. Phan tich duge dong hoc trén ting nhém d6i tugng di chi ra ridng cic
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thudc diéu tri tiu dudng diing dudng udng, cdc thude 1di tiéu, insulin, phenobarbital, tiagabin va
topiramat, khéng c6 4nh hudng 1am sang déng k€ nao dén tdc do thanh thai pregabalin.

Ding ddng thdi pregabalin véi cdc thudc trdnh thai dudng udng norethisteron va/hodc ethinyl
estradiol khong anh hudng dén sy 6n dinh vé dude dong hoc ctia ca 2 thudc.

Pregabalin c6 thé 4nh hudng tdi tic dung ctia ethanol va lorazepam. Trong cdc thit nghiém lam
sing ¢6 d6i chitng, ding nhiéu liéu pregabalin dudng udng két hgp véi oxycodon, lorazepam
hodc ethanol khong gy tic dong ldm sang quan trong nao d&n hoat dong hd hap. Sau khi luu

hanh thuSc, di cé cic bdo cdo vé suy ho hip va hén mé & bénh nhin ding pregabalin va cdc

thu6c dc ché than klnﬁfrung Edng*khach}ggabahnidudnz nh 1am ting thém}cﬁi lorannﬂ nhéin thic

va chifc ndng van dong t6ng thé gy ra bdi oxycodon.

Pi c6 cdc bdo cdo sau khi Ivu hanh vé cdc bi€n c& lién quan dén gidm chifc ning dudng tiéu héa
dudi (vi du: tdc rudt, list rudt giy tic nghén, tdo bén) khi diing pregabalin véi cdc thude ¢ khd
ning giy tdo bén, vi du nhu thude gidm dau nhém opioid.

Chua c6 nghién cttu cu thé nao vé tudng tdc dugc Iuc hoc dugc ti€n hanh trén ngudi tinh nguyén
cao tudi.

Do khéng ¢6 céc nghién citu vé tinh tuong ky cla thudc, khong tron 14n thude nay véi cdc thude
khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc téc dung khong mong mudn thudng gip nhét duge bdo cdo bao gém chéng mit va budn ngl.
C4c tdc dung khong mong mudn thudng & mic do nhe dén vita.

Céc tAn sudt dudc phin loai nhu sau: rt thudng gip (>1/10), thudng gip (=1/100 dén <1/10), it
giip (21/1000 d&n <1/100), hism gap (>1/10 000 dén <1/1000), rit hi€m gap (<1/10 000), khong

S tan suit.

Hé cd quan Tén suit Téc dung khong mong mudn
Nhiém triing va nhiém | ThuSng giap Viém miii hau.

ky sinh tring

RGi loan mdu va hé | ftgip Gidm bach ciu trung tinh

bach huyét
R&i loan hé mién dich | It gip Qud min
Hiém gip Phu, phén tng di @ng
R&i loan dinh dudng | Thudng gip Ting cdm gidc ngon miéng
va chuyén héa ft gap Chén in, ha dudng huyé&t
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R&i loan tAm than Thudng gip Hung cdm, lG 14n, cdu kinh, trdm cdm, réi loan dinh
huéng, mat ngli, gidm ham mudn tinh dyc.
ft gap Ao gidc, thao thic, bdn chdn, trdm cdm, hung cdm, tinh
khi that thudng mong mi, khé dién dat bing 18i ndi, ting
ham mudn tinh duc, mit kha ning dat cyc khodi.
Hiém gip MAit phén xa c6 diéu kién.
R&i loan hé thin kinh | R4t thudng | Chéng mit, budn ngl, dau dau
gap

| Thuong gap | Mt didu hoa

diéu ph&i bat thudng, run, loan vin ngdn,
mat tri nhd, suy gidm tri nhé, mat tdp trung, di cdm,

gidm cdm gidc, gidm dau, réi loan thing bing, ngl lim.

It gip Ngit, chifng giit cd, ting hoat dong tAm thdn van dong,
r6i loan van dong, chéng mit tu thé, run hitu ¥, rung gidt
nhén cau, r6i loan nhin thifc, r6i loan ngdn ngl, gidm
phén xa, tdng xic gidc, cdm gidc néng.

Hié€m gip Co giat, loan khttu gidc, gidm van dong co, mat vi gidc,
chiing khé viét.

R6i loan thi gidc Thudng gip Nhin md, song thi

it gap Mat thi gidc ngoai bién, réi loan thi luc, sung mat, gidm
thi lyc, dau mét, mdi mit, hoa mit, kho mit, ting chdy
nudc mit, kich ¢tng mit.

Hiém giip Gidm thi lyc, gidn ddng t&, ldc mit, 4nh nhin bi sdng.

R6i loan vé tai va tai | Thudng gip Mat thing bing
trong It gip Téng thinh Iuc
R6i loan vé tim it gap Nhip tim nhanh, block nhi that dd 1, nhip chdm xoang,

suy tim sung huyét.

Hiém gip

Kéo dai khoang QT, nhip nhanh xoang, loan nhip xoang

R6i loan mach ft gip Ha huyé&t 4p, ting huyét 4p, néng bing, dé bing, lanh
chén tay
R&i loan ho hap, nguc | It gip Khé thd, chdy mdu cam, ho, sung huyét miii, viém mai,
va trung that ngdy.
Hiém gip Phil phéi, tic nghén hong.

R&i loan hé tiéu hoa

No6n, budn non, tdo bén, tiéu chdy, day hdi, trudng bung,
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kho miéng
it gap Bénh trao nguge da diy thyc qudn, ting tiét nude bot
Hié€m gip Tran dich ming bung, viém tuy, sung 1udi, khé nuét
R&i loan da va md | ft gdp Moc n6t sin d3, ndi may day, todt md hoi, ngita
dudi da Hi€m gip Todt md hdi lanh, hoi ching Stevens Johnson.
R&i loan mo6 cd xuong | Thudng gédp Chudt rit, dau khdp, dau lung, dau chi, co thit c6 tf
va md lién két cung.
ft gip Sung céc khdp, dau cd, rung cd, dau cd. cifng cd. _
| viSmgip | Tiéucdvan
R&i loan than va tit | It gip Tiéu khong kiém sodt, bi tiéu
niéu Hiém gip Suy than, thiéu niéu, bi tiéu
R61 loan hé thong sinh | Thudng gip R6i loan cuong dudng
san va tuyén vi ft gip R&i loan chifc ning sinh duc, xuat tinh chdm, dau bung
kinh, dau vd
Hiém gip V6 kinh, chdy mdu vi, nd ngyc, vi to § nam gidi.
R6i loan todn thin va | Thudng gip Phil ngoai bién, phi, ddng di bat thudng, ngé, cdm thdy
tai chd bat thudng, mét moi
it gap Pht toan than, pht mit, tdc nguc, dau, nén, khdt nudc,
én lanh, suy nhudc
Xét nghiém Thudng gidp Tédng cin
ft gap Ting creatin phosphokinase huyét, ting ting glucose
huyét, gidm s6 lugng ti€u cdu, ting creatinin huy&t,
giam kali huyét, gidm cin
Hiém gip Giam s6 lugng t& bao bach cau

* Sau khi ngung diéu tri ngdn han hay lau dai véi pregabalin, céc triéu ching ngung thudc da

dugc quan sat & mot s& bénh nhan bao gém: mat ngd, dau dau, budn non, lo du, tiéu chdy, cim,

co gidt, lo Au, trAm cdm, ting than nhiét va chéng mat. Bénh nhan nén dwgc thong bdo vé cdc

triéu chiing nay khi bit ddu didu tri. Dif liéu cho thdy, khi ngung diéu tri l4u dai véi pregabalin,

céc triéu ching ngung thudc nghiém trong ¢6 th€ lién quan dén liéu dung.

11. QUA LIEU VA CACH XU TRi
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Triéu ching: Sau khi luu hanh thudc, cdc tdc dung phu phd bi€n nhat duge bdo cdo khi dung qud
lidu pregabalin bao gdm r6i loan cdm xic, budn ngd, tinh trang 1d 14n, trdm cdm, lo au, va bon
chon.

Diéu tri: Didu tri qud lidu pregabalin bao gém céc bién phdp hd trd tdng quat va cé thé bao gdm

ca thAm tdch mau néu can thiét.

12. THONG TIN VE DUGC LY, LAM SANG:
a. Pic tinh dugc luc hoc:

~ Nhém dugc Iy: chdng dong kinh, ma ATC: NO3AX16

Hoat chit chinh, pregabalin, 1a mot chét tuong tu nhv acid gamma-aminobutyric (GABA) (acid
(S)-3-(aminomethyl-5-methylhexanoic).

Co ché hoat dong:

Pregabalin gdn véi 1 ti€u don vi phu (-0 protein) clia kénh calci cOng dién thé trong hé thong
thin kinh trung wong.

Bling chiing tif m6 hinh dong vét 6 tSn thudng thin kinh chi ra ring pregabalin gidm gidi phong
chit din truyén thin kinh cdm thy dau phu thudc vao canxi & tily song, c6 thé thong qua sy ngin
cdn van chuyén canxi va/hodc gidm dong canxi. Bing ching tit cdc md hinh dong vat khdc co
t8n thuong than kinh cho thdy hoat tinh gidm dau ctia pregabalin ciing c6 thé gidn ti€p qua cic
twong tdc véi cdc con dudng phé giao cam va serotonin.

b. Pic tinh dugc dong hoc:

Dugc dong hoc &n dinh clia pregabalin 13 giéng nhau trén nhitng ngudi tinh nguyén khée manh,
cdc bénh nhan dong kinh dang duing thudc chdng dong kinh va cdc bénh nhan dau man tinh.

Hdp thu: Pregabalin dugc hdp thu nhanh khi ung lic d6i, ndng do dinh trong huyét tuong dat
duge sau 1 gid trong ci ché€ dd ding don liéu va da li€u. Sinh khd dung dudng udng clia
pregabalin khodng > 90% va khong phu thudc vao liéu ding. Khi st dung nhic lai, tinh trang 6n
dinh dat dudc trong khodng 24 - 48 gid. Ty 1€ hdp thu cla pregabalin gidm khi diing cling thic dn
din d€n Cpax gidm khodng 25 - 30% va tmax bi chdm khodng 2,5 gid. Tuy nhién, ding pregabalin
cling vdi thitc dn khong c6 dnh hudng 1am sang ddng ké nao dén mic d6 hap thu pregabalin.
Phén bo: Trong céc nghién citu tién 1am sang, pregabalin dé dang di qua hang rao mdu nio &
chudt nhit, chudt cdng va khi. Pregabalin qua dugc nhau thai ¢ chudt cdng va xudt hién trong
stta chudt, ¢ ngudi, thé tich phan bd biu ki€n cda pregabalin sau khi diing dudng uéng la

khodng 0,56 L/kg. Pregabalin khong gdn véi protein huyét tuong.
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Chuyén héa: Pregabalin dugc chuyén héa khong ddng k€ trong cd thé ngudi. Sau khi ding
pregabalin c¢6 ddnh dau phéng xa, khodng 98% hoat tinh phéng xa dugc tim thdy trong nudc ti€u
12 cla pregabalin & dang chua chuyén héa. Din xuat N-methylat clia pregabalin, chit chuyén
héa chinh ciia pregabalin dugc tim thdy trong nudc tiéu, chi€m khodng 0,9% liéu dung.

Thdi trir: Pregabalin dugc thai trit khéi hé tudn hodn chii y&u do bai tiét qua thin dudi dang
khong chuyén héa. Thai gian bén théi trung binh ctda pregabalin 1a 6,3 gid. T6c do thanh thai
pregabalin huyét tuong va tdc do thanh thi than ty 18 thudn véi t6c do thanh thi creatinin. Can

phai diéu chinh liéu cho cdc bénh nhén suy than hodc phdi thdm tdch mau.

“Tuyén tinh/khéng tuyén_tinh: Dugc dong hoc clia pregabalin 13 tuyén tinh tr_owng_khozmg liéu

khuy&n cdo hang ngay. D6 bién thién duge dong hoc gifta cdc déi tugng clia pregabalin 1a thap
(< 20%). C4c dic tinh dude dong hoc cda ché do da liéu c6 thé dy dodn dudgc tir cdc dit lidu cla
lidu don. Vi vAy khong cin thiét phai kiém tra dinh ky nong do pregabalin trong huyét twdng.
Duge dong hoc ¢ nhitng nhém bénh nhin dic bi¢t

Gidi tinh: Céc thit nghiém l1am sing di cho thdy gidi tinh khong cé dnh hudng 14m sang ddng ké

nao dén ndng d6 clia pregabalin trong huyé&t twdng.

Suy than: T6c do thanh thai pregabalin ty 1& thudn véi t8c do thanh thdi creatinin. Thém vao dg,
pregabalin dugc loai bd hiéu quéa khéi huyét tucng qua thAm tdch mau (sau 4 gid thim tidch mau
ndng d6 clia pregabalin trong huyét twong gidm khodng 50%). Bdi vi thdi trir qua thin 1a dudng
thai trit chinh, cin phéi gidm liéu cho bénh nhan suy thén va ding liéu bd sung cho bénh nhin
thdm tdch mau.

Suy gan: Chua cé nghién cttu duge dong hoc cu thé nao dugc ti€n hanh trén bénh nhan suy gan.
Vi pregabalin dugc chuyén héa khong dang ké va thdi trit chd y€u qua nudc tiéu dudi dang
khong chuyén héa, bénh nhin suy gan dy kién s& khong c6 thay di ddng k€ vé ndng do cta
pregabalin trong huyé&t tudng.

Nguoi cao tudi (trén 65 tudi): Toc do thanh théi pregabalin ¢6 xu hudng gidm khi tudi cao. Miic
gidm clia téc dd thanh thai pregabalin theo dudng udng théng nhdt vdi muc gidm cda toc do
thanh thai creatinin khi tudi cao. C6 thé cin gidm liéu pregabalin cho cdc bénh nhén tén thudng
chtic ning thin do tudi cao.

Phu nit cho con bii: Dugc ddong hoc ctia liéu pregabalin 150mg dung 12 gid/lan (liéu 300mg hang
ngiy) di dudc khdo sdt & 10 phu nit dang c6 ti€t sita, cdc phu nit ndy dang & giai doan sau khi
sinh t6i thi€u 13 12 tudn. Sy tiét sita it 4nh hudng hodc khong c¢6 dnh hudng dén dudge dong hoc
clia pregabalin. Pregabalin dugc ti€t vao sita véi nong do on dinh trung binh vao khodng 76% so

v6i ndng do thudc trong huyét twong clia me. Liéu pregabalin trung binh tir sita me ma tré nhin
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hang ngay (gid st lugng sita tiéu thu trung binh 12 150mL/kg/ngay) 1a 0,31mg/kg/ngay, liéu nay
tinh theo mg/kg s€ 1a khodng 7% so véi liéu clia ngudi me.

14. QUY CACH PONG GOI:

Hop 3 vi x 10 vién nang cting, Hop 10 vi x 10 vién nang cting, Chai 200 vién nang cing.

15. PIEU KIEN BAO QUAN:
Trong bao bi kin, ndi kho rdo, trdnh dnh sang d nhiét do khong qua 300C

16. HAN DUNG CUA THUOC:
36 thang k€ tit ngay san xuat.

17. TIEU CHUAN CHAT LUGNG CUA THUOC
Tiéu chufn o s (TCCS)

18. TEN, PTIA CHI CUA CG SG SAN XUAT:
CONG TY CO PHAN DUGC PHAM KHANH HOA
bia chi: Pudng 2 thing 4, Khém Péng Bic, phudng Vinh Hoa, thinh ph6 Nha Trang, tinh Khanh Hoa

Nha Trang, ngay IH thang Oé nim 2019




