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3 x 10 Capsules

Rx-Prescription drug

ESTIBALIN 75mg

Pregabalin 75mg Capsules

Code No.: TNOO0D4555

Batch No./ LSX:
Mfg. Date/ NSX:
Exp. Date/ HD:
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ESTIBALIN 75mg

Vién nang cirng Pregabalin 75mg

( ~ Each hard gelatin capsule contains: Pregabalin 75mg,

XY

Dosage administration & indication: please refer to the pa ckage insert.
Storage: below 30°C, protect from moisture,
Specification: In-house

Read the package insert carefully before use.
KEEP QUT OF REACH OF CHILDREN.

Manufactured in India by/ San xuat tai An B bbi:
- SunGlow Lifescience Private Limited
. S5.No.208/1A, 208/2A1B, 220/38, Nelvoy-
- Thirumukkoodal Road, Kattankulam Village,
Uthiramerur Taluk, Kancheepuram Dist,
Pin — 631 606, Tamil Nadu, India
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M3i vién nang ctmg chira Pregabalin 76mg.
Chi dinh, Chong chi dinh, Liéu ding,
Cach dl.,ll'ig va cac thé{'l_g tin khac: Hép 3vix 10 vién nang cﬁ'ng
xem trong 1& hwdng dan st dung. Tiéu chudn: TCCS
Bao quan dwéi 30°C, trénh am. )
: - Visa no./ SPK:
Deé xa tam tay cia tré em. Importer/ DNNK:
Boc ky hwéng dan st dung trwde khi ding.
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alin 75mg Capsules

Dosage : As directed by the physician
Storage : Store below 30°C, protect from moisture,
Kezp all medicines cut of reach of children.

N Manufactured in India by:

SunGlow Lifescience Private Limited,
S.Mo.208/1A, 208/2A18, 220/3B, Nelvoy-
Thirumukkoodal Road, Kattankulam Village,
Uthiramerur Taluk, Kancheepuram Dist,
Pin = 631 608, Tamil Madu, India

ch hard gelalin capsule contains: Pregabalin 75mg.

Code No.: TNOD004555

Batch No:

Exp. Date:




o don thudc
ESTIBALIN 75SMG
ESTIBALIN 150MG

Thong bao ngay c!m bac sy hodc dwoc st nkung tée dung khong mong muon gip phii khi siv
dung th udc.

THANH PHAN CONG THUC THUOC

ESTIBALIN 75MG

Thanh phin dugc chét: Pregabalin 75 mg

Thanh phén t4 dugc: Mannitol, Pregelatinized starch, Talc, Vo nang cling gelatin rong size 1 (mau
vang/mau vang)

ESTIBALIN 150MG

Thanh ph?m dugc chat: Pregabalin 150 mg

Thanh phan t4 duge: Mannitol, Pregelatinized starch, Tale, VO nang ctng gelatin rdng size 1 (mau
xanh duong/méu tring)

g

DANG BAO CHE
ESTIBALIN 75SMG
Vién nang clmg gelatin, size 1, mau vang/mau vang, ¢d chira bt cOm mau trang.

ESTIBALIN 150MG
Vién nang cung gelatin, size 1, mau xanh duong/mau trang, co chira bot cOm mau trang.

CHI PINH
Dau thin kinh
Pregabalin duge chi dinh trong diéu tri dau than kinh & ngudi 16n.
Dong kinh
Pregabalin duge chi dinh diéu tri hd trg ddng kinh cuc bg, cé hodc khong kém theo ding kinh toén
thé thi phat & ngudi 16n.
s R&i loan lo 4u lan toéa
Pregabalin dugc chi dinh didu tri rbi loan lo Au lan tda (Generalized Anxiety Disorder - GAD) &
nguoi lon.
Dau co xo hoa
Pregabalin duge chi djnh dé diéu trj ching dau co xo héa (fibromyalgia).

LIEU DUNG VA CACH DUNG

Khoang liéu dimg tir 150 mg dén 600 mg mdi ngay dugc chia thanh 2-3 1an.

Pregabalin c6 thé udng cung thirc 4n hoic khong.

Dau than kinh

Didu tri voi pregabalin c6 thé bat diu véi lidu 150 mg mdi ngay. Ty theo d4p Umg va kha ning
dung nap ctia ting bénh nhén, liu ding c6 thé ting 1én 300 mg/ngay sau khoang thdi gian 3-7 ngay,
va néu cin, c6 thé tang dén lidu t8i da 600 mg/ngay sau khoang 7 ngay diéu tri thém.

Dau co xo hoa

Liéu thong thuong véi hdu hét bénh nhan 13 tir 300mg dén 450mg/ngdy duge chia 1am 2 1An. Mot
s& bénh nhan 6 thé dat hi¢u qua didu trj t5t hon voi lidu 600mg/ngay. Nén khoi diu véi lidu 75mg,
2 lan/ngay (tic 150 mg/ ngdy) va co thé ting 1&n dén 150 mg, 2 1an/ngay (tire 300 mg/ngay) trong

1/12



atging Tah lidu 225 mg, 2 l14n/ngay (tirc 450 mg/ngay). Néu cin thiét, & mét sb
\dh, ¥ va kha niing dung nap ciia ting bénh nhin, ¢6 thé ting 1én mirc lidu t6i

da 1a 600\#1g/ngdy saxiHia diéu tri thém.

Péng kmh

C6 thé bt diu diéu tri bing pregabalin v&i lidu 150mg m3i ngay. Ty theo dép Gng va kha ning

dung nap ctia timg bénh nhén, liéu ding c6 thé tang 1én 300 mg/ngay sau 1 tudn. C6 thé ting dén

liéu tdi da 600 mg/ngay sau 1 tuan didu tri thém.

Rdf loan lo du lan téa

Khoang lidu dung tir 150 mg - 600 mg mdi ngay dugce chia thanh hai hogc ba lan. Cin thuong xuyén

danh gla 1@1 nhu cdu diéu tri.

C6 thé bit du didu tri bing pregabalin véi lidu 150 mg/ngay. Dua trén dap tmg va kba ning dung

nap clia timg bénh nhdn, c6 thé ting liéu t&i 300 mg/ngdy sau 1 tudn didu tri. Sau khi diéu tri thém

1 tudin liéu ding c6 thé tang t6i 450 mg/ngay. C6 thé ting dén lidu tdi da 600 mg/ ngay sau 1 tudn

diéu tri thém

Ngung sir dung pregabalin
Néu phai ngung ding pregabalin, cin giam lidu tir tir trong thoi gian t6i thiéu 1a 1 tuln.
Bénh nhan suy thin

Giam liéu trén céc bénh nhén tén thwong chirc ning thin phai tiy theo timg c4 nhan vA theo the do
thanh théi creatinin (CLer) (Xem phin Biic tinh dwpe dong hoc, Duge dpng hoc & nhitng nhém
bénh nhan dic bigt, Suy thin), dugc trinh bay trong bang 1, sir dung cong thire dudi day:
{140-tudi (nam)}x can ning (kg)
T2% creatmm huyét thanh (mg/dL)
Véi cac bénh nhén dang phai thim tach mau, lidu hang ngay cta pregabalm can duge didu chmh
tuy theo chire nﬁng thén. Bén canh liéu diing hang ngay, nén ding mét li¢u bd sung ngay sau mdi 4

gi¢r thdm téch mau (xem Béang 1)
Béng 1. Dicu chinh lid¢u pregabalin theo chirc ning thin

Cler (mL/phut)= x 0,85 d6i v&i bénh nhan nit

%La::lrl-l) {tll::}i f;;'lel;ltt)inin- Tdng liéu pregabalin hang ngay (mg/ngay)* Ché dd liéu
> 60 150 300 450 600 BID hodc TID
30-60 75 150 225 300 BID hoic TID
15-30 ’ 25-50 75 100-150 150 QD hozc BID
{15 25 25-50 50-75 75 QD

Lidu b tro sau khi th?im tdch méau (mg)**

Bénh nhéan ding lleu don 25 mg/ngay: dung thém mot lidu bo sung 25 mg hodc 50 mg
Bénh nhén ding lidu don 25-50 mg/ngay: ding thém mét lidu bd sung 50 mg hodc 75 mg
Bénh nhén ding lidu don 50-75 mg/ngay: dung thém mét lidu bd sung 75 mg hogic 100 mg
Bénh nhin ding liéu don 75 mg/ngay: ding thém mét lidu bd sung 100 mg hodc 150 mg

TID = Chia thanh 3 heu/ngéy
BID = Chia thanh 2 liéu/ngay.
QD = Liéu don/ngay.
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(my/ngay) can chia theo ché dé lidu néi trén dé cung cip mg/liéu.
A lidy be ung thém duy nhét
thdn suy gan

5 bénh nhan suy gan (xem phan Ddc tink dige dpng hoc, Dwge dong hoc
digmchéhleaihan dic biét, Suy gan).
Dimg thudc cho tré em va thiéu nién (12-17 tuéi)
Su an toan va hiéu qua cta pregabalin cho tré em dudi 12 tudi va thiéu nién chua duoc thiét lap.
Khéng nén ding thubc cho tré em (xem Phén Céc dit lidu an toan tién 1am sang).
Diing thudc cho ngueoi cao tudi (trén 65 tuoi)
Ngudi cao tudi cé thé cAn giam lidu pregabalin do chitc niing than suy giam (xem phéin Bdec tink
dwgc djng hoc, Dugc dpng hoc & nhitng nhém bénh nhin dic bigt, Ngwoi cao tudi (trén 65
tudiy).
Céch dung
Diing bing dudmg udng.
Pregabalin c¢é thé udng ctng hoiic khéng cing thire &n.

CHONG CHI DINH
Qué man cam v6i hoat chat hodc véi bat ky ta duge nio cb trong thanh phan ciia thude.

CANH BAO VA THAN TRONG KHI SU DUNG THUOC

Mot s6 bénh nhén d4i thdo dwdng bi ting cin khi ding pregabalin cé thé cin diu chinh viée diing
céc thube ha dudng huyét.

Sau khi luu hanh thudc, d4 c6 nhimg béo cdo vé& phéan ting qué min, bao gdm ca phi mach, cén
ngung st dung pregabalin ngay néu c6 tri¢u chimg pht mach, nhu phit mét, phit quanh miéng, hoc
phu duong hd hép trén.

Diéu tri bang pregabalin thwong xay ra chéng mit va budn nga, c6 thé ting nguy co xay ra céc tai
nan do chén thuong (ngd) & ngudi cao tudi. P4 cb céc bao cdo sau khi luu hanh thude vé mit y thire,
I 14n v sa sit tinh thin. Do vy, bénh nhén phai dugc chi din can than trong cho dén khi quen v6i
cac tac dung khong mong mubn c6 thé Xdy ra cua thube.

Sau khi Iuu hanh thude, @4 ¢6 bao cdo vé tinh trang m& mét nhét thoi va mot sb thay ddi khac vé thi
lyc trén bénh nhén diing pregabalin. Khi ngung diing thudc, céc triéu chiing vé thi luc nay c6 thé s&
hét hodc giam bét.

Chua c6 céc dit lidu diy da vé viéc ngung sir dung két hop pregabalin v6i céc thube chéng dong
kinh khac dé dat téi don tri liéu véi pregabalin, sau khi d4 kiém so4t dwgc con dong kinh véi didu
tri két hop.

Trong didu tri ngén han va dai han véi pregabalin, sau khi ngung thude, dﬁ quan sat théy hdi chimg
cai thude trén mot sé bénh nhan. Céc tic dung dugc nhéc dén gbm c6: mit ngi, dau diu, budn non,
lo ling, v md héi va tiéu chay.

Pregabalin chua duge xac dinh 13 ¢6 tdc dong trén céc thu thé lién quan dén céc loai thude bi lam
dung. D3 ¢é nhu’ng béo cdo vé céc trudng hf;p dung thude sai va lam dung thuoc sau khi hru hanh.
Ciing nhu bét ky loai thudc tac dong trén hé than kinh trung wong (CNS) nao, cin danh gi4 cin thin
bénh nhan v& tidn sir lam dyng thubc va quan sat cac ddu hiéu dung sai hay lam dung prcgabalm
trén bénh nhan (vi du: biéu hién ting dung nap thudc, ting lidu thubc, hanh vi tim kiém thudc).
Mac du anh hwéng cia viée ngimg thude trén suy thén c6 hdi phuc chua dwoc nghién ciru mét cach
c6 hé théng, di c6 bdo cdo ring chirc ning than dugc cai thién sau khi ngung hodc giam liéu
pregabalin.

Mic du chua xdc dmh dugc mdi quan hé nhan qua gitra v1¢c dung pregabalin va bénh suy tim sung
huyét nhung d& c6 mot s6 béo céo sau khi lwu hanh thudc vé bénh suy tim sung huyét & mot s6 bénh
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S/ CONG TY \
?rcgibail.mNTrp mdt sb thir nghi¢m nga.n han tren cac bénh nhan khong cd d4u hiéu
§ bt hodc mach ngoal vi, khéng c6 mbi lién hé 15 rang giira phu ngoai vi

R, HAGNAN thach/nhu ting huy'et é}) ho#c suy tim sung huyét. Do dir liéu trén céc bénh
nhén suy thisimg huygt tyAng con han ché, can thin trong khi ding pregabalin trén céc bénh nhin
nay (xem pham~Fac=dw 6ng mong muédn).

Khuyen cdo than trong kh1 ké don pregabalin ddng thoi véi cde thude nhém opioid do nguy co e
ché h¢ than kinh trung wong, Trong mot nghién cru quan sat trén nguoi dung opioid, nhitng bénh
nhén ding pregabalin ddng thdi véi mét thude nhém oipoid bi ting nguy co tir vong lién quan dén
opioid so véi nhitng bénh nhan chi ding opioid don ddc (ti 16 chénh 1&ch da diéu chinh [adjusted
odds ratio — aOR], 1,68 [CI 95%, 1,19 dén 2,36]).

Phu nir ¢ kha niing mang thai/Trénh thai

Str dung pregabalin trong ba thédng dau tién cta thai ky c6 thé gay ra cdc di tit bAm sinh nghiém
trong & thai nhi. Khong nén sir dung pregabalin trong thoi ky mang thai trir khi 1¢i ich cho ngudi
me cao hon 16 rang so véi nguy co tiém 4n cho thai nhi. Phu nit ¢ kha nang mang thai phai sir dung
bién phép tranh thai hidu qua trong qué trinh diéu tri (xem phén Sir dung thubc & phu nit cé thai
va cho con bu).

Ham luong natri

Pregabalin chira it hon 1 mmol natri (23 mg) mdi vién nang cimg. Bénh nhén c6 ché d6 #n it natri
c6 thé duge théng bao ring san phdm thude nay vé co ban 1 'khong chira natri'.

TUONG TAC, TUONG KY CUA THUOC

Do pregabalin duge thai trir chit yéu qua nudc tiéu & dang chua chuyén héa, lwgng thude chuyén
héa khong dang ké (< 2% cta liu diing dwoc tim thiy trong nude tidu & dang da chuyén héa), khong
tc ché chuyén hoéa thudc in vitro, va khong gin véi protein huyét twong, pregabalin khéng tao ra
tuong tac, hodc bi tuong tac duge ddng hoc

Trong cdc nghién ctu in vivo, khong quan sit thiy tuong tic duge dong hoc 1am sing gifta
pregabalin voi phenytoin, carbamazepin, acid valproic, lamotrigin, gabapentin, lorazepam,
oxycodon hodc ethanol. Phan tich dugc dgng hoc trén timg nhom ddi tuong da chira rﬁng céc thubc
diéu tri d4i thdo dudng ding dudng ubng, céc thude loi tidu, insulin, phenobarbital, tiagabin va
topiramat, khéng c6 anh huéng 1dm sang dang ké nao dén téc do thanh thai pregabalin.

Dung ddng thoi pregabalin véi céc thube tranh thai duémg ubng norethisteron va/hoic ethinyl
estradiol khong anh hudng dén sy 6n dinh vé duge dong hoc ciia ca 2 thude. Pregabalin ¢6 thé anh
huérng téi1 tac dung cua cthanol va lorazepam Trong céc thir nghiém 1am sang ¢ dbi ching, ding
nhiéu liéu pregabalin dudng uong két hop v6i oxycodon lorazepam, hogc ethanol khéng gﬁy tac
dong 14m sang quan trong nao dén hoat dong ho hap Pregabalin dudmg nhur 1am tang thém roi loan
nhén thic va chirc nang vén dong tong thé géy ra boi oxycodon

Sau khi luu hanh thubc, d3 ¢6 céc béo céo vé suy hd hép va hon mé & bénh nhan dung prcgabalm
va céc thudc trc ché thin kinh trung vong khéc. Da ¢ cdc bao cdo sau khi luu hanh vé cac bién cb
lién quan dén gidm chirc ning dl.mrng tiéu héa dudi (vi du: tiic rudt, liét ruot gy téc nghén, tio bon)
khi duing pregabalin véi céc thudc co kha ning gdy tdo bén, vi du nhu thube giam dau nhém opioid.

Chua co nghién ¢liu cu thé nao vé tuong téc duge luc hoe duge tién hanh trén ngudi tinh nguyén
cao tudi.

Tuwong ky: Khong ap dung.

SUDUNG THUOC O PHU NU' CO THAI VA CHO CON BU
Phu nit ¢6 thai

Cé it dit liéu v& viée ding pregabalin & phu nif ¢6 thai.
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thudng saw {05 itng phu nit mang thai phoi nhiém véi pregabalzn
Céc di tit bam sinh nghiém trong

Ti 18 Iuu hanh diéu chinh (adjusted prevalence ratio — aPR) va khoang tin cdy (confidence interval
— CI) 95% trong phan tich tdng hop tiéu chuin cho cac trudmg hop phoi nhidém véi pregabalin don
tri li¢u so v6i cde truong hop khéng phoi nhiém véi thude chéng ddng kinh trong ba thang du thai
ky 14 1,13 (0,96-1,33).

Céc két cuc khi sinh va két cuc phét trién thén kinh sau sinh

Khong c6 phét hién c6 ¥ nghla thdng ké néo cho tinh trang thai chét lwu, céin néing so sinh thip, sinh
non, tudi thai nho, diém s6 Apgar thip va tit dau nho.

O nhém dbi twong tré em phm nhiém trong tir eng, nghién ciru nay khéng cung cép biing ching vé
hién tugng ting nguy co bj rbi loan ting dong giam chu ¥ (Attention Deficit Hyperactivity Disorder
— ADHD), céc rdi loan phé tu ky (Autlsm Spectrum Dlsorder-ASD) va thiéu ning tri tué.

b Céc nghién ctru trén dng vat da cho thiy tic dung gay doc dén kha ning sinh san. Khéng nén ding
pregabalin khi dang mang thai trir khi loi ich cho ngudi me vugt trdi nguy co c6 thé xay ra cho thai
nhi. Phéi sir dung céc bién phép trénh thai hi¢u qua cho phy nit dang trong d8 tudi sinh dé.

Phu nit cho con bu

Pregabalin duge bai tiét vao sita & phy nit dang cho con bt (xem muc Dﬁc tinh dwoc dpng hoc). Do
tinh an toan cta pregabalm O tré so sinh chua duac biét, khéng khuyén c4o nudi con bing sira me
trong khi dang diéu tri bing pregabalm Khi quyét dinh nén ngimg nuéi con béing sita me hay ngimg
diéu trj bang pregabalin, nén can nhic loi ich clia viéc nudi con bing sita me cho tré va loi ich cla
viée diéu tri cho me.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Pregabalin c6 thé gy chéng mit hodc budn ngt va do vy c6 thé anh hudéng t6i kha nédng lai xe
hodc van hanh may méc. Bénh nhén duoe khuyen khong nén l4i xe, van hanh may phuc tap hodc
tham gia céc hoat @ng mao hiém khac cho dén khi biét duge thude ¢6 anh huong dén kha ning
thyc hién cac hoat dong nay khong.

TAC DUNG KHONG MONG MUON CUA THUOC

Chuong trinh thir nghi¢m ldm sang v6i pregabalin dugc tién hanh trén hon 12.000 bénh nhén ding
pregabalin, trong d6 trén 7 000 nguoi tham gxa thr nghiém mu 601 c6 ddi chimg voi glé duge. Céc
téc dung khéng mong mudn thuong gap nhit duoc béo cdo bao gbm chéng mit va budn ngu, Céc
tac dung khéng mong mudn th:.ro'ng & mitc d6 nhe dén vira. Trong tAt ca cc nghién ctu c6 dbi
chimg, ty 1¢ ngung ding thudc do gép tac dung khong mong mudn 1a 14% & céc bénh nhédn dung
pregabalin va 5% & cdc bénh nhén ding gid duge. Cac tic dyung k:hong mong mudn din dén viéc
ngung thudc nhidu nhat & nhom dung pregabalin 12 chéng mit va budn ngi.

Céc tac dung khong mong mubn lién quan dén didu tri duge chon loc qua phan tich gép tir dir liéu
cua cac cudc nghién ciru lam sang duge liét ké trong bang dudi day (Bang 2) theo phén loai hé théng
- ¢0 quan (System Organ Class - SOC). Tén suft ciia cic thuét ngit sau day duge dua vao cdce tac
dung khong mong mubn ctia thudc c6 tinh chit nhan qua thuan tay trong bd dit lidu thir nghlem lam
sang (rét thuong gip (>1/10), thudng gép (=1/100, <1/10), it gap (> 1/1000, < 1/100) va hiém gap
(< 1/1000)).

Céc tac dung khﬁng mong mubn cia thube liét ké trong bang c6 thé lién quan dén céc bénh tidm 4n
va/hogc céc thube phébi hop.
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g muon xiy ra trong thir nghiém lam sang

khong mong mudn

Nhiém khuén va Nhidm ky sinh tring

Thuong gip

Viém miii hong

R&i loan méu va hé bach huyét

ft gdp

Giam bach cau trung tinh

Réi loan dinh dudng va chuyén héa

Thudng gip Tang cam gidc ngon miéng
it gap Chén n, ha dudng huyét

A A gn ;-
RAGi loan vé tAm than

Hung cém, 1 lan, cau kinh, trim cam, r6i loan dinh hudéng, mat ngd, giam

Thuong gép ham muén tinh duc.

) Ao gidc, thao thirc, bon chon khi séic giam, khi séc tang, tinh khi that thuong,

It gé@p mong mi, khé dién dat bing 1oi noéi, ting ham muén tinh duc, méit kha nang
dat cue khodi.

Hiém giip Hoang loan, thiéu kiém ché, tho o.

Réi loan hé thén kinh

Rét thuong gap | Chéng miit, budn ngu
Mit didu hoa phéi hop bat thuong, run, loan vén ngon, mat tri nhd, suy gidm

Thudng gip tri nhé, méat tap trung, di cdm, giam cam gidc, giam dau, réi loan thang bing,
ngu lim.

) Ngit, ching gidt co, tang hoat ddng tAm than van dong, rdi loan vén dong,
It gap chéng mit tur thé, run hiru ¥ ¥, rung gidt nhin clu, rdi loan nhan thire, rdi loan
ngdn ng, giam phan xa, ting xdc gibe, cam gidc rat bong
Hiém gép Sting so, loan khiru gide, gidm van ddng co, mét vi giac, chimg khé viét

Réi loan vé mit
Thudng gip Nhin md, song thi
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¢ ngoai bién, rdi loan thj lyc, sung mit, giam thi trudmg, gidm thi
it, moi mét, hoa mét, kho mit, ting chay nude mét, kich {mg miit.

ong vé thi luc, thay dbi cam nhén v& d9 sdu ciia anh, gidn dbng t, l4c
miit, anh nhin bi sdng.

R&i loan vé tai va tai trong

Thudng gap Choéng mat

It gip Téang thinh lyc

Réi loan v& tim

ft gap Nhip tim nhanh, block nhi thét d6 1, nhip chim xoang

Hiém gip Nhip nhanh xoang, loan nhip xoang

Réi loan vé mach

it gap Ha huyét ép, tang huyét 4p, néng bimg, d6 bimg, lanh chén tay

Ri loan hd hip, nguc va trung thét

ft gap

Khé thd, chdy mau cam, ho, sung huyét miii, viém mili, ngdy

Hiém giip

Téc nghén hong, khd mili.

Réi loan dudng tiéu héa

Thudng gip Non, téo bén, ddy hoi, truéng bung, khd miéng
ft gap Trao nguoc da day thue quan, tang tiét nudce bot, giam xtic giac & miéng
Hiém gip Tran dich mang bung, viém tuy, khé nuét

Réi loan da va mé dudi da

ft gap

Moc nét sin do, ndi mé day, toat md hoi

Hiém gip

Toat md héi lanh

Réi loan v& hé co

xuong va mé lién két

Thudmg gap

Chudt rtt, dau khép, dau lung, dau chi, co thét co ¢b

Itgap

Sung céc khép, dau co, rung co, dau ¢, cimg co
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Hiém g%ﬁ KDIDC-TH&@&Y&E' *%]
A WAL
Réi1 AN L % s
C
1loan v P Su
it gap Tiéu khong kidm soét, bi tidu
Hiém giip Suy thén, thidu nidu

Réi loan vé tuyén vii va hé sinh san

It gap Réi loan cuong, r8i loan chie ning tinh dyc, chim phéng tinh, dau bung kinh

Hiém gip Dau vii, mit kinh, va tiét dich, to vi

Réi loan toan than va tai chd

. Phui ngoai vi, phit né, déng di bt thudng, ngd, cam giac say ruou, cim gidc
Thwromg gip bit thudng, mét moi
It gip Pht toan thén, tirc ngyc, dau, sbt, khat, lanh run, suy nhuogc
Xét nghiém

Thuong gép Téang can

Téng creatin phosphokinase huyét, tang alanin aminotransferase huyét, ting

it gap aspartat aminotransferase huyét, ting glucose huyét, giam s lugng tidu cAu,
gidm kali huyét, giam cn
Hiém gap Giam té bao bach cau, téng creatinin huyét.

Céc téc dung khéng mong mudn sau ddy duoc béo cdo trong qué trinh THEO DOI SAU KHI LUU
HANH:

R&i loan hé mién dich: ft gip: Qua min; Hiém gdp: phi mach, phan tmg dj tmg.

ROi loan h¢ than kinh: R4t thuomg gip: Pau diu; it gip: Bét tinh, sa stt tinh than

R&i loan vé& mét: Hiém giip: Viém gise mac?

Réi loan vé tim: Hiém gip: Suy tim sung huyét

R6i loan hé hip, nguc va trung thét: Hiém gap: Pha phéil

Réi loan hé tiéu hoa: Thuong giip: Budn ndn, tiéu chay; Hiém gap: Sung ludi

Réi logn da va mo duéi da: it giip: Sung mit, ngira

Ro6i loan v& than va tiét nidu: Hiém gap: Bi tidu

Réi loan tuyén vt va hé sinh san: Hiém gap: Vi to & nam?

R6i loan toan than va tai chd: It gap: Kho chiu

§ Tén sut xuét hi¢n ctia téc dung khdng mong mudn dugc wée tinh bing cé4ch sir dung “Quy tic 3”.
“Quy tdc 3”, con dugce goi 14 cong thic Hanley, duge sir dung d& w6 lugng gidi han trén cta khoang
tin clly 95% clia x4c sudt xay ra céc tic dung khéng mong mudn chua tung quan sét duoc trong céc
thir nghiém 14m sang. Quy tic ndy cho ring “Néu khéng c6 ai trong s6  bénh nhén ¢6 xdy ra bién
cb ma ching ta quan tim, thi ching ta c6 thé tin cdy 95% ring x4c sudt d& xay ra bién cb nay téi da
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ahifa 1a 3/n). N6i cach khéc gidi han trén cia khoang tin cdy 95% voi ty Ié
/ tid/nay cling duge khuyén nghi tai huéng din tém tit dic tinh san phdm
ang 9 nam 2009..

QUA LIEU VA CACH XU TRI

Trong trudng hop qué liéu nhung khong qué 15g, khong ¢6 tac dung khong mong mudn bit ngdr
nao dugc bao cao.

Sau khi luu hanh thude, céc tac dung phu phd bién nhit duge bao céo khi diing qua lidu pregabalin
bao gbm rdi loan cam xic, budn ngt, tinh trang 14 13n, trAm cam, lo Au, va bdn chén. Di c6 bdo céo
bj co giat.

Didu tri qud liéu pregabalin cAn bao gdm c4c bién phap hd tro tdng quét va c6 thé bao gdm ca thim
tach méu néu cén thiét (xem myc Liéu ding va Céch ding, Bing 1).

PAC TINH DUQC LUC HQC

Nhém duge ly: Thube chéng ddng kinh

Ma ATC: NO3AX16

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

Co ché tac dung

Pregabalin gin v6i 1 tiéu don vi phy ( a2- § protein) ctia kénh cbng dién thé calci trong hé thin kinh
trung uong.

Béng chimg tir cac md hinh dong vat b t6n thuong thin kinh cho thdy pre gabahn giam giai phong
chit dén truyén thin kinh cam thu dau phu thudc canxi & tiy sbng, c¢6 thé bing cach ngan can vén
chuyén canxi v/ hodc giam dong canxi. Bing ching tir cdc md hinh dong vét khdc bi tén thwong
than kinh cho thdy hoat tinh giim dau cia pregabahn cling c6 thé gian tiép qua tuong téc véi cac
dudmg thén kinh phé giao cam din truyén bing noradrenalin va serotonin.

Dit liéu tir cdc thir nghiém 14m sang

Pau than kinh

Hiéu qua ca thubc da duoc cho thiy trong cc nghién ctru v& bénh than kinh do dai théo dudng va
chtmg dau thin kinh sau zona. Hiéu qua cua thude chua duge nghién ciru trong cac mo hinh dau
thén kinh khéc.

Pregabalin da duge nghién ctru trong 9 nghlcn ciru 14m sang d6i chimg trong t01 da 13 tudn véi lidu
ding 2 1dn/ngay va t6i da 8 tulin véi lidu dung 3 lan/ngay. Nhin chung, céc sd lidu v& an toan va
hiéu qua cia phéc dd liéu 2 lAn/ngay va 3 lan’ngay la twong tu nhau.

Trong céc thir nghlém lam sang trong toi da 13 tudn, da quan sét thiy ¢o giam dau trong tun 1 va
duge duy tri trong subt thoi gian diéu tri.

Trong céc thir nghiém 1am sang ¢6 dbi chimg, 35% benh nhan duge diéu tri bing pregabalin va 18%
bénh nhin dung gia dquc; da dat mrc cai thién 50% vé diém dau. Vi bénh nhan khong bi budn ng,
mirc cdi thién vé diém dau d6 cling da duge quan sat & 33% bénh nhén diéu tri bﬁng pregabalin va
18% b¢nh nhén diing gia duge. Vi bgnh nhan bi budn ngu, ty 18 dap tng 12 48% déi véi pregabalin
va 16% d6i véi gia dugc.

Dau co xo héa

Don trj liéu bang pregabalin duge nghlén ctru trong 5 nghién ctru d6i chimg bang gld duge, trong
d6 ¢6 3 nghién ctru trong 12 tudn véi lidu ¢ dinh, mot nghlen ctru trong 7 tudn voi lidu b dinh va
mdt nghién ctru trong 6 thang dé danh gia hiéu qua lau dai. Pidu tri bing pregabalin trong At ca céc
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96 dinh trong 12 tuin, 40% bénh nhan dugc didu trj bing pregabalin
\ did 30% trd 1€n so vdi 28% bénh nhan dung gia dugc, 23% bénh nhan
Ehcu tri dat mir¢ Gathet diém dau tir 50% trds 18n so véi 15% bénh nhan dung gia duge.
Pregabalin dat diém thim dinh tong thé cao hon hin 50 voi gla dugc trong thang diém PGIC (Patient
Global Impression of Change cam gidc thay ddi tong thé ctia bénh nhén) tmng 3 nglruen cliru véi
liéu ¢6 dinh trong 12 tuln (41% bénh nhan ding pregabalin cam thiy d& hon rat nhleu hogc d& hon
nhigu so véi 29% bénh nhan dung gia dugc). Trong thang diém FIQ (Bang cau hoi vé tic dong trong
dau co xo hoa), pregabalin dat mic cdi thién c6 ¥ nghia thong ké v& miit chirc ning so voi gia dugce
trong 2 trén 3 nghién ctru véi lidu ¢d dinh dugc danh gia
Didu tri bing pregabalin cai thién dang ké chét lugng gidc ngh theo bao céo ctia bénh nhan trong 4
nghién clru v6i lidu cd dinh xdc dinh theo Thang dénh gi gidc ngii trong nghién ctru két qua y hoc
(MOS-SS). Thang dénh gi4 phy vé i loan gidc ngu, chi sé rbi loan gidc ngu tong thé MOS-SS va
nhat ky chat lwgng gidc ngti hang ngay.

Trong nghlen clru 6 thang, mirc ca1 t}u@n dau, diém dénh gia tong thé (PGIC), chirc niing (téng diém
FIQ) va glac ngu (Thang phu vé rbi loan gific ngi ctia MOS- -S8) dwgc duy tri & bénh nhén duoc
didu trj bing pregabalin véi thoi gian dai hon déng ké 50 vGi gia duqrc

Pregabalin 600 mg/ngdy cho miic cdi thién cao hon vé& chét lugng gidc ngii theo béo céo clia bénh
nhan so véi lidu 300mg va 450mg/ ngay; tac dung giam dau binh quan diém dénh gi4 tdng thé va
chi s6 FIQ 14 trong tu giita lidu 450mg va 600 mg/ ngdy, mic du lidu 600 mg/ ngay duge dung nap
kém hon.

Dong kinh

Pregabahn duqc nghién ctru trong 3 nghién ciru 14m sang co dm chimg trong thoi gian 12 tudn véi
liéu dung 2 lan/ ngay va 3 1an/ ngay. Nhin chung, c4c s6 liéu v& an toan va hiéu qué ctia cac ché do
lidu 2 14n/ ngay va 3 lan/ ngay 13 twong tur nhau.

Quan sat thdy tin sudt cdc con dong kinh ¢6 gidm trong tufin 1.

Réi loan lo Gu lan téa

Pregabalin d4 dugc nghién ciru trong 6 nghién ciru 1am sang c6 d6i cning trong thoi gian 4 dén 6
tudn, mét nghién ctru trén bénh nhén cao tudi trong thoi gian 8 tudn va mt nghién ctru ngan ngira
téi phat dai han v6i mot giai doan ngéin ngu'a tdi phat mu d6i trong thdi gian 6 thang,

Quan sét thdy c6 glz’-‘zm céc tridu ching rbi loan lo 4u lan téa theo Thang danh gié lo 4u Hamilton
(HAM-A) trong tuén 1.

Tmng cac thir nghiém 14m sang c6 dbi chimg (thoi gian 4-8 tudn), 52% bénh nhan duqc diéu tri
béng pregabalin vi 38% bénh nhan dung gid duge da dat mire cdi thién it nhat 1a 50% téng sb diém
theo thang HAM-A tir khi bt diu didu tri cho t6i khi két thic didu tri.

DAC TINH DUQC PONG HOC

Dugc dng hoc & trang thdi én dinh cta pregabalin 13 tuong tyr nhau & nhitng nguoi tinh nguyén
khée manh, cac bénh nhan dong kinh dang ding thudc chéng dong kinh, va céc bénh nhan dau man
tinh,

Hiép thu

Pregabalin dugc hap thu nhanh khi uéng lac @6i, ndng d6 dinh trong huyét twong dat duge sau 1 giéy
trong ca ché d6 ding don lidu va da lidu. Sinh kha dung dudng uong cla pregabalin khoang > 90%
va khéng phu thude vao lidu ding, Khi ding nhéc lai, tinh trang én dinh dat duoc trong vong 24
dén 48 gitr. Ty 18 hép thu ctia pregabalin giam khi ding cung thirc dn din dén Cpax giam khoang 25-
30% va tmax bi chim khoang 2,5 git. Tuy nhién, dung pregabalin cling véi thirc #n khong c6 anh
hudng lam sang déng ké nao dén murc do hdp thu pregabalin.
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ang cho thiy pregabalin di qua hang rio mau nio & chudt nhét, chudt cong
nhau thai & chugt cdng va xuét hién trong sita chudt. O ngudi, thé tich

Chuyén héa .
Pregabalin duge chuyén héa khéng dang ké trong co thé nguoi. Sau khi ding pregabalin ¢6 dénh
dAu phéng xa, khodng 98% hogt tinh phéng xa duge tim thiy trong nuée tidu 1a cla pregabalin &
dang chua chuyén héa. Dan xuét N-niethyl clia pregabalin, 12 chit chuyén héa chinh cuia pregabalin
dugc tim thdy trong nude tiéu, chiém khoang 0,9% lidu ding, Trong céc nghién ciru tién 14m sang,
khéng ¢6 déu hiéu nao v& su bién dbi pregabalin dang ddng phan S thanh dong phén R.

Thai trir

Pregabalin duge thai trir khoi h¢ tudn hoan chi yéu do bai tiét qua thin du6i dang khong chuyén
hoa.

Thoi gian ban thai trung binh ctia pregabalin 12 6,3 gi¢r. g thanh thai huyét twong va do thanh thai
than cta pregabalin ty 1€ thudn véi d6 thanh thai creatinin (xem muc Bic tinh duoc ddng hoe, Duoc
déng hoc & nhimg nhém bénh nhan dic biét, Suy than).

Cén didu chinh liéu cho bénh nhén bi suy chirc ning thén hogc dang thim tach méu (xem Muc Lidu
dung va cach dung, Bang 1).

Tuyén tinh/ Phi tuyén tinh

Duge dong hoc cia pregabalin la tuyén tinh trong khoéng liéu khuyén cdo hang ngay. P§ bién thién
dugc dong hoc gitta cée ddi tugng cla pregabalin 1a thap (<20%). Dugc dong hoc da lidu c6 thé du
dodn duge tir dit ligu cia liéu don. Do d6, khong cin kiém tra dinh ky ndng d6 pregabalin trong
huyét tuong.

Duge déng hoc & nhitng nhém bénh nhén dic biét

Gidi tinh ,

Céc thir nghiém lam sang cho thiy gi¢i tinh khong ¢6 anh huéng 1am sang déng ké nao dén ndng
d6 pregabalin trong huyét tuwong.

Suy thén

D§ thanh thai pregabalin ty 18 thuan véi db thanh thai creatinin. Ngoadi ra, pregabalin dugc loai bd
hiéu qua khoéi huyét tuong qua thdm tach mau (sau 4 gior didu tri thAm tach mau, ndng d pregabalin
trong huyét twong gidm khoing 50%). Vi théi trir qua than 12 duong thai trir chinh, cén giam lidu
cho b¢nh nhén suy thén va ding lidu bd sung sau khi thim tich méu (xem muyc Liéu dimg va cich
dung, Bing I).

Suy gan

Chura c6 nghién ctru duge dong hoc cu thé nao duge tién hanh trén bénh nhén suy chirc ning gan.
Vi pregabalin dugc chuyén héa khong déng ké va thai trir cha yéu qua nuée tiéu dudi dang thude
khéng dbi, bénh nhan suy chirc néing gan du kién s& khong c6 thay dbi dang ké vé néng do pregabalin
trong huyét tuong.

Ngudi cao tuéi (trén 65 rwfr:)

D¢ thanh thai pregabalin ¢6 xu hwéng gidm khi tudi cao. Mic giam d§ thanh thai pregabalin ding
qua dudng udng nhit quén v6i mire giam d6 thanh thi creatinin khi tudi cao. C6 thé cn giam liéu
pregabalin cho c4c bénh nhén tén thuong chite ning than do tudi cao (xem muc Liéu ditng va cdch
diing, Bing 1).

Phu nit cho con bu

Duge dng hoc ciia 150 mg pregabalin ding mdi 12 gi¢r (liéu hang ngay 300 mg) dugce danh gid &
10 phu ni¥ dang tiét sira duoc 5i thidu 12 tuin sau khi sinh. Sy tiét sita it anh hudng hodc khong anh
huéng dén duoc dong hoc cta pregabalin. Pregabalin tiét vao sita me voi néng do bn dinh trung
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g do trong huyét tuEmg ctia me. Lidu pregabalin uée tinh trung binh ma
¢ (gia sir lugng sita bé bu trung binh 13 150 mL/kg/ ngay) 1a 0,31
g/kg s& la khoang 7% liéu cua me.

ESTIBALIN 150MG: Hop 3 vi x 10 vién nang cting

BAO QUAN
Béo quéan & nhiét ¢ dudi 30°C, trdnh 4m.

TIEU CHUAN CHAT LUQNG: TCCS

HAN DUNG
24 thang ké tir ngdy san xuét.

— CO SO SAN XUAT-
San xudt tai An P§ bai:
SUNGLOW LIFESCIENCE PRIVATE LIMITED -
S.No.208/1A, 208/2A1B, 220/3B, Nelvoy-Thirumukkoodal Road, Kattankulam Village,
Uthiramerur Taluk, Kancheepuram Dist, Pin — 631 606, Tamil Nadu, India
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