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Lan daw: 2710312045

Manufactured by:
H arm HERA BIOPHARMACEUTICAL COMPANY Ul e
Henbmph Address: Lot A17, Tu Ha Industrial Zone, Tu Haj{vard, ; 5
Huong Tra Town, Thua Thien Hue Province, Viela 2l
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Thanh phin: Méi vién nang cting cb chira W A
GabAPENLIN..........omronrenerresses 300 mg 04/0 P
T4 duoc: vira da 01 vién. TRA - TW2A~
S

Lidu dung va cach dung: theo hwdng din cla bac sT
Chi dinh/ Than trong/ Chéng chi dinh va nhizng théng
tin khac: Xin xem ki t& huéng dén st dung.

Bao qudn: trong bao bi kin, noi kho réo, dudi 30°C.

Tiéu chudn: NSX

DE thudc xa tam tay tré em
~ Poc ki huéng dan sir dyng trwrére khi dung

Rx Thubc ban theo don

Hép 10 vi x 10 vién nang cing

San xuét tai:

. CONG TY TNHH SINH DUQT PHAM HERA
Herablopharmb Bia chi: L& A17, Khu Cong Nghiép Tir Ha, Thi
x& Huong Tra, Tinh Thiza Thign Hué, Viét Nam.

Gabapentin

juadeqen

Ul

Composition: Each hard capsule contains

Gabapentin ... 300 mg

Excipients: q.s.

Dosage and administration: as directed by the Physician
indications/ Contra-indications/ Cauti and other
information: Please read the package insert inside.
Storage: in a sealed packeage, at a dry place and below
30°C. -

Speéiﬁcations: Manufacturer’s.

Keep out of reach of the children
Read the leaflet carefully before using
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cho nguwoi bénh

HERAGABA
Vién nang citng Gabapentin 300 mg

--;% HERA_
NE 7R T
S I oc bdn theo don

Doc kj hwong dén sit dung truwéc khi ding

Dé xa tim tay tré em

Théng bdo ngay cho bdc st hodc dwgc st nhitng tic dung khong mong mudn gip

phai khi sir dung thuéc

THANH PHAN VA HAM LUQNG

MB&i vién nang cimg c6 chira:

Hoat chat:

Gabapentln ..................... 300 mg

Ta dwgc vira du: tinh bot bap, croscarmellose natri, lactose monohydrat 100, talc, nang
rdng s6 1 ndp vang dyc than vang duc (gelatin, titan dioxid, oxid sit vang, natri lauryl
sulfat). '

MO TA SAN PHAM

Vién nang cimg nip vang duc, thdn vang duc, nang s6 1, duge déng kin, khong mop
méo, bén trong chira bdt mau tring.

QUY CACH PONG GOI:

Hop chira 10 vi x 10 vién.

THUOC DUNG CHO BENH GI

Thudc Heragaba dugc st dung dé diéu tri:

- Céc dang dong kinh khéc nhau (céc con co git dugce gi6i han ban d4u trong mét phén
ndo bg, cho du céc con co gidt ¢o lan truyén dén cac bd phén khdc ctia ndo hay khong).

Béc si s& ké don cho ban d& didu tri bénh dong kinh khi diéu tri gan day khong kiém
soat ddy du tridu chimg cta ban. Ban nén dung Heragaba cung v6i céc diéu tri hién tai
néu khong c6 chi dinh khéc. Heragaba c6 thé dugc st dung didu tri riéng cho ngudi 16n
va tré em trén 12 tudi.

- Pau than kinh ngoai bién (dau lau dai do tén thuorng céc day than kinh). Mot loat cac
bénh khéc nhau c6 thé gy ra dau than kinh ngoai bién (chu yéu xay ra & chan va/hodc
canh tay), ching han nhu bénh tidu dudng, zona, cdm gidc dau c6 thé dwoc md ta nhu
néng, rat, dau nhoi, chudt rit, ngua ran, t€ va nhu kim tiém.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG

Thubc dugce dung duong ubng. Uong nguyén vién véi nhiéu nude.

Ludn dung thudc nay nhu sy chi din cla béc si hay dugc si. Kiém tra véi bac si hodc
duoc s néu ban khong chic chin. Bac si s& x4c dinh lidu thich hop véi ban.

Bénh dong kinh:

Nguoi I6m va thanh thiéu nién:

Bic si thuong xdy dung lifu dén dan. Liéu khoi dau thuong 1a 300 — 900 mg/ngay Sau
d6, c6 thé ting 1én theo huéng dan cta béc si, tdi da 16n dén 3600 mg mdi ngay va chia
thanh 3 lidu riéng biét.

Tré em trén 6 tudi:
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Viéc tinh ton lidu dua trén can ning. Viéc diéu trj s& bit diu véi mot lidu thdp va dugc
ting dén 1én trong khoang 3 ngay. Liéu thudng dung @& kiém so4t dong kinh 14 25-35
mg/kg/ngdy. Thudng dugce chia ra 1am 3 liéu trong 1 ngay.

Heragaba khong dugc khuyén céo ding cho tré nho duéi 6 tudi.

Dau than kinh ngoai bién:

Nguweoi lon:

Bic sT thuong xay dyng lifu ting dan. Lidu khéi dau thudng 1a 300 dén 900 mg/ngay.
Sau d6 c6 thé ting lidu theo huéng din clia bac si 1én t6i da 1a 3600 mg/ngay, lidu nay
nén dugc chla thanh 3 liéu trong 1 ngay.

Néu ban cé vin dé vé thin hodc dang thim phan mau:

Béc s ¢6 thé s& diéu chinh liéu néu ban ¢6 vin dé vé than hodc dang chay thin nhén
tao.

Bénh nhan cao tudi (trén 65 tuoz) (\S/Q\(‘;()‘
Nén dung liéu binh thudng néu khdng c6 van @ v& than. Néu ban cam thiy(tic duhg
cua Heragaba qua manh hodc qué yéu hly ndi chuyén véi béc st hodc dugc st cang sém
cang t6t.

Néu ban cam thiy hiéu qua ctia Heragaba qua manh hodc qua yéu, hily thong béo cho
béc st hogic duoc si cang sém cang tot.

KHI NAO KHONG NEN DUNG THUOC NAY

Khong dung Heragaba néu di ung voi gabapentin hoic bit ky thanh phén nio cla
thudc.

TAC DUNG KHONG MONG MUON

Gidng nhu nhiing thuéc khéc, thudc nay c6 thé gy ra cac tic dung phy, mic du khong
xay ra & tt ca moi ngudi.

Lién hé véi béc si ngay 1ap tirc néu ban giip phai céc triéu chimg bén dudi sau khi udng
thudc vi c6 thé xay ra nghiém trong:

- Céc phan ing & da nghiém trong yéu ciu phai theo dai | ngay lap tirc nhu sung moi hay
mit, phat ban da, méan dé va/hodc rung téc (ching c6 thé 1a triéu chimg ctia phan ung di
mg nghiém trong)

- Dau bung dai ding, cam thdy dau yéu vi ching c6 thé 12 triéu chimg ctia viém tuy cip
(mot tuyén tuy bi viém)

- Heragaba c6 thé gay ra mot phan tng di umg nghiém trong ho#c de doa dén tinh mang,
¢6 thé anh hudng dén da hodic cdc bd phén khac cua co thé nhu gan hay té bao mau.
Ban c6 thé c6 hodc khong bi phat ban khi gdp phdi céc loai phan tmg. N6 ¢6 thé lam
ban nhép vién hodc ngung dung thuoc Hay bao ngay cho béc s néu ban gap phai cac
triéu chimg sau day: phat ban da, ndi mé day, sdt, hach 'sung ma khong mét di, sung
moi va ludi, vang da hodc long tring ctia mét, bim tim bét thudng hoic chdy mau, mét
moi, dau co, nhiém tring thuong xuyén.

Nhitng triéu chung nay c thé 1a dau hiéu d4u tién cta phén ng nghiém trong. Bac st
nén kiém tra dé quyet dinh ban ¢4 tiép tuc ding Heragaba hay khong

: Neu ban dang thdm phén mau, hay cho bac st biét néu co bip dau hoic yéu.

Rit thuo'ng xuyén (co thé anh hwong hon 1 trong 10 nguoi)

- Nhiém vi rtit

- Cam thay budn ngu chéng mit, thiéu su phdi hop

- Cam thdy mét mai, sot

Thuwong xuyén (co thé anh hwéng dén 1 trong 10 nguoi)
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- Bénh viém phdi, nhiém tring duong h6 hép, nhiém tring dudng tiét niéu, viém tai
hodc cac nhiém trung khéac
-S6 luong té bao méu tring thip
- Biéng 4n, tang sy thém &n
- Ttrc gién, nhdm I4n, thay ddi tam trang, trAm cam, lo 4u, cing thing, khé khin véi
vi€c suy nghi.
- Co giat, kh6 khin véi néi, mét tri nhé, run, khé ngy, nhie d4u, da nhay cam, glam
cam giéc (t€), kho khan trong phéi hop, mét chuyén dong bat thudng, ting hodc gidm
phan xa bit thuong
- Kh6 tho, viém phé quan, viém hong, ho, kh6 mili
- Né6n, budn nén, C4c van dé vé riang, nuéu bi viém, tiéu chiy, dau bung, khé tiéu, téo
bén, kh6 miéng va cd hong, day hoi
- Mt sung, vét bdm tim, n6i man, nglra, muyn trimg ca
- Pau khép, dau co, dau lung, co giét :
- Khé khén véi cuong cing (liét duong) géy/ H
- Sung & chén va tay, kho di lai, suy nhuoc, dau, cam gidc khong khoe giéng nhur ciim
- Gidm c4c t& bao mau tring, ting trong lugng
- Chén thuong do tai nan, gily xuong
Ngoai ra, trong céc nghién ctru 1dm sang & tré em, hanh vi hung hing dugc bao céo
thuong xuyén
It gap (c6 thé anh huéng dén 1 trong 100 nguoi)
- Phan ung di g nhu phat ban
- Giam chuyén dong
- Tang nhip tim
- Sung ¢4 thé xay ra & mit, than va chan tay
- Két qua xét nghiém mau bat thudng cho thdy cac vén dé vé gan
- Suy tAm thin
- Nga
- Téng ndng do glucose méau (thuong thdy & bénh nhan d4i thdo dudng)
Htem gdp (c6 thé anh huing dén 1 trong 1000 nguoi)
- Bét tinh
- Giam lugng duong trong mau (thuong thiy & bénh nhan déi thdo dudng)
Sau khi luu hanh trén thi truong, cdc tdc dung khong mong muon dwoc bdo cdo nhu
sau:
- Giam tidu cau
- Ao glac
- Céc vAn d& v& chuyén dong bit thudng nhu viét, chuyén dong gidt va cimg khop
-U tai
- M6t nhom céc te dung phu bao gdm sung hach bach huyét, s6t, phat ban va viém gan
xdy ra cung nhau
- Vang da va mat (bénh vang da), viém gan
- Suy thén, tiéu khong ty chu
- Tang cudng cac mo vy, vu to
- Céc tac dung phu sau khi ngimg dung gabapentin dot ngot (lo au, khé ngl, cam gidc
5m, dau, ra md hoi), dau nguc
-Pha huy C4c soi co van
- Thay dbi két qua xét nghiém méu (ting creatin phosphokinase)
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-Co van dé vé chitc ning hoat dong tinh duc

- Nong d4 natri trong mau thép

NEN TRANH DUNG NHUNG THUOC HOAC THU'C PHAM GI KHI PANG SU

DUNG THUOC NAY

Hay néi v6i béac st hodc dugc st néu ban dang udng, da udng thoi gian gan day hodc s&

uong bat ky loai thudc nao. Pic biét, thong bdo cho béc s (hodc duge sT) néu ban dang

udng hogc gan day dung thudc chong co giat, rdi loan gidc ngy, trAm cam , lo ling hodc

bt ky van dé thin kinh hogc tim thin khic.

- Thudc chira opioid nhu morphin

Néu ban dang udng céc thudc chira opioid (nhu morphin), hdy thong béo véi béc st

hodc dwoc si vi cac thude nhém opioid ¢6 thé lam tang hi€u quéa cua Heragaba. Ngoai

ra, két hop Heragaba véi cae thude nhém opioid c6 thé gay ra céc tridu chimg nhu budn

ngu va/hogce gidm nhip tho.

- Thubc khéng acid dleu tri chimg kho tiéu (3/ H

Néu thudc Heragaba udng cung 14n voi thude khang acid chira nhom va magié; su hap

thyu gabapentin tir da day c6 thé giam. Vi vdy, khuyén cdo ubng Heragaba trudc 2 gits

khi ubng thubc khang acid.

- Heragaba khong c6 tuong téc véi cac thuoc chdng dong kinh khac va thudc tranh thai.

- Heragaba c6 thé anh hudng den mdt s6 xét nghiém trong phong thi nghiém, néu ban

duge yéu ciu xét nghiém nuéc tiéu hay cho béc sT hogic bénh vién biét ban dang dung

thudc Heragaba.

Heragaba ¢6 thé udng cing hoic khong cung véi thie an.

CAN LAM GIi KHI MQT LAN QUEN KHONG DUNG THUOC

Néu ban quén mot lan khong dung thudc, hay uong ngay khi ban nh¢ ra néu chua dén

thoi gian uong lidu tiép theo. Khong ting liéu gap d6i dé bu lidu da quén.

CAN BAO QUAN THUOC NAY NHU THE NAO

Thudc duge bao quan trong bao bi kin, noi khé réo, dudi 30°C

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU

Khi dung thuoc qué lidu khuyén céo c6 thé lam téng céc tac dung khdéng mong mudn

bao gdm mit y thirc, chéng mat, nhin déi, néi lip, buon ngu va tiéu chdy. Hay thong

bdo ngay voi béc si hoic dén trung tdm y - té gan nhét néu ban uong qua lidu béc si ké

don. Mang theo thudc hoic bao bi dé c6 thé d& dang biét ban da uong thubc gi.

CAN LAM GI KHI DUN G THUOC QUA LIEU KHUYEN CAO

Khi uong thubc qué liéu khuyén cdo hay thong bao cho béc st hodc dén trung tam y t
gin nhét. Hay mang theo vo hop va nhan dé bac si biét ban da uong thubc gi.

NHUNG PIEU CAN THAN TRONG KHI DUN G THUOC NAY

Théng bdo cho bdc si hodc duwgc st trudc khi uong Heragaba

- Neu ban c6 vin d& vé than, béc si s& diéu chinh liéu phu hop.

- Néu ban dang thdm phan mau (@8 loai bo chét doc trong mau), bao cho béc si néu ban

c6 hién tugng dau co hay yéu co

- Néu ban cd d4u hiéu dau bung dai ding, cim thiy budn ndn cé thé 14 tridu chimg cla

viém tuy cép tinh

-Co tlen stir lam dung hay phu thuge thuoc

- Mot sb it trudng hop diéu trj bing thudc chéng dong kinh nhu gabapentin da c6 suy

nghf ty lam tdn thuong hay y nghi ty tir, hiy lién hé véi bac sT ngay lap tac néu ban c6

bat ky suy nghi nao nhu vay.

Thong tin quan trong vé cdc phan iing nghiém trong
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Mot sb it ngudi uong Gabapentin c6 phan Ung di tng hodc phén ng da _nghiém trong,
né c6 thé phét trién thanh C4C van & nghiém trong néu khong duge didu tri. Ban can
theo ddi céc tridu ching khi ubng Heragaba

Can phai thong béo cho béc st ngay lap tirc néu ban gip phai bat ky céc triéu chimg sau
day khi uéng thudc: yéu co, nhay cam, dau va dic biét néu cung mdt lic ban cam thdy
khong khoe hodc c6 nhiét do cao, né co thé gay ra boi mot vén dé bt thudng & co ¢
thé de doa t1nh mang va c4c van dé vé than. Ban ciing c6 thé gip phai hién tugng ddi
mau nude tidu hodc bét thuong trong két qua xét nghiém mau (déc biét ting enzym
creatin phosphokinase).

Phy nit 6 thai, cho con bi va khé néng sinh sin

Néu ban c6 thai hodic dang cho con b, hodc ¢6 y dinh c6 thai hay c6 em bé, hdy hoi 161
khuyén clia béc st hoic dugc s trude khi udng thude. '
Phuy nit co thai: Hé
Heragaba khong nén dung cho phu nit dang mang thai, trir khi ban dugc chi dinh’bdi
béc si. Nén st dung bién phdp trénh thai hi¢u qua.

Hién van chua c6 nghién ctru nao thyc hién sir dung gabapentin ¢ phu nit ¢6 thai, nhung
nhitng thuoc diéu trj chdng dong kinh khac da duge bao cdo tdng nguy co ¢6 hai cho sy
phat trién ciia thai nhi, dic biét khi c6 nhiéu hon mét loai thude duoc dung. Vi vay, neu
¢6 thé ban nén chi ding mét loai thudc chéng dong kinh khi mang thai va theo tu vin
cua béc si.

Lién hé véi bac st néu ban c6 thai khi dang uong Heragaba, hodc c6 y dinh mang thai
hay sinh con. Khong dimg thudc dot ngdt vi c6 thé gy ra con dong kinh bit ngd, c6 thé
gdy hau qua nghiém trong cho ban va cho em bé ctia ban.

Phuy nit cho con bu:

Gabapentin, la hoat chét cua Heragaba cé thé qua dugc sita me. Vi anh hudng 1én tré
van chua dugc biét dén, vi vay khong khuyén cdo ding cho phu nit dang cho con b.
Kha nang sinh san:

Gabapentin khong anh hudng dén kha ning sinh san trong cdc nghién ciru & dong vat.
Ldi xe va vd@n hanh mdy moc:

Heragaba c6 thé gdy ra chéng mat, budn ngii v mét moéi. Khong nén lai xe hay van hanh
may méc phirc tap hodc tham gia vao cic hoat dong nguy hiém khéc cho dén khi ban biét
lidu thudc ndy c6 anh hudng dén kha ning ctia ban vao cac hoat dong nay hay khong.
Heragaba chira lactose:

Vién nang cimg Heragaba c6 chira lactose (mét loai dudng). Néu ban timg dugc bac st
cho biét ban khong dung nap mét sé loai dudng, hily cho bac si biét trudc khi udng
thudc nay.

KHI NAO CAN THAM VAN BAC S, DUQC SI

Khi gp céc tac dung khdng mong mudn cua thudc, khéng c6 dap ung diéu tri hay cac
triéu chimg tré nén trAm trong hon. Néu cén thém thong tin xin héi y kién béc si hodc
duoec si.

HAN DUNG CUA THUOC: 24 théng ké tir ngay san xuét.

Séan xut tai:

Cong ty TNHH Sinh dwgc phim HERA

Lo A17 Khu cong nghiép Tw Ha, phwong Tir Ha, thi xd Huong Tra, tinh Thira
Thién Hué, Viét Nam.
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Thong tin cho cdn bj y 1
Rx Thuéc bdn theo don

DUQC LUC HQC
Nhém duge ly: Thude chéng dong kinh.
Ma ATC: N0O3AX12
Co ché tac dung:
Gabapentm dé dang xam nh4p vao ndo va ngin ngira co gidt & mot s6 md hinh dong vat
cta bénh dong kinh. Gabapentm khong c6 4i lyc véi hai thu thé GABAA va GABAB
va ciing khong lam thay ddi chuyén hoa cia GABA. N6 khong lién két v6i cac thy thé
dan truyén than kinh khdc & néo va khong tuong tic voi kénh natri. Gabapentin lién két
&i luc cao véi cac tiéu don vi alpha-2-delta cua cic kénh c6 cbng ion canxi va lién két
nay tham gia vao tac dung chdng dong kinh cua gabapentln & dong vat. Cac sang loc
mé rong khong dé xuét tic dung khéc cia thuoc ngoai alpha-2-delta. g
Béng chimg tir mdt vai mo hinh nghién ciru tién 1am sang cho thay tac dung duo l
gabapentin c6 the thong qua lién két v6i alpha-2-delta lam gidm giai phong chat leh
thich din truyen than kinh trong céc khu vuc clia hé thdng than kinh trung wong. Tac
dung ndy c6 thé lam co s& cho co ché chong dong kinh cia gabapentin. Su lién quan
clia céc tc dung ndy cuia gabapentin véi hidu qua chdng co gidt & ngudi vin con dugc
thiét lap.
Gabapentin cling thé hién hidu qua trong mot s6 mo hinh dau tién 14m sang ¢ dong vét.
- Dic biét su lién két clia gabapentin v6i tidu don vi alpha-2-delta dugc d& xuét 1a co ché
din dén céc téc dung khac nhau chiu trach nhiém cho tac dung giam dau trong cdc md
hinh dong vat. Céc tic dung gidm dau ciia gabapentin c6 thé xay ra trong tuy song cling
nhu tai trung tdm ndo bd thong qua su tuong téc voi cac con dudng e ché dau. Sy lién
quan céc dic tinh cta céc nghién ctru tién 14m sang nay dén tac dung lam sang & nguoi
chua dugc biét dén.
DUQC PONG HQC
Hdp thu
Sau khi dung dudng udng, ndng d6 dinh trong huyét twong cia gabapentin dat dugc
trong vong 2 dén 3 gio. Sinh kha _dung cua gabapentin (phén thudc duogc hip thu) c6
khuynh huéng gidm khi ting lidu. Sinh kha dung tuyét ddi cta vién nang cing
gabapentin 300 mg khoang 60%. Thitc &n, bao gom ché @9 an giau chét béo, khong co
anh huéng dang ké vé& mit lam sang trén dwgc dong hoc cia gabapentin.
Duogc dong hoc cia gabapentin khong bi anh hudng boi sy dung thudc lap lai. Mic du
ndng d6 gabapentin trong huyét twong théng thuong 2 mg/ml dén 20 mg/ml trong céc
nghién ctru 14m sang, nong d nhu vy khong du doan dugc vé d0 an toan va hiéu qua.
Céc thong sb duge dong hoc dugc dua ra trong bang 1:
Bang 1: Tom tat cac thong s6 duoc dong hoc cua gabapentin bién thién trong co thé
(%CV) or trang thai dn dinh sau mdi 8 gir udng thudc

Théng s6 dugc 300 mg 400 mg 800 mg
dong hoc N=7) N=14) (N=14)
Trung binh | %CV | Trung binh | %CV |Trung binh| %CV
Cax (ng/mL) 4,02 24) 5,74 (38) 8,71 (29)
Tax (g10) 2.7 (18) 2] (54) 1,6 (76)
Ty (glo) 3,2 (12) 10,8 (89) 10,6 (41)
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AUC (0-8) 24,8 (24) 34,5 (34) 51,4 (27)
pg.gid/mL)
Ae% (%) NA NA 47,2 (25) 34,4 37
Coax = Nong dd dinh trong huyet tuong
Tmax = Thoi gian dé dat ndng d6 dinh trong huyét tuong
T1/2 = Thoi gian ban thai
AUC (0-8) = Dién tich du6i dudng cong sau khi dung thudc tir 0-8 glo
Ae% = Phin trim liéu dugc thai trir trong nude tidu khéng thay ddi sau khi ding thudc
tir 0-8 gio.
NA = Khéng ¢c6 sin
Phén bo
Gabapentin khong lién ket v6i protein huyét twong va c6 thé tich phan bd 1a 57,7 lit. 0]
bénh nhén dong kinh, ndng d6 gabapentin trong dich n#o tiy khoang 20% so véi ndng
do trong huyét tuong & trang thai én dinh. Gabapentin c6 mét trong sita & phu nit cho

con bu.

Chuyén hoa égl%b
Khéng c¢6 bing chimg vé su chuyén héa gabapentin & ngudi. Gabapentin khong gay
cam Ung cac enzym oxidase c6 churc nang hén hgp & gan chiu trach nhiém cho qu4 trinh
chuyén héa thude.

Thai trie

- Gabapentin duoc thai trir dudi dang hoat chit ban diu qua than. Thoi gian bén thai cta
gabapentin khéng phu thuoc liéu va trung binh tir 5 dén 7 gio.

O c4c bénh nhén cao tu01 va cc bénh nhan cé chirc néng thén suy giam,

0 c4c bénh nhan cao tudi va & cac bénh nhan c6 chuc ndng than bi suy gidm, sy thanh
thai cia gabapentin ra khoi huyét twong bi giam. Ty 1€ thai trir gabapentin khong thay
di, hé s6 thanh thai huyét twong va hé sb thanh thai cua than ty 1€ thuan véi do thanh
thai creatinin.

Gabapentin dugc loai bo khoi huyét twong bing thdm phén méau. Nén diéu chinh lidu &
bénh nhan c6 chirc ning than bi tdn thwong hoic chay than nhén tao. Dugc dong hoc
cua gabapentin ¢ tré em dugc xéc dinh trén 50 cd thé c6 do tudi tir 1 thang dén 12 tudi.
Thong thudng nong d6 gabapentin trong huyét twong & tré em trén 5 tudi tuong tu &
ngudi 16n khi tinh liéu theo mg/kg.

CHi PINH

- Dong kinh

Gabapentin dugc chi dinh nhu mét li¢u phép bd trg trong diéu trj cac con dong kinh cuc
b6 c6 hodc khong kém theo céc con toan thé thir phat & ngudi 16m va tré em trén 6 tudi.
Gabapentin dugc chi dinh nhu 14 don tri liu cdc con dong kinh cuc b c6 hodc khong
kém theo cac con toan thé thir phat & ngudi 16n va thanh thidu nién tir 12 tudi tré 1én.

- Diéu tri dau thin kinh ngoat bién

Gabapentm duoc chi dinh & ngudi 16n diéu tri dau than kinh ngoai bién nhu dau thin
kinh do tiéu duong va dau than kinh sau herpes.

LIEU DUNG VA CACH DUNG

Lleu dung

DA4i v6i tat ca cac chudn lidu trong didu tri ban diu duge mo ta trong bang 2, trong d6
dugc khuyén céo cho ngudi 16n va thanh thiéu nién 12 tudi try 1én. Hudng dén lidu cho
tré em dudi 12 tudi dugc trinh bay trong phan nhém riéng biét.
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Béang 2: Bing liéu — chuén liéu ban diu

Ngay 1 Ngay 2 Ngay 3
300 mg, ngay 1 lan 300 mg, ngay 2 lan 300 mg, ngay 3 lan
Ngung diéu tri véi gabapentin:
Néu ngung diing gabapentin, khuyén c4o nén thuc hién dan din va téi thiéu trong 1 tudn
khong phu thudc vao chi dinh.
Bénh dong kinh
Bénh dong kinh dién hinh cin diéu trj trong thoi gian dai. Liéu dugc x4c dinh bdi bac s
diéu tri thy theo kha nang dung nap va hiu qué cua mdi c4 nhén.
Nguoi 16m va thanh thiéu nién (trén 12 tuoz)
Trong céc thir nghiém lam sang, cho thy khoang liéu c6 hiéu qua 1a 900 dén 3600
mg/ngdy. Didu tri c6 thé bit diu bing bang chudn liéu ban d4u trong bang 2 hodc sir
dung 300 mg, 3 lan/ngay vao ngay 1. Sau d6, dya vao dap ng cua timg bénh nhan va
kha nang dung nap, liéu c6 thé tang 1én 300 mg/ngdy mdi 2-3 ngay dén lidu tdi SK\B

3600 mg/ngay. Chuén lidu gabapentin chdm hon thich hop cho ting bénh nhén.

Thoi gian t6i thidu ¢ dat heu 1800 mg/ngay la 1 tudn, dat lidu 2400 mg/ngay 1a 2 tuan,
va dat 3600 mg/ngay 14 3 tudn. Lidu c6 thé 1én dén 4800 mg/ngdy d& dugc dung nap t6t
trong c4c nghién ctru 1dm sang nhin m& dai han. Tong liéu hing ngay nén dugc chia ra
ba, khoang thoi gian tdi da gitra cac lidu khong dugc vuot qua 12 gior & ngin chin co
giat dot ngot.

Tré em trén 6 tudi:

Liéu khoi déu trong khoang tir 10 dén 15 mg/kg/ngay va lidu hidu qua dat dugc can
chuan lidu trong khoang thoi gian 3 ngay. Liéu hidu qua ctia gabapentin & tré em trén 6
tudi 1a 25 dén 35 mg/kg/ngay. Lidu 1én dén 50 mg/kg/ngay duoc dung nap t6t trong mot
nghién ctru 14m sang dai han. Téng liéu hdng ngay nén chia lam 3 14n, khoang thoi gian
tdi da gifta céc lidu khong vuot qua 12 gid.

Khong cin thiét kiém soat ndng do gabapentin trong huyet tuong dé t8i wu didu tri cua
gabapentin. Hon nita, gabapentin c6 thé dugc sir dung két hop véi cac thude chong
dong kinh khéc ma khong quan tim dén su thay dbi ndng do gabapentin trong huyét
twong va cac thude chéng dong kinh khéc.

Pau thin kinh ngogi bién

Nguoi Ion:

Didu tri nay c6 thé khoi diu bang chuén liéu nhu trong bang 2. Ngoai ra, c6 thé lidu
khoi dau 1a 900 mg/ngay, chia déu 3 lan. Sau d6, dua vao dép (mg cua bénh nhan va
kha néing dung nap, liéu c6 thé ting thém 300 mg/ngay sau mdi 2-3 ngay dén heu t6i da
14 3600 mg/ngdy. Chuén liéu cham thich hop cho timg bénh nhan. Thoi gian t6i thidu
da\t lidu 1800 mg/ngay 1a 1 tudn, dat 2400 mg/ngay 1a 2 tuln, va dat 3600 mg/ngay 14 3
tuan.

Trong diéu tri dau than kinh ngoai bién nhu dau than kinh do tiéu duong hodc dau than
kinh sau herpes hiéu qué va an toan chua dugc kiém tra trong cdc nghién ciru lam sang
v6i thoi gian trén S thang. Neu bénh nhan cin ding thudc trén 5 thang d& diéu tri dau
than kinh ngoai bién, béc si cin d4nh gi4 tinh trang 14m sang clia bénh nhéan va x4c dinh
su can thiét phai d1éu tri bd sung.

Huong dén cho tit ca cdc chi dinh: i
& bénh nhan ste khoe kém, vi du khdi lugng thip, sau ciy ghép ndi tang, ... nén chuan
liéu cham hon, bang viéc sir dung lidu nho hon hodc kéo dai thdi gian gitta cac lan ting
lidu.

Trang 8/14




Ngudi gia (trén 65 tudi):

Bénh nhan 16n tudi can diéu chinh liéu do suy gidm chitc ning than theo tudi (bang 3).
Buén ngu, phu ngoai bi€n va suy nhugc c6 thé thuong xuyén hon & nhing bénh nhan
16n tuodi.

Bénh nhén suy giam chirc nang thin:

Khuyén céo didu chinh liéu dugc khuyén c4o & nhitng bénh nhan suy gidm chirc ning
thin nhu mo ta trong bang 3 va/hodc nhiig ngudi chay thén nhén tao.

Bang 3: Lidu clia gabapentin & ngwdi 16m theo chikc niing than
Do thanh thai creatinin (ml/phiit) Tong liéu hing ngay * (mg/ngay)
>80 900-3600
50-79 600-1800
30-49 300-900
15-29 150 ° -600
<15° 150 ° -300
% Tdng liéu hing ngay nén dugc chia lam 3 lan. Liéu dugc giam cho bénh nhan suy
§1am chirc niang thén (d¢ thanh thai creatinin < 79 mL/phut).
: Nén dugce dung 300 mg cach ngay. m
°: Vi bénh nhan ¢ d6 thanh thai <15 mL/phit, lidu hing ngiy nén dugc gidm ty(1é vé1

d6 thanh thai creatinin (vi dy, bénh nhin cé d6 thanh thai creatinin 1a 7,5 mL/phat nén
nhén nira lidu hing ngdy so v6i bénh nhan ¢4 df thanh thai creatinin la 15 mL/phut).
Bénh nhin dang thim phéan mdu:

V6i bénh nhan vo niéu dang thim phén mdu chua timg dung gabapentin, ban dau dung
liéu 300 - 400 mg, sau d6 giam xudng 200 - 300 mg gabapentin sau mdi 4 gid thim
phan médu. Vao nhitng ngay loc mau ca ngay, khong nén diéu tri bdng gabapentin. D4i
v6i cac bénh nhan suy than dang thdm phan mau, liéu duy tri ctia gabapentin nén dua
vao lidu khuyen céo trong bang 3. Ngoai céc lidu duy tri, nén bd sung thém liéu 200-
300 mg sau thAm phan méu mdi 4 gid.

Cich dung:

Thube ding dudng ubng, c6 thé sir dung cling hodic khong cling v6i thitc in va nén
dugc uong nguyén vién.

CHONG CHI PINH

Gabapentin dugc chong chi dinh & nhitng bénh nhan qua min véi gabapentin hay bit ky
thanh phan no cua thude.

CAC TRUONG HQP THAN TRONG VA KHUYEN CAO KHI DUNG THUOC
Hpi chitng phdt ban do thubc véi bach cdu di toan va triu chiing toan thin
(DRESS)

Céc phan tmg qud min ning, c6 nguy co de doa tinh mang nhu héi chimg DRESS da
dugc bdo cdo & bénh nhén str dung thubc chdng trdm cam bao gom cé gabapentin.

Piéu quan trong can lwu y nhiing bidu hién ctia qué man nhu sét, hach bach huyét, hodc
khi phat ban khong rd rang. Néu c6 ddu hiéu hodc trigu chimng xudt hién, bénh nhéan cin
dugc danh gid ngay. Gabapentin nén ngung dung néu khong thiét 1ap dugc nguyén nhan
cho céc ddu hiéu va triéu ching.

Séc phan vé

Gabapenton cé thé gay séc phan vé. Diu hiéu va triéu ching trong trudng hop nay da
dugc béo céo bao gom kho tho, sung mdi, cd hong va lui, ha huyét 4p yéu céu diéu tri
khén cap Bénh nhén nén ngimg dung gabapentin va cin duoc chim séc y té ngay néu
¢6 cac déu hidu va triéu chimg qua mén.
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Suy nghi va hanh vi ty tir

Suy nghi va hanh vi tu tir d& dugc bdo cdo & nhing bénh nhin dugc diéu tri véi cac
thuoc chéng dong kinh trong mdt vai truong hop. Mot phan tich tdng hop thir nghiém
ngdu nhién c6 kiém soat gia dugc céc loai thudc chéng dong kinh cho thay gia ting
nguy co ¢6 suy nghi va hanh vi tu tir. Co ché nguy co nay chua dugc biét dén va céc dir
liéu c6 sin khong loai trir kha ndng do gabapentin.

Do d6 ngudi bénh cin dugc theo ddi cdc ddu hiéu vé suy nghi va hanh vi tw tr va cin
dugc xem xét diéu tri. Bénh nhén (va nhing ngudi chim séc bénh nhan) cin dugc tu
vAn khi ¢6 cac dAu hiéu c6 suy nghi va hanh vi t tir.

Viém tuy cdp

Néu mot bénh nhan c6 viém tuy cép tinh duge didu tri véi gabapentin, cin xem xét dé

ngung dung gabapentin.
Dong kinh
kinh

Khong c6 béng chimg vé co giat hdi phuc véi gabapentin, dimng thubc chéng dong

dot ngdt & bénh nhan dong kinh ¢6 the thic ddy tinh trang dong kinh.

Ciing nhu céc loai thudc chdng dong kinh khac, mot s6 bénh nhan c6 thé ting tin s6 co
git hodc sy tin cdng céc con dong kinh méi khi ding gabapentin.

Nhu céc thude chéng dong kinh khéc, nén ngimg dung dong thoi céc loai thube chdng
dong kinh & bénh nhan diéu tri bénh khic xa, don tri liéu bang gabapentin c6 ty 1¢ thanh
cong thp.

Gabapentin khong dugc xem 1a c6 téc dung d6i véi co giat toan the thir phat hay véng
mit va c6 thé 1am trAm trong thém cac con dong kinh & moét s§ bénh nhan. Do d6,
gabapentin dugc sir dung thén trong & nhing bénh nhan ¢ con co giat hdn hop bao
g0m ca con ving mit.

Piéu tri bang gabapentin c6 lién quan dén chéng mat, budn ngy, cé thé lam tang kha
ning chdm thuong do tai nan (hodc ng). Hién ciing c6 b4o céo dua ra sy nhim 1an, mét
y thirc va suy giam tdm than. Do d6, bénh nhan dugc khuyén nén than trong cho dén khi
ho d& quen vdi nhiing tac dong cia thude.

Sit dung dong thoi voi cdc thudc nhém opioid

Nhitng bénh nhan cin dugc diéu tri dong thoi voi cdc thude nhém opioid nén cin than
theo doi cac d4u hiéu cla hé thong than kinh trung wong. Nhiing bénh nhén ding ddng
thoi gabapentin va morphin c6 thé 1am ting ndng 46 gabapentin. Liéu cla gabapentin
va céc opioid nén dugc gidm mot cach thich hop.

Suy ho hdp

Gabapentin ¢6 li€n quan dén trAm cam ho hdp ning. Bénh nhan c6 chirc ning hd hép bi
suy giam, ¢ bénh ho hép hay than kinh, suy than, dung ddng thoi véi cac thude e ché
hé than kinh trung wong va ngudi cao tudi cé nguy co cao gip phai cic tac dung khong
mong mudn nay. Can didu chinh lidu & nhitng bénh nhan nay.

Bénh nhan cao tudi (trén 65 tudi)

Khong ¢6 hé thdng nghién ciru & bénh nhén trén 65 tudi dugc tién hanh véi gabapentm
Trong mot nghién ciru mi d6i & bénh nhan dau than kinh, buon ngu, phu ngoai bién va
suy nhugc xdy ra véi ty 1€ cao hon & benh nhén trén 65 tudi. Ngoai nhimg phét hién
nay, céc nghién clru 14m sang & nhém tudi nay khong chi ra tdc dung phu nao khéc so
v&i khi quan sat & bénh nhén tré tudi.

Tré em
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Nhitng &4nh hudng thoi gian diéu tri gabapentm dai (trén 36 tudn) 1én hoc tap, tri thong
minh va phat trién & tré em va thanh thiéu nién chua dugc nghién ctru ddy du. Cén can
nhéc loi ich cta viéc diéu tri so v6i nhimg rdi ro tiém ning ctia phwong phap nay.

Lam dung va phu thujc thuéc

Céc trudng hop lam dung va phy thuge thudc da duge bao cdo trong cac dit liéu 1am
sang trong qué trinh luu hanh. Cén dénh gi4 cin than bénh nhan c6 tién sir lam dung
thude va quan sat cac dAu hidu cé thé cua tinh trang lam dung thudc gabapentin vi du
hanh vi tim kiém thuéc, ting liéu, ting dung nap.

Cdc xét nghiém g&/H
Két qua duong tinh gia c6 thé thu duoc trong ban dinh luong téng urin protein bing qu
thir. Do d6, khuyén céo nén kiém tra lai két qua kiém tra bing que thir bing cac phuong
phép khdc nhu phuong phdp Biuret, phuong phép do do duc, phuong phdp li€n két
thudc nhudm hodc str dung céc phuong phap thay thé ngay tir ban dau.

Vién nang Heragaba c6 chira lactose. Nhitng bénh nhan c¢6 van dé di truyén vé dung nap
galactose, thiéu hut lapp lactose hodc kém hép thu glucose-galactose khong nén ding
thubc nay.

Phu nit mang thai

Nguy co lién quan dén thubc diéu tri bénh dong kinh va chong dong kinh ndi chung
Nguy co di tat bim sinh & con tang lén 2 -3 14n d6i v6i cac ba me didu tri bing mét san
pham thudc chng dong kinh. Hau hét cc bdo cdo di tat 1a sit moi, di tat tim mach, di
tat 8ng thin kinh. Nhiéu diéu tri bing thudc chéng dong kinh c6 thé lién quan dén nguy
co tang di tat bim sinh hon don tri li€u, do d6 sir dung don tri liéu dugc thuc hién khi
¢6 thd. Can xem xét nhu cu diéu tri & phu nir dang mang thai hodc ¢6 ké hoach mang
thai. Khong dimg dot ngot diéu tri chéng dong kinh vi c6 thé din den co giat dot ngot,
c6 thé gdy hau qua nghiém trong cho cd me va con. Chim phat trién & tré em c6 me bi
dong kinh dugc quan sat trong mot vai truong hop hiém. Khong thé phan bi€t chdm
phat trién do di truyén, yéu t6 xa hoi, bénh dong kinh clia me hay do diéu tri chdng
dong kinh.

Nguy co lién quan dén gabapentm

Khong c6 sb lidu ddy da vé viée str dung gabapentin & phu nit mang thai.

Cac nghlen ctiru & dong vat da cho thay doc tinh trén sinh san. Nhing nguy co tiém 4n
dbi voi con ngudi chua dugc biét dén. Gabapentm khong nén sir dung khi dang mang
thai trir khi loi ich cho me vuot qua nguy co tiém &n cho thai nhi. Khéng cé két luan rd
rang thuc hién d& xem ligu gabapentin c6 lién quan dén tang nguy co di tat bim sinh khi
dung trong thai ky, vi bénh dong kinh va thuéc chdng dong kinh ddng thoi trong thei ky
mang thai.

Phu nit cho con bu

Gabapentm duoc bai tiét vao sita me. Do anh hudng Ién tré so sinh bu sita me 1a khong
13 nén can sit dung thin trong gabapentin & phu nit cho con bi. Chi sir dung gabapentin
& phu nit cho con bu khi 1¢i ich 16n hon nhitng nguy co.

Anh huiong dén kha ndng ldi xe va vin hanh mdy moc:

Gabapentin c6 thé anh hudng it hodc vira dén kha ning 1ai xe va van hanh méay moc.
Gabapentin tdc dong 1€n hé théng than kinh trung uong va gay ra budn ngu, chéng mit
hogc céc triéu ching lién quan khdc. Thdm chi, néu chi & muc d6 nhe hodc vira, thi
nhimg téc dung khong mong mudn c6 thé gdy nguy hiém cho ngudi 1ai xe va vin hanh
méy méc. Didu ndy dic biét dung khi bit ddu diéu trj va sau khi ting liéu.

TUONG TAC THUOC
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C6 mot vai bdo cdo vé trudng hop tw phat hay nghién clu vé suy ho hép va/hoic budn
ngu khi lién quan den viéc sir dung gabapentin va opioid. Trong mot s béo céo, cic tac
gid cho rang can trong khi két hop gabapentin va céc opioid, dic biét & nhimg bénh
nhén 16n tudi.

Trong mét nghién ciru lién quan dén tinh nguyén vién khde manh (N=12), khi ubng
vién nang morphin 60 mg c6 kiém so4t giai phong 2 gid trude khi ubng gabapentin 600
mg, gié tri AUC trung binh ting 44% so v6i khi dung gabapentin nhung khong kém
morphin. Vi vay, bénh nhén can didu tri ddng thoi véi céc opioid nén theo doi cén than
cac dau hiéu trdm cam hé than kinh trung vong nhu budn ngl, ngl ga va suy hod hép,
liéu ctia gabapentin hodc opioid nén dugc diéu chinh thich hgp. dﬁf
Khéng c6 tuong tic gilta gabapentin va phenobarbital, phenytoin, acid valproid ho
carbamazepin dugc quan sat thdy.

Duoc dong hoc cua gabapentin ¢ trang thai on dinh twong tu & ngudi khoe manh va
bénh nhan dong kinh didu trj bing cac thubc chéng dong kinh nay.

Dung ddng thoi gabaoentin va céc thubc tranh thai chira norethindron va/hodc ethinyl
est‘radiol khong anh hudng dén dugce dong hoc & trang thai dn dinh cua ca hai thanh
phan.

Dung ddng thoi gabapentin véi thudc khéng acid chira nhdm va magié, lam giam sinh
kha dung ctia gabapentin dén 24%. Khuyén c4o gabapentin nén udng 2 gidr trude khi sir
dung céc thubc khang acid.

Bai tit qua than cla gabapentin khong thay d6i bai probenecid.

Bai tiét qua than giam nhe cua gabapentin dugc quan sat thiy khi duge dung dbng thoi
véi cimetidin, tuy nhién khong c6 tdm quan trong trén 1am sang.

TAC DUNG KHONG MONG MUON

Rét thuwong xuyén (ADR > 1/10)

- Nhiém tring va ky sinh tring: nhiém vi rat

- Hé théng than kinh: budn ngy, chéng mit, mét diéu hoa

- Réi loan chung: mét mdi, sot

Thuwong xuyén (1/100 < ADR < I/1 0)

- Nhiém trung va ky sinh tring: viém phéi, nhiém tring duong hd hép, nhiém trung
dudng tiét niéu, nhiém tring, viém tai gilta

- M4u va hé bach huyét: giam bach ciu

- Chuyén héa va dinh dudng: chén dn hodc ting cam giac thém &n

- Tam thn: tirc gidn, 0 14n va rdi loan cam xc, trAm cam, lo 4u, cing théng, suy nghi
khong binh thudng )

- Hé théng than kinh: co giat, ting dong, kho néi, mat tri nhé, run, méat ngu, nhic déu,
cam gi4c di cam, gidm cdm giac, rbi loan phdi hgp, rung giat nhan céu.

- Mit: rdi loan thi gidc nhu giam thi lyc, nhin doi

- Tai va tién dinh: chong mit

- Mach mau: ting huyét ap, gidn mach

- H6 hép: kho thd, viém phé quan, viém hong, ho va viém mii

- Tiéu héa: ndn, budn ndn, ring bét thudong, viém nudu, ti€u chay, dau bung, kho tiéu,
t40 bén, kho miéng hay cb hong, day hoi

- Da va md dudi da: phu mét, ban xut huyét thuong duge mo ta gidng nhu b4m tim do
chén thuong thé chét, phat ban, ngira, mun tring ca

- Co xuong khép va mo lién két: dau khop, dau co, dau lung, co gidt, tiu co vén, rung
giat co

a
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- Sinh san: liét duong

- Rdi loan chung: phu ngoai bién, déng di bat thuong, suy nhuge, dau, kho chiu, hoi
chimg cum

- Dié,u tra: gidm té bao mau tring, ting can

- Chén thuwong va ngd doc: chan thuong do tai nan, gdy xuwong

It gdp (1/1000 < ADR < 1/100)

- Hé thc‘}ng mién dich: cdc phan ung di tng (vi du: ndi mé day)

- Chuyén héa va dinh dudng: ting duong huyét (thudng thdy & bénh nhan dai thdo
dudng)

- H théng thin kinh: gidm chic néing van dong, suy giam thin Kinh W
- Tim mach: danh trong nguc

- Réi‘ loan chung: pht toan thén §

- Piéu tra: thir nghiém kiém tra chic ning gan ting SGOT (AST), SGPT (ALT

va
bilirudin ,
- Chén thuong va ngd doc: nga
Hiém gip (1/10000 < ADR < 1/1000)
- Chuyén héa va dinh dudng: ha dudng huyét (thuong thiy & bénh nhan déi théo
duong)
- Hé théng than kinh: mét y thitc
Khéng ro tin sé (bdo cdo trong qud trinh lwu hanh thuéc)
- Méu va hé bach huyét: gidm tiéu céu
- Hé théng mién dich: hoi chimg qué man, phan Ung toan than véi cic bidu hién khéc
nhau nhu sdt, phat ban, viém gan, sung hach, tang bach ciu ua acid va céc dau hiéu
khéc.
- Chuyén héa va dinh dudng: ha natri mau
- Tam than: 40 gidc
- Hé théng thén kinh: réi loan van dong khéc (vi dy, chimg mua giat mda von, rbi loan
vén dong, loan truong luc co)
- Tai: U tai
- Tiéu hoa: viém tuy
- Gan: viém gan, vang da
- Da va mo dudi da: hdi chimg Stevens-Johnson, phu mach, hdng ban, rung toc, phat
ban véi tang bach cau ua acid va céc triéu chimg toan than
- Co xuong khdp va mo lién két: tiéu co van, rung giat co
- Than va tiét niéu: suy thén cép, tiéu khong tu chit
- Sinh san: phi dai v, nit hoa tuyén v, rdi loan chic ndng tinh duc (bao gdm ca nhing
thay ddi trong ham mudn tinh duc, réi loan xudt tinh va giam cyc khodi
- Réi loan chung: tic dung phu do ngung thuéc (chu yéu la lo &u, mét ngy, puf)n non,
dau, ra md hdi), dau ngyc. Chét dot tir d& dugce bdo céo tuy nhién chua thiét 1ap moi
quan hé nhén qua v6i diéu tri bing gabapentin)
- Diéu tra: creatin phosphokinase ting
Mot sé trudng hop béo cdo viém tuy cép khi dang didu tri voi gabapentin, tuy nhién
mbi quan hé voi gabapentin chua 1 rang. o
( nhitng bénh nhén chay thén nhén tao do suy than giai doan cudi, nong do creatin
kinase cao da dugc bao céo.
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Nhim tring dudng hd hip, viém tai gitta, co giat va viém phé quan di duoc bao cdo
nhung chi trong cdc nghién ctru 1dm sang & tré em. Ngoai ra, trong cac nghién ciru 1am
sang & tré em, hanh vi hung hang va ting dong dugc bdo cdo thudng xuyén.

Huodng « din cdch xiv tri ADR

Mét phéi hop van dong thudng lién quan dén lidu dung. Néu glam liéu ma khéng dd,
phai ngimg thude.

Néu nghi ngd c¢6 hoi chimg Stevens-Johnson, phai ngung thuoc

Khéng nén dung thube dot ngot vi co thé lam ting tan sudt cac con dong kinh. Trudc
khi ngimg thudc hozic chuyen sang st dung thubc chéng dong kinh khéc can phai giam
lidu tir tir trong vong it nhét 1a 7 ngay.

QUA LIEU VA CACH XU TRi éJH)
Dgc tinh nghiém trong, de doa tinh mang khong xdy ra khi dung lidu gabapentin lér dn
49 g. Céc triéu chimg qua lifu cua gabapentin bao gdm chéng mit, nhin dbi, néi lép,
budn ngii, mét y thic, hon mé va tiéu chay nhe. T4t ca bénh nhan hdi phuc hoan toan
v6i chim s6c hd trg. Giam hép thu thude & lidu cao c6 thé han ché sy hap thu thude khi
dung thudc qué lidu doc tinh gidm khi qua lidu.

Khi ding qué liéu gabapentin, ddc bi¢t khi ding kem céc thuéc giam dau than kinh
trung wong khéc co thé din dén hon mé.

Mgc du gabapentin c6 thé duoc loai bod bing thdm phan méu, nhung dywa theo kinh
nghiém thi khong can thiét. Tuy nhién, & nhitng bénh nhén suy thén ning, thAm phan
méu c6 thé duoc chi dinh.

Liéu gy chét ctia gabapentin khdng dugc x4c dinh ¢ chudt va chudt cbng khi dung lidu
8000 mg/kg. Dau hiéu ngd doc cap tinh & dong vat bao gdm mét diéu hoa, khé thd, sup
mi, gidm vén ddng hodc kich thich.

BAO QUAN

Béo quan trong bao bi kin, noi khé réo, nhiét d6 dudi 30°C.

HAN DUNG

24 théng ké tlr ngdy san Xut.

S6 16 sén xudt (Batch No.), ngdy sén xudt (Mfg. date), han ding (Exp. date): xin xem trén nhdn
bao bi.

TUQ.CUC TRUGNG
TRU’ONG PHONG

Nouyén Ngoe

i .
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