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Each capsule contains:

Gabapentin ...........cocene.. 400 mg

Dosage: As directed by the Physician

Store below 30°C in a dry place,
away from light
KEEP OUT OF REACH OF CHILDREN

Carefully read the accompanying
Instructions before use

Indication, Method of Administration,

Contraindication & Side Effects:
See the package insert

Do not exceed the prescribed dosage
Shelf Life: 24 Months
Made in India by

(Ipca)

Ipca Laboratories Ltd.
Plot No, 255/1, Athal,

Silvassa 396 230 (D & NH)

Regd. Off.: 48, Kandivli Ind. Estate,
Mumbai 400 067

M. L.: NH/34
Specification: In House

R Thube kédon  GABEX-400 (Vién nang Gabapentin)
Mai vién nang cimg chira: Gabepentin 400mg

Béng gbi: Hop chira 03 vi x 10 vién nang clmg

Chi dinh, chi dinh, Litu diing & cich ding:

Xem huing dén sir dung trong
nmmmmmng,umewodmstPCTmmmg
Bé xa tém tay fré em.
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Tiéu chudn: Nha sin xust

Han diing: 24 théng ké tir ngdy sén xudt.

Kking diing thude qud han cho phép,

SPK, 56 16 SX, NSX, HD: Xem Visa No,; Batch No;
Mfg & Exp. trén hp thudc.

Sén xust tai An B9, boi Ipea Laboratories Lid.

Plot No. 255/1, Athal, Silvassa, Pin. 396 230, (D&} India
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®) [PRESCRIPTION MEDICINE]

Gabex-400

Gabapentin Capsules 400 mg

Each capsule contains:
Gabapentin ................... 400 mg

Dosage:
As directed by the Physician

Store below 30°C in a dry place,
away from light

KEEP OUT OF REACH OF CHILDREN

(®) [PRESCRIPTION MEDICINE]

Gabex-400

Gabapentin Capsules 400 mg

Each capsule contains:
Gabapentin .......ccccoeeeeeee 400 mg

Dosage:
As directed by the Physician

Store below 30°C in a dry place,
away from light

KEEP OUT OF REACH OF CHILDREN

M. L.: NH/34

Visa No.:

Batch No.: Exp.:
Specification: In House

Made in India by

Ipca Laboratories Ltd.
Plot No. 255/1, Athal,
Silvassa 396 230 (D & NH)
Regd. Off.: 48,

Kandivli Ind. Estate,
Mumbai 400 067

M. L.: NH/34

Visa No.:

Batch No.: Exp.:
Specification: In House

Made in India by

(Ipea)

Ipca Laboratories Ltd.
Plot No. 255/1, Athal,
Silvassa 396 230 (D & NH)
Regd. Off.: 48,

Kandivli Ind. Estate,
Mumbai 400 067

Gabhex-400

Gabapentin Capsules 400 mg
Each capsule contains:
Gabapentin .........cveenne.. 400 Mg

Dosage:
As directed by the Physician

Store below 30°C in a dry place,
away from light

KEEP QUT OF REACH OF CHILDREN

M. L.: NH/34

Visa No.:

Batch No.: Exp.:
Specification: In House

Made in India by

Ipca Laboratories Ltd.
Plot No. 255/1, Athal,
Silvassa 396 230 (D & NH)
Regd. Off.: 48,

Kandivli Ind. Estate,
Mumbai 400 067
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Each capsule contains:
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Dosage:
As directed by the Physician

Store below 30°C in a dry place,
away from light

KEEP QUT OF REACH OF CHILDREN

M. L.: NH/34

Visa No.:

Batch No.: Exp.:
Specification: In House

Made in India by
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Kandivli Ind. Estate,
Mumbai 400 067




https://trungtamthuoc.com/

GABEX-400 (Gabapentin Capsiles)

HUONG DAN SU DUNG
Rx
Thubc nay chi ban theo don clia bac s¥.
Poc ki hudéng dan sir dung trude khi dang.
Mubn biét thém thong tin chi tiét xin hoi Béc sy hodc Duge sy.

GABEX-400
(Vién nang Gabapentin)

THANH_ PHAN: Mai vién nang cimg c6 chia:
Hoat chat: Gabapentin 400mg ‘
Ta diwoc: Lactose Monohydrate (Supertab 11SD); Tinh bét ngé; Talce tinh khiét.

DANG BAO CHE: Vién nang cling
QUY CACH PONG GOI: Hop chira 03 vi x 10 vién nang cimg.

MO TA:
Gabapentin 12 mét thude chéng co gidt, ¢6 cdu tric lién quan voi chit chuyén van than kinh (rc ché hé
than kinh trung uong (acid gamma amino butyric).

Gamapentin la acid 1-(aminomethyl)cyclohexaneacetic cd cong thire phén tr la CoH;NO; va phén t.
luong 1a 171, 24.

DUQC LUC HQC

Co ché tac dung giam dau cua gabapentin chua biét, nhung trong mé hinh sinh vt lam méat cam gidc
dau, gabapentin ngan chén allodynia (cam giac dau khi dap tng vdi kich thich binh thuong) va ting
cam gidc dau (dap ng quéa mirc voi kich thich dau dén). Pac biét, gabapentin ngdn chdn cam giac dau
trong nhiéu mé hinh thi nghiém dau bénh than kinh. Gabapentin ciing lam giam cac phan tng do dau
khi bi viém ngoai bién.

Co ché tac dong chéng co giat cua gabapentin chua biét, nhung trong cac md hinh thi nghiém,
gabapentin biéu 16 hoat tinh chéng 1én con.

Mac du gabapentin ¢ cdu tric lién quan dén chat vin chuyén than kinh GABAA (acid gamma-
aminobutyric), né khéng lam bién déi acid gamma-aminobutyric hodc lién két phong xa cua acid
gamma-aminobutyric. Né khong bi chuyén dbi thanh acid gamma-amminobutyric hodc chat chu var
acid gamma-aminobutyric (GABA). Chat nay khéng phai la chét tc ché hap thu hodc phan huy cua
GABA. N6 khong biéu 16 i lyc dbi véi mt s6 vi tri thy thé thong thudng khac, bao gém cac vi tii
benzodiazepin, glutamat, N-methyl-D-aspartat (NMDA), quisqualat, kainat, glycin nhay cam hodc
khéng nhay cam véi strychnin, alpha 1, alpha 2, hodc beta adrenergic, adenosin Al hodc A2,
cholinergic muscarinic hodc nicotinic, dopamin D! hodc D2, histamin HI, serotonin S| hodc S2,
opiate mu, delta hodc kappa, canabinoid 1, kénh calci nhay cam van dign thé hodc tai kénh natri nhay
c:éam dién thé. Ngoai ra, gabapentin khéng thay déi hép thu dopamin, noradrenalin, hodic serotonin cua
t¢ bao.

Trong cac nghién cuu in vitro voi gabapentin danh diu bang dong Vi phong xa, nguoi ta da phat hién
mot chd lién két gabapentin trong cdc ving cla ndo chudt cong bao gébm ca vo ndo xdm va ving ca
ngua.

DUQC DONG HOC

Sinh kha dyng cua gabapentin khéng twong xtng véi liéu, chang han, trong khi lidu tang, sinh kha
dung giam. Sinh kha dung cua gabapentin vao khoang 60%, 47%, 34%, 33%, va 27% sau khi dung
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GABEX400 (Gabapentin Capsles)

lidu 900, 1200, 2400, 3600, va 4800 mg/ngay chia lam 3 1an theo thir tu. Thyc pham c6 anh huong nhe
1&n tdc d6 va pham vi hip thy cia gabapentin (AUC va Cmax tang 14%).

Gabapentin dugc phan bé rong khip co thé. it hon 3% gabapentin trong hé tudn hoan lién két véi
protein huyét tuong.

Tét ca céac tac dong duoc ly sau khi uong gabapentin 13 do hoat tinh cua hop chit me; gabapentin
khéng bi chuyén hoa dang ké trong co thé nguoi.

Su dao thai ctia gabapentin khoi hé théng tuan hoan cla co thé bing su bai _tiét qua thin duoi dang
khong doi. Nira doi dao thai ctia gabapentin 14" tir 5 dén 7 gity va khong thay d6i theo liéu hodc sau khi
diing da liéu.

Trong cac bénh nhan 1én tudi va bénh nhan suy thén, thanh thai huyét tuong cua gabapentin bi giam.
Gabapentin c6 thé loai trir khoi huyét twong bing tham tich mau. Nén diéu chinh liéu cho nhting b¢nh
nhén ¢ chire nang than bj ton thuong hodc dang duge thdm tich. Vi gabapentin khéng bi chuyén hoa
nén khéng cé nghién ctru trong cac bénh nhan suy gan.

CHI DINH
Pau thin kinh do virus varicella zoster (postherpetic neuralgia)
Gabapentin dugc chi dinh ding dé kiém soat chiing dau than kinh ¢ nguai lén do virus varicella zoster.

Ching dong kinh

Gabapentin dugc chi dinh dung dé didu tri con déng kinh bd phén co hodc khong lan toa toan than
trong cac bénh nhin trén 12 tudi. Gabapentin cling dugce chi dinh diéu tri hd trg con dong kinh bo phin
& tré em 3 dén 12 tubi.

CHONG CHI PINH ‘ i \ _
Gabapentin duoc chong chi dinh trong cdc bénh nhén da cé tien sur qua man voi bét cir thanh phan nao
cua thude.

CANH BAO "
Hanh vi hodc y nghi ty tir f

Céc thube chong dong kinh (AEDs) bao gom gabapentin 1a tang nguy co ¢6 y nghi hodc hanh vi tu tu
trong cdc bénh nhén dung cac thude nay cho bat w chi dinh nao. Céc bénh nhan duqc diéu tri vm bt
ky thudc AED néo cho bét ctr chi dinh ndo déu cin phai dugc kiém soat ddi voi sy co hodc sy xau di
cua sy phlen mudn, ¥ nghi hodc hanh vi va /hodc bit clr su thay doi bat thuong nao vé tam trang hodc
hanh vi. Bit ctr ai xem xét vidc ké don gabapentin hoic bt ctr AED nao déu phai can nhéc nguy co c6
suy nghi hoac hanh vi ty tir v6i nguy co bénh khéng duoc diéu tri. Khi ké don cac thudc dong kinh
(AEDs) cho bénh ddng kinh va nhiéu bénh khac la ty no ¢ lién quan dén ty 1€ bénh tar, ty 1€ chét va
nguy co c6 y nghi va hanh vi ty tir tang Ién. Néu ¥ nghi va hanh vi ty tir xudt hién trong khi diéu tri,
ngudi ké don can phai xem xét li¢u 1a su biéu 16 cac triéu chimg dé & bit cir bénh nhan nao di cho
thude ¢6 thé lién quan dén bénh dang diéu tri hay khéng.

Cin phai thong bao cho nhitng nguoi chdm soc va gia dinh cua cac bénh nhan rang céc thuoe cholv
dong kinh lam tang nguy co c6 ¥ nghi va hanh vi tu tr va can phai khuyén ho can thiét bao dong vé su
xudt hién hodc sy xdu di cua cac diu hiéu va triéu chimg cua sy bubn pl‘mn bat cir su thay doi bét
thudng ndo trong tdm trang va hanh vi, hodc su bicu 16 sy suy nghi va hanh vi tu tu hodc y nght tu hai
minh. Hanh vi c6 lién quan cin phai dugc béo kip thoi cho nhan vién y té.

Céc su kién c6 hai cho tim thin kinh d6i véi bénh nhin la tré em tir 3-12 tudi

Dung gabapentin cho bénh nhén 12 tr¢ em mic bénh déng kinh tir 3-12 tdi c6 lien quan va1 vige
X4y ra céc phan (mg c6 hai cho hé than kinh trung wong. Tuy theo tAm quan trong, cac sy kién nay
co thé duge phén ra cac loai sau ddy: 1) Tinh khong 6n dinh vé cam xuc (nhtng van dé hanh vi
ban dau); 2) Tinh thu dich bao gdm hanh vi tin cong; 3) Réi loan suy nghi, bao gom nhiing van d¢
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GABEXAO0 (Gabapentin Capsiiles)

tap trung va thay déi két qua ¢ nha trudng; va 4) Ching ting dong (sur hiéu dong ban diu va tinh
hiéu ddng thai qua).

Lén con do ngung thube 61 ngot, com dong kinh kéo dai
Cac thubc chong dong kinh khdng thé ngimg mét cach d6t ngdt vi o kha ning ting (an $6 1én con.

Tiém 4n kha ning ndi u ung thu

Trong céc nghién ctu in vive kha ning ndi u ung thu trong thoi g gian séng, ty 1¢ mac ung thu hach
tuyén tuy cao khéng mong doi da xac dinh duge & chudt cong due, khdng phai & chudt cai. Y nghia
lam sang cta phéat hién nay chwa biét.

Chét dot ngdt khong gidi thich duge trong cac bénh nhin djng kinh

Trong qua trinh phat (rién tién tiép thi gabapentin, ngudi ta da ghi nhan duoc 8 trudmg hop chét dot
ngot trong s 2203 bénh nhan duge dicu tri (2103 bénh nhan dung nhiu ndm), M8t sb bénh nhan nay
tidu biu cho nhiing truéng hop chét lidn quan dén 18n con ma khi 1én con khéng quan sat duoc nhu
x4y ra ban dém ching han. Didu nay tiéu bidu cho ty & chét 0,0038 theo nam bénh nhin. Mic di ty 1&
nay vuot qua mong doi trong din s6 khoe manh phit hop theo tuéi va gioi tinh, nhung vin ndm trong
khodng du doén vé ty 1¢ chét dét ngdt, khéng giai thich duoc trong s6 ¢de bénh nhan méc déng kinh
khaéng diing gabapentin.

THAN TRONG

N6i chung

Nén dé phong dbi voi cac bénh nhan ¢é tién su bénh tam than. Khi bdt diu diéu tri bing gabapentin,
nhitng hdi tdm thin da duoc ghi nhan trong mot 56 bénh nhin ¢6 tién su, hiém khi khéng co tien si
bénh tdm thén. 3 Nhig sy kién ndy duge giai quyét khi ngimg sir dung hodic giam liéu gabapentin.
Ciing ¢in thin trong khi diing cho bénh nhan suy than. Cﬁn gidm lidu trong nhitng bénh nhén 6
chiic ning than suy giam hodc dang tham tich mau.

Cic phép thir trong phong thi nghiém
Dif liéu thar 1am sang chi ra ring viée gidm sét hang nedy cac théng sd phong thi nghigm 1ém sang
la khéng cdn thiét cho vige s dung an todn gabapentin. Gia tr] cua vicc gidm sat ndng do
gabapentin trong mau chua duge th:et lap. Co thé st dung gabapentin phéi hop vl cae thude
chong ddng kinh khac ma khong cén quan tAm toi sy thay déi ndng dd cla gabapentin hodc cc
thudc chong déng kinh khac trong mau.

Anh huéng dén khi ning lai xe va st dung may

Cén khuyén bénh nhin ring gabapentin co thé gay ra hoa mit, chong mat, budn ngl va cac tricu
chimg khéc vi s sit kém hé than kinh trung wvong. Do d6, can phai khuyén ho khong nhimg
khong lai xe ma con khong thao tac cac may phue tap cho dén khi ho trai nghi¢m du gabapentin dé
xem xét lidu thude co duh hudng x4u 1én tinh thin va hodc hidu qua van déng hay khong,

Dung khi co thai va cho con ba

Khéng cé cac nghién ciru thich hop va kigm soat t5t trén phu nit ¢6 thai. Thude nay chi s dung
cho phu nit ¢6 thai néu danh gia duge loi ich Ién hon nguy co tiém ning cho bao thai.

Gabapentin dugc bai tiét vao siia nguoi sau khi udng. Tré em duge cho bl ¢é thé chiu duge lign
tbi da gabapentin khoang 1 mg /kg/mgay. Vi anh hudng 1én tré em bl me chua biét, cho nén chi
cho ba me ding gabapentin chi khi can nhic loi hon rii ro.

Ding cho tré em
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GABEX-400 (Gabapentin Capsales)

D6 an todn va hidu qua cha gabapentin trong quan 1y chimg dau than kinh do virus varicellar zoster
giy ra chua duge thilt 13p. ) '
Tinh hiéu qua nhu mét diéu tri ho tro trong diéu tri 8n con bé phan ¢ cac bénh nhan tre em dudi 3 tudi
chua duge thét 1ap.

Diing cho bénh nhin lén tudi

Noi chung, phai chon liéu can thén cho bénh nhan lon tudi, thuemg bar dau ding liéu thip nhit trong
khoang lidu, tiwong tng vai tan sd 1én hon cha chire ndng gan, thin, tim suy glam va cua cac bénh khac
xAy ra dong thari, hodc didu tri thube khdc, Thude nay duoe biét 12 bai tiét dang ké qua than, do viy,
nguy co xay ra cac phan vmg ddc dbi véi thube nay c6 thé 1én hon trong cie bénh nhan suy chire ning
thin. Vi ¢dc bénh nhén 16n tudi hiu nhu thuong 14 ¢6 chire ning than suy giam, do do phat thin trong
khi chon liéu, v liéu phai dwoc diu chinh trén co so cdc tri s6 (hanh thai creatinin trong céc bénb
nhén nay.

TUONG TAC THUOC

Céc nghién ciu in vitro didu tra tiém ning cua gabapentin e ché cac men chinh eytochrom P450
(CYPIA2, CYP2A6, CYP2C9, CYP2C19, CYP2D6, CYP2E] va CYP3A4) lam trung gian cho
chuyén héa thude. Chi & lidu cao nhit duge thir da quan sat duge su tre ¢hé nhe (14%-30%) dang dong
phan CYP2A6. Khéng ¢b sur e ché bat cir dang déng phin ndo khic quan sit duge khi ding
gabapentin liéu dén 171 g/ml (khoang 15 1in Cmax & liéu 3600 mg/ngay).

Gabapentin bi chuyén héa khéng déng ké va ciing khong giy can trd sy chuyén hoa ciia cac thude
chéng déng kinh théng thiing khae ding ddng thoi.

Chong‘, dong kinh:

Cac néng dd trong huyét twong & trang thai on dinh & ving thap cua phenytoin, carbamazepin, acid
valproic, hodc phenobarbital khéng bi anh huong khi ubng dong thoi gabapentin voi mét trong cdc
thube d6 theo thir tu. Céc thube chbng dong kinh nay khéng anh huong dén duge dong hoc cia
gubapentin.

Naproxen;

Hinh nhu lwong gabapentin duoc hip thy téng 18n 12% dén 15% khi ubng dong théi vién nang
naproxen natri véi gabapentin. Gabapentin khdng anh huong 1¢n cac thdng s6 duoe dong hoce cua
naproxen. Mirc d¢ tuong tac trong khodng litu duge khuyen cao ciia thude nay vai thude kia chua
biét.

Hydrocodon:

Khi udng dong thoi voi gabapentin, cdc tri 56 Cmax va AUC ciia hydrocodon giam di, trong s phu
thude 1idu, so véi khi wéng hydrocoden ding mor minh. Hydrocodon lam tang tr s6 AUC cu
gabapentin lén 14%. Mirc d§ tuong tac & cic liéu khie khéng biét.

Morphin:

Mt a1 lidu cho biét khi udng nang morphin phong thich co kiém soat 60mg 2 gioy trude khi udng
nang gabapentin 600mg thi AUC trung binh cua gabapentin ting lén 44% so véi Khi udng
gabapentin khdng c6 morphin, Cée gia trl cua théng so dugc déng hoc cua morphin khéng bl anh
huong bot gabapentin udng sau morphin 2 gio. Mae d¢ Wrong tac o cace Ileu khéc khéng biét. Nhimg
bénh nhan doi hoi diéu tri dong thoi voi meorphin c6 thé trai qua su tang nong 4o cua gabapentin. Can
phai quan sat ki cac diu hiéu suy giam hé thén kinh trung vong cia cac bénh nhin, nhu budn ngl, va
phaj giam lidu gabapentin hodc morphin mét cach tirong Gng.

IPCA L ABORATORIES LTD. Trangd/8
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GABEX-400 (Gabapentin Capiules)

Cimetidin:

Khi c6 mit cua cimetidin, thanh thai biéu kién trung binh cua gdbdpcntm ubng xuong eom 14% va
thanh théi creatinin con 10%. Do d6, hinh nhu cimetidin lam thay d6i sw bai tiét qua than clia ca
gabapentin va creatinin, mot chét danh diu ndi sinh clia chitc nang than. Sir lam giam it of bai tiét
gabapentin béi cimetidin khdng ¢ tim quan trong 1am sang. Anh hudng cla gabapentin lén
cimetidin khéng duge danh gia.

Thubc ngira thai ung:

Dua trén dit héu AUC va nira déd, duge dong hoc da liéu cta norethindron va cthinyl estradiol sau
khi uéng vién norethindron acctat 2,5 mg va cthinyl estradiol 50 pg la twong i voi ¢ hodc khéng
udng dong thei gabapentin (400mg chia 3 lin). Cmax clia norcthindron cao hon 13% khi ubng
dbng thai voi gabapentin. Tuong tae nay khéng mong co tim quan trong 1am sang,

Chc thude chong acid chiéa nhém va magnesi: Thude chdng acid 1am giam sinh kha dung cua
gabapentin khodng 20%. Sy giam sinh kha dung nay vao khoang 5% khi gabapentin dugc uéng sau
thudc (,h(m;D acid 2 gid. Cho nén ngudi ta khuyén ring udng gabapentin t6i thidu 2 gid sau khi uéng
thubc chdng acid.

Probenecid:

Probenecid 14 chét ngén chin sur bai tidt cua éng thin. Cac théng sb duoge dong hoc cua gabapentin
khi co va khong co probenecid 1a tirong tw nhau. Picu nay chimg to gabapentin khong bai tiét qua
duding ng thin 4 didng di bi probenceid ngin chin.

Twong tic thude /eac phép thir phong thi nghigm

Vi doc két qua phan mg dwong tinh sai dugc bac cao khi dung que thir Ames N-Multistix SG ® dé thu
protein trong nude tidu khi gabapentin dugc thém vao ciing véi cic thude (,hong, d6ng kinh khac, nén
ngudi ta khuyén dung quy trinh acid sulfosalicylic tao tia ddc trung hon dé x4c dinh su c6 mit cua
protein trong nuée tiéy,

CAC TAC DUNG KHONG MONG MUON

Dau thin kinh do virus variccllar zoster

Sau déy 12 cac phan img co hai xdy ta tdi thi¢u 1% s6 cac bénh nhan diéu trj voi gabapentin dau thin
kinh do virus viricellar zoster tham gia vao cdc cude thir Jam sang c6 kiém soal thudc vd va s6 lan xay
ra phan ong c6 hai trong nhém dung gabapentin nhiéu hon trong nhom dong thude vo (placebo). Mic
d9 co hai thudng la nhe va trung binh.

Todn than: Suy nhuoe, nhidm khun, dau dau, ton thuong bit ngd, dau bung.

Hé théng tibu héa: Ta chay, khod miéng, 140 bon, budn nén, nén, day hol.

Roi togn dinh dwong va chuyén héas Phingoai vi, ting can, ting duong huyét.

H than kink: Hoa mit chong mit, budn ngy, mat didu hoa, tu duy bat thudng, vung vé bat thudng,
thiéu phm hop, quén, gidm cam giac.

Hé hi Imp Viédm hau

Da va phan phy: Phét ban,

Gide quan dice bigt: Giam thi luc, viém két mac, ching nhin di, viém tai gita.

Cac phan {mg khac xdy ra trong hon 1% s6 bénh nhin nhung bang hodc xdy ra nhicu hon trone
nhém ding thude v& bao gdm: dau, rang minh, dau thin kinh, dau lung, khé tidu, khé the va héi
chimg cum.

Pong kinh
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GABEX 400 (Gaf}apeﬁfm Cap:m’e:)

Sau déy la cdc phan ong cd ]‘ldl xdy ra t61 thidu I% 56 cac benh nhdn trén 12 tum dleu tr] déng kinh
bang gabapentin trong cac cude thir 14m sang duge kiém soat boi thude vér va vé tan s6 cao hon trong
nhém dimg gabapentin, Cac phan iing ¢é hai nay thuéng (o nhe dén trung binh,

Todn thin Mét moi, ting can, dau lung, phi ngoai bién.

Tim mach: Giiin mach

Hé tiéu héa: Kho tiéu, khd miéng hodc khé hong, tao bon, hién tuong bat thudng vé ring, tang ngon
miéng.

Hé mdu va bach huyét: Giam bach cdu

H¢ xuwong cot Dau co, gay xuong

Hé thén kinl: budn ngy, hoa mat chong mét, mat diéu hoéa, gidt nhin céu, ring minkh, bon chbn, loan
van ngon, quén, lo 4y, tur duy bét thudng, buc doc, thiéu phéi hop.

H{ 1é hip: Viém mili, viém hong, ho.

Da vi phin phy: Trdy da, ngira.

H§ sinh dyc: Bét luc

Sai lae két qué phong thi nghigm: Giam s6 dém bach cau (WBC).

Céc phan ing khéc nhidu hon 1% 56 bénh nhén trén 12 (i, nhung bang hodc xay ra nhidu hon trong
nhom ding | thuoc v bao gom dau du, nhiém si€u vi, s6t, budn non hodc nén, dau bung, ia chay,
co gidt, 1a lin, mét ngu, cle xu¢ cam, phat ban, ndi mun.

Ty 1€ phan dng ¢6 hal ndi 1én trong dleu trj cac bénh nhan tre em tu 3 dén 12 tudi rong mdt cude thu
b6 sung c6 kiém sodt (céc phan ung xdy ra nhiéu hon 2% trong s6 bénh nhan ding gabapentin so vdi
nhom ding thude vo) bao gom:

Toan thin: Nhiém sibu vi, sbt, ting cdn, met moi

f1¢ tiéu hda: Budn ndn hodc ndén e =

H? thin kinh: Budn ngy, tinh déi dich, d& xtic cam, hoa mit chéng mat, ting dong.

HE hié hip: Viém phé quan, nhiém khuan duong ho hdp

Céc phan tng khac nhidu hon 2% sé bénh nhén méc tudi tr 3 dén 12 nhuing sb 1an bang hodc nhiéu
hon trong nhém ding thude v& bao gém: viém hong, nhiém khuan duong hé hip trén, dau ddv, vidm
mili, co giél, ia chay, chdn én, ho, viém tai gitia.

Théng bdo cho Bdc sy cia ban bét ky 1ée dung khdng mong muén neéo lién quan (41 viée dimg thuée,

LIEU LUQNG VA CACH DUNG:

Gabapentin dugce ubng véi thire in hodc khong ¢6 thire én. Ncu liu gabapentin giam di hodc thay
bing thudc khéc thi phai thue hién tir tir trong 81 thiéu mét tudn (c6 thé cin phai ldu hon theo chi
dinh cua nguot ké don).

Pau thin kinh do virus varicellar zoster _

Nguc‘ri 16n bi chimg dau thin kinh do virus varicellar zoster co thé bit ddu diung gabapentin véi
lt€u 300mg trong ngdy tha nhat , 600mg trong ngay thir 2 (chia thanh 2 lan) va 900mg trong ngay
thit 3 (chia 13m 3 14n). Lidu tip theo dugc xac dinh theo su cin (hiét dé giam dau cho dén lidu tur
1800mg/ngay dén 3600mg/ngay. Trong cac nghién ciru 1am sing, hidu qua dugc ching minh trong
khodng lidu tir 1800mg/ngdy dén 3600mg/ngay voi cac tac déng so sanh duge trong suot khoang
liéu d6. Loi ich cua viée ding cice lidu lén hon 1800mg /ngay khéng dwge chitng minh,

Béng kinh

Bénh phén trén 12 tubi:

Liéu ¢o hidu qui cua gabapentin la 900 dén 1800mg /ngay va ding chiara 3 lan trong ngay, ding
vién nang 300 hodc 400mg. Liéu bat dau la 300mg, Jlan/ngay. Néu cdn thict liéu ¢ thé ting Ién
dung vién nang 300 hodc 400mg, 3 lAnmgay cho dén ]1t.u 1800 mg/ngay. Trong cac nghién ciu
1am sang, phan lidu 1én dén 2400mg /ngay dung nap tot, Mot s& it bénh nhin cling da ubng cac
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GABEXA400 (Gabapentin Capinles)

lidu 36001ngs’ngay trong mot khoang théi gian twong d6i ngdn va dung nap tot. Thoi gian tdi da
gitta céc lidu theo bang phén liéu khdng vuot qué 12 gid.

Bénh nhin la tré em tir 3 dén 12 tndi:

Liéu ban dau phai o trong khoang 10-15mg/kg/ngay chia lam 3 ldn va dat t6i licu c6 higu qua duogc xéac
dinh theo tdi trong kho‘mg thoi gian 3 ngay. Licu ¢6 hiéu qua cua gabapentin trong ¢ac bénh nhin 3,
4 tudi l1a 40mg/kg/ngdy va tré em 5 wdi hodic hon 13 25-35 mg/kg/ngdy va chia thanh 3 lan trong ngay.
Viée phin lidu dén S0mg/kg/ngay trong mdt nghién ciu 1am sang dung nap t6t. Théi gian t6i da giita
cac liéu khéng duoc vuot qua 12 gig.

Khong can thiét gidm sat ndng dé gabapentm trong huyét tuong dé t6i vu hoa didu trj. Npoai ra, vi
khéng ¢6 twong tic duge dong hoc ¢6 ¥ nghia gitta gabapentin va cdc thude chdng déng kinh thuong
dimg khée, nén tang liéu gabapentin khéng 1dm thay dai dang ké ndng do trong huyét tuong cua cde
thude nay

Néu ngimg ding gabapentin vi/hodc thém vao di¢u tri mot thude chdng déng kinh thay thé, thi phai
thye hién tr tir trong khoang ti thidu 1a 1 aén.

Phan liéu ding trong bénh nhin suy thin
Vige diéu chinh liéu trong bénh nhin trén 12 twéi ¢b chie ndng than ton thuong hojdc dang tién hanh
tham tich dwge khuyén nhu sau:

Clure nang thin Khodng tong lidu Ché d§ liéu (mg)
Thanh thai creatinin | dung hang ngay
{mL/phut) {mg/ngay)
> 60 900 — 3600 300 TID | 400 TID | 600 TID | 800 TID | 1200 TID
>30 -39 400 — 1400 200 BID | 300 BIl> | 400 BID { 500 BID | 700 BID
>15-29 200 — 700 200QD | 300QD | 400QD | 5000D | 700 QD
15" 100 — 300 1000QD | 125QD | 150QD | 200 0D | 300 QD
Lidu b6 sung san khi tham tich (mg)”
Tham tich mdu___ | 1257 150" 200" 250° 35¢0°

BID: chia lam 2 1in trong ngay, TID: chia lam 3 1dn trong ngdy, QD: mét lan trong ngay

* Pbi véi bénh nhén c6 thanh thai creatinin duydi 15 mi/phit, giam liéu hang ngay twong timg voi thanh
thai creatinin (chang han: bénh nhin ¢ thanh thai creatinin 7,5 ml/phit chi cho liéu bing mét nira liéu
hang ngdy coa bénh nhan ¢6 thanh tha creatinin 15 ml/phut),
® Poi véi bénh nhin dang thdm tich chi sir dung liéu duy tri dya trén du dodn thanh thai creatinin nhu
chi dink trong phén trén ciia bang nay va liéu bo sung sau khi tham tich duoc udng sau mdi 4 giés thim
tich nht chi dinh trong phAn dudi cia bang nay.
Vige sir dung gabapentin trong cdc bénh nhan dudi 12 (uéi ¢d chite ning than ton thuong khong
dugc nghién ciru.

Liéu dimg cho nguot lon tubi
Vi ngudi 16n tudi thuong héu nhu co chire nang than suy giam, do d6, phai chen liéu thén trong va jicu
phéi duge diéu chinh dua trén w1 s6 thanh thai creatinin trong cac bénh nhdn nay.

QUA LIEU

Lidu chét cia gabapentin khong dugc xdc dinh trong chudl nhit va chudt cong vai lidu cao dén 3000
mg/kg. Déu hiéu cia doc tinh cip trong sinh vit bao gém mét didu vén, tho kho nhoce, sa mi mit, trim
tinh, it hoat ddng, hode bi kich dbng.
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GABEX-400 (Gabapentin Capsiles)

Qua lidu ubng cép tinh gabapentin dén 49¢ da duoc bao cao. Trong nhimg trudng hop nay, ngudi ta da
quan sat dugc cac tridu ching nhin d8i, hoa mat chéng mit, néi ngong, ngl gat, ngli lim, va ia chay.
Tét ca bénh nhin déu khoi khi cham séc hd trg.

Gabapentin co thé loai duoc béng thdm tich. Mac du thidm tich chua dugc thue hién trong mét sb
trudong hop qua liéu, nhung cé thé dugc chi dinh boi tinh trang 14m sing cua bénh nhén hodc bénh
nhan c6 suy than dang luu y.

BAO QUAN: Bio quan noi khé thong, nhit d dudi 30°C. Tranh énh séng. :
Dé thuoc tranh xa tim tay tré em. [z

HAN DUNG: 24 thang ké tir ngay san xuat. Khéng ding thuéc qud han cho phép.
TIEU CHUAN CHAT LUQNG: Nha san xuét

Tén & dia chi Nha sin xuit:
IPCA LABORATORIES LTD.

Plot No. 255/1, Athal, Silvassa, Pin.
396 230, (D&NH), An Dé -
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