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RIVADEM-4.5

& STRIPS OF 10 CAPSULES EACH

D0 NOT EXCESS INDICATED DOSE®
*KEEF OUT OF REACH OF CHILDREN"
"READ THE INSTRUCTIONS CAREFULLY
BEFORE USING™
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Manufactured by :
TORRENT PHARMACEUTICALS LTD
Indrag-382 721, Dist. Mehsana, INDIA

Mifg.Lic. number : G/926

Visa No. (S8 PK)

: VN-HHHE- 1

Mfg. Date (Ngay SX) : dd.mm.yy
Exp. Date (Han dung) : dd.mm.yy

Batch No. (86 16 SX) :
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RIVADEM- 4.5
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Compaosition:

Each hard gelatin capsule contains
Rivastigmine Hydrogen Tarirate
equivalent to Rivastgmine  4.5mg
Desage & Administration

As irected by the Physician
Indication, Contraindication,
Pracaution and Slde affacts:
Please see the enclosed leaflel

Starage condition:

Slote below 30T,

pretected fram light & meisture
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RIVADEM- 4.5

(Vién nang Rivastigmine)

THANH PHAN:
Méi vién nang Rivadem-4.5 chira:
Hoat chat: Rivastigmine Hydrogen Tartrate tuong duong véi Rivastigmine............ 4.5 mg

Téd duwoe: Cellulose, Microcrystalline (PH 101), Hypromellose (6 cps), Colloidal silicon Dioxide,
Magnesium Stearate, , Nang c& s6 2 than/nip mau do.

CAC PAC TINH DUGC LY / U

Cac dac tinh dugc luc hoc

Nhiing thay déi clia co thé do chitng mat tri kiéu Alzheimer c6 lién quan dén phén ndo nho ra tir ndo
trude téi vo nao, lién quan dén tri nhd kha nang tap trung, hoc va cac kha nang nhan thic khac. Mac du
co ché hoat dong chinh xdc cha Rivastigmine van chua dugc biét nhung né cho thay hiéu qua bang cach
tang khd nang tap trung cla acetylcholine thong qua c ché thuan nghich cla thiy phan nh&
cholinesterase. Khong c6 bang chiing chi ra ring Rivastigmine 1am thay déi nguyén nhéan cia qua trinh
mat tri

Cac dac tinh duoc dong hoc

Haép thu

Rivastigmine dugc chuyén héa nhanh chéng va hoan toan véi sinh kha dung khoang 40% (liéu 3mg).
Néng do dinh huyét tuong dat duge x4p xi 1 gid. Liéu gap doi Rivastigmine tir 3 — 6 mg dan dén tang
AUC gdp 3 lan. Thitc an lam giam hép thu trong khoang 90 phiit, Cmax gidm xuéng 30% va AUC tang

xap xi 30%.
Phdn bo

Rivastigmine dugc phan b6 rong khip trong co thé véi néng do phan bs dao dong tr 1,8 — 2,7 L/kg.
Rivastigmine di qua hang rao mdu nio, dat dugc néng do dinh CSF trong 1,4 — 2,6 gid. Khoang 40%
Rivastigmine géan két véi protein huyét tuong & nong do 1 — 400 ng/ml. Rivastigmine dugc phan bo trong

mau va huyét tuong khé can bang véi ty 1é phan chia 1a 0,9 dao dong & néng d6 1 — 400 ng/ml.
Chuyén hod.

Rivastigmine dugc chuyén héa nhanh va rong, chuyén héa chinh thong qua thim tich trung gian
cholinesterase tr& thanh chét chuyén héa decarbamylate. In vitro, cdc nghién ctu trén dong vat chi ra
ring CYP 450 c6 lién quan rét it dén chuyén héa clia Rivastigmine. diéu ndy duge thé hién 12 khong c6
tuong tic giita Rivastigmine va cac thudce c6 lién quan dén CYP 450 trén ngudi.

Thdi trix.

Phin 16n thudc dugc thai trir qua than. Ding ““C Rivastigmine & 6 ngudi tinh nguyén khée manh, tong
phéng xa duoc tim thay trong khodng 120 gidy 12 97% trong nudc tiéu va 0,4% trong phan. Khong phat
hién thdy thuéc géc trong nuéc tiéu. Dang két hop sulfate cla decarbamylate chuyén héa dugc thai trir



chii yéu qua nude tiéu, khoang 40% thanh thai liéu ding trung binh theo dudng udng clia Rivastigmine 1a
1,8 + 0,6 L/phiit sau liéu 6 mg x 3 lan/ngay. Nira doi thai trir khoang 1,5 gid.

CHI PINH DIEU TRI
Rivadem dugc chi dinh diéu tri chitng mét tri tir nhe dén vira do bénh Alzheimer’s.

CHONG CHI PINH.

Chéng chi dinh & bénh nhin qué méan v§i Rivastigmine hay cdc dan chit cia carbamate.
NHOUNG LUU Y PAC BIET VA CANH BAO KHI SUDUNG THUOC S
Rivastigmine c6 lién quan d&n mét s6 phan tmg phu nghiém trong déi véi duong tiéu héa nhu nén, budn
non, biéng an va giam can.

Viém loét/chdy mau da day.

Do dac tinh duge dong hoc, 1ic ché cholinesterase 1am tang ti€t acid da day do tang hoat tinh cholinergic.
Do vay bénh nhén cdn dugce theo doi chat ché doi véi céc triéu chiing hodc xay ra chay mdu da day. Bénh
nhén ¢4 tién sir viem loét hoic dang diéu tri véi cdc NSAIDs sé ¢ nguy co ting cc triéu ching nay.

Gdy mé

e
Rivastigmine, mét itc ché cholinesterase, 1am gidn co trong qud trinh gay mé, /‘.L.“}Q
Tim mach
Do Rivastigmine 1am tang hoat tinh cholinergic nén né ciling ¢é anh hudng dén nhip tim. Vi vay céan
ki€m sodt chat ché & bénh nhén ¢é bénh tim mach déc biét 12 ngudi ¢4 hoi chimg rd tam thét trén. \\/:
Hen suyén ==
Gibng nhu cdc thudc khdc lam tang hoat tinh cta cholinergic, Rivastigmine phai duge st dung thin trong
& bénh nhan c6 tién sir hen suyén hoac nghén dudng ho hap. ,
Thdn trong = ‘
)

Rivastigmine ¢6 lién quan dén ty 1é non va budn non cao, cung véi kha nang lam biéng an va gidm cén.
Vi vy bénh nhan cin duge theo di chit ché va thong bio cho béc s§ néu xay ra tinh trang trén.

TUGNG TAC VGI CAC THUOC KHAC, CAC DANG TUGNG TAC KHAC.

Anh hudng cla thudc 1am gidm hodc tic ché 1én chuyén héa CYP 450.

Chuyén héa 15i thiéu cia Rivastigmine xdy ra nhd vao isoenzymes CYP 450. Vi vay khong ¢ tuong tac
duoe déng hoc gifta Rivastigmine véi cdc thude duge chuyén héa bdi CYP 450. Céc thude 1am gidm
hoic 1tc ché CYP 450 khéng 1am thay doi chuyén héa clia Rivastigmine.

Khoéng ¢é tuong tdc duge déng hoc duge quan sat giffa Rivastigmine va digoxin, warfarin, diazepam
hodac fluoxetine.

Str dung vdi cdc tac nhan khdng cholinergic.



SUDUNG THUOC CHO PHU NU CO THAI , PHU NU CHO CON BU, TRE EM.

Phu nir ¢6 thai.

Chua ¢6 nghién citu thich hgp c6 kiém sodt dé danh gid tinh an toan va hiéu qua cua Rivastigmine &

phu nit mang thai mac du cac nghién citu trén tho va chudt khong cho thdy cé anh hudng doc tinh

gen thai. Khong nén diing Rivastigmine cho phu ¢6 thai trir khi da can nhac gilta nguy co va lgi ich

déi véi bao thai.

Phu nir cho con bi:

Tinh an toan clia Rivastigmine & phu nit cho con bi van chua dugce thiét 1ap. Do vay chi sir dung

Rivastigmine cho phu nit cho con bi khi that can thiét sau khi cé su chi dinh cha béc s§.

Tré em:

Khong cé nghién ctu an toan va thich hgp chia Rivastigmine trén tré nho. / (?7//
/

NHUNG TAC DUNG KHONG MONG MUON.
Hau hét céc tdc dung khong mong muén duge quan sat 1a non, budn non, giam can, kho tiéu va suy
nhuge. Cic tic dung khong mong mudn khic duge quan sdt véi ty 18 2% hoac hon véi liéu
Rivastigmine 6 — 12mg/ngay la dau nguc, phil ngoai bién, chéng mat, dau lung, dau khép, gay
xuong, lo ling, bon chén, 4o giic, hoang tudng, nhiém khudn dudng tiéu héa trén, nhiém khudn
chung, ho, viém hong, viém phdi, ngtta va dai dam.

Thong bdo cho bdc sy nhitng tdc dung khong mong mudn gdp phdi khi sit dung’

LIEU LUGNG VA CACH DUNG

Liéu khoi ddu Rivadem 12 1,5 mg x 2 lan/ngay. Néu dung nap t6t thi c6 thé tang liéu l1én 3mg x 2
lan/ngay sau it nhat 2 tudn diéu tri. Tang din liéu 1én 4,5mg x 2 l4n/ngay va 6mg x 2 lan/ngay
sau it nhat 2 tudn so véi liéu dau tién. Néu xay ra cdc phan ung phu nhu non, buén nén, dau

\& -n.qq’\é’y

bung, an mét ngon trong qué trinh diéu tri thi nén ngung mot vai liéu sau d6é dung lai liéu khai
d4du hoac giam liéu.

Liéu t6i da 1a Rivastigmine 1a 12 mg/ngay

Cdch ding: Dung theo dudng udng.

SUDUNG QUA LIEU

Rivastigmine ¢ nira di huyét tuong ngan khoang 1 gid va tc ché khoang 8 — 10 gio. Vi vay trong
trudng hop qué liéu ngung dimg thudc trong 24 gid tiép theo.

Triéu ching

Qua liéu véi céc e ché cholinesterase cé thé din dén mot s6 dac diém khang hodng nhu nén, buén
non, tiét nuée bot, dd mé hoi, nhip tim nhanh, gidm huyét dp, suy dudng ho hdp, ngd quy, réi loan.
C6 thé xay ra yéu co va dan dén tif vong c6 lién quan dén co duding ho hép.



Diéu tri

Trong trudng hop qué liéu, d4p dung cédc bién phap hé trg thich hgp. Véi céc triéu ching noén, budn
noén thi ¢6 thé st dung céc thudc chéng non mira.

Do nira doi thdm tach clia Rivastigmine ngan (thim tach, thdm tdch mang bung hodc loc mau) nén
khong chi dinh 1am sang trong trudng hop qua licu.

TRINH BAY:

Vién nang Rivadem dugc déng géi trong vi Alu. Hop 6 vi,vi 10 vién va mot t& hudng dan sir dung.
Thudc nay duge 4p dung theo tiéu chudn clia nha san xuat, c6 han dung 24 thang ké tir ngay sén
xudt, nén bao quan duéi 30°C, tranh 4nh sang va dm. / f{/’;

‘Doc k¥ hitdng ddn trudce khi ding. Néu can thém thong tin xin hoi y kién bdc sj.
Thudc nay chi ding theo sit ké don ciia thay thuoc’

Nha san xuit
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