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L HUGNG DANS( DUNG THUOC CHONGU (I BENH

SYNDOPA 275

Tén generic: Levodopa, Carbidops (anhyd
Dyng bio ché: Vién nén khing bao
Khuyén cho:

Do kg hietmgg débn trudre ki sse dhungg

O xatdmiay tré em

Thiimg bdo ngay cho béc 5§ hode dupe 5§ nhimg tée dung khéng mong mubn gép phat khl si dyng thube

1. THANH PHAN, HAM LUGNG CUATHUOC

Mbi vién nén khong bso chira:

Hogt chit: Levodopa 250 mg. Carbidopa (khan) 25 mg

T duge: Lactose monohydrat, tnh bt ngd, cellulose vi tinh thé, ponceau 4R lake, povidon, butylated hydroxy anisol,
talc tinh khibt, magnesi stearat, colloidal silica khan, tinh bt natr ghycolat

L MO TA SAN PHAM: vién nén khong bao, hinh trom bai mjt phiing mas hong nhat cb dém, mit mlt c6 duimg
phin 45, m§t con lgi khic chr SYNDOPA

)25 mg

3. QUYCACHDONG GOL: Hop § v né x 10 vién nén khbng bao

4. THUOC DUNG CHO BENH G
Syndopa cai thign céc ddu hiéu cia hi chimg Parkinson. Parkinson 1a mdn bénh 14y dki khi ma bénh nhin cb cac ddu

higu sau:

* Trénén chim chap va khbng git dugc thin minh én dinh

* Cimgco

* Runriy

. NMmammnmmwummmummwumgmwmm

5. NENDUNGTHUOC NAY NHU THENAO VA LIEU LUGNG

mu@nﬂSyndopﬂ‘-'Schlnhl.annbnngﬂwﬂam‘mkﬁnmbmmﬂmmdn&mm

Diing thube nay nhy sau:

*  Nubttron vién thube vén 1 Iy nude

*  Dimg thubc déu &4n vio khoing thér gian nhdt dinh theo ding chi din cia bic s

. wmwwmmmmﬁ;mm khéecling trj bénh Parkinson ma khong tham kihdo
¥ kokn cia bic sT

¢ Tranhdimg thubc chung vé4 1 bita inne

* Syndopa gitp kiém sobt mét s6 trigu chimg ciaa bénb Parkinson, nbumg khong chira tri bénh ndy. Do 86 cin ding
Syndopa 275 hing ngdy Con tiép tyc dong Syndopa 275 chimg nio biée sT com ké dom.

Ding liéu leyng nhu sav:

* Bicsis? quyét dinh ban chn ubng bao nhiéu vién thube/ngiy

* Libulugng thay dé tiry theo timg bénh nhén

* Lidu ding li 1 vién Syndopa 275, 3 - 4 lhn/nghy

*  Béc sl o2 diu chinh liu dimg tiry thuiic vao: mirc 89 nghiém trong cia tinh trang bénh, ddp tmg véi didu trj, vi c6
dang ding chung chc thubc khic hay khong ) ) )

Vién nén Syndopa 275 chira hoat chit v 1y 1€ 110 (levodopa 250 mg: carbidopa 25 mg), 6 thé khng thich hop dé

thyc hién viée chudn hidu, bc si 52 cin nhic ding nhimg ché phim khéc trong nhimg truémg hop nay

Tréem vi thanh thiéu nién

Thube nay khong thich hap cho nguin < 18 tobi

6. KHI nkmu()ua NENDUNG THUOC »:é/l Y

Khing dang ndy v phii thong béo cho bdc sl néu:

« D) mg (qué mln) vén carbidopa hode levodopa hodc bt Iy thanh phin ndo cita thube. Du hi¢u clia mdt phin img
8 (g bao gbm: phit ban, khé nudt hosc khé the, sung méi, mar, cb hong vA luin

*  DAtimgbj ung thy da hoc khi cb bt cir ndt rudi bt thuimg nio mé chura duge kibm tra bén béc s

*  Dang ding cic thudc go1 13 IMAO (cac chét irc ché khdmg choc loc monoamin oxidase) cho bénh tram cam. Ban
cn ngimg ding chc thude ndy it nhit 2 tuhn truéc khi dong Syndopa 275 )

Ban dang trong tinh trang bj glaucoma goc hep ma o6 thé bt ngd ghy ratich ty trong mét

*  Bjrbilogn tim thin nghsém trong

*» Dangcbthai, cb thé mang thai hay dang cho con b )
Khéng ding thubc nay cho bt ki truémg hgp ndo dugc néu trén. Néu khéng chic, cn tham khao ¢ kién bic 51 bay
dugc sitrudce ki ding Syndopa 275

7. TACDUNG KHONG MONG MUON
Cndmg nbu 41 ci céc logi thudc, Syndopa 275 c6 thé gy ra céc tic dung khong mong mubn (mic di c6 thé khong xéy ra
w.‘nt:dh&th‘ndﬁnglbu&nlﬂNgimgd(lngSyndﬂplTlSviypnpybi:ﬂmh.nnéubmdl&flb‘ycémm
Iodu sau:
mmaw*ﬁw&ﬂmmmmmmy.mnwmmsmmwmm
hdu nay o thé ghy kb6 thirholic kho mubt

Téc ngye

*  Niup tim khéng déu (khong thutmg xuyén) hay nhip tim nhanh

. ﬁmﬂfﬂd&v thity méu trong phin hay phan t8i miu (chay miéu dg dity - ruj)

. ::-:’vhdvtmnhmdhhma bao gbm da nhot nhat (xanh xa0), mét mér, sit, dau hong hodic bim nhe
i chity méu kéo dii sau chin theong

*  Cimgeobip, sbi cao

*  Nhimg thay 451 thm thdn bao ghm ko gidc vé trdm cim

+« Copift

Nhémg thc dyng khdng mong mubng thwimg gip nhit fa:
¢ Chaybn d9ng bt thutmg nhu co gidt hojc co thit (¢4 thé gibng hay khéng gibng v trigu chimg Parkinson mi ban
hp phii)

. nbm

Nhimg tic dyog kbéng mong mubn khic:

-“';uw.mu.nuympm

* Viém finh mach, dang bj bénh (ndn), tiéu chiy, sy i mau ciia nute tiéu, md hés hose mude bot

* Hkn tugng on - off, die inmg ca mi s nguti b béah Parkinson lu nkm. D6 14 khi ban ¢ nhimg thay 4] khéng
Jutmg tratdo duge: dang 1 trang this chuyén ding “on”™ chuyén sang trang thii ngimg 85t ngit “of ™. Tinh trgng

“off” ¢ thé xky ra 8 ngin
. (‘ngkhhngﬂ(b-nrhh qui mifc hoje khéri phit gibe ngii bt ngdr)
« Githe mar bt hutmg, nhim Lo, chem thhy b kich 8png, khé thar, rung tbc ,
+ Khbing cb ik nng chémg Iai sy thisc by A& thye hién mix hinh dong c6 thé gy ha, trong d6 6 the bao ghm:

- Sy thi thiic manh mé hiah dbn 1 vi ciy bac qud mirc bkt chdp hu qua nghiém trong xiy ra cho bin thiin v gia
dinh

. n-ydbhyqumndamu,duz:nhgm
< Otk hay ovus shem qui mic khbng thé kidm sobt duge
- Anubng chit chén (be nbibu thirc in trong mit khodng thén gian nghn) hoge cutmg &n (Sn thire Sn nhidu hom binh
thurémg vh hom 14 chn thikt 44 thoa min con d61)
Thémg béo cho bic 51 ndu byn c6 mit trong nhimg hdnh vi trén, blc o7 s thio lugn & gkt quyét hay lim gidm nhg trigu

mucmuh.mmﬂ-mmammmmu&mmm.mum;auuynm
dng Syndopa 275

’”Mhm thustmg, gien thi lyc tinh thin, mt phuomg budng

. ¥ binh i

. n.mm‘mmomuyhm.um;mwm&&Manmw

o XKoo ngis, chen thdy lo ling, bl thuimg khi di chuyén

. D-‘

M
o« Mimit ril xubng, giln dbog 10

¢ Thay b thas whin, ci &ng mit bl tuimg
1 thibmg tiéu hisc
« Kho téy, khé mibng. viding
*  Sang tuybn nuie bot, kv nuld, nghiés ring
Niccye, daubyng, tho bis
*  Cam gide rit ludi
Tinh dyc
;&Dmﬁmgmbhméum
nigu
. i tidu hoihe tidns himg ty chif (hng o Khe wleng &% Kibem sodt dimg chiy st Gy

Da
* Thay &bi nblimg ming om shc 15 da bao ghen i rubi bt thusimg hay by thay 46 (b )

* Tinghsy pém cin, sung & cée chn

. Dohwmun tiétmb o

* y&w&wmum

+  Khinuéng, pbi chung cim gidc khong kiibe

* Ting ning lugng bodc hogt ddng, nhip thr bt thutmg ) -
Neéu bit ky tnéu chilmg nio tda 131 hodic ban glip bt ki thc dung kibng mong mube mio Kibe xim v long bo choode &
hogc duge si cia ban. Didu nay s hin ich néu ty bién thin ban thye hifs bas ghi chi vé nfimg i bes 64 i qua, kb sac
bt diu va kéo dii trong bao liu

8. NENTRANH DUNG NHONG THUOC HAY THUC PHAM Gi KHI DANG DUNG THUOC NAY?
Euymbnguochohcdhotdmﬂnhb'nbdmhbmdlxdhﬂghougindéydiddnghﬂkylonltm&moﬂur
bao gbm cic logi thube ban mua mi khing cdn toa, cic logi thudc thao duge. D6 1 bon vi Syndope 275 o6 thé anb huong
kn co ché hogt dbng cia che thude Khic v nguge lpi. -
Die biét, thong bdo cho bic sT cia ban néu ban dang ding bl cir logi thubc nio sau &y -~ bt 1 16 52 Liom tding ks
g e phiii cdic tdc cung Khiing mong mubn khi dimg chung vin Syndopa 275
*  Thube dinh cho bénb Parkanson chira levodopa

- Néuli dang “phoog thich chim”, ban chn chdr 24 giir sau lidu cubn cling true Kiu ding Syndops 275

- Néula dang “phéng thich binh thwimg”, ben cin chér 12 gidrsau liéu cudi cling i i Gung Syndopa 274

- Théngbéo cho bic sThay duge s agay b khs ban 43 ding trong qui kbir )

- EutMchth.hmMchhhﬁunmWﬁéphcwMJwM. cho pha thay

i

* Thubc cbo che vhn 6é im thin (shw trkm cém), bénb lao (TB), cao huybt ip, co thiit co, dhog kin hoje cic bz
khic lién quan 8én chuyén dong khing ty nguyéa: lidu diing c6 thé cha phii Sugc thay 86

20114 IMAO :
Phenytoin, mix Jogi thudc ding 88 didu tn co gigt
Cic logi thubc khing choli (nhu orphenadnn,
Papaverin dugc sir dyng & diéu tri chimg bét lyc & nam gidn
Selegilin, mét logi thube khac ding 44 diéu trj bénh Parkinson
Cic ché phim bb sung sbt vi chc multivitamsn c6 chira st
Néu bgn khbng chic chin véi mit trong diéu i néu rén, hiy théng béo chio bic sl hay dugc si tnsb ihi ding thube niy
Hosé c6 | danh séch by di nhimg thube tréinh dung chung khi dimg Syndope 275
Céc xét nghi¢m trong khi ban dang ding Syndopa 275 '
Thudc nay cb thé aoh buémg dn mit sb xé1 nghigem mé béc 5T 6 thé thire hués trén che mby mis hodc mube iy Hiy
nhic nhé bic s1 cia ban néu ban dang dung S 275 vh dang c6 bt ki xé1 nghiém nio
Disng Syndopa 275 vé thyc phim vi -I:m ) )
Cb gang trénh ubng thubc ciia ban véni mbt bla &n no. Néu ché 4 o ubng cise ben cf chita gué nhués chbt dam (thy
trimg, sira, phé mai), Syndopa 275 c6 thé khing dugc hifu gui ahu vén di nd phii cb

9. CANLAM GI KHIMQT LAN QUEN DUNG THUOC i

Néu gho 8o gidr ndng liéu ké tiép, b6 qua liéu quén vé ding liéu ké tiép ni binh thutmg. Néu khong, by ubng som
ngay khi nhé ra vé quay tré g thin gian dung thubc binh thutmg nhu med kiv. Néu ban khbog chic cb sén bo gua

liéu a2 quén hay hay n6i chuyén vo1 béc sThojc duge s cla ban.

Khong nén ding liéu gip 401 4€ b cho i mi ban 42 b6 qua

Néungung diing Syndopa 275 )

Khéng ngun dungSy‘ndopaZ?SMﬁ:UuydblMu&guahbumﬂnﬁnlmchthMVmbuﬁcu‘K.'r_

i .ugngwz‘.'s.cou;my.uﬁn;mbip.nh:adoaoub«)vammmyw
Néu ban cé bitk§ thic méc ndo vé vige st dyng thube niy, hay hoibic st hodic durge st cia ban

benzatropes va procychde)

10. CAN BAO QUAN THUOC NAY NHU THE NAO: 001 kb mibt, dustrs 10°C i enh g
Khéng sirdung thubc khi 43 qud han ding ciia thudc in trén bao bl

11.NHUNG DAU HIEU VA TRIEU CHUNG KRI DUNG THUOC QUA LIEU - CAN PHAI LAM Gi
KHIDUNG THUOC QUA LIEU KHUYEN CAO

Khi ding nhiéu bop liku chi djnh, nhip tim c6 thé thay 861 o

Neéu ban vé tinh ubng Jugng thubc nhiéu hon ban chn, thoog béo cho bic T hoic shisn sy tr vin y @ ke ngay lp tisc
Mang theo thude ban 42 ding. Diéu niy la 8¢ cic bic sTbié byn d3 ding abing gi

12. NHONG DIEU THAN TRONG KHIDUNG THUOC NAY

Kiém tra véi duge st hay b sTciia ban truée khi ding thube néu-

- Banco tién sirco gifit

. B;ncémmvé!bﬁmgdvﬁngmbtk:qiubahdﬂyul‘hg}hdcamnm

- Ban cb métcon dau tim, tim &p cb van dé

- Banchvhndé vé gan, thin, ni tiétth

- Banbj bj trhm cam hodc cic vAn 4é tim thin khic ) )

- Glaucoma géc ring man tinh ghy ting ép lyc rong nhiie chu. Ben cin theo 4o thuimg ruyén nhimg thay &1 wés
nhiin ép trong khi diéutrj

- Bandbikhi c6 nhling con ngi 8t ngit hoje 88 khi cam thiy rkt bubs ngis

- Dang phiu thujt

Thong béo cho bic sT biét néu ban hay gia dinh/nguiri chiim sbe cia byn chi § thby riing ben dang phit iribs shing ham

mubn hay thém cu xis theo nhimg chch khic thuimg vGi ban thin hay ban kg thé cutmg lgs sy thisc ddy hay cr &b

d‘MhﬁnMsﬁMﬂﬂBwMgﬂythﬂM ngui khic. Nbimg hink vi nay duge goi i rbi losn

kiem soédt xung dng va c6 thé bao gbm nghién cis byc, in ;mzmmmm,mmwnmdzwu

mﬂgﬂ;&smwywﬂmmn&mu&m cn phii xem x4 Igi phisong phitp ity tr dang

*  Phynit mang thal vé cho con bié: khbng 275 cho phy nff c6 thes, c6 thé thas cho con

mmmmzm&msqymmmru i

. ,mmrmm»mmuummx-q-mswz7sum&m1mmukmm
nhimg cich khic nhau. Mot s6 nguin c6 tic dyng phy nhis budn ngd mé c6 thé &nb bidmg dbs kh néng 1 3+ hosc
mﬁwwﬂym Khéng I xe hoge si dung cong cy hoge miy mbc néu byn cb duye nhilug méy
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13. HAN DUNG CUATHUOC: 48 thing ké it ngay sén xubt

14. TEN, DJA CHi CUA COQUAN CHJU TRACH NHIEM VETHUOC
SUNPHARMACEUTICALS INDUSTRIES LTD.

SurveyNo 214, PlotNo.20, G 1.A, Phase 11, Pipana, Silvassa - 196230, U T of Dadra & Nagar Haveli, An B6

15, NGAY XEM XET SUA DOI, CAPNHAT
11, HUGNG DAN SUDUNG THU!

1. DACTINHDUQCLY

1.1 DACTINH DUQC LYC HOC
14 mét tidn chibt cia dopamin, vi duge cho 1 lidu phip thay thé trng bénh Parkinson

Carbidopa 14 mdt chit (rc ché dopa decarboxylase ngoai bién. N6 ngiin agina sy chuyéa hoa cis kevodopa thinh
dopamin trong hé tulin bodn nguai bigs, dim bio mét 15 18 <50 bom i diing vio dés nlo - noi dopamin host ding
Su két hap levodopaccarbidopq: hih ich trong viée lm gidm nhidu irifu chimg cia béuh Parkinsos, he bidt 1 tink

vin 8ng. Sy kit hop niy thutmg bt ich tromg vige Kibm sodt tink trng run. kho v, thisg ayén
nude bot, v8 sy bt dn dinh tu thé ¢ 1ién quan dén bénh v hi chimg Parkinson
KN bénh ntin khéng thé dip img v 1i¢u phip dom tr levodopa thuomg xuyén, vi chc dh hidw vi irigu cimg cts béwh
Parkinsan khong dupe kiém sodt déu din trong ngay, thay thé bing sy két hop levodopa thwimg den giem
bién ddng troog dkp (my, Bdng chcb gidm mit 50 phin (mg bbt kgt do ding ligw phip dow tr levodope, sy kit hop

INQI DUNG DUGNG DAN SU' DUNG THUOC: 311122020
CHOCANBOYTE
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12DAC TINH DUGC DONG HOC
Trong sy ving mit cua decarboxyluse inhibitor, levodopa sau khi ubng s2 duo hip thu nhanh chong nhug thay 44 qua
Auimg tiéu hoa. Thiri gian bin thii huylt wong khong 1 gid, duge chuyén dbi chis ybu thinh dopamin nho men dopa -
decarboxylase, mdt phin dugc chuyén ddi thanh noradrenalin. Lén dén 30% duge chuyén ddi thanh 3-O-meth Idopa co
thiri gian bén thai tir 9 - 22 gi6. Khoang 0% levodopa duge bai tit trong nude tiéu trong vong 24 gics chi ybu 16 duén
dang acid homovanillic vi acid dihydroxyphenylactic. [t hom 1% dugc bai it duri dang khong thay db)
Khi luu thong, levodopa s& canh tranh vén céc axit smin trung tinh khac dé viin chuyén qua hing rio miu ndo. Mgt khi
leboc!: neummh!ﬂn.lcvndqm 88 duye decarboxyl héa dé tgo thinh dopamin - duge lwu triY vi phing thich tir cée
neuron tidn synap. Vi levodopa bi decarboxyl héa rht nhanh & duomg tiéu hoa vi gan, chi cd | lugng rit nhd khong thay
&mﬂ:}? vd.: ;:l:y‘t:nw\xp'm':\g;:o,o(.‘ic |:ihln img khi cnbo:yluggoal mﬂ lim gidm hi¢u qud didu tr) cia
d y g duge dung cing vin cie thube e decarboxylase I bién nbu
carbidopa, dodo 6 thé ditng liu thip hon b cho cling hi¢u qua didu tr e
Carb:dqnlh_lvlngmulcvo&m-uuduvc thu nhanh chéng nhung khong hoan todn qua duong tiéu hda sau khi
ubng. Sau khi ubng, khaing 0% duge tim y trong mude tiéu véi khodng 3%Mdmmngd21. No khdog qua
hiing rdo méu nilo nhumg qua dugc nhau thai va béi ti trong s0a me. Thude ludn chuyén nhanh chéng, hdu nhu thude
du dgng khong dbi s tim thy trong nwe tidu trong vong 7 giér

2. CHiDINHPIEUTR]
Didu trj bénh v ce bi chimg coa Parkinson

3. LIEULU
Diing dutmg ubng
l.néulérwhingnglyphlnduo:xkdu\hquvlécchulnlnéuchrhtnmcmbenhnhh,vwnnh
levodopa/carbidopa chira hoat chit véi ty I 1.4 hay 1:10 (levodopa: w‘buﬂu), Vién nén Syndopa 275 chira hogt chit
voitg1¢ 1:10 (levodopa 250 mg: carbidopa 25 mg), c6 thé khoag thich hop dé thy hién viée chudn litw, co thé cin nhic
dung nhimg ché phim thube khac trong nhiing trucmg hop nay
Lidu diing chung khuyén céo cho vién nén levodopa/carbidopa durge trinh bay nh bén dun:
Céc nghitn clru cho thily ring qué trinh decarboxylase ciia dopa ngogi bién 1k bo hoa bén carbidopa lidu khoang 70 -
100 mg/nghy. Cac bénh nhén ding liéu dudi micc nay cita carbidopa c khuynh hu¢ng ndn v budn non,
Ngodi ligu phip ding don trj Irvodupaz nhitng thubc chudn ding diéu tr) bénh Parkinson c6 thé diing dbng thér vén vién
niénlevodopa/carbidopa, mac dit ¢6 thé phai chinh lidu
Doucdungdjéumvlnhn-ngphtnﬁngHMgmmgmuénnh-nhmxchmmMykhidﬁngvimwu
levodopa/carbidopa hom 14 vér khi ding mit minh levodopa. cin theo doi bénh nhin cin thn trong subt qué trinh didu
;::thli:undun; Cirdng vo thizc, nhdt 1 chimg co thit mi, 14 mdt dhu hidu sémn hiru fch cho thily dur lidu lugng & mdt sd
nl .
Néu ding vién nén levodopa/carbidopa 100 mg/10 mg hay 50 mg/12,5 mg; lidu ding kheri du 1 | vign x 3 - 4
1hn/ngdy, C6 thé cdn thiét phii chudn 40 ting lidu & vai bénh nhin & ¢6 tha dgt duge lidy thi wru cita carbidopa. C6 thé
ting thém 1 vién hing ngiy hay cdchngdy cho dén khi dt durgc lidu tdng chng 14 8 vién (2 vien x 4 lin/ngdy)
DBip img véri thudc quan sét dugc trong ving 1 nghy, v thinh thoing chisau | lié. Téc dung dly du cia thube dat duge
mv&n;?ﬂn:f,nykhimmhvﬁﬂc dung dgt due phal trong vi tuda hay vai thing néu chi ddng | minh levodopa.
Vién nén Jevodopa/carbidopa 100 mg/10 mg hay 50 mg/12.5 mg duoc ding d8é to didu kién chuin ¢ lidu ding theo
nhu cdu ctia timg béahnhin

GVACACHDUNG

Bénh nhin ding levedopa .

Nigimg ding levodopa ft nhdt 12 gidr (24 gios 81 vén cic ché phdm phéng thich chim) trude khi bit dhu diing vién nén
levodopa/carbidopa. Cch don gian nhdt 4 im diéu niy 14 dé cho bénh nhin ding vién nén levodopa/carbidopa lidu
dhu tién vio budi sing sau mét dém mi khong ding levodopa. Liéu clia vién nén levodopa/carbidopa chi nén vio
khoing 20% liéu hang nghy tnréc diy cia levodopa ] )

Bénh nhin ding it hon 1500 mg levodopa/ngay nén dugc bit diu bing vién nén levodopa/carbidopa 100 mg/25 mg, 3
hay 4 lin/ngiy phy thubc vao nhu chu cia bénh nhin. Liéu khoi dbu € nghi dbi voi hiu hét nhimg bénh nhin uX..,
.ﬁb han 1500 mg levodopa/ngdy 14 mét vién nén levodopa/carbidopa 250 mg/2$ mg (Syndopa 275), 3 hay 4
lan/nghy

duy tri
g&uﬁ nén tuy theo timg bénh nhin va chinh liéu theo myc dich dp img diéu trj. Khi cin phai ding | lugng Idn hom
carbidopa, vién nén levodopa/carbidopa 100 mg/10 mg c6 thé thay bing vién nén levodopa/cartidopa 100 mg/2$ mg
hay 50 mg/12,5m,
Khi clndimgnhlgnhan levodopa, ding vién nén levodopa/carbidopa 250 mg/ 25 mg (Syndopa 275) | vign x 3 - 4
IAn/ngiy. Néu cin thiét, iu ding cita Syndopa 275 c6 thé ting 1én | vién hang ngiy hay céch ngay cho dén khi dat duge
16 da 8 vién/ngay. Kinh nghiém khitbng !:‘!u ding hing ngay cia carbidopa > 200 mg vin con han ché

Khi chuyén 1 bénh nhin dang ding levodopa + mit thubc (rc ché decarboxylase sang ding vién nén
levodopa/carbidopa, ngung ding it nhit 12 g1 trwrée khi diing vién nén levodopa/carbidopa. Bitddu lidu ding véi vién
nén levodopa/carbidopa s# cung cdp cung | lugng levodopa gibng nhu trong cic ché pham két hop levodopa + mt
thube trc ché decarboxylase

Bing chimg hi¢n i cho thdy ring cdc thude chdng Parkinson khic c6 thé duye ding tiép tu¢ khi ding vién nén
levodopa/carbidopa, mjic di lidu c6 thé phai diéu chinh liéu ding phi bap véi Khuyén cdo clia ahd sin xult
Diing ¢ tré ¢m

Tinh an todn ctia vién nén levodopa/carbidopa chiza durpe thiét Lp cho bénh nhdn < |8 tudi, do d6 khong khuyén céo
diog thude & dbi nugng ndy

Kinh nghiém rgmg rili khi ding thude nity & nhém bénh nhin 1ém tubi

4. CHONG CHID|NH

*+ Chéng chi dinh ding cung Hc cdc chit rc ché khong choc loc monoamin oxidase va Syndopa 275. Cc chit i ché
phai ngung it nhit ha tudn trude khi bat dhu ding Syndopa 275. Syndopa 275 ¢ thé duoc ding ddng thv theo liky
khu E: cdo ciianha san xubt IMAO vén chon loc trén MAO tuyp B (vd: selegilin hydrochlonid)

+  Chéng chi djnh Syndopa 275 trén nhimg bénh nhiin c6 qua min véi cic thanh phin cia thudc vi teén nhimg bénh
nhin b; glaucoma géc hep. Bai vi Jevodopa c6 thé hoat hod melanoma c tinh, vi viy khdng nén ding thudc trén
nhimg bénh nhén c6 sang thuong da nghi ngd hodc chura chin dodn hode c6 tidn sir bénh melanoma dc tinh

+  (3bénh nhin cd rbi logn tim thin nghiém trong.

cAmonvumnnrno&(c; " " R
Khong &g khuyén cao ding thubc nity cho viée didu trj cic phan img ngogi
Dﬁns'fhsnumcmmbenhmnb‘wmnanzvélmmxhrnkptz.hcnwmhammbmﬂw
bénh ndi tibt, hodc tién sirbénh loét da diy (vi kha ning xult huyét duimg tiéu hba trén)
Cin thin khi ding cho bénh nhin ¢6 tién sonhdi mau co tim, nhimg ngudn 44 bj logn nhij thdt, hoic n&! xoang, hojc
nhi. (3 cic binh nhiin rilus vily, nén theo ddi chirc ning tim d3c bidt trong subt giai dogn du didu chinh lidu, trong cdc
khoa chim séc tim mach djc bit
+  Chn theo ddi chit ché th ci bnh nhin vi c6 thé c6 nhitng thay ddi v tim thiin, trkm cdm c6 khuynh hudmg ty sét, va
céc hinh vi chdng 061 xB hji nghiém trong khic, Nén thén trong trong didu trj cho nhimg bénh nhdn trrde 6 holie
hunulblbtnh!lmlhln.Vicatbldopubophépnhléulnodo;-vioniohunvinhéudopammduoctpoﬂ‘tnh,nﬂ
o4 the dbng tréa hé thin kinh trung womg, nhu logn dfng. c6 thé xudt hign & lidu thip hom va sém hou khi diing
Syndopa 275 so vén khi ding levodopa riéng lé
+  (Ctngnhu levodops, Syndopa 275 c6 thé gy ra cir ddng vé thirc va réi logn tim thin. Bénh nhdn c6 tién sit cir ddng
vo thie va ri Jogn tam thin ning khi dung levodopa | minh thi nén chn duge theo ddi chiit ché khi dang Syndopa
275, Céc phin (mg ndy duoc cho li do 1ang dopamin trong nio sau khi ding levodopa
Hoi chimg an thin kinh c tinh bao gdm cimg co, 4ing cao nhigt 85 co thé, nhimg thay 341 trén thin kinh, thng ndng
A creatin phosphokinase trong huyét thanh d dige bio cho khi ngimg dO1 ngdt cic chdt trj bénh Parkinson. Do o,
mmm-h&wmmmluuwnwwnmgdmsmzvs,mw&uwnmm
dung cic o
llJlfqm Aidm sodt xung dpng: cin thuimg xuyéa theo d bénh nhin dé xem ¢ sy phat tnén caa tinh trang rdi logn
kiém sodt xung dgng hay khing. Bénh nhan vA nguti chim séc néo § thirc ring cde indu chimg hanh vi cua rdi logn
kidm sodt xung dgng bso gbm thoi co bac do dong Iy th thic, 1Ang ham mudn tinh dyc, chimg cubng dam, chi
tidw/mua skmyin ubng do déng luc thdi thixc c6 thé xiy ra & nhim béuhnhlndthldblnglrh‘tchuvhdmunm
vivhay céc dibu trj dopaminergic khic md co chira levodopa bao gbm Syndopa 275, Khuyen oo didu tri khi xay ra
nblng tink trén. Ding dbng thin céc thube cb hogt chit tic ddng trén be thin kinh ahu pl hope
Wympha:n‘ﬁndawlhwhlhmolckhlhtntrvnl.ddulhﬂnqmndsbﬁnhnhlnmc&mlmcm;cm
Parkinson hay khong. Bénh nhn c6 tién st co gift chin dugc djbu tr mdt chch thn trong.
+ Cling nhw vé levodopa, dinh gié dinh k chizc nng gao, kba ning tso miu, tim mach, vA thin duge khuyén cho
trong subt qué trinh dibu trf kéo di. Céc bénh nhkn c6 bénh glascoma gox rong man tinh c6 thé dugs didw tr) thin
véi Syndopa 275, ghy ting p e trong nhin chu c thé duoe kidm sokt 101 vi cac bénh nhin nky chn duge theo
mmmmagmmwmma&um
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* Cicnghién ciru dich @ hoc 81 cho thiy bénh nhin by Parkinson sé c6 nguy co phit tridn céc khdi u kc tinh cso ham so

véi nhém diin 56 binh thutmg (cao hom tr 2 - 6 len). Hién vin chua 6 nguy co gis ting quan sét duge [ do binh

Parkinson hay do cic yéu 16 khic (vd: cac thube dang dbng thir) Do d6, cin khuyén bénh nhin thutmg xuyén kiém

tra xem c6 sy phét iridn cac khdi u dc tinh hay khéng kb ding Syndopa 275 cho bt ki chi dinh no. Ly neimg nhdt 14

thuc hign thim kham da dinh ky b cie béc sTchuyén khos da lidu

Cde xét nghigm; ndng 89 nito uré mau, creatinin va ascid uric thip hon khi dng Syndopa 275 so vén levodops. Bt

thudmg thodng qua bao gbm thng cao mec uré huyét, AST (SGOT), ALT (SGPT), LDH, bilirubin vi phosphatase

kibm. DA c6 béo c4o bao gbm gidm hemoglobin, hematocrir, ting cao glucose huyét thanh v bsch chu, trong pute

tiéu ¢6 vi khukn v mdu. Duong tinh thir nghiém Coombs 4l duge hio cdo khi dang levodopa | minh hay ki ding

Syndopa 275. Syndopa 275 ¢6 thé cho ra kt qua duomg tnh gia khi kibm tra cho ketone ni¢u bang que this, v phan

(mg nay khong bj thay ddi ngay ¢4 khi dun sé1 nudc tiéu thiraghiém. Vide sir dyng cbe phuong phip glucose oxidase

cdthé chokét qud dm tinh gid cho bénh dai thdo duomg

*  Phynit mang thai: mjc di thc dung ciia Syndopa 275 trén phy nlt mang thai hién viin chus duge bilt, ¢ levodopa
vA ché phim phoi hop carbidapa + levodopa di gy ra khuybt it xuong vA nd) tang trén tho. Do 46, dong Syndope
275 & phu nit ¢6 kha niing mang thai clin phai cin nhic gida lon ich th c mang lgl cho ngudn me vi nguy co xby ra
cho thai nhi

*  Phuni¥cho con ba: hién vin chua biét li¢u carbidopa c6 bai 11é1 qua stra mg hay khong. Trong | nghién ctry trén |
phy nd dang cho con bis bj bénh Parkinson, levodopa bai tiét qua sta di duge bio céo. Vi cé nhidu thube ba liél qua
sira me vi cac phin img/tdc dang khdng mong mudn ném thng vi njng & tré so sinh - thi chn quyét dnh hode 14
ngimg cho con bit hoflc ngimg diing Syndops 275 - phattinh dén thm quan trong caa thube dbi vin nguin ng

* Anh hurdng trén khd ndng ldi xe vd viln hanh mdy méc: levodopu cd lién quan déy ngl vi khai phit con budn
ngu ot ngdt. Con bubn ngl Aot ngdt ki phat trong cic hoat ddng hang nghy, trong va Lrudmg hap hikm thi mt
nhn thiee. Bénh nhn nén duge thong bio dé inh cic hogt dong nguy hiém (vd: nhu 1di xe hay vhn hanh méy
méc..). Co thé cdn nhic gidm libu hay ngimg st dung thude

6. TUONG TAC YOI CACTHUOC KHAC
Nén thin rong kbi ding cac thube sau ddy cling lic vér Syndopa 275

Tinh trang ha huydtap trthé c6 thé xiy ra khi Syndopa 275 duge thém vao trong khi dang didu tn bang thubc hy buyét
dp. Do dé, c6 thé chn chinh liéu thubc ha huyét dp

Hiém khi, phan img bao gbm ting huyét ap vi rdi logn vén dong: 43 dugc béo khi sir dung ddng thin véri chc thubc

chbng trdm cdm ba vong
In}::émmdmnmimmémmugaénwhh,mumu&udocomnmdhupmaubenhm

SAL Cac nghién ciru cho thhy cé sy gidm sinh kh dung cia carbidopa vivhay levodops khi thube duge téu hos chung
véi it sulphat hay st gluconat

Chat ddi khang thy thé D2 doy (vd: phenoth butyroph vl ris] ) v isoniazid c6 thé lam gidm tic
dyng diéu tr| cua levodopa, Ngodi ra, ke dung cé lgi caa levodops trén bénh Parkinson da duge bio cho sé duge hin
phyc nhdr phenytoin va paraverin. Cdc bénh nhin ding cac thube ny véi Syndope 275 nén dugc theo doi chn thin vé
tinhtrang mét dap img didu tej

Diu trj ddng thi vai selegilin va Syndopa 275 ¢6 lién quan vér hy huylt dp thé dimg nghidm rong

Do levodapa cgnh tranh véi acid amin, nén sy bdp thu Syndopa 275 ¢d thé bj gidm & vis bénh nhia c6 ché 46 in giau
protein. Higu qud cia vige ding déng thir thude khang scid voi Syndopa 275 trén sinh khi dyng cua levodopa hign vin
chuaduge nghién cinu

7. TAC DUNG KHONG MONG MUON

Chc thc dung khong mong mudn xay ra thutmg xuyén khi dimg Syndopa 275 14 do tic dyng cua dopamin trén dugc Iy
thiln kinh hoc trung womg. Cac phia img ndy co thé giam khi gidm lidu ding. Phé bién nhit 1 loan vin dong ban gbm
chimg maa gid, loan truamg lyre car, rdi loan vén dong co khdng 1y y klide vi budn nbn. Co ca vi chimg co thit mi co thé
duge xem 1 diu higu ban diu cdn xem xét db gidm |If|l diog

Ciic the dyng khong mong mudn khac bao gbm:

Todn thé: dau ngye, dau ngye, chin an

Tim m::;’:: milt diéu hoa tim, wt huyét ip, tic dong thé dimg gdm wyt huyét dp thé dimg, thng buyés dp, nght, viém finh
mach, trong nguc

Da dady - rags: ndn, xudt huyét tiéu hoa, phit trién loét da diy t4 tring, tidu chdy, nude bot den

Hm?hpc.-;im bach cdu, thiéu mau tdn huyét va khang tn huybt, gidm tiéu chu, mbe bach chu hyt

Qud mdn: phu mach, ngirs, may day, phat ban Henoch - Schonlein

¢ thin kink/ tdm thin: hoi chimg an thin kinh dc tnh, che giai dogn chém (hién rgmy, on-off), chong mél, dj cém,
loan thiln kinh bao gdm hoang twimg, 4o gidc vi hoang twong tgo ra ¥ wong, trim cam ¢ hobc khbag cb sy phat trién
cia xu hudmg 1, mAttrf nho, gide mo bit thiomg, kich dong, lu 1, tng ham mubn tinh dyc. Levodopa cé lién quan
42,1 tinh trang budn ngu, hidm khi budn ngu qud mirc vio ban ngiy hay 40t ngdt khéi phat con bubn nga

Ho hdp: khothes

Da: phit ban, rung ong, mé hoi co mau

Nigu simh dyc: nude i shm mau

Hiém khi xdy ra co gif, tuy nhién mdi quan hé nguyén nbén — hju qua viin chua duge thiét lp

Céo thc dyng khong mong mudn khic dd dwge bho cio khi dung niéng 1¢ levodopa vi véi cic ché phim carbidopa
Jevodopa khac, vl co thé xiy ra vin Syndopa 275 nhu

Tléw hoa: 1} loan tiéu hoa, kho miéng, vj ding, tang tiét tuyén nudc bot, khé nubt, nghién rang. nbc, daw byng, tio bén,
dhy hoi, rdt ludL
Chuyén hda: Tang hojc gidm cin, phu né

H¢ thim kinh/ tém thdn: suy nhuoc, gidm 40 chinh xdc tim thin, mét phuong huong, mitdidu hos, 18, ng run tay, co
cimg ¢o, cimg him, kich hogt cua hdi chimg tiém An Horner, mbtngn, to du, sdng khos, ngh va bAt thuimg ve ding i
Réi logn kiém sodt xung ding: thoi cér by do ddng lye thél thic, 1ing ham mubn tinh dyc, chimg cudng dim, chi
tiéw/mua shm/An ubng do ddng lwc thoi thiic ¢é thé xay ra & nhimg bénh nhin diéu trj bing chilt chis vin dopamin vishay
céc diéy trj dopaminergic khic m cé chir levodapa bao gbm Syndopa 275.

Da: 86 bimg mt, ing b md hoi

Cémgide dge bii: nhin ddi, nhin mé, giin ddng v, com xoay nhan clu

Niga sinh duc: bitiéy, tiku khong wr chi, cuomg dwong, )

Khde: suy nhuge, m¢t méi, nhirc ddu, khin giong, kho chju, néng bimg, cim giac kich thich, u hic 1 c tink, kibu tho 1

8 QUALIEUVACACHXUTRI

Bitutn qud lidu clp tinh do Syndopa 275 thi cain bin gidng nhu xir tri khi qua liéu chp tinh levodopa: tuy nhién, vitamia
B6 khong c6 hiéu qui hdi phyo tac ddng cin Syndopa 275 Nén theo da dign thm db va thea doi bénh nhn chn thjndé
tim cde ddu hljuc\ll 1di logn nhip: néu cdn thi phai didu tri thude chéng rdi logn nhip khi c6 chi djnh. Khé nang mi bénh
nhin ¢6 thé udng eic thude khic gidng nhu Syndopa 275 nén duye xem xét. Chio dén na » khong c6 kinh nghigm nao

dug bdo cdo bing cch chay thin nhiin teo vi gid trj cos chay thin nhiln tao trong finh b ud lidu th 0.
gianbimhélc\hImudnpukhm!niakhicéﬁvhundjenczattnrbidop- Sl i e
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