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1. Thinh phéin: Vién nén Firvomef ¢6 3 him lugng

¥

100 mg
2S5 mg 25 mg
(Dudi dang Carbidopa monohydrare)| (10,80 mg) | (27,00 myg) | (27.00 mg)

250 mg

TAY TRE EM. POC KY HUONG DAN SU DUNG TRUOC KHI DUNG.

4.2. Cdch ditng: Thufc ding duding ubng.

5. Ching chi dinh:

- Quit miin vai hogt chit hodic bt ky thinh phin td dude ndo i thudc.

- Khéing duge dang ddng thdi nhitng thude de ché monoamin oxydase (MAQ) vdi
Firvamef. Phai ngimg ding nhilng thudc de ch& ndy it nhit hai tufin trude khi bit diu
tri ligu vdi Firvomef. Firvomef 6 thé dimg dfng thdsi cde chilt de eh chon loc MAO
type B (nhut selegiline hydrochloride) & lidu khuyén cdo ciia nhi san xuflt,

Td duge: Pregelatinized starch, Maize starch, Microcrystalline cellulose 101,
Mau Indigo carmine, Magnesi stearaie,

2. Dang bio ché: Vién nén
Ma td sdn phdm:
Firvomef 10/100 mg: Vién nén hinh tron, miu xanh duong, hai mijt ron, canh va
thinh vién lanh lin.
Firvamef 25/100 mg: Vién nén hinh trdn, miu xanh duong, mdt milt tron, mit mit o6
vach chin vién thinh hai phitn bitng nhav, canh va thanh vién lanh lin.

fr : Viln nén hinh oval, mdu xanh duang, hai mit trdn, canh vit
thinh vién lanh lin,
3. Chi dinh diéu tri: Difu tr hoi ching vA bénh Parkinson
4. Lidu diing - Céich dimng:
4.1. Litu ditng:
- Lidn lugng 16i 1t cia Firvomef dudc xdc dinb bing cdch dibu chinh cfin thin rén
timg bénh nhio,
- Vién Firvomef ¢6 siin theo ty 18 Tidu 1:4 hogic 1:10 tong dng cia carbidopa va
levodopa dé thudn 1¢i cho viée didu chinh liéu lugng & ting bénh nhin.
Bdnh gid chung:
- Céic nghién ciu cho thily carbidopa Iim bio hda dopa-decarboxylase ngoai vi vdi
lidu khodng 70 - 100 mg mdt ngay. Nhilag ngudi bénh ding lidu carbidopa ft hn cé
nhilu kha nfing hay bj budn non va non.
- €6 thé 6p e dilu trj Parkinson biing cdc thudc antiparkinson tiéu chudn khéc
ngogi trt levodopa khi dang diing Firvomef, tuy nhién, ¢6 thé cdn phai didu chinh
liéu diing cdc thudc antiparkinson tigy chudn khie,
- Vi cih hidu qui didu 1 vi tde dyng khdng mong mudin xudt hign sém hon khi dimg
Firvomef so vai levodopa don 18, do 46, bénh nhin nén difde theo dii ciin thin trong
thisi gian di€u chinh lidu. Cic viin d6ng khdng t chi, diic bigt 1 co thir ca vng mi
¢6 thé 12 diu hi¢u sdm phét hign tinh trang qud liéu trén mot vai bénh ahin.
Bénh nhin khéng levodopa;
- Biit 0ty voi lidu (3t nhit 14 1 vidn 25 mg carbidopa/100 mg levodopa, nghy 3 Mn
(carbidopa 75 mg/nghy). Néu cin, c6 thé ting thém | vién 12,5 mg carbidops/S0 mg
levodopa hofic | vign 25 mg carbidopw/ 100 mg levodopa mbi nghy holic cfich ngay cho
(& khi lidu twong duong vai B vikn 25 mg carbidopa/100 mg levodopa mit nghy,
- Néu sit dyng vién 10 mg carbidopa/100 mg levodopa hojc 12,5 mg carbidopa/50 mg
levodopa, cd thé bt ddu vai liéu | vién x 3 holic 4 In/nghy. Xem xét ting lidu & mét
viti bénh nhin aé dar duoc liéu 1 wi chia carbidopa, C6 thé ting Jén 1 vién mbi ngay
hoge céeh ngdy cho 0 khi dat Wng litu 14 § vien/nghy (2 viendn x 4 n/ngay).
- Diip ding didu trj d8 duge ghi nhin sau m0t nghy, va doi khi sau mdt lidu. Hidu qué
diéu trj thuting dat dude trong vong biy nglly so vdi viti win hodic vii thing khi chi
diing levodopa dun 1&,
- C6 thé sit dung % vién Firvomef 25/100 mg hodie vign Firvomef 10/100 mg o€ thufin
tién cho viée didu chinh liéu ltgng theo ting nhu ciu bénh nhin.
Beénh nhdn dang ding levodopa:
- Ngitng diing levodapa it nht 12 giad trude khi bt ¢fu didw 1 bing Firvomef. Ciich
don gidn nhéft 18 ding Firvomef vio budi sdng sau mét dém khéng diing levodopa.
Lidu hiing ngay clia Firvomef nén xip xi 20% liéu levodopa hiing ngay tntdc 46,
- Bénh nhdn dang ding liéu dudi 1500 mg levodopwngiy nén b dhu vai lidu 25 mg
carbidopa/100 mg mOt ln, nghy 3 hollc 4 I4n tity theo nhu chu cila bénh nhin,
- Lidu bit dfu cho hiu hét bénh nhén dang ding lidu 10 hdn 1500 mg levodopa 1
25 mg carbidopa/250 mg levodopa m{t 1dn, ngiy 3 hodc 4 Iin.
Liéu duy tri:
- Lidu diing cila Firvomef tu¥ thudc viio titng bénh nhiin vi chinh lidu din theo dip
tng di¢u trj. Khi cdn ty 18 lidu carbidopa Ion hon, vién 10 mg carbidopa/|00 mg
levodopa 6 thé dige thay thé bling vién 25 mg carbidopu/100 mg levodopa holic
12.5 mg carbidopa/50 mg levodopa (Y vién Firvomef 23/100 mg).
- Khi cin ting lidu levodopa. nén thay thé biing vién 25 mg carbidopa/250 mg
levodopa mdt lin, ngiy 3 hodic 4 1fin. Néu cln, ¢6 thé ting 1én 1 vién mdi ngiy hoic
cich nghy dén t8i da B vién/ngdy. Kinh nghi¢m diéu tri vdi liu carbidopa 1dn hdn
200 mg/ngiy con han ché.
Bénh nhdn diing két hop levodopa va mér chdt tic ché decarboxylase khdc: Khi
chuyén sang diing Firvomef, cdn ngimng ding lidu levodopa k&t hap voi mt chift e ché
decarboxylase it nhdl 12 gitr trude khi bt ddu ditng Firvomef. Blit du vdi lidu Firvomer
cé hivm lugng levodopa biing voi lidu trong phéfi hop levodopa-decarboxylase khic,
Bfnh nhdn dang dimg thudc diéu tri Parkinson khde: Cic thudc niy o6 thé ding
tiép tuc khi bit diu ding Firvomef, mic di lidu ¢6 thé duge diéu chinh phi hop vdi
licu khuyén cdo.
Tré em: An todn vi hidu qud cla thufic & b2nh nhin dudi 18 wdi chua duge thid lip,
do 6 khong khuyén cdo ding Firvomef trén nhilng b&nh nhin nay,
Ngudi cao tubi: C6 nhidu kinh nghiém trong viée st dyng thube ¢ bénh nhin cao
tudi. Khuyén cdo diing thudc néu trén duge phin dnh tir nhitng kinh nghiém ndy.

ng nhiin dp goc dong.

- Vi levodopa c6 thé hoat hoa u melanin fic tinh nén khdng ditge ding levodopa cho
nhilng ngudi bénh cd thudng tdn da nghi ngdy, khiing chin dodn hofie 6 tién sit con
bénh u melanin (u hiic 18).

- Bénh logn thiin niing.

&, Cinh béo v thiin trong khi diing thubc:

- Khang khuyén cio ding Firvomef dé difu i cde phin (g ngoai thip glly ra do thubk.
- Phii thin trong khi ding Firvomef cho ngudhi ¢6 bénh tim mach holic bénh phdi
niing, hen ph€ qudn, binh thin, gan hoiic ndi i€l holic ¢é tiln sit loét du diy 16 tring
(vi khd niing xuft huyét da day-rudt).

- Phdi thiin trong khi sit dyng Firvomel cho nhitng ngudii cé tidn sit nhdi mdu cd tim,
¢d di chdng loan nhip nhi hofic logn nhip thit. Chite nfing tim ciin duge theo dbi clin
thiin & nhilng bénh nhin nay dic biét trong thoi giun didu chinh lidu ban du.

- Levodopa ¢6 lién quan dén tinh trang budn ngil vi cdc cdn budn ngi a4t ngdt. Rit
him gdp trudng hgp budn ngd dit ngdt trong ede hogt ddng hing ngay, trong mit vii
truding hop khong nhiin thie duge hofic khong €6 diu higu cinh bo. Cln thong bio
cho bénh nhin vé vin dé ny vi nén thiin trong khi 16i xe hofic viin hinh midy mée
trong thii gian ding levodopa. Nhitng bénh nhiin di titg bj bubn ngl vivhofic xuflt
hién edn budn ngd A6t ngdt phai han ch€ 16 xe holic vin hinh miy méc. C4 thé xem
xét gitm lidu hofic ngilng diing thude. -

- Phili theo dai cdn thiin 1t cd ngudi benh vé sy thay ddi tinh thiln, tdm cim 6 xu
lwidng ty sdt vit cdic hinh vi chdng d6i x4 hai nghiém teong khic. Cln difu tri thin
trong & nhilng bénh nhin dang bj loan thin.

- R&i logn vn dong ¢4 thé xdy ra & nhitng bénh nhin ding levodopa don 1¢ tnidc 46,
vi carbidopa cho phép dua nhitu levodopa hon 1di ndo, do d6 nhidu dopamin duge
hinh thinh. Xem xét gidm liéu néu r6i logn vin dong xdy ra.

- Tudng ut nhut levodopa, Firvomef 6 thé gy ra nhilng viin dong khong tu chi va réi
logn thm thin. Nhitng bénh nhfin ¢6 tidn sit vé nhitng vin dong khong w chil vi céic
can logn thin ning khi ding levodopa ddn 1&, cfin dude theo doi cfn thin khi thay the
Firvomef. Nhilng phan ing nity duge cho li do sy ting dopamin & nio sau khi diing
levodopn va ding Firvomef 6 thé iy téi phdt. Mot hoi chitng (uong tf nhy hoi
chitng thiin kinh dc tinh bao gbm edng od, ting thin nhiét, thay d6i tinh thin vi ting
creatinin phosphokinase dil duge bdo cdo khi ngung diing dt ngdt cde thue chéng
Parkison. Do d6, viée giim lidu hay nging dilng thu@c 3t ngdt cin dude quan sdt cin
thiin, dlic biét & nhilng bénh nhiin dung diing thu@c an thén,

- Nén thiin trgng khi ding déng thii vai cde thudie e ddng thiln kinh nhu phenothiazine
hoje butyrophenon, vii theo doi bénh nhin efin thin v& viée milt tdc dung chéng
Parkinson. Clin thiin trong khi diéu trj 0 bénh nhan c6 tiln s co gidt

- Tudng ty nhut levodopa, edn ddnh pid dinh ky chie ning gan, tao mdu, tim mach vii
thiin trong thini gian diéu trj kéo dai.

- Bénh nhiln ting nhin dp géc md myn tinh ¢6 thé duge didu tr thin trong vdi
Firvomef, néu nhiin dp duge kifm sodt (6t va bénh nhiin duge theo d5i cdn thin vé
nhitng thay ddi cia nhiin dp trong khi diu tri.

- Truting hyp clin gy mé toiin thin, didu trj biing Firvomef ¢6 thé duge ding 1iép néu
bénh nhin duge phép uding mtde vii thude, NEu phii tam thili ngung diéu i,
Firvomef ¢6 thé duge GEp tuc lai ngay sau khi cd thé ubng thude, vai lidu lugng méi
ngdy nhu trude da,

- Ciie nghién cdu dich (& hoe da ¢hi ra riing bénh nhan mic bénh Parkinson ed nguy
cd pht tri€n u melanin cao hon so vdi din 6 chung (cao han khodng 2 - 6 Ifn).
Khong 1o nguy cd gin ting ghi nhin duge 13 do bénh Parkinson hay do cde yéu 18
khdc nhu thufle diéu tri Parkinson. Do d6, khuyén cdo nén theo ddi u melanin thuiing
xuyén khi sit dyng Firvomef cho bill ki chi dinh ndo. TGt nhit, nén khdm da dinh k¥
hdi nhilng ngudi ¢6 trinh a6 chuyén mdn phit hgp (nhu béc s§ da lidu).

Xét nghigm: ?

- Thong thuting, ndng df nitd uré mdu, creatinin v acid uric thilp hon khi ding két
hgp levodopa-carbidopa so vdi levodopa don 1&. Nhilng bit thuding thodng qua bao
gdm ting uré mdu, AST (SGOT), ALT (SGPT), LDH, bilirubin vi phosphat kitm,

- Giam hemoglobin, hematoerit, glucose huyEt vi bach clu cao, vi khudn v miu
trong nude tifu di duge bio cdo.

- Thit nghigm Coombs dudng tinh i duge bio cdo, ci vai ket hop levodopa-carbidopa
Vi levodopa don 1é,

- Firvomef ¢6 thé gy ra két qud dudng tinh gil khi ding que thiim dd d€ xét nghiém
ceton nifu vit phin ing niy khong bj thay ddi khi dun s0i nude tiu. Vige st dung cde
phong phidp oxi héa glucose e the cho két qua im tinh gid glucose niéu,

- Hoi ehilng réi loan dopamin (DDS) 14 mt r8i logn gdy nghign dfin dén sit dung qud
mife carbidopa/levodopa. Trude khi bit ddu didu trf, bénh nhin v ngudi thiin nén
duge cdnh bdo vé nguy ed tidm fn niy.

- RGi logn kiém sodt xung ding

- Bénh nhiin ¢dn duge theo doi thuting xuyén vé sif phit trién cfic ri logn kiém sodt
xung dfng. Bénh nhiin vii ngudi chiim séc nén duge nhin thie v céc tidu ching
hinh vi cia r8i logn kiém sodt xung dong bao gdm hénh 1y e bae, ting ham mudn
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khiic ¢6 chifa levodopa, bao gdm Firvomef, Khuy&n cdo xem xét Jai vide dibu tri khi
cfic triéu chilng cd diu hifu niing hon.

7. §if dung thuike cho phu nif ¢6 thai vi cho con bii:

Phy nit mang thai: Miic div anb hudng cda Firvomel trén thai ki chifa duge bidt rd, ci
levodopa ddn vi dang k& hop levodopa-carbidopa déu gy ra di dang ndl tang vi
xudng & thé, Do a6, sit dung Firvomef & phy nif trang 6 tudi sinh & ddi hoi sif cin
nhic vé 1gi ich va nguy cd ¢6 ihé xiy ra nfu cé thai.

Phie nit cho con fii: Khing bidt carbidopa ¢6 bai 1iél qua sila me hay khong. Trang
mit nghifn citu & ngudli me cho con bi bj bénh Parkinson cho thily levodopa bai tét
qua sita me di duge bio cho, Trong mbt nghién cttu & md ngudi me cho con bil bj
bénh Parkinson cha thily levodopa b tiét qua sita me di duge héo cdo. Vi e6 nhify
thudic duge bai i qua sila me vi o6 kha pdng gy hai nghiém trong cho té s sinh,
do d6 clin dun nquvﬁdinhngung cho con bi holic ngung ding thudc, ¢é tinh dén
lﬂ.rn quan | lmng ciia um& dffi v ngubn me.

18, run tay nhiéu, co thiit cd, chut nit, cing him, kich thich hoi ching Horner tiém
fn, milt ngd, lo du, hung phiin, ngd, ddng di bal thudng vit hi ching i logn
dopumin,

Mé td mér vai phdn ing chon lpe:
Hi clutng réi loan depamin (RRS): 12 mot o6 loan gly nghién gip & mat vai bénh
nhin diéu trj biing levodopa-carbidopa. Bénh nhéin bj dnh hudng cho thily mét dang
réi loan cudng ché lym dung thudc tén liéu kidm sodt ede tritu chitng viin dong, ¢6
thé diin dé‘n rii loan viin ddng nghigm trong & mit s6 uiing hgp.

: Bénh 1 c& bac, ting ham mudn tinh dye, nghién mun
shm, &n uding qué d6 cé (hé xay ra d nhilng bénh nhn duge didu i bling thude chil
viin dopamin vivholic phudng phép didu tri dopamin khic ¢ chita levodopa, bao gbm
Firvomef.

Da: DS bitng, ting tié m hoi

Gldie: guan: Song thi, nhin md, gidn dong 1, cdn trgn nguge mit,

Tid1 nidie: BI tifu, tiéu khong we chi, cuong dau duong vit kéo dai

Khde: Yéu, ngdt, mét mdi, dau diu, khan tidng, bée hda, u de tinh, cdm gide kich

Dép itng lhnﬁc & mbi ci nhin cé lh§ khic nluu vii rnﬂrl .(E phiu ting phu d3 dugc bio
ciio véi k€t hyp levodopu-carbidopa 6 thé anh hudng 1én kha nding 16i xe vil viin hinh
méy m6c & mdt vi benh nhin. Bénh nhin difu trj vdi levodopa cin ditge thdng béo
v khd nfing xufit hién tinh trang bubn ngt vivhode con budn ngi a6t ngdt 42 trinh 14
xe vh vin hiinh may méc.

9. Tuang tée vi tudng ky ciia thudc:

9.1. Tuving tde thude:

Cén thdn trong khi ditng ddng thid vai ede logi thude sau voi Firvomef:

Thude chéng g huyét dp: Ha huyél &p th€ ditng ¢6 thé xidy ra khi diing Firvomef &
bénh nhitn dung ding thuGe chéing ting huyfi dp. Clin phai diéu chinh liu thude by
huy@t 4p O nhitng bénh nhin ndy.

Thudc ching trdm cdm: Dimg ddng thi thude ching trim cdm ba ving v Firvomef,
hifm glip cic phin tng bao gdm ting huyf p vi logn dfng.

Thude Khdne cholinergic: Céc thudc khing cholinergic ¢é thé dnh hudng dén sy hip
thu, diin dén thay d4i ddp (ng cia bénh nhin.

§dz: Céc nghidn ciu chitng minh sinh khd dung ciia carbidopa vihole levodopa gidm
khi diing dong lh(’h voi st sulfat holic sit ghiconat.

- Cho dén nay, khéug 6 diiu hibu nio v wang e ¢d thé ngin ciin vige sit dyng ddng
thdi cdc thude chdng Parkinson dién hinh,
- Cfic chiit d0i khéng thu thé Dopamine D2 (vi dy phenothinzines, butyrophenones va
risperidone) vA isoniazid ¢6 thé lm gidm téc dung Giéu trj cia levodopa. Céic tdc
dyng cd g clia levodopa trong dibu trj Parkinson di duge béo cfo 12 bi dido nguge bii
phenytoin vi papaverin. Bénh nhiin sif dung Firvomef cdn duge theo di ciin thin vé
dép dng thude.
- Khiing khuyén cdo didu tr Firvomef v cde chiit lam giam ndng 86 dopamin (nhu
tetrabenazin) hode cfc thufe khic d8 biét giy giam higng monoamin,
- Didu 1rj dbng thai selegilin vA Firvomef cd thé liégn quan d&n ha huy#t dp the ding
nding khing chi do carbidopa-levodopa.
- Levodopa canh tranh vdi mdt s6 acid amin. nén c6 thé lam giam hilp thu Firvomef
& nhitng bénh nhin c6 ch& 4o &n gitu protein.
- Anh huding trén sinh khi dyng cta levodopa khi diéu tri @bng thii thudk khing acid
vii Firvomef chua duge nghién ciu,
- Firvomef ¢6 thé due dimg & bénh nhin mic bénh Parkinson dang dimg ch# phim
6 chilla pyridoxin hydrochloride (vitamin B6).
9.2. Tutong ky cila thube: Do chua c6 cic nghién cite v& tong ky ciia thude, khing
tron Hin thude ndy vai céc thudc khdc.
10, Téc dung khiing mong muén cia thudc (ADR):
Cdc ADR xdy ra thuiing xuyén vdi Firvomef 1a do hoat déng thiln kinh trung uong
clia dopamin. Nhitng phin dng nily thuding s& dude han ché sau khi gidm lidu, Thuting
gdp nhit 1a o1 logn viin ddng bao gdm mda pijt, r0i logn trugng lyc co v phitng cf
ddng khong wf ¥ khde, bubn non, Co gidt ¢d blip, co gilt o vong mi xuft hign c6 (hé
13 diu hidu s0m ¢ xem xét giam lifu.
Cic ADR dwge bdo cdo trong cdc thid nghigm ldm sing hode sau khi thude ha
hanh bao giim:
Todu thdn: Neit, dau ngye, chan in.
Tim mach: Bit thudng tim vahode ddnh tring ngyc, ha huyt dp th¢ ddng bao gdm
cée dgt ha huyCt 4p, ting huyét dp, viém tinh mach.
Tidy hég: Nan, xuat huyét dg day-rudt, loét @ trang tigh trién, tiéu chiy, nude bot sim
milu.
Mdu: Gidm bach clu, thi€u mdu éin huy& hojic khing tin huyél, gidm tiéu clu, mit
bach cdu hat,
Qud mdn: Phit mach, ndi may day, ngda, ban xufit huy& Henoch-Schonlein.
Thedin kindidon thdn: Wi chitng dc tinh thin Kinh, nhilng dao d0ng vin dong dang bit-t,
chéng mit, dj clm, cic gini dogn loan thin bao gdm o twdng, o gide vi hoang nidng.
trdm cim of hadic khdng o6 xu hudng ty 1, sa s e g, gific mo bt thubng, kich ddng,
16 i, tng ham mudn tnh duc. Levodopa od lién quan a8 budn ngd v &t hidm khi lign
quan 3&n céc con budn ned qui nike vio ban ngdly vA cdc con budn ngi 48t ngdt.
H b Kho thi.
Da: Rung t6¢, ngda, md hoi sim miw.
Tidt nign: Nude tidu dye.
Hiim khi co gift xiy ra, tuy nhién mdi quan b vdi levodopa-carbidopa chua duge
thiét 1ip.
Cde ADR khde da dutge bdo odo hode cd khd ndng xdy ra khi diéu tri voi levodopa
hode phéi hgp levodopa-carbidopa:
Tifu hég: Kha tibu, kht miéng, ding miéng, tling tuy8n nude bot, khé nudt, nghién
riing, ndc cut, dau byng. tio bon, ddy hoi, cam gide ndng rdt Iudi,

: Tiing hodc gidm cin, phil,
HE thdn kink/idnr thidn: Suy nhuge, mit difu phi, mift phudng hudng, mift diéu hoa,

ihifeh, Kigu thifTa, u melanin G tinh,

THONG BAO NGAY CHO BAC SY HOAC DUGC Y NHONG PHAN UNG

€O HAI GAP PHAT KHI SU DUNG THUGC

11, Quii lidu v xif tri:
(e lidie: Khoing e dit ligu vé sit dung thufe qud licu, khong diing qud liéu chi dinh
ciin thube.
X erf: Xt i qud lidu ¢fip tinh Firvomef vé& co bin giéing nhu difu trf qud liéu cdp tinh
levodopa; ty nhién pyridoxin khong Im mdt tde dyng ciia ché phim niy, Clin theo doi
diEn tim dd vi theo doi bénh nhin el tin v& lown nhip, néu clin hid phii ding li¢u phip
chéing loan nhip thich hgp. Xem xét khi niing binh nhéin ¢4 thé di ding nhitng thufic khic
clng vdi Firvomef. Khong bidt rd gid iri ot thilim téch khi qué liéu Firvomef,
Thisi gian bén thai cudi cia levodopa 13 khoding 2 gid! khi cé earbidopa.
12. Béie tinh dude e hoe:
Nhdm dutoe [¥: Thude diéu tri bénh Parkinson
Lhin logi ATC: NOABAO2
Cdt ché tde dung:

Tiic dung diec lc:
- Levodopi 13 tién chilt cda dopamin, duge ding nhu lidu phdp thay thé wong diéu tr
bénh Parkinson.
- Carbidopa 14 chit v ¢h€ dopa decarboxyluse ngiin cin khit carboxy! cia levodopa
dngoai vi, lam ting Iugng levodopa trong méu nén Jam ting ludng levodopa vie niio,
Neén divng lidu levodopa thap han a8 lam gidm ty 1§ v mie dd nghidm trong el cle
tiic dung khong mong mudn
- Firvomef ¢6 hidu qua trong viée gidm trigu ching coa Parkinson, dic bidt [ ching
co edng vi vin dong chiim vi ede trigu chdng khde nhut run, khé nuél, biit dn 1 thé
lién quan dén Parkinson vil cfic hdi ching.
- Khi déip ing vdi levodopa don trj khong déu, efic dii higu val trigu chilng Parkinson
khoing tuge kifm sodt tdt, viee thay the bliing levodopa/carbidopa thuting cho k&L qui
cil thién hon. Biing cich gidm duge mdi s& tic dyng khéng mong mubn cia
levodopa, dang phidi hap levodopw/carbidopa cho phép bénh nhin kiém sodt hicu qud
ciic tri¢u ching bénh Parkinson.
13, Diic tinh dudge dong hoc:
- Levodopu duge hilp thu nhanh chéng sau khi udng riéng 1é vi vdi mife d khic nhau
& duding tiéu héa. Thoi gian bdn thai rong huyél wiong khodng 1 gid vA chi yéu bi
decarboxyl héa thinh dopamin vi mdt phén chuyfn héa thanh norudrenaline, 30%
levodopa duge chuyén héa thinh 3-O-methyldopa c6 thiti gian bén théi tit 9 én 22 gio.
Khodng 80% licu levodopa ditge thai theo mude tiéu trong vong 24 gids, chii yéu dudi
dgng acid homovanillic vi acid dihydroxyphenylactic. Dudi 1% dude thai trir dudi
dgng khong déi
- Khi vio wén hoin, levadopa canh tranh vdi cdc acid amin trung tinh khic dé qua
hing rivo miu ndo, sau d6 duge decarboxyl hou thimh dopamine, dy il v gidi phéng
& efie 1€ bio thin kinh, Vi levodopa duge decarboxyl héa nhanh chdng & dubng tidu
hiéan vt gan, nén chi cdn mot lugng nh lidu ding & dang khong ddi di viw hing rio
mdu nio. Decarboxyl ¢ ngoai vi lam gidm higu qua diéu trj cia levodopa nhung li
nguyén nhin giy ra nhiéu tdc dung khing mong mudn, Vi viy, levodopa thitting
dude dimg ddng thdii vdi chiit de ch€ enzym decarboxyl ngoai vi nhu carbidopn, do
d6 6 thé diing lidu levodopa thifp hon dé dat higu qua tdng g,
- Carbidopa e hilp thu nhanh chéng nhing khdng hodn todin qua duding tiéu hén sau
khi ufng riéng 1&. Sau khi udng khoing 50% lidu ding duge bai tét rong nude tidu vai
khadng 3% ¢ dang khang adi. Carbidopa khong qua hing rito méu nio nhing di qua
nhau thai vii € vio sitn me. Carbidopu chuy@n héu vit thii trif nhanh chong, phin 1n
dyng khong thay ddi cla thuflc duge tim thiy trong nude tiéu ong vong 7 gids.
- Curbidopa de ¢h€ qud uinh decarboxyl ngogi vi cha levodopa thanh dopamin,
nhung carbidopa khong qua duge hang riio mdu nfio. Nong o dopamin thp hon lim
gidm cde tdc dung khdng mong mudn & ngoai vi nhut bubn ndn, ndn vi logn nhip,
diing thti hiéu qua diéu tri viin dat duge d liéu levodopa thilp hdn.
14, Quy edch déng goi:

Hip 3, 6, 10 vi x 10 vién

HOp 1 i x 3 vix 10 vién

Hip 2 tii x 3 vi x 10 vién

HHp 2 i x 5 vix 10 vién
15. Ditu kién bio quan, Han diing, Tiéu chuiin chit hegng:
Didu kién bdo qudn: Nhigt ad khdng qud 30°C,
Han_d&ng 36 thing k& tif ngly sin xufii.

s TCCS,
16, Tén - Dia chi co 80 sin xuit:
Cing ty TNHH DRP Inter
L0 EBS, Puimg s 19A, Khu cong nghiép Hiép Phude,
Xa Higp Phidc, Huyén Nha Be, Tp. Hé Chi Minh



