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Rx Thudc nay chi diing theo dan thudc

CLOMEDIN TABLETS

= Poc ki hudng dan s dyung trude khi ding.
- Méu chn thém thing tin, xin héi ¥ kign bae

1
= B xa tam tay tré em.

THANH PHAN: MAI vign nén chia

CLOMEDIN 25 Tablets

Thanh phan hoat ehdt: Clozapine.... 25mig
Thanh phién tad dugco: Lactose, povidone,
microcrystallin  cellulose, malze starch, sodivm
starch glycolate, magnesium stearate, talc.
CLOMEDIN 100 Tablats

Thanh phin hoat chiit: Clozapine.._ .. 100mg
Thank phin & dugc: Lactose, povidone,
microcrystallin  cellubose, maize starch, =sodipm
starch glycolate, magnesium siearate, taic.

DUQC LUC HOC -
Thudc an thin kinh nhém benzodiazeping,

Co ché tic dfng: Clozapine da dugc chimg mink
l& mdt chat ching loan thin khac val thudc ching
loan than cd dign.

Trong cac thi nghiém dudc ly, hop chit ndy khing
gdy ra xic tédc hode e chd hanh vl ndi ip do
apomaorphin- holc amphetamine ghy ra. No chi cb
hoat tinh nglin chiin thy thé dopamine yEu & cée
thu thé D1, D2, 03 va DS, nhung cho thay migu lpe
cao a8 vai thy thé D4,

Tiéc dyng dugc Iye hpe: Clozapine ob téc dyng
chéng alpha-adrenergic, khang cholinergic, chdng
di uing wh téc dung Jc ché phan dng kich thich,
Mguti ta thdy rdng of cdc ddc tinh ching tram cam,
DUQC BONG HOC

Hip thy

Clozapine duge hap thu nhanh & dudng tidu hod
khodng 90 dén 95% va su hip thu nay khing bi
&nh hudng bai thie §n. Sinh kha dung khodng 50
dén 60%

Phan phal

& diBu kién &n dinh, dling 2 Bn mbi ngay, ndng 45
dinh xay ra trumg binh khoamg 2.1 gid, thé tich
pham phdi 1 64/kg, Clozapine gdn kit protein huydt
twang khokng 95%

Chuyén hoa

Clozaping gan nhy dugc chuyén héa hoan todn
truidc khi bal tidk bdi CYF1A2 va CYPIAL, va & médt
mit 45 ndo 96 bdi CYP2C19 va CYPZDE. Trong 86
cac chit chuydn hda chinh o cd chdlt chuyin héa
demethyl duge tim thdy 1& hoat 8dng. Cac hanh
débng dude by cla nd 1a cla clozapine, nhung yiu
han déng kE va trong thal gian ngdn,

Bai tidt

Hai chiit chuyin hod chid yéu oda nd gin nhw khiing
cd hoat tinh, thid gisn bén hiy trung BEnk s 12 gid,
Ding mét kiBu duy nhat 7% mg, théi gian bin hay
trung bink 14 7,9 gid; va tdng ln 14,2 gid khi dat
trang thai &n dinh bang cach ding hang ngay 75
mg trong it nhat ¥ ngay. E

Khodng 50% bai tift qua nudc tidu v 0% qua

Clozaping, nén giam dan HEu qué lifu xufng con 1
den 2 tulin, Méu ngimg thudc |a cln thift, bénh
nhin cin gyge thee ddi cdn thin khi xdy ra cic
phan dng cai thudc

Ding thude lai

Dung thude 1ai @ bénh nhén d& ngung thudc trén 2
ngay, ditu tr nén dugc bit diu lai val 12,5meg dudc
dung MEt hoje hai (Bn vao ngay diu tién. Néu lisy
nay dutic dung nap tft, ting ligu co thé nhanh han
so wil khi mdi pde ddu didu tri bing Clozapine.
R&l loan thm thdn trong bénh Parkinson,
trong trUdng hgp digéu tri chudn d3 thit bal
Lidu ban dhu

Ligu ban dau khing dudc wudt qud 12,5 mg/ngay,
ufing wao budi 18], Lidu thng sau A4 phéi ting 12,5
mg, v thi da mit tudn thng hai n va thi da 14 50
mg, mdt liEu khing thé dat dugc cho din cud tuan
thir hal. Téng léu hang ngéy nén dude ding nhu
mibt ligy duy nhat vho budi td,

Lidu didu tri

Litu hidu qua trung bink thuting 1s tir 25 den 37,5
mg/ngay. Troeng trudng hop digu tri it nhat 1 tuan
wii lidu 50mg bj thdt bal, #Bu cd thé tE@ng than
trong b da 12.5 mgftudn.

Lidu toi da

Chi wuigt qud 1iBu 50 mgdngay trong nhifng trudng
hap ngoai M vl khing duge voot gud iigu o da 100
mig/ ngay.

Tang lidu nén dugc han ché hodc tri hala néu ha
huygt &p thé dimg, an thin qud mic hodc nham
1&n xay ra, Huyét ap nén duge theo dbi trong nhiing
tudin dau digu tri,

Ligu duy tri

Khi 48 thuyén gidm hodn todn cic téu chimg lopn
than trang it akdt 2 tule, vide tE3ng thubc ching
parkinson 1 cf thé néu duge chi dinh trén tinh
trang van ding. Co thé din dén thng idu 12,5 ma/
tudn 1én d8n 100 mg/ngdy, udng chia thanh mbt
nodc hai ligu.

Két thic tr liéu

Mén giam din lidu lugng bl 12,5 mg it nhit mét
tin (pdr mhac 1& hai).

Phéi ngling digu tri ngay 1dp tlc trong trudng hop
giam bach clu hodc mat bach ciu hat. NEu xay ra,
theo dai tam than can thisn coa bénh nhan 13 didu
can thiit.

Suy gan

Bénh nhén suy gan nen than trong khi dong
Clozapline cing wil théo dbi thudng suyén cac set
nighiém chic nimng gan.

Bénh nhdn bl 60 tudl trd én,

Lifu khuyln ding ban Jd3u d ligu dc bt thip
(12,5 mg ding mit [Bn wvae ngdy dGu tién), wdi igu
tigp theo ting MBn 25 mg/ngay.

CHONG CHI DINH

Qué min cam vdi clozapine holic bat ky td duge

Mol
Bénh nhin khdng thit trdi qua edc xét nghidm mau

JHHEN
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CHI BINH

- Tam thin phén liét khdng tri.

Clazapine duge chi dinh 4 bénh nhan tAm hy,
phan liét khing tri wa & bénh nhan B&m thin phin
lidt cd phan uing bit Igi thin kinh nghidm trgng,
khing thé digu bri v cc thudc ching inan than
ki}a:,mn:q ghm ca thudc endng 10an thin khang
Fien hinh.

- Rl lppn thm thiin trong bénk Farkinaon
::ll;z,a'plne cling dugc chi dinh trang cie ril loan tdm
n x3y ra trong bénh Parkinson, ¢ r

diu bri chudn 48 thit bai. DL iy
LIEU LUQNG VA CACH DUNG
Li#u Wigng dude diku chinh thes ca nhan. Mén sir
dung iu thip nhdt ob hibu qua, Thian treng do lidy
va phdn chia 18U 1h c3n thidt 88 giam thifu ril ro
Egyw nﬁ h.f T'é‘t dp, Co giat va an thin,

i¢u chinh 1i&u dudc chi dinh & nihim nh nhan
chuydn tir mét lidu phip ching l-naz l:ﬁ?ﬁr'l khide
truidc day sang Clozapine
Khing nén sirdung Clozaping két hop wii cie thuie
chiing logn than khac. Nén nging thudc chéing logn
thin khic trude tién biing cach gidm lidu xuding khi
Bit dau didu tri & bénh nhin dang digu trj bing
thudc chding laan thin dufing udng.
Ligu khuyén ding nhu sau
B&nh nhin tam than phin ligt khing
Bt dElul_tl'i lidu: 12,5 mg mit @Bn hodic hai [Bn mik
ngdy, tilp theo 12 25 mg mat 13n hodc hai (@n vao
ngay thir hai,
NEu dung nap tdt, cb thi ting lidu hdng ngay bt
wili marc tdng tlr 25 dén 50 myg & dat duge mic ligu
Mn 1 300 mgngay brong ving 2 dén I tulin,
Sau dé, nfu dugs véu clu, (iBy hang nghy & the
durgc ting thém theo mdc tng tir 50 dén 100 g
¥#0 nifa tudn holic tit nhat 15 hang tudn.
Ligu didu tri
L hilu hét bénh nhan, hitu qua chéng loan than co
thé ding tir 200 d&n 450 mg/nghy dude chia lam
nhigu [En. Tdng lidu hang ngay cd thé dude chia
khing dBng dBu, véi phin Idn han khi di ngu.
LiBuw vai da
B cb duge Ign ich didu tri diy b, mit vail bénh
nhan ¢d thé cin lidu kn hon, trong trufing hop dé,
mirc tang hdp Iy (khang vugt gua 100 myg) dudc
tho phép IEn tdi 900 mg / ngdy. Tuy nhién, kha
ndng ting cdc phén dng bat Ioi (d3c bigt 13 co Qide)
wiy ra 4 B trén 450 mg / nghy phai due v V.
Ligu duy tri
Sau khi dat dugc Igi ich didu tri t5i da, nhigu bénh
nhin cé thé duoc duy tri hidu québ val IiGu thap han,
Do 44, ha iy xwlng cin thin dudge khuyn khich,
Didu tri nién duge duy tri trong [t nhét & thing. Ny
lifu héng ngay khéng vt qud 200 mg, mit (Bn
diing hang ngay véo budi tai cé the phi hop.
KEt thic tej lidu
Trong truéng hop ké hoach chBm dit tri Héw

SRR R e Rt W T L

Tign sir giam bach c3u hat/ glém bach cdu/ gidm
bach cBu ket (ngoai trlr gidm bach c3u hat mat
bech chu Kat o hda tr liéu trude 88).
Tign sif mit bach ¢u hat do clozapine giy ra.
Didu trj clozapine véi thudc cd kha ndng gy ra mat
bach cBu hat ddng ké, khéng dugc sif dung dBng
::lﬂtm thislic EhBing koan thin chim

ning tay x bj suy giam.
Déng kinh hhﬂll‘lgu:?;l; lcl-‘rl: I;.iﬂt-
Rl loan tdm thBn do rugu va dbc hal khic, nhim
dgc thude, tinh trang hén mé,
¥ep tuln hobn vif hodc suy nhuge thin kinh trung
udng do mol nguydn nhén,
R loan thdn hodc tim ndng (vi du viém cd tim).
Bénh gan hoat 8Bng Bén quan $&n buBn ndn, chan
&n hodc vang da; bénh gan tién trién, suy gan.
Rudt It
THAN TRONG
Do thulic ob thé gy nhimg rdl loan huyt koo, c3n
Iy ¢ nhifing didm sau:
- Khing nén ding dBng théll Clozapine val clc Iidu
phép o khd ndng lam gidm bach cdu (nhit 1d cic
logi thufc an thén kinh of difn hodc thusc ching
trdm cam). M3t khac, khdng ding chung vil cic
loal thefc an thdn kinh cd tic dung chdm (do
khéing cf khé ndng loal bd nhanh chdng ra khdi ca
thé trong truting holp bi giam bach ciu hat)
- Trude khi bt d8u digu tri bdng Clozapine, cin
d8m cing thifc bach cBu 88 dam bdo rlng chi
nhifng bénk nhdn cd luigng bach cdu binh thudng
mdi duge ding thude. Sau khi bAt dBu didu i cin
d€m cdrig thic bach cBu mdi tulin treng 18 twidn,
gau 4 it nht mdt Bn moi thang, cho 3&n khi cham
dirt digu tri. C3n nhdc bénh nhdn phai bao ngay cho
bac 51 & mdi [@n khim bénh néu cb nhigm tring
khai phat hodc b s6t cao
« Truting hdp bi nkhidm tring holic néu bach clu
dudl 3500 /mm3, hode gidm dang ké $o vdi ban
dau, phai kifm tra ngay vifc 8fm cong thic bach
cau. NEu k€t qua xdéc nhdn 55 bach cu dudi 35040,
mm? va hadie (ugng bach clu da nhin trung tinh &
trong khodng 2000 wi 1500/mm?, thl 55 bach cBu
wh 56 bach cBu da nhin trung tinh phal dugc kidm
tra it nhit 2 Bn mai tulin. NEu ludng bach clu
wuding thip han 3000/mm? vl hojic ndu ludng bach
eBu da nhan trung tinh dudi 1500/mma3, phai ngung
diiu tri ngay 18p bifc vd ngung vinh vidn, Phai dém
cing thitc bach cdu mdi ngay va theo ddl bénh
nhiin 42 cé the phit hién triéu chimg gid cum holc
nhiing du higu khac cia su nhigm tring.
“Mde dir 45 ngung Clozapine, néu si bach clu tuyit
461 thdp hdn 2000/mm? va hodic ludng bach ciu
trung tinh thip hon 1000/mm3, phal chuyén bénh
nhin d8n mdt bénh vién chuyén khoa.
- Trulding hap phidi ngung Clozapine do gidm bach
'-'rlé-llmen- i tiéu chulin niéu trén, khiing dudgc diing
trd lai.

-
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Mt 55 difm khdc clin thén trong

7 bénh nhin cd tidgn sif bj ddng kinh holic réi loan
tim mach, thdn hay gan, By ban &30 phai thip
hidn va tdrg d3n 13y ehdm hon,

Trulting hop of bah gan khing ndng, b thé didu
tri duigc bdng Clozapine nhung cdn thea d8 Am
sang wh cin 1&m sbng dBu dBn vE chifc ndng gan.
Khi ¢ling thufic, ob thé bi ha huyét ap t thé, kém
theo ngdt holic khéng. C& thé bi sft tam thi,
thuding 14 Bah tinh, chi y#u trong 3 tuln 18 dAu
digu tri, Cb thé kiem theo ting hodc gikm &5 lugng
bach ciu. S8t of thé I& diu by cua moe akidm
trismg tidm Sn ho3c ting bach ciu da nhin trung
tinh. Néu bj 36t 280, € thé nghl d8n kil ching &c
tinh cia thudc an thin kinh

THOT KY MANG THAIL & CHO CON B0

Mang thal }

Cho d&n nay, s lifu nghidn clu 1&m sand con han
ché, cdn than trgng khi ké toa che phy nif mang
thad

Tré s sinh ti€p xic wil thudc chdng loan thin (bao
gdm Clozapine) trong thing thic 3 eia thal ki cé
figuy &d bi cac tac dung phu nhy' ngedl bd thap vh)
hadic nhing trigu cimg cal thulic ob thé khac nhau
wi mic 43 mghiém trong wa thil gian sau khi sinh;
B3 b bdo cao vE kich 8Bng, thng trudng Ie, ha
huyt &p, run réy, bubn ngl, suy hd hip hodc nil
fopn §n udng. Do db, tré sd sinh nén duige theo dai
can than.

Cho con bl

Cac nghién ofu trén dbng wit cha thiy clazaping
dudc bad tifk qua sifa me v cb téc dung d8i woi tré
bd me; do 46, cdc bad me ding thubc Clozapine
kindng nén cho con bd,

TAC DYNG HHONG MONG MUGN

Céc phan (ng cd hai nghiém trong nhit xéy ra vdi
clazagine 14 mat bach ciu hat, co gilt, &k hudng
tirn rmach wa st Cae tde dung phy phé bidn nhst
I budn mgld / an thin, ching mat, ahip tirm ahanh,
b0 bon va gué man.

Trién mau vh bach huyét

Sy tilin trién cla gibm bach cBu hat vd mit bach
cau hat & mdt nguy o 88 vdi didu tri Clozapine.
Mat bach cBu hat ct thé alin dén nhigm tring huyt
vl ¢ thé gdy bif vong. CBn phdi ngimg digu trf
ngay lap tc.

Rl loan chuyén hda va dinh dulng

S dung nap glecose B glam va‘hodc tién trfn
hodic lsm trdm trong thém bénh tifu dubng a8 dugc
béc cho hifm khi trong qud trinh diBu trf bling
clazapine. k&t hifm, tAng dudng huydt ndng, 4581
khi din d€n nhiém toan ceton/hdn mé, 8 duge bio
céo & nhifng bénh nhin dang diéu trj khing cb tin
s tAng glucose mau trudc &6, NBng 45 glucose
birk thuding ted kai & hBu hét bénh nhédn sau joi
nigling clozapine wi trong mét val truling hap thng
dwdng huyét thi phat khi digu tr bat d3u lai.

Rl loan hé than kink

RGI loan sinh san va vl

Che bao clo rit MEm cugng dau dudng vit

RGi loan chung

Céc truting hep mdc hil chirmg dc tink thin kinh 45

duge bdo cho & nhing bénh nhdn dung Clazapine

riéng & hodc kit hgp val lithium hodc cic chiae téc

dgng trén hé thin kinh trung wvong khdc

Thiing bdo cho béc si nhing tic dyng phy khi

diing thudc.

TUONG TAC THUGC -

Thulc ching loan thin tic dyng kéo dal'(ch kha

ning e chi tiy) khing dugc sif dung dang théi val

Clozapine wi khéng thé logi bo khdi ca the trang

nhifng truling hop duge yéu cBu, v dy glam bach

cau

Khéng diing dang thil val ce thulic gly gidm bach

cau -

Tudng t wdi cac thude an than kinh khiéc, khuyén

khing nén phé hop

- Alegal: ting tac dyng an than s thudc an than
kink 1

Widc mbt § thic cinh gisc cb thi din dén nguy

hi#m khi l#i xe hay khi win hanh mdy méc. Tranh

ding chung vdl cac thic udng holc thulc cd chira

alcool

€3n liu ¥ khi phi hep: -

- Thudic ha huyét dp: ting tac dung ha huydt dp
v ¢t the gy ha huydt dp tu thé

- Céic thuSc gay tr@m caém h@ thin kinh trung
uagng: din xudt morphine (gidm dau va tri ho),
da s8 cac theldc khdng histamin H1, barbiturate,
benzod azeping, thubc ching lo &0 khing thubc
nhém benzodiazepine, cloniding va cdc thubc
cung ho, téng trém cam trung thm, cd thé gy
hilu qui ning, nhat 1A 46 vai nguil 1Al xe v vin
hanh may mdc
én than trong & bénh nhin dang dugc didu tri
hofc dude digu tr| gin dby blng benzodiazepine
hadc cac thufc tim than khéc do ting nguy cd
gdly tryy o6 the gly ngimg hé hip hodc nigunig
tirm trong mét vhi bruding hop

- Thubc (e chE men chuyén: ting tic dung ha
huy€t &p v o6 the gy ha huydt 4p b thé

Abroping wa cdc thudc b tdc dung giSing atropine

(thufic chiéng tr@m cam |mipramine, da & cac

thudc khdng histamine H1, thulc chiing lide rung

khang cholinérgic, thudc chifng co that cd téc ding
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Budin ngly &n thin v chany mat.
Clozapine cd thé géy ra thay ddi didn nio 9B, gim
if xuft hikn cla chc phic hop séng. NG lam gidm
nguidng ding kinh theo cadch phy thude vho ligu v
b thé gdy ra gidt co halc oo gifit todn than, Nhing
triéu chung ndy co kha ndng xay ra vail 1iBu nhanh
vl bénh nhin bj ddng kinh tf trude, Trong truting
hop nay nidn gidm ligu va nifu cin thide, bit dau
ditu i ch@ng co gldt. Mén trdnh ddng
carpamazeping vi of khd nng 1dm suy gidm chic
ndng tiy wwong vd vdi cac thulic ching co gidt
khdc, nén cin nhic kha ndng twong tic duge ddng
hoc. Trong mt s§ it truding hap, bénh nhin dudc
diftu tri bdng Clozapine cb thé bj mé sang.

R&L higm khi, chdmg khi dpc mudn 33 dugc béo cdo
@ nhifng bénh nhén ding Clozapine a3 dugc didu tri
bing cic thudic chng loan than khac, Nhing bénh
nhan mic chimg khd d9c ehim phit trign cing val
cac thudc ching loan thBA khac A8 dugc cii thién
trén Clozapine.

RG1 lagn tim

Nhip tim nhanh wa ha huy8t dp tu thé co hodc
khéing of nglt cb thé xby ra, diic bidt 14 trong
nhing tudn dBu didu tri. Ty B vd mdc d§ nghidm
trong cla ha huy&t dp bi dnh hudng boi bic 0 v
cuiang a8 chudn ab (iBu. S8z g0 ha nuydt dp siu,
wii hibu qua 8¢ bidk 14 nglng tim, 48 duge bdo cdo
wiii Clozapine,

Cac bruding hdp néng bigt cla ndi loan ahip tim,
vidm mang ngoai timy tran dich mang tim va viém
cd tim &3 dugc béo cag, mit &6 trong 86 48 gay tuor
wvang. Phln Idn cac truling hgp vikm od tim trang 2
thang dau bdt dBu didu tri blng Clozapine, Bénh co
tim thutng xay ra sau &6 trong didu tri.

Tang bach ciu al toan d3 duge bdo cao olng wai
mit 50 rudng hop viém od tim (khodang 18%) vh
wigm mang ngoai tmy tran dich mang tim; Tuy
mhign, ngulli ta khing bift lidu bach cBu ai toan oo
phéi 14 mot yéu 88 dy bao diéng tin ciy cla bénh
vigm tim hay khdng,

Rl logn mach mau

Cic trudng hgp hifm gip cba huydt khdi the mach
43 dudc bao cio,

Hé hé hip

Suy hé hdp hodc nging rdt hifm khi xy ra, cd
hode khing of sdc

Hé tidu hba

Thisng xuyén xay ra tho bén va qui man va bubn
nbn va ndn. R hidm khi xdy ra W@ rude

RAl logn gan mgt

Téng men gan thodng qua, him khi xdy ra viém
gan wa vang da & médt. REE hifm khi, hoai b gan.
NéEu wang da bén trién, nén ngung dlng Clozapine.
Trong mdt 53 it trudng hep, viém tuy cip 3 dugc
béo céo.

Rii loan thin

wigm thin k& cdp tinh

-
ngoal ¥ ol nhém atroping kifu gay bi ti€u, tio
bdin, khd midng

‘Warfarin v3 cac thudc lén két manh w3 proten
huy&t tudng: of thié 1dm thay ddi ndng d9 trong
huyEl tugng cois cédc thufe hode cla Clozapineg
Cimetiding: ting nbng 08 Clazapine trong huyét
tucng wai thng cie tdc dung ngoal ¥

Phenytaln v céc thude giy chm Ung cytechrome
P450: gidm ning &8 Clazapine trong huydt tuong,
e thE 13m ®ult hidn lai céc tridu ching tdm than
Lithium vé cde thude an than kinh khac: cb thé lam
téng nguy o b hii ching &c tinh cia thudc an thin
Kink.

Adrenaline v din wuit: of thi giy téc dung ngudc
trén huy&t dp 3fng mach (ting nguy cd bi byt
huyt dp}.

ANH HUONG CUOA THUGC DEN KHA MANG LAT
XE VA VAN HANH MAY MOC

Thudic lbm an thin, budn ngd vi thE khing nén 4
xe hay vin hanh may mdc ddc bigt trong nhing
tudm d3u gy tri

QUA LIEU VA XU TRI

Whiu trugng hop tir vong dugc ghi nhiin khi ding
gua lBu 2000 mg. Tuy nhidn, chng cd trudng hap
dung nap dudc vai lidu trén 4000 mg

Trigu ching: tdng cuiding tac dung khang chalingrgic
wa an th@n, co giit, thng t18r nudc bot, Qidn J8ng
W, ri logn thi gidc, 10 Bn, kich ddng, mé sang,
tdng phan xa, hén mé, ha huydt dp, truy, nhip tim
nhanh, bidu hidn tram trong O tim, suy ho hip,
B8y tri; nia rudt, =auv 39 dung than hoat tinh trong
6 gill ABu sau khi phit hién ngd dde. Digu tri tridu
chifng it nhit 5 ngdy (cd thé phan dng chdm). Thea
a8 cde ddu hidu coa su slng, kifm tra dién gidi va
chn bing acid kidm. Khéng ding adrenaline vé cdc
ddn wuSe trong digu tri ha dp.

BAO QUAN: Bdo quan dudi 30°C, tranh nh sang
va dm.

HAN DONG: 36 thang ké ti ngay san xult.
TRINH BAY: Hip 5 vi x 10 vign

TIEW CHUAN: N5X

DMMNE:

San xult badi

REMEDICA LTD.

Aharmon Street Limassal Industrial Estate 3056,
Limassol, Sip,
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