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EU-PARA 500MG TABLET
(Vién nén khong bao paracetamol 500mg)

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:

D8 xa tdm tay tré em

Poc k hiwéng ddn sir dung truée khi dimg

Thong bao ngay cho bde sy hodc duwgc st nhitng tde dung khéng mong
dung thuéc.

THANH PHAN CONG THUC THUOC:

M3i vién nén khéng bao ¢ chita:

Thanh phan hoat chdt: Paracetamol..............eeeeeeeeueereeeeeeeeeeeeeeeeeeeeeeeeeeisae e s, 500mg
Théanh phan té duge: tinh bot natri glycolat (type A), tmh bdt ngd tién gelatin hoa, povidon K30,
acid stearic, crospovidon, nudc tinh khiét*,

(*Bay hoi trong qud trinh san xudt, khong tham gia vao thimh phén cudi cung ctia vién).

DANG BAO CHE:

Vién nén khong bao ' )

Mb ta dang bao ché: Vién nén khong bao mau trang, hinh tron, hai mit 161, dap chir “PA” & mit
mét.

CHI PINH: ' ,
Diéu tri triéu ching dau nhe dén trung binh va st
Ngudi 16m va tré em tir 27 kg trd 1én (khoang 8 tudi).

LIEU DUNG, CACH DUNG:

Liéu ding:

Dung lidu thap nhét c¢o hiéu qua, trong thdi gian ngén nhét c6 thé. Sir dung lidu 1000 mg trong
truong hop dau va‘hodc sbt khong giam khi dung liéu 500 mg paracetamol.

Liéu ding khuyén cdo: khoang 60 mg/kg/ngay chia ra nhiéu lan ma khong vuot qué lidu t6i da
duoc néu trong bang dudi day. O tré em, liéu ding nén dugce diéu chinh theo cdn néng.

D0 tudi ghn ding dua theo can nang duorc dura ra nhdm muc dich cung cfp théng tin.

Cén ning Lieu toi da Khodng cach giira cic Licu toi da
(d0 tudi gin diing) | mdilin ding thude lan ding thube hing ngay
Tré em 27 kg - 40 kg 500 mg Toi thiéu 6 tiéng 2000 mg mdi ngay
(khoéng 8 dén 12 tudi) (1 vién) tirc 2 g (4 vién)
Tré em 41 kg - 49 kg 500 mg Téi thiéu 4 tiéng 3000 mg mdi ngay
(khoang 13 @n 15 (1 vién) tie 3 g (6 vién)
tudi)
Ngudi lom va tré em | 500 mg dén 1000 mg, | Téi thidu 4 tiéng 3000 mg mdi ngay
tir 50 kg tré 1én tirc 500 mg dén 1 g titc 3 g (6 vién)
(khoang 15 tudi) (1 &én 2 vién)

Luu y: Khong ding ph01 hop v6i nhitng logi thude khac c6 chita paracetamol @€ tranh gp tinh
trang sir dung qué liéu, ké ca nhing loai thuéc mua khéng ké don,
Chi dung theo 16i khuyén ctia bic si va trong lmc‘mg horp khéng c6 yéu té nguy co di kém, c6 thé
ting lidu 1én 161 4000 mg (4 g) mdi ngay, tic 8 vién mdi ngdy & bénh nhin c6 cin nang it nhét 50
kg (tir khoang 15 tudi).
Déi twong bénh nhin diic biét
Licu t0i da hang ngay khéng duoc vuot qua 60 mg/kg/ngdy va 3000 mg mdi ngdy (3 g/ngay)
trong céc truong hop sau:
- Ngudi 16n ¢6 cén nang dudi 50 kg,
- Trong trudmg hop du trit thap hodc thiéu hut glutathione & gan (vi du nhu suy dinh dudng mén
tinh, nhin &n, ma&i giam cén, chan dn, suy nhuoc),

-t As
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- Mét nué.
Suy gan (nhe dén trung bmh) nghién rwou mén tinh va hji chirng Gilbert (chimg vang da

khéng tan mau c6 tinh chét gia dinh)
Nén giam liéu va ting khoang céch t6i thiéu gitta hai liéu. Lidu sir dung paracetamol hang ngay

khong dugc vugt qua 2000 mg/ngay (2 g/ngay).
Suy than

Trong trudng hop suy than va trir khi ¢6 161 khuyén ctia béc si, nén giam lidu t6i da hang ngay va
ting khoang céch t6i thiéu gifra 2 lidu theo bang dudi day:

Ngudi lén:

P thanh thii creatinin | Khodng cdch giita cic| Licu tdi da hang ngay
lin ding thudc
10 - 50 ml/phut T6i thiéu 6 tiéng 3000 mg/ngay (3 g/ngay)

< 10ml/phut T6i thidu 8 tiéng 2000 mg/ngay (2 g/ngay)

Ngudi cao tudi
Thir nghiém 1am sang cho thay liéu khuycn cao O nguoi lon nhin chung 1a di. Tuy nhién, can
tinh den céc yéu tb nguy co di kém, mdt sé yéu té nay xay ra thudng xuyén hon & ngudi cao tudi

va cin didu chinh lidu dung phu hop.

Cach dung:

Diing dudmg ubng.

Ubng nguyén ci vién thube véi mét cbe nude,

Thoi gian diéu tri

Khong nén str dung thudng xuyén hogic kéo dai ma khong c6 sy gidm sat y té.

Neu cac triéu chimg kéo dai qua 5 ngay ddi véi trudng hop dau hodc 3 ngay doi voi truong ho'p
sot, néu céc tri¢u chimg tr& niing hodc céc triéu chimg méi xuft hién, thi cAn d4nh gid lai viéc

didu tri.

CHONG CHI DINH: ) ‘ _
- Quéa mén véi paracetamol hodc véi bét ki thanh phén nao eta thude.
- Suy gan niang

CANH BAO VA THAN TRQNG KHI DUNG THUOC:

Bénh nhén cAn dwoc théng bdo khong dung cic thude khac co chira paracetamol. Ding nhiéu

lidu trong mot lan c6 thé giy ton thuong nghiém trong cho gan; néu xay ra trudong hop nay,

bénh nhin nén ng bac si ngay lap tic.

O tré em duoc diéu tri bing paracetamol 60 mg/kg/ngay, chi dung két hop voi mot loai thude ha

sot khéc trong tri.mrng hop khong ¢6 hiéu qua.

Trong trudng hop viém gan virus cdp tinh, nén ngung diéu trj.

Thén trong khi sivr dung

Nén than trong khi diing vién nén paracetamol trong céc trudng hop sau:

- Ngudi 1én ¢6 can ning dudi 50 kg

- Suy gan nhe dén trung binh

- Nghién rugu méin tinh va méi cai rirgu

- Suy thdn

- HOI chung Gilbert

- Diéu trj dong thoi véi cac thube anh hudng dén chire ning gan (vi du cde thude ¢é kha nang
gly ddc cho gan hodic céc thube gdy cam (mg enzym cytochrom P450 nhu phenobarbital,
phenytoin, carbamazepin, topiramat, rifampicin)

- Thiéu hyt Glucose-6-Phosphate Dehydrogenase (G6PD) (c6 thé din dén thiéu méau tan huyét)

- Mt nuréie

- Trong trudmg hop du trit thap hodc thidu hut glutathion & gan (vi dy: suy dinh dudng mén
tinh, nhin &n, méi gidm cén, chén 4n, suy nhuoc)

- Ngubi cao tubi

Khéng nén sir dung @ udng c6 cdn trong qué trinh diéu tri.
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Trudng hop dung thude kéo dai, ding Iléu cao hodc sir dung thuéc giam dau khoéng ding cach &
bénh nhan dau ddu man tinh, con dau dau c6 thé xuét hién hosc trAm trong hon; khong nén didu
tri bﬁng lifu cao hon véi loai thude nay. Trong nhitng truong hop nhu vdy, nén ngimg sir dung
thudc giam dau.

Thén trong khi dimg don;, thoi paracetamol voi flucloxacillin do 1am ting nguy co nhiém toan
chuyen hoa khoang trbng anion cao (AMTAE), dic biét & nhitng bénh nhin bi suy thén ning,
nhiém khuan huyét, suy dinh dudng va céc truong hop thleu hut glutathion khéc (vi du nhu
nghién rugu mén tinh), cling nhu & nhitng ngudi diung Ileu t6i da paracetamol hang ngay. Nén
theo doi chit ché va xét nghiém 5-oxoprolin trong nudc tiéu.

Cén than trong & bénh nhan hen phé quan nhay cam voi aspirin, vi co thit phé quan nhe véi
paracetamol (phan img chéo) da duoc bao cdo & it hon 5% bénh nhén.

Ding vién 500 mg: Trong truong hop s6t cao, hodc ¢6 ddu hiéu nhidém tring thir phat hodc céc
triéu chimg dai ding, cAn tham khao ¥ kién bac sT.

Dung vién 1000 mg: Viéc ngimg thudc dot ngdt khi dang sir dung thudc giam dau lidu cao kéo
dai ma khdng theo chi dan, c6 thé gay dau déau, mét moi, dau co, cing thz:ing va cdc tri¢u chirng
thyo vat. Céc triéu chimg nay s giam dAn trong vai ngay. Bénh nhén cin tham khao ¥ kién bac
si néu dau dau dai dﬁng

Cﬁn duoce tr vén y té ngay 1ap tire trong truong hop dung qua lidu ngay ca khi bénh nhén cam
thay khoe vi nguy co tbn thLm‘ng gan nghiém trong, c6 thé dén chim.

Anh huong dén cdc két qua xét nghiém:

Paracetamol c6 thé anh huong dén két qua xét nghiém acid uric bing acid wolframatop
phosphoric va xét nghi¢ém duong huyet bang glucose- oxydase-peroxyddse

Td duge: Thube nay chira it hon 1 mmol (23 mg) natri moi vién, nghia la vé co ban nd “khong

chira natri”.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU: £
Phu nir ¢o thai: E’{
Mét lwong 1ém dit liéu lién quan dén phu nit c6 thai cho thf'iy thude khong giy bt ky dj tat, _
khong giy doc cho thai nhi/tré so sinh. Cac nghién ciru dich té hoc vé anh huéng dén sy phat TN
trién thin kinh ctia tré em tiép xtic véi paracetamol trong tir cung cho thiy két qua chua r6 rang. Ll
Co thé sir dung paracetamol trong thoi ky mang thai, tuy nhién nén ding & liéu thép nhét c6 @
hidu qua, trong thai gian ngén nhét va tAn suit thip nhét cé thé. iaf;

Phy nit dang cho con bu:

Sau khi uéng, mét hrong nhé paracetamol duge bai tiét vao sira me véi s6 lwong khong déng
ké. Cho dén nay, khong c6 tac dung khong mong mubn nao duge biét dén khi cho con bi. O
lidu diéu tri, c6 thé ding thude nay trong thai gian cho con bi.

Kha ndng sinh san:

Khéng c6 tac dung bt lgi ndo ciia paracetamol déi véi kha ning sinh san.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Paracetamol khéng anh hudng hodc anh huéng khéng dang ké den kha ning 14i xe va vadn hanh
may moc.

TUONG TAC, TUONG KY CUA THUOC:

Céc chit giy ddc cho gan lam ting khé ning tich tu va gy qua liéu paracetamol. Nguy co ngd
doc cho gan cua paracetamol cd thé ting 1én do cac thube cam (mg enzym microsom gan nhur
barbiturat, thube chéng trim cam ba vong va ruou,

Probenecid 1am giam gin gép doi do thanh théi ciia paracetamol bing céch tc ché sy lién hop
ctia paracetamol véi acid glucuronic. Nén xem xét giam lidu paracetamol khi sir dung dong
thoi vai probenecid.

Metoclopramid hogdc domperidon lam ting toe do hép thu ctia paracetamol, con cholestyramin
lam giam hip thu paracetamol khi ding ciing. Salicylamid c6 thé kéo dai thdvi gian bén thai ti
clia paracetamol.
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Str dung dong thoi paracetamol (4g mbi ngﬁy trong it nhét 4 ngay) voi thube chong dong mau
dudng ubng cé thé din dén thay ddi nhe gia trj INR. Trong truorng hop ndy, cin gidm sat gi4 tri
INR trong thoi gian dung phm hop thudc va sau khi ngirmg thude.

Rifampicin va mot sé thude chong dong kinh nhu carbamazepin, phenytoin, phenobarbial va
primidon c6 thé twrong tic véi paracetamol.

Isoniazid 1am giam d6 thanh thai cua paracetamol, lam tang tic dung va/hodc dge tinh cia
paracetamol, do trc ché enzym chuyen hoa & gan.

Lamotrigin: Giﬁm sinh khd dyng din dén giam tic dung ctia lamotrigin do ting qua trinh
chuyén hoa thube & gan.

Dung ddng thoi paracetamol véi zidovudin ¢é thé lam giam bach ciu trung tinh hogc gy doc
tinh trén gan. Tuy nhién, cdc tic dung ndy chua duoc bdo cdo mét céch nhﬁt quén. Cén tranh str
dung paracetamol kéo dai/nhiéu liéu & nhimg bénh nhan dang diéu tri bang zidovudin. Tuy
nhién, néu ding déng thoi paracetamol va zidovudin, ngoai viéc theo doi sd lwong bach ciu
con phai xét nghiém chirc nang gan, déc biét 1a & bénh nhén suy dinh dudng.

Flucloxacillin: Thén trong khi st dung dong thoi paracetamol va flucloxacillin vi vige ding
dong thoi c6 thd din dén nguy co nhiém toan chuyén héa khoang tréng anion cao, dic biét &
nhitng bénh nhén cé cac yéu to nguy co

Tuong tdc voi cde xét nghiém cdn lam sang

Paracetamol ¢6 thé anh huéng dén két qua xét nghiém acid uric bang acid wolframatop
phosphoric va xét nghiém duong huyét bing glucose-oxydase-peroxydase.

Twong ky thude: Do khong c6 cac nghién ciru v& tinh twong ky cta thufc, khéng trén 14n
thudc niy véi cac thubc khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

Tén sudt xuit hién tac dung khdng mong muon duge quy wée nhu sau: rét phé bién 1/ 10);
phd bién (=1/100 dén <1/10); khong pho bién (=1/1000 dén <1/100); hiém gap (=1/10000 dén
<1/1000); rét hiém (<1/10000); khong biét (khong thé e tinh tir dir lidu ¢6 sﬁn)

H¢ thong co quan ' Tan suat Tac dung khong mong muon
Roi loan mau va h¢ thong Hiém gip Miat bach cau hat (ding lau dai), glém tiéu
bach huyét céu, ban xuéit huyét giam t1eu cu, glam bach

cAu, thiéu méu tan mau, réi loan tiéu cAu, rbi
loan té bao goc.

Rét hiém Giam toan thé huyét cau

Réi logn hé thong mién dich | Hiém gap Qua mén (khong bao gbm phti mach).

Rat hiém Qué mén (phi mach, kho tho, ting tiét mo
héi, budn nén, ha huyét ap, séc phéan tmg

phan v¢), can ng g didu trj

RG6i loan chuyén héa va dinh | Rét hiém Ha duong huyét

dudng

Réi loan tam than Hiém gip Tram cam khéng dic hiéu, nham 14n, 4o gi4c.

Réi loan hé than kinh Hiém gip Run khéng dic hiéu, dau dau khong dic hiéu

R4i loan mét Hiém gip Tam nhin bét thudng.

R6i loan tim Hiém gip Phu.

R&i loan hé hép, 1dng ngye | Réat hiém Co thit phé quan & nhiing bénh nhan nhay

va trung thit cam voi aspirin va cac NSAID khac.

R4i loan tiéu hoa Hiém giip Xuit huyét khéng dic hiéu, dau bung khéng
dic hiéu, tiéu chiy khéng dic hiéu, budn nén,
non.

Roi loan gan-mat Hiém gip Chirc néing gan bat thuong, suy gan, hoai tir

gan, vang da.
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Rét hiém | Ngb doc gan

Sir dung 6g paracetamol c6 thé dan dén tén thuong gan (& tré
em: hon 140 mg/kg); liéu cao hon gay hoai tir gan khéng héi
phuc.

Réi loan da va mé duéi da Hiém gip Ngtra, phat ban, d6 mo héi, ban xuét huyét,
phu mach, may day.

Rat hiém Phén ting da nghiém trong da dwoc bao céo
Khong biét | Mun mi ngoai tiét toan than cép tinh, hoai tir
nhiém dgc, bénh da liéu do thude, hdi chimg
Stevens-Johnson

Réi loan thén va tiét niéu Rét hiém Viém niéu dao v6 tring (nude tiéu duc) va téc
dung phu trén than (suy than nang, than hu,
d4i ra mau, dai dim)

Céc r6i loan chung va tinh Hiém gip Chéng mit (khong bao g6m hoa mat), phiéﬂ

trang co dia mudn, phat sot, an than, tuong tic thude
khéng dic hiéu.
Chén thuong, ngd ddc va cic | Hiém gip Qué lidu va ngd déc
bién chitng phiu thuét
T hf:;:g bao ngay cho bdc sy hodc duwpc sy nhitng phdn teng cd hai gdp phdi khi sie dung
thuéc.

Béo cdo ¢de phan tme cd hai nghi nedy

Béo céo chc phan tng c6 hai nghi ngo sau khi cac san phém duge duge cip phép rat quan trong. Diéu
ndy cho phép theo dél lién tuc sir cén bing giira loi ich va nguy co ciia cac san pham dugce. Cac chuyén
gia y té duge yéu cdu bio cdo cic phan tng c6 hai ciia thude vé Trung tim Thong tin thude va Theo doi
phan tmg c6 hai ciia thude.

QUA LIEU VA CACH XU TRi: 3
Paracetamol c6 thé gy ngd doc, dac biét & ngudi cao tudi, tré nhd, bénh nhin mic bénh gan, 3
nghién rugu mén tinh, bénh nhén suy dinh dudng mén tinh va b¢nh nhén sir dyng thudc cam Ty
Umg enzym gan. Dung qué lidu paracetamol cé thé gdy tir vong trong nhing truedng hop nay. i
C6 thé c6 ton thuong gan & ngudi 16m dung tir 6g paracetamol tr¢ 1€n, dédc biét néu bénh nhén ™
c6 céc yéu tb nguy co nhu bén dudi day.

Cdc yéu 10 ngUy co: é

» Bénh nhén dang diéu trj lau ngay bing carbdmdzepln phenobarbiton, phenytoin, primidon,
rifampicin, St John's Wort hoiic cac loai thudc khic giy anh hudng enzym gan.

» Hodc, nghién rugu.

* Hodc, céac truong hop bi can kiét glutathion, nhu: &n ubng thit thudmg, xo nang tuy, nhifm
HIV, d6i, mét trf nhé.

Triéu chitng:

Ng¢ doc paracetamol czip tinh c6 thé tién trién theo nhiéu giai doan.

Céc triéu chimg khi diing qué lidu paracetamol trong hai ngay dau la buén nén, nén, chén #n,
xanh xao va dau bung. Tinh trang ngd doc nhe chi giéi han & nhitng triéu chimg nay.

Khi ngé doc ning hon s& xuat hién céc triéu chimg cén 1am sang nhu tang men gan. Tir 2 dén 4
ngdy sau khi phoi nhiém, cac tridu chlmg lam sang cta tcm thuong gan duge biéu hién nhu:
gan to, vang da, bénh ndo, hon mé va rbi loan d@ong mau, tit ca déu thir phét sau suy gan. Suy
than (hoai tir dng than) la rat hiém. Nhiém dc ning c6 thé din dén nhiém toan chuyén hoa.
Diéu tri:

Cén tuan thi cdc huéng din diéu trj tai chd khi qué liéu paracetamol.

Ngay sau khi uong qua liéu paracetamol, thuong dan den ngd doc ning, co the xem xét den
viée diéu tri béng than hoat tinh ho#ic bién phap giam hip thu nhu rira da day néu ubng qua liéu
trong vong 1 gio.

N-acetyl cystein (NAC) c¢6 thé duge ding lam thude gidi doc. Dé ding NAC can xéc dinh
nong d6 cua paracetamol trong m4u. Thong thuong, tiém tinh mach NAC dugc wu tién hon va
nén tiép tyc cho &n khi khdng con phat hién paracetamol. Bﬁc biét, ubng NAC 18n dén 36 gitr
sau khi ung c6 thé cai thién tién lugng. Khéng két hop uong, NAC vdi liéu phap dung than
hoat.
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Khi méi bit dau diéu tri, cin xét nghiém chirc néng gan va 13p lai mdi 24 gid. Trong hau hét
cac truong hop, transaminase gan s¢ vC mic binh thudmg va phyc héi hoan toan chirc nang gan
trong vong hai tudn sau khi udng qua lidu. M6t sb hiém truomg hop, cé thé phai ghép gan.

PAC TINH DUQC LUC HOQC:

Nhom tac dung dugce ly: Thube giam dau va ha s6t, anilid.

Ma ATC: NO2BEO1L

Co ché tac dung:

Paracetamol 13 thubc giam dau, ha sét.

Co ché tac dung c6 1& twong tu nhu aspirin va phu thudc vio s e ché tong hop prostaglandin.
Tuy nhién, su 1rc ché nay 1a ¢6 chon loc.

PAC TINH DUQC PONG HQC:

Hép thu:

Paracetamol dugc hip thu nhanh va gin nhu hoan todn qua dudng tidu héa. Ndng dé tdi da
trong huyet tuong dat dugce trong vong 30 phit dén 2 gid.

Phén phoi:

Paracetamol dwoc phan phéi nhanh dén khfip cdc md trong co thé. C6 thé so sanh duge néng
dd trong mau, nude bot va huyét twong.

Thé tich phéan phdi clia paracetamol 1a khoang 1L/kg thé trong. O lidu diéu tri, paracetamol gén
két véi protein khong déng ké.

Chuyén héa:

O ngudi 16n, paracetamol dugc lién hop trong gan v6i acid glucuronic (~60%), acid sulfuric (~
35%). Sau @6 nhanh chéng bi bio hda khi ding liéu cao hon liéu didu tri. M6t phan nho, duoc
xtic tac bai cytochrom P450, din dén hinh thanh mdt san phém trung gian gdy dgc, N-acetylp-
benzoqmnanelmm binh thwong s€ nhanh chong dugc giai doc boi glutathion va thai trir qua
nude tiéu sau khi lién hop véi cystein (~3%) va acid mercaptopuric.

O tré so sinh va tré em <12 tudi, lién hqp v6i acid sulfuric 1a dudmg thai trir chinh va qué trinh
glucuronid héa thip hon & ngudi 16n. Tong lugng thai trir & tré em twong duong & ngudi lar
do kha ndng lién hgp vai acid sulfuric ting 1én. &
Thdi trie: ML
Paracetamol dugc thai trir chu yéu qua nude tidu. 90% lidu ubng duoe thai trir qua than trohyg"
vong 24 gid, chi yéu dudi dang glucuronld (60 dén 80%) va sulfat (20 &n 30%). Dudi 5%
dwoc thai trir & dang khong doi. Thoi gian ban thai khoang 2 gio. )
Trong trudng hop suy thin hodc suy gan, sau khi ding qua lidu, va & tré so smh thoi gian bén
thai ctia paracetamol bi tri hofin. Hiéu qua t6i da twong dwong vai nong d6 thubce trong huyet
tuong. D6i véi bénh nhan cao tudi, kha ning lién hgp khong bj thay doi.

TIEU CHUAN CHAT LUQNG:
Nha san xuét

BAO QUAN:
Bao quan dudi 30°C.

QUY CACH DPONG GOI:
Hép 3 vi x 10 vién

HAN DUNG:
24 thang ké tu ngay san Xuat.
S0 16 san xudt (Baich No. ), ngdy san xudt (Mfe. date), han dimng (Expire. date): xin xem trén

nhan bao bi,

Scn xudt tgi Tdy Ban Nha boi
SAG MANUFACTURING, S.L.U
Carretera Nacional I, Km 36 28750 San Agustin de Guadalix (Madrid), Espana/Spain.



