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Alimemazine
Almemazin (dudi dang Alimemazin tartral) 0,045 g /90 ml

Béo quin & nhiét 60 khong qua 30°C. rinh dnh sdng. | -t
Almemazine (as Aimemazine larirate) 0.045 g / 90 ml r

Oral route.

Store al tempetature not exceeding 30°C, protect from kight 3
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THERALENE

Alimemazine 0,05%
Sird
Bé xa tim tay tré em
Boc ki hwéng din sir dung trrére khi ding.
Théng béo ngay cho bac s§ hoje duge s§ nhirng phan (g c6 hai gap phai khi stz dung thude.

THANH PHAN CONNG THU'C THUOC

Thanh phan hoat chat: Alimemazine (duéi dang Alimemazine tartrate). . \ 0,050 g/ 100 ml,

Ham n.wng Alimemazine tartarate cia Theralene syrup 0,0563 gf 90 mi 1ucmg du'a'ng 3.12 mg/ 5 mil.

Thanh phan ta duge: citric acid anhydrous, ascorbic acid, methyl parahydroxybenzoate (methyl paraben),
propyl parahydroxybenzoate (propyl paraben), glycerin, caramel, ethanol 96°, huong phic bdn tr (Ardme de
framboise), dudng tinh luyén (RE), nirde tinh khiét vira dd 100 ml

DANG BAO CHE: sird

CHI BINH

Thude nay chira alimemazine, mdt chat khang histamin. Thube duge chi dinh:

~ Trong truéng hep thinh thodng mat ngd (vi du khi di xa) vadhode thoang qua (vi du khi ¢o mét bidn cb cdm
x0c)

- Trong diéu trj tridu chirng a8 véi cac bidu hign dj irng nhue :
«  viegm mdi (vi dy: viém mii di rng thee moa, viém mi di &ng khdng theo mia, ..},
«  ndimé day

LIEU DUNG, CACH DUNG

Lidu dung

DANH CHO NGL'O1 LON VA TRE EM TREN 36 THANG TUOI.

Liéu duge tinh theo lugng alimemazine tartrate, néu c6 quy ddi ra lrgng alimemazine; 1,25 mg alimemazine
tartrate rong durong véi khodng 1.0 mg alimemazine.

Laéu diing cho ngudi Idm, liéu tdi da 10 mg tvong durong 16 mi mi lan va 40 mg/24 giér twong duong 54 mii24

Lléu tré em tir 3 tudi 0,125 - 0,25 mgkg mbi I4n ubng trong duong 0,2 — 0,4 mikg mdi 13n, tdi 42 5 mg twong

dueng 8 ml méi lan va 20 mg/24 giér twong duong 32 mif24 gidr

Khang histamin: Viém mdi di tmg, ndi mé day:

- Ngui lém: 10 mg méi An twong dwng 16 ml, 2 — 3 lan/ngay, t&n dén 100 mg trong dueng 160 ml méi
ngay cho nhieng trutmg hop can thiét.

- Nguwdi gid: gidm lidu xudng 10 mg twomg drong 16 mi, 1 - 2 lan/ngay

Tré em trén 3 twdi: 2,5 dén 5 mg trong drong 4 - 8 ml, 3 - 4 [Aningay

Trong tnsdmg hop thinh thodng mat ngd (vi du khi & xa) vasodc thodng qua (vi dy khi cé mét bién b cdm xdc)

Uéng mét lAn IGe di ngl.

- Ngudilén: 5dén 20 mg, tic 8 dén 32 ml

- Tréem trén 3 tudic 0,25 dén 0,5 mglkg tirc 0,4 6én 0,8 mikg

Theo hudng din ké toa clia bac sT.

Cach ding

Ding dl.rb:g uéng.

Théi gian udng thude:

Vi thude co tac dyng gy budn ngd, tit nhit nén bat diu didu tri cac bidu hién dj trng vao budi tdi
Théd gian didu tri:

Chi nen didu tri triéu chirmg ngén ngdy (vai ngdy).

CHONG CHI BINH
Thude nay KHONG BU'O'C DUNG trong céc trudmng hop sau:
- Tikn s(r dj irng véi thude khang histamin,
— Tré em dudi 36 thang.
— Tré bj mat nurére
- Mgui rdi loan chirc nang gan hodc than, bénh ddng kinh, bénh Parkinson, suy giap, u iy thuremg than,
bénh nhuge co,
— Tién sir bj mAt bach cAu hat (gidm dang ké sb leong bach cu trong mau) voi cac phenathiazin khig, Q/
- Khé tidu do nguyén nhan tuyén tién 181 hodc nguyén nhan khac (phi dai tuyén tién ligt)
- M@t sb thé bénh gldcdm gbe hep (tang nhan ap).
Bénh nhdn @3 ding mét lrong lém cac thude an than than kinh trung uang (TKTW)
Thdng thudng KHONG NEN DUNG THUOC NAY trong céc trurdng hop sau ¢ay, rlr khicd chi dinh cia bac sT:
- Trong ba thang dau thai ky,
~ Trong théd gian nudi con bang slrka me,
- Ding két hop vii sultopride.
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CANH BAO VA THAN TRONG KHI DUNG THUOC
Than trong dic biét

B0 CON (ethanol 96%) TRONG THUOC NAY LA 3,88g /100 mi tirc 1a 3,49 g cén trong méi chai 90ml.

Bénh nhan dugc khuyén khéng uéng thire ubng cé chira cbn hodc thube chira con trong subt qua trinh didu tr
Biac bigt, chd y phy nir mang thai, cho con b, tré em va nhém nguy c¢f cao nhuw ngudi cb bénh gan, hodc dong
kinh

VI thudc cb chira duéng, nén than trong & bénh nhan déi thio dudmg hay ché 36 an it dudng,

Trong trrérng hop sdt xuét hién hodc kéo dai dai déng, co hoac khéng di kém véi cac ddu hiéu nhiém khuan
{@au hong, ..}, xanh ta hodc & mb héi, can bao ngay cho bac sT didu trj.

Biéu hién dj img:

Thuée nay ding trong khutn khé didu tr trigu chirng di irng. Vi thé, tot nhat nén tim kiém nguyén nhén di ing.
Néu triéu chirng tén tai dai ding hodc trér nang, PH%I HOI 'Y KIEN BAC ST,

Than trong khi dang
- Khang dugc dung thire udng cé cbn hodc thude chira cdn trong theni gian didu tr.
— Nén tranh anh ndng mat travi trong theri gian diéu tr,
- €6 nguy co bi héi chirng dirng ngdi khong yén & tré em.
HAY HOI ¥ KIEN BAC ST trong trrdrng horp:
- Co bénh man tinh & gan hodc than,
- C6 tién sl co giat hay bénh déng kinh 1@ trudc hodc mai phat,
— Co bénh tim nang, alimemazine cé thé gay ra nhip tim nhanh do tac dung ha ap cia phenothiazine,
- Co bénh hen, loét da day hoac vigdm mén vi-ta trang,
- Tién st gia dinh ¢6 héi chirng tr vong dét ngdt & tré so sinh,
- Than trgng khi ding cho tré em ¢b tién sir nglmg thér khi ngd.
- Trén ngudi cao tudi:
» Co tao bon, chéng mat hodc ngl gat,
« (o cac rdi loan tuyén tidn ligt (o phi dai tuyén tiégn ligt).
« Thén trong ding & ngurdi cao tudi do ¢b nguy co gép cac tac dung khéng mong mudn (ADR) cao hon
Mén bt dau digu tr] véi murc liéu thap hon,
« Ngwoi lon tudi co thiéu hyt thé tich mau s& dé bi ha huyét ap tw thé dirng,
« Nguy co ligt rudt & bénh nhan Ién tudi co tho bén kéo dai.
- Trong trréing hop cé bénh tidu dirémg hode dung ché dé an gidm chit bot (kiéng Guong), nén chl v dén
ham lwgng saccharese (7.1 g trong 10 mi sird).

S DUNG THUOC CHO PHY NP CO THAI VA CHO CON BU

Phu nir co thai:

- Co théng bac alimemazine gay ngl lim, vang da, va cac triéu chifng ngoai thap & tré nhd, rung giat va chi

sb Apgar thap & ngudi me @4 dung thube nay khi mang thai,

- Khoéng nén ding thudc nay trong ba thang dau thai ky.

- Co thé dung thubc trong ba thang gilra hodc ba thang cubdi thai ky, véi diéu kién 1a chi duoe dung trong thér
gian ngan (vai ngay) va véi lidu duee khuyén nghi. Tuy nhign, vao cudi thai ky néu lam dung thude nay co
thé din dén cac dnh hudng bat loi cho tré se sinh. Do @6, phai ludn héi ¥ kién bac s7 truée khi dung thude
va khéng bao gitr duroc dung qua liéu khuyén nghj

Cho con bu:

— Thube nay rat o& tiét vao sra me. Vi thubc ¢ tinh chét an than, cd thé anh hudng dén tré (ngd lim, giam
truarng Iue) hodic 1rai lai gay kich thich (mét ngl), khdng nén dung thude nay trong trudng hop nudi con
bang sira me.

Wi ::hl.?ng, tmﬂ:: théni gian co thai hosic nudi con bang sira me, phai ludn héi ¥ kién bac st hodc duoc T trrée

khi ditng thudc,

ANH HUPO'NG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

— Nén chti § kha nang bubn ngl khi dung thudc nay, dc biét 1a dbi véi 14i xe va ngudi van hanh may méc.
Hién twong nay tang lén khi dung thirc udng c6 cdn.

— Tét nhat nén bt ddu didu tri cac bifu hign dj rng vao budi tdi, . -

DANH MUC TA DUCIC CAN BIET BOI VOI MOT SO BENH NHAN BE DUNG THUOC KHONG GAP RUI RO:

parahydroxybenzoat methyl, parahydroxybenzoal propyl, saccharose, glycerin, ethanaol.
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TUONG TAC, TUONG KY CUA THUOG

Cac phoi hgp khéng nén diang:

- Rupu, Rugu 1am tang tac dyng an than cla thudce khang histamin, Anh hudng bat gl trén sir tinh tio o6 thé
gg; nguy hiém khi i4i xe va sir dung may mac Tranh ding cac thire udng cb cén va nhirng thude ¢ chira

- Do thanh phan cdn cb trong thudc (380 mg trong 10 mi sird), tranh ding véi cac thube gay phan (mg
disulfiram w&i rnrgu nhue cefamandole, cefoperazone, latamoxel, chloramphenicol, chiorpropamids.
glibenclamide, glipizide, tolbutamide. grseofulvine. metronidazole. omidazole, secnidazole, linidazele,
ketoconazole, procarbazine.

- sw?m Nguy co ¢dn dén réi loan nhip that, dac biét 1 xodn dinh, do thuic ¢6 dnh hurdng dién sinh Iy,

Cac phoi hegrp can cdn nhic

- C4c thudc (rc ché hé than kinh trung wong khac (thude chéng trdm cam co tac dung an than, barbiturat,
benzodlazu?n, clonidin v& dan chdt, thubc ngd, din chit morphin (gidm dau va chong ho), methadone,
thude an than kinh, thude gidi o Au; tng cuéng sur (rc ché thén kinh trung wong. Sir tinh téo bl dnh hirdng
cb thé dén dén nguy hiém khl 14 xe hodc s dung may moc.

- e ché hé hép cling @3 xdy ra khi ding phdi hop cac thube nay.

- Téc dung ha huyét &p ciia cac thubc chdng tang huyép 4p, d4c biét 14 cac thudc chen thu thé alpha-
adrenergic 1ang I&n khi ding phbi hop véi cic ddn chét phenothiazin

~ Atropin va cac chit khac ¢4 hoat tinh giding atropin (thude chéng trdm cdm, imipramin, thude khang cholin,
thude chéng co thit kiéu atropin, disopyramid, thudc an thdn kinh ho phenothiazin): tang tac dyng khéng
mong mudn kiéu atropin nhu bi tiéu, tho bén, khé miéng, say néng.

- Céc thude khang chalinergic cb thé lam gidm tac dyng chéng loan thdn cla ¢ie phenothiazin _

- Céac phenothiazin ddi khang v&i tac dung trl liéu eda amphetamin, levodopa, clonidin, guanethidin,
apinephrin,

- Mot sd thube ngan cdn su hdp thu cla phenothiazin 13 cac antacid, cac thude chira Parkinson, fithi,

~ Litu cao alimemazine lBm gidm Jap (rng vén ¢ic téc nhan ha duéng huyét

~ Adrenalin khtng duge ding trén bénh nhan bj qua lidu phenothiazin,

BE TRANH TUONG TAC CO THE CO GIUA NHIEU LOAI THUOG, PHAI THONG BAO CHO BAC 31 HOAC

DUQC STBIET VE TAT CA CAC THUOC KHAC BANG DUNG.

TAC DUNG KHONG MONG MUON (ADR) CUA THUOC
Théng bdo ngay cha béc s§ hodc duge sf nhimg phén dmg o6 hai gip phéi khi sir dung thude
Mt 56 tac dung khi gap cin NGUNG BIEU TR| NGAY VA HOI Y KIEN BAC ST
~ Phan (rng dj trng;
» kidu ndi man ngodi da (46 da, eczema, ban xul huydt, ndi mé day),
« phi Quincke {ndi mé day kém sung phit mat va cd cd thé gay kha thd),
» sbc phan vé
- Hién twong da man edm anh néng,
- Gism bach ciu nghiém trong trong mau co thé bidu hién bAng s xult hign hodc 1ai difn &t &i kém cb hodc
khéng di kém véi cac ddu higu nhidm khudn,
~ Giam tidu cdu mdt cach bal thudmng trong mau cb thé bidu hién bing chay mau cam hodc chay mau ki,
- Cogist,
— Mot sé t4c dung Khac thudng gap hon: )
+ Bubn ngd, gidm tinh tao, rd rét hon trong gial doan bal dau dieu tr,
Réi loan tri nhé hodc sif 14p trung, chéng mét (hay gap & ngudi gid),
Mat phéi herp van d&ng, run,
Lu [3n, 3o giac,
Khé miéng, réi loan thj gidc, bi tiéu, tio ban, hdi hdp, ha huyét ap
Tao bon. Bi tiéu. R loan didy tiét mat
Hidm gdp, ADR < 1/ 1000
Mau rn;l’ bach cAu hal, gidm bach ciu. Mt bach cAu hat thirdng xdy ra & ngudi bénh nir, gilra tuan thir 4 va
thir 10 cda dot diéu tr,
Tudn hodn: Ha huyét ap, tang nhip tim.
Gan; Viém gan vang da do o mat
Thén kinh: Triéu ching ngoai thap, bénh Parkinson, bén chdn, rdi loan truong lue co clp, loan dong mudn
kho miéng co thé gay hat ring va men rang, cac phenothiazin co thé lam gidm ngudng co giat trong bénh déng
kinh
H& hdp: Nguy co ngimg hé hip, tham chi gay tir vong 48t ngdt 33 gap & tré nhé.

Hwdng din cich xiv tri ADR: u';\/
Phan tmg ngoal thap _

Cdc phan (rng ngoai thap do cac phenothiazin g?éy ra thrémg chia ba loal chinh; _

- Tang trvong lc co; HAu hét ngudi bénh bi rdi loan trrong luc co dap img nhanh vei didu tri bing thube
chéng Parkinson khang cholinergic (vl du benzotropin, trihexyphenidyl) hodc voi diphenhydramin.
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- Chirng ding ngdi khdng yén: céc dau hidu va tnéu chimg cia chung dirng ngdi khéng yén thuéng tu don
thuyén gidm. Tuy nhién n%u chfm%nay gay kho chiu, thuong co thé kiém sodt chirng nay bing gidm lidu thufg
hoac ding ddng théi mét thude chdng Parkinson khang cholinergic, mit benzodiazepin hodc propanolol.

- Trigu chirng Parkinson: thudng duoc kiém soat biing cach sir dung phdi hop thube chéng Parkinson khang
cholinergic. Tuy nhign, céc thudc chéng Parkinson chi dugc ding khi that cin thidt,

Hoi chimg dc finh do thude an thén (Neuroleptic malignant syndrome (NMS))

- G0 thé xdy ra & ngudi bénh sir dyng cac dan chit phenothiazin hode cae thude tAm than khac

- Triéu chirng ddc trung: tng than nhiét, rdi loan ngoal thap nang (gdm ca tang treong lirc co xwrang), réi loan
nhan thirc & mirc 8 khac nhau (gbm trang thai Iér 3¢ va hén mé), trang thai tam iri thay 85/ (bac gdm cac phan
irng giam trrong lyc) v than kinh tur tri khong &n dinh (gém cac tac dung trén tim mach)

- Bidu trj; ngirng ngay phenothiazin, didu tri tridu chirng va diéu tri hd Iy, didu chinh can bing nude va dign
gidi, gir mat cho ngudi bénh va duy trl chirc ndng than. dn dinh huyét ap, ngéin chan bién ching ha hdp. Hién
nay chua cé thube ac tn hoi chirng nay,

Cac tac dung huydt hoe

Mét bach ciu hay g4p nhat

Tan sudt ADR thap nhung 1y 14 tr vang cao, do vay, can danh gia dinh ky v& huyét hee cho nhirng ngud bénh
ding phencthiazin dai ngay, Néu co dau hidu hode trigu chimg rdl loan tao mau nhir dau hong, s61, mét mai,
nén nglrng ding thude ngay,

QUA LIEU VA CACH XU TRi
Cac ddu hitu qua lidu alimemazine. co gidt (nhat 14 trén 1ré em}, rdi loan tr gidc, hdn mé, budn ngd, ha huyét
ap, tang nhip tim va ha than nhigt. Thay doi dién tam @& (ECG). Cac phan (ng ngoai thap IrAm trong cd thé xdy
ra. Héi chimg &c tinh do thube an than

Can didu Irj trigu chirng & co s y té chuyén khoa

Néu phat hién duge som (nedc 6 gid, sau khi udng qua liéu), tét nhalnén rira da day. Phuwong phap gdy ndn
héu nhwr khéng duge sir dung. Ca thé cho ding than hoat Khéng ¢6 thudcgidi doc dac hibu, Can didu tri hd
trgy, didu trj trigu chirng, theo déi lAm sdng va tidu chirng m?msn

BAC TiNH DUQ'C LIFC HQC f
THUOC KHANG HISTAMIN DUNG BUONG TOAN THAN. |
{A: hé ha hap, D: khoa da, N: hé thin kinh). A R i
Alimemazine |2 d3n chal phencihiazin, ¢é téc dyng khang hisﬁ{h:a khang g
dung an than, gtébrzlho. chéing nén. Ch LS B . ,
ch daclnrng i i, ?'.' " fs (a3 FE.
- Alimemazine canh tranh véi histamin tal céc thu thé histamin H1, do 86 ¢ tac dung kﬁang'hféfaé'i'ﬁﬂi? Y
- mét tae dung an than rd 18t & libu thirdng diing do tae dung histaminergic va adrenclytic trung vong, )
- mit the dung khang cholin gy nén cac tc dung phy ngoai bién, :
- méttac dung adrenolytic ngoai bién cd thé cd cdc anh hurdng dén huydt ddng (nguy co ha huyét ap thé
dimg).
Thbngngla co ché ddi khang canh tranh ¢o thé ddo nguge duge & nhirng mire 36 khac nhau, tat ¢a thude
khang histamin déu ¢t chung khd néing d6i khang véi céc tac dung cda histamin, dac biét trén da, phé quan,
ruéit va mach mau

REONG PHONG .

-

DAC TINH DUQIC PONG HQC

Alimemazine uge hap thu nhanh qua dutng tigu hoa. Sau khi ubng 15-20 phit, thude b t4c dung va kéo dal

6-8 gi¢v. Néng 89 alimemazine trong huyét tirong dat tdi da sau 3.5 giér.

— Nira 6&ri thai trir a 5-8 gitr. Lién két vii protein huyet liong 14 20-30%. Thé tich phan bd Ion nhe Hinh tan
trong mé cda nhirng chat nay.

Alimemazine chuyén hoa chil yéu qua gan thanh cac cht chuyén hoa N-desalkyl chura ré hoat tinh va thal trir

qua thén dwdi dang cic chit chuyén héa sulfoxyd (70-80%, sau 48 gid)

Mol chung, d4c didm chung cla 13t €3 cde khang histamin, va 82c biét 13 phenothiazin, ¢ thé ké ra ia:

- B4 sinh kha dyng thirdmg khong cao.

- b kha nang chuyén hoa manh mé trong mdt vai tnrdng hop véi sir hinh thanh nhidu chat chuyén hod, do
@6 gidi thich vl s20 mét luong nhd thude durge tim thiy trong nude liu dudi dang khéng bién di

BAD QUAN: Bdo quan & nhigt 80 khéng qua 30°C, tranh anh sang

HAN DUNG: 24 thang ké tir ngay sdn xull,

QUI CACH BONG GO!: Chal 80 ml. Hép 1 chal.

TIEU CHUAN: Tiéu chudn co sé.

CO SO SAN XUAT \Q\_,
CONG TY CO PHAN SANOFI VIET NAM

L& 1-8-2. Bwang DE. Khu Cong nghé cao,

Phudémng Long Thanh M7, Quan 9, Tp HCM, VIET NAM




