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BOSMAZIN
SYRUP 7.5

Composition:
= £

) 015% (wiv)
Exciplerts q 8. for 1 boltls.

‘and ather infonmation: See the package inser.
Storage: Store in a dry placa, below 30°C,
protect from Eght (before and after cpening)
Specification: In-house

SHELF LIFE AFTER OPENING: 30 DAYS

[MEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USiNG

Manutactuse
BOSTON VIETMAM PHARMACELUTICAL JSC

BOSMAZIN
SYRUP 7.5

Alimemazine tartrate 0.15% (wiv)
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ORAL SOLUTION
Box of 1 bottle x 30 ml
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BOSMAZIN
SYRUP 7.5

Thinh phin:

ABMEMEZIN ABAFBL. . oo _D15% (ki)
Té duon vira & cho 1 chai,

Chi dinh, céch ding, chéng chi Enh va céc
thong tin khac:

Xem trang L hudmg diin sir dung thudc kim theo.
Bio quin: Noi khd, duti 30°C, trinh @nh siing
(insdhe v sau khi mér ndp chad)

Tibu chuln: TCCS

SDKMReg.No.:
HAN DONG SAL KHI MO NAP: 30 NGAY

BE XA TAM TAY TRE EM
BOC KF HUOWG DAN SU DUNG TRUDC KNI 00N

Ly wey s it

AN DUQIC PHAM BOSTON VIET NAM

-

BOSMAZIN
SYRUP 7.5

Alimemazin tartrat 0,15% (ki/ftt)

DUNG DICH UONG
H&p 1 chai x 30 ml
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ine fartrala. 0.15% (wiv) Allmemezin AT T D 15% (K]
Excipients 5. for 1 bottie. T4 duge wra & cho 1 chal.
tions and Chi dinh, cach diing, chéng chi dinh va céc
other information: Sec the packaga insert. théng tin khac:

Xem trong bir hutmg dlin sir dung thubc kim theo.

Storage: Slore in 2 dry place, below 30°C,
Bao qudn: Noi kha, dudi 30°C, tninh dnh sing (nséc

protect from bghi {before and after opening)

Specification: In-housa i =3u khi mdr nip cha)
it chuln 1005
SHELF LIFE AFTER OPENING: 30 DAYS - SO Reg bo.: -
KEEP OUT OF REACH OF CHILDREN d HAN DUNG SAU KHI MO NAP: 30 NGAY d
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CO PHAN TO HUONG DAN SU DUNG THUOC

pugc PHAM

B{]ST[)N BOSMAZIN SYRUP 7.5
i rEfy tré em
‘\"A'Owd'ng déin sir dung trudc khi ding.
THANH PHAN
Thanh phcfn hoat chdt:
AlmEniamin BBt ...cnvisnenmsnsuanssanassasa g L Ve LRI

Thanh phan td dioc: glycerin, dudmg tring, natri benzoat, natri metabisulfit, acid citric khan,
acid ascorbic, mau vang s6 6, huvong dau dang long, nuéce tinh khiét.

DANG BAO CHE

Dung dich uéng.

Mo ta san phzi'm: Dung dich trong subt, mau vang, vi ngot, huong déu.
CHI PINH

Alimemazin cé tac dung an than trung wong tuong duong véi clorpromazin nhung phén 16n
khong c6 tac dung khang adrenalin nhu clorpromazin.

Tré em tir 3 - 7 tudi: duge sit dung nhir mdt thude an than trude khi gy mé toan than.

Nguoi truong thanh va tré em tir 3 tudi trer 1én: lwa chon diéu tr1 thir 2 trong viéc lam giam
triéu chimg no1 may day va ngia.

LIEU DUNG, CACH DUNG
Lidu ding
Luuvy

Khéng khuyén cdo sir dung cho tré dudi 3 tubi (xem phin Chéng chi dinh va Canh bdo va
than frong khi dimg thuoc).

Khéng diing qud liéu khuyén cdo (xem phﬂ?ﬁ Qud liéu va xir tri).
Noi may day va ngira

Nguoi truong thanh: 10 mg (tuong dwong 6.5 ml dung dich uong) mdi 1an, 2 — 3 lan/ngay:
c6 thé ding liéu 1én dén 100 mg/ngay trong trudng hop khé diéu tri.

Nguoi cao ‘rumg nén giam liéu xudng khoang 10 mg (twong dwong 6,5 ml dung dich udng)
moi lan, 1 — 2 lan/ngay.

Tré em trén 3 tudi: 2.5 — 5 mg (twrong duong 1,7 — 3,3 ml dung dich udng) mdi 14n, 3 — 4 1én
moi ngay.
Tién mé an thin trudc khi gy mé toan thin

Tré em tir 3 - 7 tudi: lidu khuyén céo i da 13 2 mg (twong duong 1,3 ml dung dich uéng)/ke.
1 - 2 gitr trude khi phéu thuat.

Cich dung
Dung dudng udng.
CHONG CHI PINH

Alimemazin chong chi dinh ¢ nhitng bénh nhdn:
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C6 tién sit min cam v6i phenothiazin hodc véi bt ki thanh phén t4 duge nao cia thude.

R61 loan chire néng gan hodc thén.

Dong kinh.

Bénh Parkinson.

Suy giap.

U tay thuong than.

Nhuoc co.

Tién sit tang nhan ap géc hep.

Tién sir mét bach cau hat.

Phi dai tuyén tién liét.

Tré em dudi 2 tudi (xem phin Cank bdo va thdn trong khi dung thudc).
CANH BAO VA THAN TRONG KHI DUNG THUOC

Khuyeén cao khong nén udng d6 udng cé con hodc thudc cd chira con trong sudt qua trinh
dicu tri (xem phan Twong ky, tuong tdc ciia thudc).

Tranh tlep xuc voi anh sang mét trot trong qua trinh diéu tri (xem phén Tdc dung khong
mong muon cua thuéc).

Alimemazin nén dugc sir dung thén trong trong trudng hop:

Bénh nhén cao tudi hodc bénh nhan bi suy giam thé tich tudn hoan dé bi ha huyét ap tu thé
(xem phan Tdac dung khéng mong muén cia thudc).

Bénh nhan cao tudi bi tdo bon man tinh (nguy co liét rudt).
Bénh nhén cao tudi c6 nguy co bi phi dai tuyén tién 1iét (xem phin Chéng chi dinh).

Bénh nhén cao tudi khi thai tiét nong va lanh (nguy co tang/ha than nhiét) (xem phén Tvic
dung khong mong muon cua thuoc).

Bénh nhin mic mdt s6 bénh tim mach: alimemazin cé thé gay loan nhip tim do tac dung géy
nhip tim nhanh va ha huyét ap ciia phenothiazin (xem phén Tdc dung khong mong muén ciia
thuéc).

Bénh nhén bi co gidt (xem phan Tédc dung khong mong muon ciia thuic).
Tré em

Chéng chi dinh st dung alimemazin cho tré em dudi 2 tudi do nguy co gdy budn ngi va suy
hé hap ro rét.

C6 nguy co bdn chdn sau phiu thuat, dic biét néu tré bi dau.
Thén trong ta dugc

San pham nay co chira dudmg trfing (sucrose) co thé gdy hu rang. Bénh nhan bi rdi loan di
truyén hiém gap nhu khong dung nap fructose, kém hép thu glucose-galactose hodc thiéu
hut enzym sucrase-isomaltase khong nén dung thudc nay.

San phdm nay c6 chira it hon Immol natri (23 mg) trong mdi 6,5 ml dung dich udng, ¢ thé
noi san pham khong chira natri.

San p_hém nay co chira 6,5 mg natri benzoat trong moéi 6.5 ml dung dich uéung_. Natri benzoat
co thé l[am tang tinh trang vang da (¢ da va mat) ¢ tr¢ so sinh (dudi 4 tuan tudi).

2
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San phdm nay c6 chita natri metabisulfit hiém khi gdy ra cac phan tmg qua min nghiém
trong va co that phé quan.

San phim nay c¢6 chira mau vang sb 6 (sunset yellow CFC) c6 thé gdy cdc phan (ng dj img.
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir ¢6 thai

Dir lidu vé viée sir dung alimemazin & phu nit c6 thai con han ché, nhung alimemazin da
dugce sir dung rdng réi trong nhiéu nim ma khong ghi nhén tac hai rd rang. O dong vat, da
cO ba.ng ching cho thé} tac dung co hai cia mot s6 phenothiazin.

Gibng nhu céc thude khdc, tot nhat nén tréanh s dung alimemazin trong thoi ky mang thai
trir khi c6 chi dinh ctia bac si. Céc thuoc an than c6 thé kéo dai thoi gian chuyén da va nén
tam dimng ding thude cho dén khi cb tir cung mé 3 — 4 cm.

Céac tac dung khéng mong muc‘m_cc'n thé xay ra dbi véi tré so sinh bao gdm ngt i bi hoac dé
bi kich thich nghich 1y, run va diém Apgar thép.

Phu nir cho con ba

Céc dan xudt phenothiazin c6 thé bai tiét qua stta me. Nén ngung cho con b trong thoi gian
dicu tri bang alimemazin tartrat.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Bénh nhén can duoge canh bdo v& nguy co gdy bubn ngu khi bit diu didu tri va khong nén
141 xe hoac vén hanh may maéc khi diéu tri véi alimemazin.

TUONG KY, TUONG TAC CUA THUOC
Twong tic thube

Téc dyng an than cia cic phenothiazin ¢6 thé gia tang (cong gop) khi sir dung chung vai dd
uong chira cén (xem phin Cdanh bdo vé than trong khi ding thuéc), thubce giam lo du va
thude ngi, thude giam dau nhom opioid, thude an thin barbiturat va cac thudc an than khac.
Tac dung khang muscarinic va an than cua cdc phenothiazin c6 thé ting khi ding chung véi
thube chéng tram cam ba vong va thude tre ché monoamin oxidase - MAOI (bao gf‘)rn ca
moclobemid). C6 thé xay ra suy hé hép khi ding phéi hop cdc thude nay.

Téc dung ha huyét ap ciia héu hét cac loai thude didu tri tang huyét ap, dic biét 1a thude e
ché thu thé a-adrenergic co thé bi ting cudng bdi céc phenothlazm Str dung thude khang
muscarinic s& 1am ting nguy co tic dung phu cia thude nay khi két hop véi thube khéng
histamin.

Tac dung tri liéu cha mot s6 thube co thé bi dbi khéng boi céc phenothiazin, bao gém
amphetamin, levodopa, clonidin, guanethidin va adrenalin.

Téc dung khang cholinergic nhe cua cée phenothiazin c6 thé duge ting cudng béi céc thube
khéng cholinergic khéc, didu nay co thé dan dén tdo bon, soc nhiét,...

Céc thude khang cholinergic ¢6 thé 1am giam tdc dung chdng loan thin clia céc phenothiazin.

Mgt s6 thuéc ngin can sw hdp thu cia cic phenothiazin nhu: cac antacid, cac thube didu trj
Parkinson va lithi. Pa quan sat thé}-‘ ting hodc giam néng do trong huyét twong ciia mdt sb
thuée nhu: propranolol va phenobarbital, tuy nhién sy chénh 1éch nay khong c6 v nghia 1dm
sang.

Liéu cao phenothiazin lam giam dap tng vai thudc ha dudmg huyét, do viy, co thé can phai
ting lidu cta thudc ha dudmg huyét. Khong sit dung adrenalin & bénh nhén bi qué liéu
phenothiazin.

- f— o =
r/Ewmco0 n\c\\
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Glong nhu céc thube phenothiazin an thin khéc, cin thén trong khi dung déng thoi voi cac
thudc ¢6 tae dung kéo dai khoang QT hodc céc thude gay mét cin bing dién giai.

Twong ky cua thude

Do khdng c6 cic nghién ciru vé tinh twong ky cia thude, khéng tron 14n thude ndy véi cic
thudc khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Réi loan tiéu héa

— Téo bon
—  Khé miéng
R6i loan hd hip. 1dng neuc va trung that

— Nghet miu
— (6 thé xay ra tinh trang suy ho hap ¢ nhimg bénh nhan nhay cam

R&i loan thm thén

—  Mit ngu

— Kich dong
R&i loan hé thin kinh

- Tac dung ngoai thap, nhu:

+ R&i loan trwong lic co hodic rdi loan véin déng cap tinh, thudng thoang qua, pho
bién hon & tré em va thanh thiéu nién, thudng xay ra trong vong 4 ngay dau diéu tri
hodc sau khi ting lidu.

+ Chimg ngdi khong vén (akathisia) xay ra sau khi ding liéu luong 16n.

+ Bénh Parkinson hay gip & ngudi truéng thanh va nguoi cao tudi. Bénh thudng tién
trién sau vai tudn hodc vai thang diéu tri. C6 thé th'c"iy moét hodc nhiéu biéu hién sau
day: run, co cing, mat phbi hop van dong hodc cdc tridu chimg khéc cuia Parkinson
(thuomg chi xudt hién triéu chirng run).

+ Réiloan van dong mudn: tridu chiimg ndy c6 thé xay ra thuomg xuyén néu ding lidu
cao hoic kéo dai. N6 o thé xay ra sau khi ngimg diéu tri. Do d6, nén ding liéu
lwong thip nhét c6 thé.

— Co giat da dugc bdo cdo & mot s6 bénh nhin
— Chong mit

— Paudiu

— Budn ngu

Réi loan gan mat

Viang da thodng qua, xay ra ti I¢ it bénh nhan. Diu hiéu ban ddu c6 thé 1a st khai phat dot
ngdt sau mot den ba tuan diéu tri, sau d6 xudt hién vang da. Vang dado thube an than co cac
ddc diém vé sinh hoa va cac dic diém khéc cua vang da tic mat, ¢ lién quan dén cac tic
nghén ¢ tiéu quéan do huyé‘t khéi mat; kém theo tang bach céu 4i toan thuong xuyén cho thiy
tinh trang di tmg cua triéu chitng nay. Nén ngimg diéu tri khi phét trién thanh vang da.

R61 loan thian va tiét niéu

— Bitiéu

R&i loan mach mau

— Ha huyét 4p hodic xanh xao cd thé xay ra & tré em.
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— Ngudi cao tudi va cdc dbi tugng giam thé tich tudn hoan d& bi ha huyét ap tu thé (xem
phan Canh bdo va than trong khi ding thudc).
Réi loan tim
Loan nhip tim, bao gém loan nhip nhi: block nhi that (A- V), nhip nhanh thét va rung that da
dugce bio cdo trong qua trinh didu tri, c6 thé lién quan dén liéu lugng (xem phén Cdanh bdo

va than trong Hn ding thudc). Tién sir bénh tim, cao tudi, ha kali huyét va sir dung dong thoi
thudc chong trim cam ba vong c6 thé din dén tinh trang nay.

Két qua xét nghiém/kiém tra
Nhiig thay déi trén két qua ECG thudng 12 lanh tinh, bao gém:

Khoang QT kéo dai

Bit thuong séng U

Bit thuong song T
Khoang ST chénh xudng

Réi loan mat

|

|

|

—  R6i loan diéu tiét
R&i loan méu va hé bach huyét

—  Giam bach cau nhe xay ra & 30% bénh nhan ding li¢u cao kéo dai.
— Mt bach cau hat hiém khi xay ra va khéng lién quan dén lidu ding.

Can thuc hién ngay cac xét nghiém huyét hoc néu xuat hién nhiém tring hodc sét khong rd
nguyén nhan.

Rai loan da va md dudi da

— Nhay cam khi tiép xtic 12 mot bién chimg nghiém trong nhung hiém gap 0 nhirng bénh
nhén thuong xuyén phoi nhiém véi cdc ché pham chita phenothiazin, cn than trong
tranh dé thude tiép xic vdi da.

— Phat ban céc loai cung ¢6 xay ra & nhitng bénh nhan diéu tri thude nay.

— Bénh nhan ding lifu cao c6 thé bi nhay cam 4nh sng va nén tranh tiép xtc Vv6i anh
néng true tiép (xem phan Canh bdo va than trong khi ding rhuac) Céc thay ddi trén
mit va sur phat trién cia céc ddm kim loai mau xam tim ¢ ving da tiép xtic da dugce ghi
nhdn & mot s& bénh nhan (chu yéu 1a phuy nir) khi sit dung clopromazin lién tuc trong
thoi gian dai (4 dén 8 nam).

R&i loan ndi tiét

—  Tang prolactin huyét c6 thé din dén tang tiét sita va vé kinh & phu nfr, liét duong va u
to ¢ nam gioi.

— Hbi chimg éc tinh do thudc an thén (ting than nhiét, co ctmg co, 16i loan than kinh tu
chu, thay déi ¥ thirc) c6 thé xay ra (xem phan Qud liéu va xik tri).

R&i loan chung va tinh trang tai noi sir dung thude

- Su phén kich nghich thuong da dugce ghi nhan.
Bao cdo ADR

Viéc bdo cdo cdc phan ting ¢6 hai nghi ngd cua thude sau khi luu hanh rét quan trong, né
cho phép theo déi lién tuc ty 1€ gitra lgi ich/ rti ro cua thuoc Céc chuyén gia y t€ tien hanh
cong b céc phan g co hai nghi ngér théng qua hé thong bao cdo quoc gia vé thong tin
thude va theo ddi phén (g c6 hai cta thude (Trung tdm DI & ADR Qude gia).
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Thing bdo ngay cho béc sThodc duge s7nhitng phan ting 6 hai gdp phai khi sie dung thuéc,
QUA LIEU VA XU TRi

Triéu chitng

Céc ddu higu va triéu ching qua liéu khi sir dung cic phenothiazin bao gbm: budn ngi hozc

mét ¥ thirc, ha huyét ap, tang nhip tim, bién dm trén dién tdm do, loan nhip that va ha than
nhiét. Cdc triéu chimg rdi loan ngoai thép trim trong c6 thé xay ra.

Xar tri

Néu dugc phat hién sém (trong vong 6 gio). sau khi udng qué lidu, t6t nhat nén rira da day.
Phwong phéap giy nén bing thude hiu nhu khong ¢6 tac dung. C6 thé st dung than hoat
tinh. Khéng cé thubc gidi doc déc higu. Cén diéu tri hd tro.

GiZn mach toan thé c6 thé din dén truy tim mach; ndng cao chdn ngudi bénh cé thé cé
hig¢u qua, trong truong hop ning, lam tang thé tich tudin hoan bang tiém tinh mach dich
truyén la can thiét, céc dich truyén cin duge lam 4m truée khi dung dé tranh chiing ha than
nhiét trdm trong thém.

Céc tdc nhén gy tang co co nhu dopamin ¢6 thé ding trong trudng hop khong giai quyét
duoe truy tim mach bing dich truyén. Thuong khong dung céc thube gy co mach ngoai
vi, tranh dung adrenalin.

Loan nhip nhanh that hodc trén that thuong dap tmg khi than nhiét tro lai binh thuong va
rbi loan tudn hoan hoic chuyén hoa duge diéu chinh. Néu vin tiép dién hodc de doa tinh
mang, co thé xem xét sit dung céc liéu phap chdng loan nhip. Tranh dung lignocain hoic
thude chéng loan nhip c6 tac dung kéo dai.

Khi bi trc ché thin kinh trung wong ning can phai duy tri duong thé, hoiic céin phai hd trg
hé hép trong nhimg truong hop nghiém trong. Cac phan tng loan truong luc co ning
thuémg dap tmg vai procycelidin (5 - 10 mg) hodc orphenadrin (20 - 40 mg) tiém bép hoic
tiém tinh mach. Tinh trang co gidt cdn diéu tri bing tiém tinh mach diazepam.

Hoi chimg ac tinh do thube an than (NMS) da duoc ghi nhén trong cac thudng hgp qué
lidu alimemazin. Cac triéu chimg cia NMS bao gém su két hop cta tang than nhiét, co
cimg co, thay ddi trang thai tinh than va réi loan than kinh tw chu. Vi hoi chimg nay c6 kha
nang gdy tir vong, nén phai ngimg sir dung alimemazin ngay lap tire, déng thoi phai bit
déu theo ddi 1am sang chuyén siu va diéu tri triéu chimg.

Cén tuan tht nghiém ngat liéu khuyén céo (xem phan Liéu dimg, cdch ding).

Hoi ching 4c tinh do thude an thn cin duge didu tri bﬁing gift mat cho nguoi bénh va céd
thé dung dantrolen natri.

PAC TINH DUOC LUC HOC
Nhém duwge Iy: Thubce khang histamin, din chéit Phenothiazin.
Ma ATC: RO6ADOI.

Alimemazin c¢6 tac dung didu hoa than kinh trung wong, twong duong véi clopromazin,
nhiwng phan lén khéng c6 tac dung khang adrenergic ctia clorpromazin. Alimemazin con c6
tac dung chong nén va khang histamin manh.



https://trungtamthuoc.com/

PAC TINH DUQC PONG HOC

C6 rat it théng tin vé ndng do thudc trong mau, su phan bd va thai trir ctia thude & nguoi.
Téc dd chuyén hoa va bai tiét phenothiazin giam & ngudi cao tudi.

QUY CACH PONG GOI

Chai thity tinh mau nau. Hép 01 chai * 30 ml kém theo ong xi lanh 5 ml va t& huéng dén st
dung.

Chai thity tinh mau ndu. Hép 01 chai % 60 ml kém theo éng xi lanh 5 ml va t& huéng dan sie
dung.

. Chai thiy tinh mau nau. Hop 01 chai x 100 ml kém theo éng xi lanh 5 ml va t& huéng dén
sir dung.

PIEU KIEN BAO QUAN
Noi kho, dudi 30°C, tranh anh sang (trudc va sau khi mé n'c“ip chai).
HAN DUNG
24 thang (ké tir ngay san xudt).
30 ngay (k& tir ngay mé nap chai).
Khéng ding thude qua thoi han sir dung.
TIEU CHUAN CHAT LUQNG
Tiéu chudn co sé.
TEN, PIA CHI CUA CO SO SAN XUAT THUOC
Co s¢ san xudt thube: CONG TY CO PHAN DUGC PHAM BOSTON VIET NAM.

Dia chi: S6 43, duong s6 8, khu cong nghiép Viét Nam — Singapore, phuong Binh Hoa,
thanh pho Thuén An, tinh Binh Duong, Viét Nam (Toa nha san xuét s6 1).

Dién thoai: 02743 769 606 Fax: 02743 769 601
Email: rd.boston@bostonpharma.com.vn.
NGAY XEM XET SUA POI, CAP NHAT NOI DUNG HUGNG DAN SUDUNG THUOC
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