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TO HUONG DAN SU DUNG THUOC

MIAHO SIRO

DE xa tam tay tré em
Doc ki huwdng dan sie dung truée khi ding

Thanh phian ¢ong thie 5 ml siro

I'nénh phan hoat chét: Carbocistein 100,0 mg

Promethazin hydroclorid 2,5mg
Thanh phén ta duge: Sucrose, methyl paraben, chocolate brown HT, huong caramel. ethanol
90%. natri hydroxyd, acid citric khan, nuéc tinh khiét.

Dang bao ché: Siro
. Mo ta dang bao ché: Chit long trong, mau nau, mai thom, vi ngot.
Chi dinh
Diéu tri triéu chimg ho khan gay kho chiu, nhét 14 ho nhiéu vao ban dém.
Liu dung, cich dung

Dung duong udng.

Danh cho nguoi 1on va tré em trén 2 tudi.
Chi nén dung thude trong thoi gian ngan (mdt vai ngay) vao lac ho.
Nguoi lon: 3 — 4 lan/ngay. mdi lan 15 ml
I're em tr 2 dén 15 tudi:
- Tré tir 24 dén 30 thang: 3 — 4 lan/ngay, mdi ldn 5 ml
- Tre tir 30 thang dén 12 tudi: 20 — 30 ml/ngay, chia 3 — 4 lan
- Treemtir 1215 tudi: 3 — 4 lan/ngdy, mdi 1in 10 ml
['tong truong hop quén udng thude. khong dung lidu gap déi dé bu cho liéu da quén.
. Nén udng thude vao budi toi do promethazin ¢6 tac dung an than ro rét.
C'hidng chi dinh
Qud man voi hoat chat hodc véi bat ky thanh phin nao cua thude.
Tre em dudi 2 woi.
Phu nir dang mang thai.
Do sur co mat cua promethazin, chong chi dinh trong truong hop:
- (0 tién str mat bach cau hat
- C6 nguy co bi tieu do rdi loan niéu dao — tién liét tuyen
- Nguy co tang nhan dp goc dong
- Phu ntr ¢cho con bt
Canh bdo va thdan trong khi dang thube
Ho ¢ dirm, 1a yéu 6 co ban cua viée bao vé phé quan phai. phai dugce ton trong.

Khong nén k&t hop thude chong ho nay vai thude long dom hodc thude tiéu dom khac.
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Trude khi k& don thude ho, nén tim nguyén nhan gay ho dé ¢o bién phap diéu tri dac hiéu.

Néu dung thude ¢ licu thong thudmg ma khéng hét ho, khdng nén tang liéu ma can kiém tra lgi
tinh trang bénh.

Thudc lodng dom c6 thé géy tic nghén phé quan & tré so sinh do kha nang téng dich nhéy ra
Khoi dudng hd hap bi han ché ¢ tré so sinh. Do d6, chiing khong nén dugc sur dung cho tre so
sinh.

Viée diéu tri nén duoce danh gia lai trong trudng hop céc triéu ching hodc bénh Iy kéo dai hoac

xau di.

Canh bao lién quan dén carbocistein:

- Thén trong & ngudi cao tudi, ngudi b loét da day — ta trang hodc trong truomg hop diing
L!lf:ug thoi voi cac thude ¢o kha nang gay xudt huyét tiéu hoa.

- Néu bi xudt huyét, bénh nhan nén ngirg dung thude.

Canh bao lién quan dén promethazin:
- Vi phenothiazin dugc coi la yéu t0 nguy co gia dinh trong viéc xuat hién héi chirmg dét tr

. & tre so sinh. khéng nén ding promet!lazin cho tré duéi 2 tudi. e
- Giam sat (lam sang va dién ndo do) phai duoc tang cudng trong bénh dong kinh vi S
promethazin co thé 1am giam ngudng xuét hién con déng kinh. NG IH;

- Khéng nén ding thude cho ngudi tir 75 tudi trd nén. JE:E [

- Than trong khi dung promethazin trong cac trudng hop: ‘NH A

+  Nguoi cao tudi ¢o tinh trang: d& bj ha huyét ap thé dimg. chong mit hodc bubn ngu: b -

(4o bon man tinh (c6 nguy co liét rudt); ¢o nguy co bi phi dai tién liét tuyén .

+ Nguodi miac mot sO bénh tim mach do tac dung lam nhip tim nhanh va ha huyét ap cua
phenothiazin

¢ Suy gan va‘hodc suy thin nang (do nguy co tich tu thuoc)
- Str dung dong thoi thude e ché trung wong (do nguy co e ché hd hap)

- Néu dung cho tré em, nén loai trir bénh hen phé quan hodc trao nguoc da day thue quan
trudie khi ding promethazin lam thude chdng ho.

- Khong nén ding dé udng co cbn hay thude c6 chira con trong qua trinh diéu wi.

. - Khong nén ding ddng thoi promethazin véi natri oxybat.

- Do tac dung nhay cam anh séng cua phenothiazin, khong nén tiép xtc vai anh ning mat troi
hodc tia cue tim (UV) trong qua trinh diéu tri.

- Do dac tinh khang histamin H1, thudc c6 tac dung an thin, nén than trong khi st dung
promethazin do nguy co giy budn ngti. Khong nén két hop véi cac thude an than khic.

- Do dgc tinh khang cholinergic cua promethazin, nguy co tdo bon ning hodc tham chi viém
rudt tang 1én néu két hop véi cac thude khang cholinergic hodc thude an thin khéc.

Canh bao lién quan dén ta duge:

- Thude ¢o chira 2.85% tt ethanol (rugu), tire 1a dat dén 113 mg trong moi 5 ml siro. tuong
duong 3 ml bia hodc 1 ml rugu vang trong mdi 5 ml siro. C6 hai cho bénh nhén bi nghién
rugu. Can luu ¥ cho phy nir ¢o thai hodc dang cho con bu, tré em va cac dbi turong co nguy
co cao nhu suy gan hodc dong kinh.

- Thude ¢ chia 3 g sucrose trong mdi 5 ml siro. Ham luong nhu vy cin dugc tinh dén trong
khau phén an hiang ngay & bénh nhan bi d4i thao dudng hodc ngudi dn kiéng it dudng.
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- Bénh nhan bj rdi loan di truyén hiém gap nhu khdng dung nap fructose. kém héip thu glucose
galactose hodc thiéu hut enzym sucrase — isomaltase khdng nén dung thude nay.
- Thude nay co chia 15.8 mg natri trong mdi 5 ml siro, twong duong 0.8% khéiu phan natri
16i da mdi ngay duge khuyén cao cho nguai 1dm.
- Thude chira methyl paraben c6 thé gay ra cac phan tmg di tmg (c6 thé xay ra cham).

Su dung thuoe cho phu nir ¢6 thai va cho con b
Thoi ky mang thai

Vé tdc dung gdy di tit (trong 3 thing dau thai ky)

Khong ¢ dir liéu ddng tin cdy vé kha nang gy qudi thai trén dong vét ctia promethazin.

[vén 1am sang. cho dén nay viéc sir dung promethazin trong mot so truong hgp mang thai khong
cho thay bat kv di tat hay doc tinh cu thé nao. Tuy nhién, can cé cac nghién ciru bd sung dé

» . - . . = . - . \
danh gia hdu qua cua viée phoi nhiem trong thai ky.

V¢ doe tinh trén phéi thai (trong 6 thang cudi thai ky)

O tré so sinh cta cac ba me diéu tri liéu cao kéo dai cace thude khéang histamin ¢é dac tinh khang
cholinergic nhu promethazin, hiém gép cac ddu hiéu tiéu héa lién quan dén dic tinh atropin cua
phenothiazin (chudng bung, tic rudt do phan su, chdm thai phan su. an khoé, nhip tim nhanh. rOi
loan than kinh...).

Dura vao cde dir liéu trén, dé phong ngtra, khong nén sir dung promethazin trong khi mang thai.
NEu viée dung thude dién ra vao cudi thai ky, cin theo ddi cde chire nang thén kinh va tiéu hoa
cua tre so sinh mot thoi gian.

Thoi ky cho con bu
Chura biét promethazin c6 di vao sita me hay khong. Do téc dyng an than hogc kich thich nghich

IV o tre so sinh, tham chi nhiéu nguy co ngimg tho khi ngu da duge dé cap ¢ phenothiazin.
chong chi dinh dang thude khi dang cho con bu.

Anh huwong cua thuoe 1én kha niing lai xe, vin hanh may moc

Thude gdy budn ngu, nhat 14 khi bat dau diéu tri, nguoi dang dung thuoe khong nén ldi xe hodc
vin hanh may moc.

Tac dung an than s& manh hon khi st dung ciing d6 udng ¢é ¢on hoéc thude chira con.
Twong tic, twong ky cua thuoe
Cidc twong tic lién quan dén promethazin

[hude atropin

Can phai luu ¥ rang cdc thude atropin ¢ thé gay ra cde tde dung khong mong mudn va dé dan
dén bi tiéu. tang nhan ap cép tinh, tio bon, kho miéng ...

Cic loai thude atropin khéc nhau nhu thude chéng trim cam imipramin. da s6 cac thude khang
histamin H1. thube chdng ligt rung 6 tac dong khiang cholinergic. thudce chdng co thit ¢o tic
dong widng atropin, disopyramid, thude an than kinh nhom phenothiazin va clozapin.

[huoe lam giam ngudng co giat

Viée sur dung két hop véi céc loai thude chdng co gidt hode thude lam giam ngudng co gidt nén
duoe ¢in nhace can than vi me do nghiém trong cua rui ro lién quan. Nhimg loai thude nay bao
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2Oom hiu hét cic thude chong trim cam (imipramin, thude (re ché tai hip thu chon loc serotonin).
thuoc an than kinh (phenothiazin va nhém butyrophenon). mefloquin. cloroquin.
(luoroquinolon, bupropion. tramadol.

Ihude an than

Cén luu v ring nhiéu loai thube c6 thé gy trc ché 1én hé than kinh trung uong va gép phan lam
sidm su tinh t40. Bao gdm cdc din chét ciia morphin (thude giam dau. thude chong ho va diéu
tri thay thé). thude an than, nhém barbiturat, nhém benzodiazepin, cic thude giai lo du khong
thue ho benzodiazepin (meprobamat). thude ngu. thuéc chong tram cam (amitriptylin.
doxepin. mianserin, mirtazapin, trimipramin), thubc khang histamin H1 an thén, thudc ha huyét
ap trung uong. baclofen va thalidomid.

Thude nea bao gdm thude nhom benzodiazepin va cac thude lién quan (zolpidem. zopiclon)
hodic khang histamin H1, khi ding cing promethazin lam ting tidc dung an than. dac bi¢t ¢
ngudni ¢ao tudi.
Ciac két rop kliong dieoe khuyén nghi
. Rugu lam tang tde dung an than cua promethazin, giam tinh tdo khién viée lai xe va vin hanh
may moéc tra 1én nguy hiém. Tranh ding d6 uong c6 con va thudce chira con.
Natri oxybat: ting trc ché trung wong, lam giam tinh téo, c6 thé khi¢n viée lai xe va vén hanh
may moc tro nén nguy hiém.
Cic két hop can thin trong khi sie dung
I'hude khang acid va thuoe hiap phu: Lam giam hap thu duong tiéu hoa. nén sur dung cich xa
thude an than kinh phenothiazin (2 gio).
Lithi ¢6 thé 1am tang ddc tinh voi thin kinh hodc nhiém dje lithi. Thuong xuyén theo doi lam
sang. dac biét la thoi gian dau phdi hop thudc.
Ihude khang cholinesterase: ¢6 thé lam giam higu qua cua thuoe khang cholinesterase do su
d0i khing cua cac thy thé acetylcholine bang atropin.
Ciac thuoe tre ché than kinh trung vong khéc (thude chong tram cam an than, barbiturat. clonidin
. v cic thude lién quan, thude ngu, dan xuat morphin (thude giam dau va chong ho), methadon,
thude an than, thude giai lo du: ting (e ché trung wong, lam giam tinh tdo, cé thé khién vige lai
xe¢ va van hanh may moée trg nén nguy hiém.
Cac thude giam ngudng co gidt khéc: tang nguy co co giat
Ihudc atropin (chong tram cam imipramin thudc chong liét rung cé tdec dong khéang cholinergic.
thube chong co thit ¢ tac dong gibng atropin, dlsop\ ramid, thude an than kinh nhom
phenothiazin): ¢6 thém cae tac dung khong mong mudn cua atropin nhu bi tiéu. o bon. kho
nieng.
Mhude gdy mé khdc: tang (rc ché trung wong
Cic thude an than khac: tang e ché trung wong. lam giam tinh téo, co thé khién viée lai xe va
van hanh may moe tré nén nguy hiém.
Cic thude gay ha huyét ap thé dimg khic: Nguy co gia ting tac dung khong mong mudn. dic
bict nhu chong mat hodc ngét.
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I'hude chen beta trong diéu tri suy tim: Téc dung gidn mach va nguy co ha huyét ap. dac biét 1a
huyét ap the ding.

Daxopetin: Nguy co gia téng tac dung khong mong muén, dic biét la chong mit va ngét.
lhude ha huyét ap: Nguy co ting huyét ap, ddc biét 1a huyét ap thé dimg

Morphin: Tang nguy co co thit dai trang v6i tao bon ning.

Orlistat: Co thé lam that bai diéu tri khi dung cung orlistat.

Tie dung khong mong mudn (ADR) ciia thude

Lién quan dén carbocistein

- Nguy co tic ngh&n phé quan, dac biét & tré so sinh va mdt s6 bénh nhan khong ¢6 kha nang
khac dam.

- Phan tmg di tng trén da nhu ngira, ban do, may day va phi mach.

- Daco béo cdo vé mot s trudng hop hdng ban ¢b dinh nhiém séc.

- Rbi loan tiéu hoa nhu dau da day, budn non, nén, tiéu chay. Néu xay ra rbi loan tiéu hoa
nén giam liéu.

- Xuét huyét tiéu hoa. Trong truong hop nay cin ngimg diéu tri.

. - Mot s6 trudong hop bi viém da bong nwée nhu hdi chimg Stevens — Johnson va hong ban da

dang.

Lién quan dén promethazin

Dac tinh duge ly cua thude la ngudn gde cua tde dung khdng mong mudn & nhiéu mire do khac

nhau. ¢o hodc khong lién quan dén liéu.

I'de dung trén than kinh

- An than hodc budn ngu. nhat la khi méi bat ddu diéu tri

- Tac dung khang cholinergic nhu khd niém mac, tdo bon, tac rudt. viém dai trang do thiéu
mau cuc bd, rdi loan diéu tiét, gidn ddng tir., tim ddp nhanh, nguy co bi ticu

- Ha huyét ap thé dimg

- R&i loan cdn bang. chong mat. suy giam tri nhd hodc kha néng tép trung

- Loan vin ddng,. loan van ddng mudn, cir dong bit thuong, méit phdi hop van déng. run (hay
oiip & ngudi cao tudi), chimg ngdi khdng yén.

. - Lu lan, ao gidc
- Hiém gip: hung phan, kich dong, hoi hdp, méit nga
I'dc dung trén hd hap

- Ut ché hd hip

Phan (ng qua man

- Ban do, eczema, ngita, ban xuat huyét, co thé néi may day khong 16
- Phu. hiém gédp hon la phu mach (phi Quincke)

- Sbe phan vé

- Nhay cam vai anh sang

Lac dung trén mau

- Giam bach cau, giam bach cau trung tinh, dac bi¢t chirng mat bach cau hat

Giam tiéu cau

Thiéu méau tan huyét

Thong bdo ngay cho bdc sy hodc diege sy nhitng tic dung klhéng mong mudn gap phai khi
sii dung thudc

o
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Qua liéu va cich xur tri

Dau hi¢u qua lieu promethazin: Co gidt (dac biét ¢ tré em). roi loan y thue, hon mé.
Cach xu tri: Dieu tri triéu chimg.

Dwoe lue hoe

Nhom duge 1y: Thude khang histamin tae dung toan than
Ma ATC: RO6ADO2

Promethazin

Promethazin, thude nhom phenothiazin c6 chudi bén thudc day béo, mot thude khang histamin

H1 ¢6 tac dung an than, duge dic trung boi:

- Tac dyng an thin rd rét & liéu thong thudng, ¢é ngudn gde histaminergic va adrenolytic
trung wong

- Téc dung khang cholinergic gay ra cac tac dung khong mong mudn ngoai vi

- Tae dung adrenolytic ngoai vi, c6 thé gdy tac dung huyét dong lue (nguy co ha huyét dp thé
dirng)

- lac dung khang dopaminergic

(ac thude khang histamin H1 ¢6 dac diém chung la chdng lai tac dung cua histamin, bing cach

doi khang canh tranh c6 thé dao nguge ¢ nhimg mc d§ khac nhau. dac biét la trén da, phé

quan, mach mau, rudt, két mac va niém mac mii. Pa s cac thude khang histamin ¢o tic dung

chdng ho. tuy rdt khiém tén nhung lai lam ting téc dung ctia thube chdng ho trung wong morphin

cting nhu cua cac thube gian phé quan khac nhur cac amin gidng than kinh giao cam ma ching

thuong duge két hgp voi nhau.,

Duge dong hoe

Carbocistein

Sau khi ubng. carbocistein duge hip thu nhanh chong. Nong dé dinh trong huyét tuong dat
duge sau 2 gio.

Sinh kha dung lhz‘ip. dudi 10% liéu dung, co thé la do chuyén hoa trong da day va chiu anh
huong rd rét khi qua gan 1an déu.

Thoi gian ban thai khoang 2 gio.

Carbocistein va cac chat chuyén hoa cua no chu yéu duoc thai trir qua than.

Promethazin

Sinh kha dung cua promethazin tir 13% dén 40%.

I'hoi gian dé dat ndng dd dinh trong huyét twong tir 1.5 dén 3 gio.

I'hé tich phan bé cao do tinh tan trong lipid cua phan tir, khoang 13 1/kg.

[y 1& lién két vai protein huyét twong tir 75% dén 80%.

Thai gian ban thai tir 10 dén 15 gio.

Qua trinh chuyén hoa bao gém qué trinh sulfoxid hoa. sau d6 la demethyl hoa.

)¢ thanh thai ¢ than chiém duéi 1% d6 thanh thai téng va khoang 1% luong promethazin da
st dung duge tim thdy trong nude tidu dudi dang khong ddi. Cée chit chuyén héa duge tim
thiy trong nude tiéu, chi yéu la sulfoxid. chiém 20% liéu dung.

I'hude khang histamin ¢¢ kha nang bi tich tu @ bénh nhan suy théin hodc suy gan,
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Qui cich dong goi

Hop | chai thuy tinh (mau ndu) x 100 ml.
[1op | chai thuy tinh (mau nau) x 200 ml.

Diéu kién bio quin: Noi kho, tranh anh sang. nhiét do dudi 30°C.

Han dang: 24 thang ké tir ngay san xudt. Sau khi mo llép. str dung trong vong 1 thang.

Ti¢u chufin chét lwong: Tidu chudn co so.

Tén, dia chi cua co' sé sin xuat

Nha san xudt: Cong ty ¢6 phin duge pham Trung Uong 2

San xudt tai: Lo 27, Khu cdng nghiép Quang Minh, thi tran Quang Minh, huyén Mé Linh, Ha
NOi.
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I'én, dia chi cua co so phin phoi

Nha phén phéi: Cong ty TNHH céng nghé duge Minh An
Dia chi: 19D-TTS. KDT Tay Nam Linh Dam, Hoang Liét, Hoang Mai. Ha N§i

Ngay 8 thang ® nam 2023
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