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HUONG DAN SU DUNG
Tén thude: BIODICA

hudng din sir dung truce khi ding.

Dé xa tam fay tre em.

1, Thanh phin cong thire thube:
Thanh phiin hoat chit: Ham luong
- 2,0%
Carbocistein
(w/v)
0,05%
Promethazin HCI
(w/v)

Thanh phin td duge: Glycerin, Propylen glycol, Sucrose

-

Methyl paraben, Propyl paraben, Natri hydroxid, Acid Vira du

citric monohydrat, Caramen, Vanilin, Nudc tinh khiét.

2. Dang bao ché: Siro

Dung dich trong, mau niu, ¢ huong thom, vi ngot

3. Chi dinh:

- Piéu tri triéu chirng ho khan gay kho chiu, dac biét vao ban dém.

- Chi danh cho nguoi 16n va tré em trén 6 tudi.

Luru y: Viéc phdi hop thube giam ho va thuée long dom khéng duge khuyén cho.
4. Cach diing, li¢u dimg;

4.1, Cach diing:

Thude ding dudng udng.

4.2. Liéu ding:

Chi ding cho ngudi 6n va tré em trén 6 tudi.

Khong dugce sir dung cho tré em tir 2 dén 5 tudi vi 1y do an toan.

Duing thude ngén han (vai ngay) va chi ding khi ¢6 ho.

Nén uu tién ding lidu budi téi do tic dung an than rd rét cia promethazin.
* Ngudi lon: Udng mdi lan 15 ml siro thube, udng tir 3 - 4 1An/ngay.

* Treem:

- Tir 6 dén 12 tudi: Udng mdi 14n 5 ml siro thude, ubng tir 4 - 6 lin/ngay.

- Tir 12 dén 15 tudi: Udng mdi 1an 5 ml siro thude, udng tir 6 — 9 lan/ngay.
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5. Chong chi dinh:

- Qua mAn véi bit ky thanh phan nao cua thude (ddc biét 13 methyl parahydroxybenzoat
va cac mudi khac chia parahydroxybenzoat).

- Do c¢6 chita Promethazin, thube nay chéng chi dinh trong céc trudmg hop sau:

+ Tré so sinh (dudi 2 tudi).

+ Tién st giam bach cau hat.

+ Nguy co bi tiéu do r6i loan niéu dao — tuyén tién liét.

+ Nguy co tang nhan ap gdc déng.

+ Phuy ni dang cho con bu.

- Khéng khuyén céo sir dung thudc nay trong thai ky.

6. Canh bo v thin trong khi dung thude:

- Ho ¢6 dorm, 1 co ché bao vé quan trong ctia hé hd hf‘lp - phéi, can duge duy tri.

Viée phdi hop mdt thube long dom hoidc 1am lofing dom véi thude giam ho khéng duge
khuyén cao.

- Trude khi ké don thude gidm ho, céin tim nguyén nhan gay ho dé diéu trj ding.

- Néu ho khong dap tmg vai lidu thong thudng cua thubc giam ho, khong nén ting lidu, ma
cn danh gia lai tinh trang lam sang.

- Thude lam loang dom c6 thé gay & dong dom & tré so sinh do kha ning tong dom kém, vi
vay khong nén suir dung cho tré so sinh.

- Viée diéu tri cin dugce danh gia lai néu tridu chirg kéo dai hodc ning thém.

- Canh bao lién quan dén carbocistein:

Cién thén trong & ngudi cao tudi, ngudi bi loét da day — ta trang hodc dang diing thude cé
nguy co gy xuit huyét tiéu hoa.

Néu xuét hién chdy mau tiéu héa, phai ngimg thudc ngay.

- Canh béo lién quan dén promethazine:

+Tré em:

Khoéng duge diing cho tré dudi 2 tudi do nguy co tir vong dot ngdt lién quan dén nhém
thudc phenothiazine.

Khéng duge ding cho tré tir 2 dén 5 tudi, do nguy co gy ao giac, kich ddng, tang van dong.
+ Ngudi bénh dong kinh: Can giam sat chiit ch& 1am sang (va néu can, dién ndo d6) do nguy
co ha thip ngudmg co giat.

+ Ngudi cao tudi:

Khong khuyén céo sir dung & ngudi trén 75 tudi.
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+ Néu diing, cin thin trong diic biét vi co thé nhay cam hon voi:

Ha huyét ép tu thé, chong miit, budn ng.

Tao bon man tinh (nguy co liét rudt).

Phi dai tuyén tién liét,

+ Bénh tim mach:

Thén trong v&i ngudi cd bénh tim mach do tae dung gy nhip tim nhanh va ha huyét ap cua
thudc.

+ Suy gan hodc than nédng:

Cén than trong vi ¢6 nguy co tich liiy thude trong co thé,

+ Dung ciing thude tre ché thin kinh trung wong;

C6 thé giy (e ché ho hip, cin than trong.

+ Tre¢ em:

Trude khi st dyng promethazin 1am thudc giam ho, cin loai trir hen suyén hogc trao nguge
da day — thue quéan.

+ Ruou va céc thube co con:

Tuyét dbi tranh ding rugu hodc thude chira ¢on trong thoi gian diéu tri.

+ Khong nén dung dong thoi promethazin véi natri oxybat.

+ Do nguy co nhay cdm anh sang cua nhom phenothiazin, nén tranh tiép xlic véi anh ning
hoiic tia UV trong thoi gian ding thude.

+ T4c dung an than:

Promethazin c6 tac dung an than rd rét, cin thin trong khi phéi hgp voi cac thudc an than
khac.

+ Tac dung khang cholinergic:

C6 thé lam ting nguy co tho bén ning hodc viém dai trang néu diing cling céc thudc khéng
cholinergic hoic thude hudng thin khac.

* Thén trong ta duge:

Bénh nhan bi r6i loan di truyén hiém gip nhu khéng dung nap fructose, kém hép thu
glucose- galactose hogc thiéu hut enzym sucrase-isomaltase khong nén dung thudc nay.

- Thude chira Nipagin, Nipasol: Cé thé gdy ra cac phan ting di g (co thé xay ra cham).

- Thube ¢ chira 450 mg propylen glycol/Sml do do:

Mic du propylene glycol duge chimg minh la khéng gay déc tinh dbi voi kha nang sinh

san hay sy ting truéng & dong vat hay nguoi, n6 ¢6 thé di qua nhau thai va bai tiét duoc



https://trungtamthuoc.com/

vao stta me. Vi viy, cdn cin nhic viée ding thude cho phu nit ¢6 thai hay dang cho con
bu theo timg truong hop cu thé.

Yéu cu theo ddi trong thoi gian bénh nhin dung thude nay ddi vai bénh nhan cé chic
nang gan hoédc thdn suy giam boi vi da co bdo cao vé céc phan trng c6 hai do propylene
glycol, nhu rdi loan chirc ning théin (hoai tir éng than cip), suy than cAp va rbi loan chirc
nang gan.

7. Sir dung thude cho phu nir c6 thai va cho con bi:

* Phu nir co thai:
Téc dung lién quan dén promethazin:

- Vé nguy co gay di tit (trong 3 thang diu thai ky):

. v £, - '/:.
Hién khong co dir liéu dang tin cdy vé kha ning géy di tit bim sinh & dong vt doi vai ”;
promethazin, ! {
Trong thyc té lam sang, viéc sir dung promethazin trén mét sb it phy nitr mang thai cho &

dén nay khéng cho thiy béng chimg rd rang vé dj tat bim sinh hodc ddc tinh trén thai nhi,
Tuy nhién, cin thém cac nghién ciru dé danh gia diy di céc héu qua khi thai nhi tiép xuc
vai thude trong thoi ky mang thai.

- V& dc tinh trén thai nhi (trong 3 thang gitra va cudi thai ky):

O tré so sinh ¢6 me duoc diéu tri dai ngly véi liéu cao thube khang histamin ¢ tac dung
khéng cholinergic nhu promethazin, hiém khi ghi nhdn mot sé tridu ching lién quan dén
tac dung atropinic ciia phenothiazin nhu: chuéng bung, tic rudt phan su, cham bai tiét
phén su, khé khin khi bat dau bu, nhip tim nhanh, i loan thén kinh...

Do d6, khuyén cao khéng st dung promethazin trong thoi ky mang thai nhu mét bién
phap phong ngira.

Néu promethazin duoc sit dung vao cudi thai k¥, can theo ddi chire ning than kinh va tiéu
hoa ciia tré so sinh sau sinh.

* Phu niv dang cho con bu

- Sy hién dién ctia promethazin 13 yéu t6 quyét dinh viéc ¢6 nén tiép tuc cho con ba hay
khong.

- Hién chua rd liéu promethazin cé bai tiét vao sita me hay khéng. Tuy nhién, do nguy co
ody budn ngii hoic kich thich nghich 1y & tré bit me va dic biét 12 nguy co ngung thd khi
ngli dd dugc ghi nhin v&i nhém phenothiazin, thubc nay chéng chi dinh trong thoi gian
cho con bu.

7. Anh huéng ciia thude 1én kha ning lai xe, van hanh may moc:
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Cén dic biét luu ¥, nhat 1a déi véi nguoi lai xe va nguoi van hanh may méc, vé nguy co budn nga
khi sir dung thudc nay, dic biét trong giai doan dau didu tri.
Triéu ching budn ngi nay sé ting 1én néu ¢6 dung rugu hodc thude chita cén déng thoi.
9. Tuong tac thude, twong ky ciia thude:
9.1 Twong téc thube
Cic twong tac duwge dé cip lién quan dén promethazine:
- Thube cé tinh chit gidng atropin (thude khang cholinergic):
+ Cén luu ¥ ring cdc chit co tinh chit gidng atropin cé thé cong hudng tac dung phu cua
nhau va dé gy ra: Bi tiéu, con ting nhén &p cép, tdo bon, kho miéng,...
+ Céc thube 6 tinh chit giéng atropin bao gdm: Thudc chbng trdm cim nhém
imipramine, hiu hét cac thudc khang histamin H1 ¢é tinh chét atropinic, thude diéu tri
parkinson thuc nhém khang cholinergic, thudc ching co thit co tinh atropinic,
disopyramid, cdc thude an thin kinh thudc nhém phenothiazin va clozapine.
- Thudc 1am giam ngudng gy co gidt
+ Vige stt dung ddng thoi cac thude c6 kha ning gy co gidt hojic lam giam ngudng co
gidt cdn duoc cén nhic cin thian do nguy co nghiém trong c6 thé xdy ra. Nhiing thudce nay
bao gom: Phan lon thudc chéng trim cam (nhém imipramin, chét Gc ché tai hip thu
serotonin chon loc — SSRI), cac thudc an thin kinh (nhu phenothiazin va butyrophenon),
mefloquin, chloroquine, fluoroquinolone, bupropion, tramadol.
- Thudc an thin
Can luu rfing nhiéu loai thudc hodc chit cé thé cong huong tac dung e ché hé thin
kinh trung wong v lam giam sy tinh tio. Bao gdm: cic din xuft morphin (giam dau,
chong ho, diéu tri thay thé), thudc an thin kinh, barbiturate, benzodiazepine, thudc giai lo
au khong phai benzodiazepin (vi du: meprobamat), thudc ngu, thudc chéng trdm cam co
tac dung an than (amitriptylin, doxepin, mianserin, mirtazapin, trimipramin), thuéc khang
histamin H1 cé tac dung an thin, thudc ha huyét ap tac dong trung uong, baclofen,
thalidomide.
- Thude ngii
Céc thude ngt hién nay bao gdm:

« Benzodiazepin va cac thudc lién quan (zolpidem, zopiclon)

« Thudc khang histamin H1

Ngoai viéc ting cuomg tac dung an than khi duge dung cing véi céc thube tre ché hé

than kinh trung wong khac hodc khi ubng rugu, ciing cin luu y:
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« Dbi v6i benzodiazepin: nguy co ting tic dung G ché hd hap khi ding chung voi
céc thude o tinh chét giéng morphin, cic benzodiazepin khac hodc phenobarbital,
dic biét & ngudi cao tudi.

C#c phbi hop khéng dwoce khuyén céo:

- Rugu (dd ubng hodc ta duge chira con)

Ruou lam ting tic dung an thin cta promethazin.

Sur suy giam tinh tAo ¢ thé gay nguy hiém khi 1ai xe hodc vin hanh may moéc.

Cén tranh udng ruou va ding cde thude ¢é chira con,

- Oxybat natri

Tang cudng tac dung trc ché hé thin kinh trung uong.

Su suy giam tinh tdo ¢6 thé gdy nguy hiém khi l4i xe hodc van hanh may méc.

Céc phdi hop cin thin trong khi sir dung

- Thude ding tai duong tiéu hoa, thube khang acid va chét hip phu (than hoat)

Lam giam sy hdp thu qua dudng tiéu héa clia cac hoat chit.

Nén ding céc thube tai dudng tiéu héa va thube khéng acid cach xa thdi diém dung thudc
an thin kinh nhom phenothiazin (t6t nhét 1a cach nhau 2 gio).

- Lithium

Nguy co xuét hién cac ddu hiéu thin kinh - tim thin goi § hoi chimg 4c tinh do thudc an
than kinh hodc ngd doc lithium.

Cén theo d&i 14m sang va xét nghiém sinh héa dinh ky, dac biét 14 khi bt dau phdi hop
diéu tri.

Cic phdi hop cin luu y

- Thube khang cholinesterase

Nguy co giam hiéu luyc cua thudc khang cholinesterase do déi khéng tai céc thu thé
acetylcholin bai cac thude c6 tinh chét atropinic.

- Cac thude tre ché hé than kinh trung vong khac (bao gdm thubc chong trAm cam cd téc
dung an thin, barbiturat, clonidin va cac chét twong tir, thudc ngu, din xuit morphin
(giém dau v chéng ho), methadon, thudc an thén kinh, thude giai lo au):

Tang cudng tac dung e ché hé thén kinh trung wong. Sy suy gidm tinh tdo co thé gay
nguy hiém khi l4i xe hodc van hanh may méc.

- Céc thude khac 1am ha ngudng co gift

Téang nguy co co giat.

Hoeai =
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- Céc thudc ¢o tinh chéit atropinic khac (thude chdng trim cam nhém imipramin, thube
diéu tri parkinson khang cholinergic, thu6c chéng co thit ¢é tinh atropinic, disopyramid,
thudc an thin kinh nhém phenothiazin):
Ting cudng cac tac dung phu kiéu atropinic nhu bi tiéu, tho bén, khd miéng.
- Cac thube ngi khac
Tang cudng tic dung e ché hé thin kinh trung wong,
- C4c thude an than khéc
Tang cudng tac dung {rc ché hé thin kinh trung wong. Sy suy giam tinh to c6 thé giy
nguy hiém khi l4i xe hoiic van hanh may méc.
- Céc thudc gy ha huyét ap tir thé (ha huyét ap thé dimg)
Nguy co lam ting tac dung phu nhu chéng mit hodc ngat.
- Thudc chen beta diing trong suy tim:
Gy gidn mach va ting nguy co ha huyét ap, dic biét 12 ha huyét ap tu thé (do tic dung
cong gop).
- Dapoxetin
Nguy co ting tic dung phu nhw chéng mit va ngét.
- Thude ha huyét ap
Nguy co ting tinh trang ha huyét ap, dic biét 13 ha huyét 4p tu thé.
- Thudc nhém morphin
Nguy co cao gdy liét rudt (giam nhu dong rudt) voi tinh trang tdo bon nghiém trong.
- Orlistat
Nguy co thét bai diéu tri néu ding dong thoi voi orlistat.
9.2 Twong ky thube
Do khéng co cic nghién ciru vé tinh tuong ky cia thude, khéng tron 1an thube nay vai
cac thude khac.
10. Téc dung khéng mong mudn ciia thube:
Lién quan dén carbocistein:
« Nguy co tang tiét dom phé quan, dac biét & tré so sinh va & mdt s6 bénh nhan
khong co kha niang khac dom hiéu qua.
o Phéan img dj ung trén da va phan img phan vé, bao gdm: ngira, phat ban dé da, ndi
mé day va phii mach.
« Ban c6 dinh do thuéc (hiém gip).

o Kho chiu viing thugng vi.
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Ré1 loan tiéu héa nhu dau da day, budn nén, nén, tidu chay. Khi gip tinh trang
nay, nén giam licu.

Xuét huyét tidu hoéa: trong trudng hop ndy, nén ngimg diéu tri.

Céac truong hgp don lé bi bénh da phong rdp, nhu héi chirng Stevens-Johnson va

hf’mg ban da dang.

Lién quan dén promethazin:

Céc dic diém duoc Iy cia hoat chit nay la nguyén nhén gy ra céc tc dung phu c6 miic

d6 khéc nhau, c6 thé phy thudc hoic khéng phy thude vao litu ding,

- Tac dung trén hé thin kinh thue vat:

Budn ngi hofic ngh ga, thudmg rd rét hon vao giai doan du diéu tri.

Tac dung khang cholinergic nhu: Kho niém mac, tdo bén, tic rudt, viém dai trang
thiéu méu, r6i loan diéu tiét thi giac, giin dong tir, danh tréng nguc, nguy co bi
tiéu.

Ha huyét ap tur thé.

R6i loan thing bing, chong mat, suy giam tri nhé hodic kha ning tép trung.

Réi loan vén ddng: Loan vén dong, cic cir dong bt thudmg, phf)i hop vin dong
kém, run (thudong gap hon & ngudi cao tudi), bon chon van dong, ting hoat dong
tam thin vin dong.

L4 1an, ao giac, hanh vi hung hang.

ft giap hon: trang thai kich thich, bdn chdn, lo ling, mat ngu.

- Tac dung trén hd hip

Ut ché ho hip.

- Phan ing qua mén

Ban do, cham, ngira, ban xuat huyét, néi mé day (cé thé lan rong toan than).
Phu, hiém gip hon 13 phit mach.
Séc phan vé.

Phan tmg nhay cam v&i danh sang.

- Réi loan huyét hoc va hé bach huyét

Giam bach cau, giam bach cau trung tinh, mat bach cdu hat (rit hiém gip).
Thiéu méu tan huyét.
Ting bach ciu i toan — tin suét chua xac dinh.

Giam tiéu cdu, bao gom ban xuét huyét giam tiéu ciu — tin sut chua x4c dinh.
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Thong bao ngay cho bac s hodc diroe sTkhi gép cac tae dung khéng mong muon nh trén
lchi sir dung thuée hode béo cdo cdc phdn ting ¢é hai eia thude vé Trung tam Thong tin
thide va Theo d6i phdn vng cd hai ciia thude (ADR) Quic Gia,
11. Qud liéu va cach xir tri:
Déu hiéu qua lidu promethazin: Co gift (dic biét & tré em), suy gidm ¥ thiic, hén mé.
Xir tri: Tich cue theo ddi dé xir trf kip thoi.
12, Pac tinh dwge Iye hoc:
Nhom dwoe ly: Khang histaminic ding toan than.
Ma ATC: RO6ADO2,
Promethazin, thuéc nhom phenothiazin, 1a mét loai thubc khang histamin H1 co tac dung
an thin, véi cac diic diém sau:
o Téc dung an thin rd rét ¢ lidu diéu tr thong thuong, xuft phét tir tac dong khing
histamin va khang adrenergic trung uvong.
« Tac dung khang cholinergic, la nguyén nhén gay ra cac tac dung phu ngoai bién.
» Téc dung khéng adrenergic ngoai bién, ¢6 thé anh huwdng dén huyét déng hoc, din
dén nguy co ha huyét ap tu thé.
¢ Tac dung khang dopaminergic.
Cac thudc khang histamin H1 c6 diém chung 12 d6i khéng canh tranh (¢ mirc dé khéc nhau
va cé thé hdi phuc) véi histamin, tre ché tac ddng cia histamin chu yéu tai da, phé quan,
mach mau, rudt va niém mac két mac - mii.
Héu hét cac thude nay ciing co tic dung chong ho & mirc d nhe, nhung lam ting tic dung
ciia céc thude chng ho trung wong nhdm morphin, cing nhu clia céc thude gidn phé quéin
khac nhu amin giao cam — thuong duge phdi hop sir dung.
13. Dic tinh dwge dong hoc:
Carbocistein:
o Sau khi udng, carbocistein dugc hép thu nhanh chéng. Nong do dinh trong huyét
tuong dat duoc sau khoang 2 gid.
« Sinh kha dung thip, dudi 10% liéu ding, co thé do chuyén hoa trong long rudt va
sur chuyén héa ldn diu qua gan dang ké.
o Thoi gian ban thai khoang 2 gid.
« Thubec va cac chit chuyén héa chii yéu duge thai trir qua thén.
Promethazin:

o Sinh kha dung tir 13% dén 40%.
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- Thoi gian dat ndng dd dinh trong huyét twong tir 1,5 dén 3 gio.

o Thé tich phan bd cao do tinh tan trong mé& ciia phén tir, khoéng 15 Vkg.

« Ty 1¢ lién két véi protein huyét trong khoang 75 — 80%.

« Thoi gian ban thai tir 10 dén 15 gio.

« Qua trinh chuyén héa gém sulfoxyd héa, sau dé 1a demethyl hoa.

o D thanh thai qua thin chiém dudi 1% tdng d6 thanh thai; khodng 1% luong
promethazin diing duge bai tiét khéng doi trong nuée tidu. Céc chit chuyén hoa
nhu sulfoxid chiém khoang 20% lidu ding bai tiét trong nudc tiéu.

Luu y cho bénh nhin suy thin va suy gan:
¢ Nguy co tich tu thubc khang histamin & bénh nhan suy thin hoic suy gan do giam
khi nang chuyén héa va thai trur.
14, Quy céch dong goi:
Hop 20 émg x 5 ml, hop 30 l’f)ng x 5 ml, hop 20 éng x 10 ml, hop 30 dng x 10 ml, kém
hudng dan s dung.
Hop 1 chai x 100 ml kém coc dong va hudng dan sir dung.
Hop 1 chai x 125 ml kém cdc dong va hudng din st dung.

15. Pidu kién bio quén, han diing, tiéu chuin chét luong ciia thube:

2

- Piéu kién béao quan: Noi kho rao, nhi¢t dd khoéng qua 30°C, tranh anh sang truc tiép.

o

- Han diing: 24 thang ké tir ngay san xuét. 30 ngdy sau khi m& ndp 1an diu. '«
©

- Tiéu chudn chdt lirong: TCCS. §?

) - il > - > i ;‘.
16. Tén, dia chi ciia co' s¢ sian xuiit thuoce:

@HoPHARMA

SINCE 1957

CONG TY CO PHAN DUQC VAT TU' Y TE HAI DUONG
D/e: 86 102, phé Chi Ling, phuong Nguyén Trai, thanh phé Hai Duong, tinh Hai Duong.
DT: 0220.3853848
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