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Thudc nay chi diing theo don thuéc.
Dé xa tam tay ré em.
Doc k¥ hidng dan sir dung trude khi ding.

1. THANH PHAN CONG THUC THUOC

M&i 5 ml sird chira:

Thanh phin dwgc chdt: Butamirat citrat ...... 15 mg

Thanh ph&n td dwge: Natri saccharin, acid benzoic, natri carboxymethyl cellulose
(Na.CMC.7HOF), glycerin, sorbitol (70%), huong mo, nudc tinh khiét.

2. DANG BAO CHE
Dang béo ché: Sird.
M6 ta: Dung dich trong, khéng mau, sét.

3. CHI PINH
Diéu tri ho khan do nhiéu nguyén nhan khac nhau.

4. CACH DUNG, LIEU DUNG

Cach ding

Ding duong ubng.

Sir dung thia dong di kém dé 14y lugng thude can udng.

Li¢u ding

Tré em tir 3 dén 6 tuoi: 2,5 ml (chira 7,5 mg butamirat citrat) (1/2 thia) x 3 lan/ngay.
Tré em tiv 6 d@én 12 tuoi: 5 ml (chira 15 mg butamirat citrat) (1 thia) x 3 lin/ngay.
Tvé vi thamh nién trén 12 tudi: 7,5 ml (chira 22,5 mg butamirat citrat) (1,5 thia) x 3 lan/ngay.
Newoi I6n: 7,5 ml (chira 22,5 mg butamirat citrat) (1,5 thia) x 4 lan/ngay.

Thoi gian didu tri t5i da khi khong c6 khuyén cdo ctia bac sila | tuan.

Thube khong nén dung cho tré dudi 3 tudi.

5. CHONG CHi PINH
Bénh nhan qua man v&i butamirat citrat hodc bét ky thanh phz:’in ndo cua thudc.
Ba thang dau cua thai ky.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Butamirat citrat (rc ché phan xa ho nén tranh ding ddng thoi véi cae thudc long dom do c6 thé
gdy tich ty chdt nhay trong dudng ho hép, lam ting nguy ¢o co thit phé quan va nhiém tring
dudmng ho hép.

Néu ho kéo dai hon 7 ngay, bénh nhan cin tham vén ¥ kién béc sf.

Cinh bio vé td dwoc:
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Thudc ¢o chita 2 g sorbitol trong mdi 5 ml dung dich, bénh nhén c6 vén dé vé di truyén hiém gip
cua ching khong dung nap fructose khong nén sir dung thube ndy. Sorbitol ¢6 thé gay nhiing
triéu chirng tiéu hoa kho chiu va cho tac dung nhuén trang nhe.

Thude ¢6 chita 5 mg acid benzoic trong mdi 5 ml dung dich. Acid benzoic ¢d thé lam ting nguy
co vang da, vang mét & tré so sinh (4 tudn tudi trd xudng).

Thuéc ¢6 chia dudi 1 mmol (23 mg) natri trong mdi 5 ml, vé co ban duge xem nhu “khong chira
natri”.

7.SU DUNG THUOC CHO PHU NU’ CO THAI VA CHO CON BU

Phu nir ¢o thai

Chua ¢6 dit liéu vé viée str dung butamirat citrat & phy nir ¢6 thai.

Chéng chi dinh sir dung thudc trong ba théng dAu ctia thai ky. Dé phong ngira, khong khuyén cdo
str dung thude trong ba thang giita va cudi thai ky.

Phu nir cho con bi

Chua c6 dir lidu vé sy bai tiét clia butamirat citrat va chit chuyén héa vao sita me.

Khong loai trir rii ro déi véi tré so sinh/tré nho. Khéng nén sir dung thude trong thoi gian cho
con bu.

8, ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thude ¢6 thé gay budn ngu, nhung hiém gap. Do d6 nén than trong khi 1di xe hofic thyc hién céc
hoat dong khac ddi hoi sy tap trung (nhu vén hanh may mac).

Tré em st dung thude nén tranh di xe dap va xe scooter.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tac ciia thube

Butamirat citrat (rc ché phan xa ho nén tranh dung déng thoi voi cde thude long dom.

Twong Ky ciia thude

Do khdng ¢6 céc nghién ctru v tinh twong ky cua thube, khong trén 1an thube ny véi cée thude
khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Céc tac dung khong mong mudn duge liét ké dudi day theo hé co quan va loai thn sudt. Céc loai
tin suat duoc xdc dinh 1a rit thuong gap (ADR > 1/10), thudng gip (1/100 < ADR < 1/10), it gap
(1/1000 < ADR < 1/100), hiém gap (1/10000 < ADR <1/1000), rét hiém gap (ADR < 1/10000)
vi khong xac dinh (khong thé uée tinh tir dit liéu ¢6 sdn). Trong mdi nhom, céc tic dung khong
mong mubn duge trinh bay theo thr ty giam dan murc d6 nghiém trong.

R&i loan hé than kinh

Hiém gdp: Bubn ngu

Ri loan hé tiéu héa

Hiém gdp: Budn non, tiéu chay

Ri loan da va mo duéi da

Hiém gap: May day

Thong bdo ngay cho bdc sy hodc dwgc sy nhirng phan ieng ¢6 hai gap phdi khi s dung thube.

11. QUA LIEU VA CACH XU TRIi
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Qua li¢u

Qué lidu c6 thé biéu hién bing céc triéu chimg sau: budn nga, budn ndn, ndn, ticu chay, chong
mit, ha huyét ap.

Cach xi tri khi ding thude qua liéu

Trong trudng hop c6 cde triu chimg qua lidu, nén str dung céc bién phép x(r tri khin cép nhu rira
da day hodc str dung bot than hoat. Bénh nhén can duoc theo doi va duy tri cac déu hiéu sinh ton
néu cin. Chua c6 thude giai doc ddc hicu.

12. PAC TINH DUQC LUC HQC

Nhém dueoe Iy: Thube chdng ho khéc, butamirat,

Mia ATC: ROSDBI3.

Co ché hoat dong

Butamirat citrat 1 chit rc ché ho khac v&i cic alkaloid opioid vé cdu tric hoa hoc va tac dung
duoc ly.

Butamirat citrart hoat dong & trung tdm, tuy nhién co ché hoat ddng chinh xac cia chat nay van
chua duge biét dén.

Butamirat citrat ¢6 tac dung lam gidn phé quan va khang cholinergic khong dac hiu gip cai
thién chirc ning hé hdp. Thube khong gay nghién hay quen thude.

Thube dung nap tét ngay ca & liéu cao va phi hop dé giam ho & ca ngudi 16n va tré em.

13. PAC TiNH DUQC DPONG HQC

Héip thu

Tir dit lidu sin ¢6, butamirat ton tai dudi dang ester duoc hap thu nhanh chong sau khi udng.

Butamirat citrat dugc dugc thuy phan hoan toan tao thanh acid 2-phenylbutyric va

dietylaminoethoxyethanol.

Khong c6 nghién ctru vé sy anh huong cia thic dn dén duge dong hoc cua voi thude. Nong do

cta acid 2-phenylbutyric va diethylaminoethoxyethanol ty 1¢ thudn véi lidu diing trong khoang

lidu 22,5 mg — 90 mg.

Butamirat citrat duoc hip thu nhanh chéng sau khi uéng. Nng do trong mau ¢6 thé do dugc sau

5 10 phut khi diing cdc lidu 22,5 mg, 45 mg, 67,5 mg va 90 mg. D3i véi ca 4 lidu, ndng do 16

da trong huyét tuong dat duge trong vong 1 gio sau khi diing thude.

Nong d6 tdi da trong huyét tuong ctia acid 2-phenylbutyric dat dugc trong vong 1.5 gi¢r sau khi

dung lidu 90 mg. Ndng do téi da trong huyét trong ctia cia diethylaminoethoxyethanol dat dugc

trong vong 0,67 gitr vdi ndng do cao nhét quan sit dugc sau khi ding liéu 90 meg.

Phan b

Butamirat citrat ¢ thé tich phan bd Ién tir 81-112 lit (tuy theo cén nang) va ty I¢ lién két voi

protein huyét tuong cao. Acid 2-phenylbutyric co ty I¢ lién két v6i protein huyét trong cao trong

pham vi lidu 22,5-90 mg véi gi trj trung binh la 89,3%-91,6%. Ty 1¢ lién két v6i protein huyét

tuong cia diethylaminoethoxyethanol trung binh tir 28,8% - 45,7%. Khong c6 dir licu vé viée

butamirat di qua hang rao nhau thai va vao sira me.

Ch uyén hoa

Butamirat duoc thiy phén nhanh chéng va hoan toan thanh acid 2-phenylbutyric va

diethylaminoethoxyethanol. Céc nghién ctru trén dong vat khac nhau cho thy ca hai chat chuyén

héa ndi trén déu co6 téc dung chéng ho. Khéng c6 dir ligu vé chat chuyén héa
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diethylaminoethoxyethanol & ngudi. Acid 2-phenylbutyric dugc chuyén héa mot phan trong
budre tiép theo bing cach hydroxyl héa & vi tri para.
Thai trir
Ba chét chuyén hoéa mo ta & trén dugc thai trir chi yéu ¢ than dudi dang lién hop véi acid
glucuronic. Nong d acid 2-phenylbutyric lién hop trong nude tiéu cao hon nhiéu so véi trong
huyét twong. Butamirat dugc tim thiy trong nudc tiéu sau 48 gio ubng va lugng butamirat bai
tiét trong nudc tiéu duge theo ddi trong khoang thai gian 96 gio, twong img sau khi dung licu
22,5 mg, 45 mg, 67,5 mg va 90 mg la 0,02%; 0,02%; 0,03% va 0,03%.
Phin I6n butamirat duoc thai trir qua nuéc tiéu dudi dang chdt chuyén hoa la
diethylaminoethoxyethanol hodc acid 2-phenylbutyric khong lién hop. Thoi gian ban thai trung
binh cta acid 2-phenylbutyric la 23,26-24,42 gio, cua butamirat la 1,48-1.93 gio va
diethylaminoethoxyethanol la 2,72-2,90 gio.
Duwoc dong hoc ¢ nhém bénh nhin ddc biét:
Anh hudng cta trudng hop suy gan hogc suy than Ién céc thong s6 duge dong hoc butamirdp
. citrat vin chua dugc biét dén.

s
z
=
5 ., s
14. BAO QUAN: Béo quan dudi 30°C. ;'
)
15. HAN DUNG: 18 thang k& tir ngdy san xuat. :
16. TIEU CHUAN CHAT LUOQNG: Tiéu chuin co sd.

17. QUY CACH DPONG GOI: Hop 01 chai x 100 ml.

18. CO SO SAN XUAT:

Recordati Ilac Sanayi ve Ticaret Anonim Sirketi

Cerkezkoy Organize Sanayi Bolgesi Karaagac Mah. Ataturk Caddesi No: 36
Kapakli/TEKIRDAG, Thé Nhi Ky.
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