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Pé xa tam tay tré em.
Boc ky hwong dan st dung trwéc khi dung.
Thuéc nay chi dung theo don thudc.

Thanh phan cong thirc thudc: mbi vién ngam chira
* Thanh phan hoat chat: NikathamigE® e v i i (% 125mg
Glucose monohydrat.............. 1500mg :
* Thanh phén ta dwoc: duong trang, tinh bot ngd, colloidal silicon dioxid, maltodextrin, crospovidon, vanilin, bot
hwong cam, magneS| stearat.
Dang bao ché cua thuéc:
Vién ngam
M6 ta san pham:
Vién nén hinh vuéng mau trdng hodc trdng nga.
Chi dinh:
- Dy phong ngét xiu do suy hé hap.

om/

- Cac tinh trang suy nhugc, mét mai, dac biét khi & trén cao.
Cach dung, liéu dung:

- Ngam cho tan tw tw trong mleng

- Lieu dung theo chi dan clia bac sy.

- Liéu @& nghij cho nguoi In va tré em 2 15 tudi: ngam mdi 1an 2 vién, ngay 2 - 3 lan.
Chong chi dinh:

- M&n cam véi mét trong cac thanh phan cta thudc.

- Phu nir co thai.

- Cao huyét ap.

- Bong kinh.

- Tré em duéi 15 tudi.
Canh bao va than trong khi dung thudc:

- Trong cac xét nghlem kiém tra dopmg danh cho van dong vién thé thao, thubc cé thé cho phan (ng dwong tinh.

- Benh nhan bj tiéu dwdng vi mdi vién ngam co chira 1 ,5g glucose.

- Ché pham nay chira sucrose, nguwoi bénh mic cac rdi loan di truyen hiém gap vé dung nap fructose, réi loan hap
thu glucose—galactose hoac thiéu hyt sucrase-isomaltase khdng nén diing ché pham nay.
Str dung thudc cho phu ni¥ cé thai va cho con bu:

- Khéng dung cho phu ni¥ cé thai.

- Than trong khi str dung cho phu n cho con bd.
Anh hwéng Ién kha ning lai xe va van hanh may méc:

Chwa ghi nhan dwoc bao cao phan (rng bat loi vé anh hwéng clia thudc [én kha nang van hanh may méc, lai tau xe,
nguwoi lam viéc trén cao va cac trubng hop khac.
Twong tac, tuomg ky cua thuéc:

- Twong tac cta thude: chwa c6 day da thong tin vé nhung twong tac thubc cé y nghia lam sang

- Tuong ky cua thudc: do khdng cb cac nghién ciru vé tinh twong ky cla thude, khong trén I1an thude nay véi cac
thubc khac.

Tac dung khéng mong muén (ADR):
- Céac tac dung khéng mong mudn chi biéu hién khi dung thuéc qua liéu (xem muc “Qua liéu va cach xir tri”).
- Thong bao ngay cho bac s§ hodc dwgc sy nhirng phan (rng cé hai gép phai khi st dung thubc.
Qua liéu va cach xu' tri:
* Qua liéu: va md héi, budn nén, nén, da man dé, ngtra, hét hoi, thé dén dap, bdn chén, ...
* Cach xu tri:
- Rlra ruét, theo doi y thire, huyét ap, dlen tam db va diéu trj triéu chirng.
- Tich cyc theo ddi dé c6 bién phap x tri kip thoi.
Pac tinh dwec lwe hqc
- Nhém duoc ly: thude kich thich hé hép.
- Ma ATC: RO7AB52.

- Nikethamid Ia chét kich thich trung tam ho hap va chéng suy nhuoc trong trudng hop co thé mét mai, dac biét khi
& do cao.

- Glucose la duong don 6 carbon, 6 tac dung cung cép nang lugng, diéu tri chirng ha dwdng huyét.
Pac tinh dworec dong hoc:

- Nikethamid dwgc hap thu rat nhanh sau khi dung duwdng uong Mét phan hép thu dwoc chuyén héa. Nikethamid
chuyén hoa va khéng chuyen héa dwoc bai tiét trong nuéc tidu.

- Sau khi udng glucose hap thu rat nhanh & dwéng rudt, chuyén hoéa thanh carbon dioxid va nuérc, ddng thoi gidi
phoéng ra nang luwgng.
Quy cach doéng goi:
Vi 4 vién. Hop 5 vi.
Diéu kién bao quan:
Bao quan noi khé réo, tranh anh sang, nhigt dé khong qua 30°C.
Han dung:

24 thang ké tir ngay san xuét. Khong st dung thudc hét han dung.
Tiéu chuan chat lwgng: TCCS.
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Tén, dia chi clia co s¢ san xuat:
CONG TY CO PHAN HOA-DU'QC PHAM MEKOPHAR
297/5 Ly Thuong Kiét - P. 15 - Q. 11 - TP. Hd Chi Minh - Viét Nam.
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Always keep out of reach of children.
Read the directions carefully before use.
Prescription only.

Composition, strength: each lozenge contains
* Active ingredients: Nikethamide......................c..coe..
Glucose monohydrate.............. 1500mg
* Excipients: sucrose, corn starch, colloidal silicon dioxide, maltodextrin, crospovidone, vanillin, orange flavor
powder, magnesium stearate.
Pharmaceutical form:
Lozenges.
Product description:

White or creamy white square tablets.
Indications:

- Prophylaxis of syncope due to respiratory failure.

- Asthenia, fatigue, especially at high altitudes.
Dosage and administration:

- Dissolve slowly in the mouth.

- Dosage: as prescribed by the physician.

- Recommended dosage for adults and children 2 15 years of age: 2 lozenges, 2 - 3 times daily.
Contra-indications: :

- Hypersensitivity to any ingredient of the medicine.

- Pregnancy.

- Hypertension.

- Epilepsy.

- Children under 15 years of age.

Warnings and precautions for use:

- The drug may give positive doping test in sport.

- In patients with diabetes mellitus because each lozenge contains 1.5g glucose.

- This medicinal product contains sucrose. Patients with rare hereditary problems of fructose intolerance,
glucose-galactose malabsorption or sucrase-isomaltase insufficiency should not take this medicinal product.
Pregnancy and lactation:

- Pregnancy should not use this medicine.

- Caution should be exercised when it is given during lactation.

Effects on ability to drive and use machines:

There have been no research of the effects of the medication on ability to drive, or operate machinery, or work at
heights and other working conditions.
Drug interactions and incompatibilities:

- Drug interactions: there is inadequate information on clinically significant drug interactions.

- Drug incompatibilities: since there have been no researches of the drug incompatibilities, do not mix this medicine
with other drugs.

Adverse effects (ADRs):
- The side-effects are manifested only when the drug is overdosed (see “Overdosage and management”).
- Inform your doctor or pharmacist about undesirable effects when using this medicine.

Overdosage and management:

* Overdosage: sweating, nausea, vomiting, erythema, itching, sneezing, tachypnea, restlessness, ...

* Management:

- Gastric lavage, monitoring level of consciousness, blood pressure, ECG and symptomatic treatment.

- Close monitoring for timely appropriate management is recommended.

Pharmacodynamics:

- Pharmacotherapeutic group: respiratory stimulants.

- ATC code: RO7AB52.

- Nikethamide is a respiratory stimulant and an analeptic in cases of asthenia and fatigue, especially at high altitudes.

- Glucose is a hexose sugar, is used as source of energy and in treatment of hypoglycemia.
Pharmacokinetics: :

- Nikethamide is rapidly absorbed following an oral dose. Only small amount of nikethamide is metabolized. The
route of excretion of nikethamide, metabolized or unchanged, is via urine.

- Glucose is rapidly absorbed after oral administration, and is converted into carbon dioxide and water, and release of
energy.

How supplied:
Strip of 4 lozenges. Box of 5 strips.
Storage:
Store in a dry place, protect from light, not exceeding 30°C.
Expiry:
24 months from the manufacturing date. Never use beyond the expiry date clearly indicated on the outer packaging.

Name, address of manufacturing establishment:

MEKOPHAR CHEMICAL PHARMACEUTICAL JOINT-STOCK COMPANY
297/5 Ly Thuong Kiet St. - W. 15 - Dist. 11 - HCMC - Vietnam. &
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