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20 double-layer swallowable tablets at modified release

SIMICARBO

SIMETHICONE + ACTIVE CARBON

I——- MEDICAL DEVICEj

Holder company/ Chti s& hivu SP:
NTC S.r.| Via Luigi Razza 3,

¥/89%7.00€0

MADE IN ITALY 20124 Milan, Italy.
Thanh phan: Mi vién chira: 50mg simethicone, 300mg carbon. Hép 20 vién
Td dworc: Maltodestrinys, saccharose, mycrocrystalline cellulose, Bdo quan: Bdo quan trong bao bi, & noi kh réo,

hydroxypropyl-methylcellulose, polyvinylpyrrolidone, colloidal tranh dnh sang truc ti€p hodc cac ngudn nhiét.
silica, sodium acrosscarmellose, polyvinylpolypyrrolidone, glyceryl Chi I8y vién ra khoi vi khi dung.
behenate, silica bioxide, vegetal stearate magnesium.  Docky hwéng dan st dung trwéc khi dang.

Muyc dich st dung, liu lwgng-cch diing, chéng chi dinh, tdc dung ~ Xudt xi: Italia
phu va cdc théng tin khdc: Xin xem t& thong tin san pham trong hop. FBSIC01002

20 double-layer swallowable tablets at modified release

SIMICARBO

SIMETHICONE + ACTIVE CARBON

,— MEDICAL DEVICE—l

Holder company/ Chti s& hivu SP:
NTC S.r.I Via Luigi Razza 3,
MADE IN ITALY 20124 Milan, Italy.
SIMICARBO is useful in the treatment of symptoms related
to stomach bloating (aerophagy) or intestine bloating
(meteorism)due to the accumulation of gas, and connected
pain, cramps, flatulence and eructation. 8 7034135 271273

* The double-layer tablet releases approximately 50% of the

ingredients in the gastric environment within 15 minutes, = i

and completes its disgregation in the intestinal environment /ﬂf “@ EIE c €0426
within one hour.

Instruction for Use and Warnings: please see the insert leaflet. Rev.Date: May 2018
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SIMICARBO

SIMETHICONE + CARBON HOAT TINH
20 vién nén 2 I6p diung dé udng va giai phéng cé diéu chinh.

1. Mb ta, thanh phan va muc dich sir dung cia san pham

1.1. M@ ta va cach sir dung

SIMICARBO la mét thiét bi y té & dang vién nén, rat hitu ich trong viéc lam giam tri¢u chimng kich thich
lien quan téi nuét hoi va truéng rudt. Do d6 san pham dugc khuyén cdo ding trong diéu tri cac triéu
chang lién quan t6i da day day hoi (nudt hoi) hodc rudt day hoi (truéng bung) do tich tu khi. Vién nén
lam giam dau, co cimg co va ngin ngira dy hoi, ¢ hoi.

1.2. Thanh phan

Mai vién nén chia:

Simethicon 50 mg

Carbon 300 mg

Ta dugc: maltodestrinys, saccharose, mycrocrystallin cellulose, hydroxypropylmethylcellulose,
polyvinylpyrrolidon, colloidal silica, sodium crosscarmellose, polyvinylpolypyrrolidon, glyceryl behenat,
silica bioxid, magnesi stearate thuc vat.

1.3. Co ché hoat déng

Hiéu qua cua san pham la do hoat dong chéng tao bot cua simethicon két hop véi hoat dong hap thu khi
cua carbon: hoat dong nay hoan toan dya trén hién tuong co hoc.

Vién nén hai 16p giai phong xap xi 50% cac thanh phan vao méi truong da day trong vong 15 phat, va
giai phong hoan toan trong moi trudng rudt trong vong 1 gio.

Céc thanh phan cua san pham khong duoc hap thu boi dudng tiéu hoa va khong can thiép vao su hap thu
céc chét dinh dudng.

2. Quy cach dong géi
Hop 20 vién nén 2 16p.

3. Liéu lrgng, cach sir dung
Nguoi lon: 4 vién moi ngdy, tot nhat 1a 2 vién sau moi bira an chinh.
Lay vién nén ra khoi vi, can than khong dé v& vién nén va uong vién nén véi mot coc nude.

4. Té&c dung phu

Vi liéu khuyén céo, c6 thé quan sat thdy mau nau caa phan, do su cd mat caa carbon. Hién tuong nay
hoan toan binh thudng va khéng c6 nghia la c6 mat caa bat ky bénh 1y ndo. Khong nghi nhan thay cac tac
dung phu vira va kéo dai.

san pham khong gay anh huong tiéu cuc dén kha nang cam giac (kha nang tap trung, kha nang 1ai xe hoic
kha nang chay).

5. Piéu kién bao quan:
Bao quan vién nén trong vi ctia n6 & noi khé mat va tranh anh sang truc tiép hoac cac nguon nhiét; chi lay
vién nén ra khoi vi truge khi sir dung. Khdng bao quan san pham trén 25°C.

6. Canh béo va than trong i
- Khong st dung cho tre dudi 14 tudi
- Gitr thiet bi ngoai tam tay tré em
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- Khéng udng vién nén & vi tri nam

- Khéng sir dung san pham sau ngay hét han dugc ghi trén hop va vi.

- Khéng sur dung vién nén trong truong hop bao bi bi hu hai

- san pham dugc sir dung mot 1an va chi duoc lay ra khoi vi trudc khi st dung; khdng ¢é ging téi sir dung
san pham da st dung mot phan (trude day da chia) hodce da duoc lay ra khoi vi. Viéc st dung khdng hop
ly nay c6 thé s& dan téi sy nhiém ban ché pham.

- Khéng st dung qua lidu khuyén céo

- Khong sir dung san pham trong truong hop biét c6 loét da day hoac ruot

- Khéng sir dung trong trudng hop tic rudt.

- Khéng sir dung san pham khi dang str dung cac thiét bi uéng khac hoic cac thude dic biét: ma kha ning
hap thu cua than hoat tinh va simethicon cé thé c6 anh huéng tiéu cuc Ién hiéu qua cua ching.

- Tham khao bac s¥ cua ban trudc khi dung SIMICARBO trong trudng hop dang ¢ céc tri liéu duoc 1y.

- Simethicon c6 thé gay can tré hiéu qua cua mot sé chat sir dung trong chan doan, vi du nhu gém ché
bang nhua.

- San pham thuong duoc sir dung lién tuc trong thoi gian khdng qué 30 ngay. Néu céc tridu chiing con ton
tai, tham khao béc sy cua ban.

7. Chdng chi dinh

Khong st dung san pham trong trudng hop man cam véi bat ky thanh phan nao cua san pham.

Chua c6 du dit liéu hd trg cho viéc sir dung san pham trong truedng hop mang thai va cho con b, do d6
trong thoi ky mang thai va cho con bu, san pham nén duoc st dung chi khi that sy can thiét va sau khi da
tham khao bac sy.

8. Xir ly thiét bi loai bo

Véi cac san pham khong sir dung dén hoac hét han, viéc loai bo va cac bao bi dong géi cua nd vao moi
truong phai theo quy dinh hién hanh tai dia phuong do.

9. Cong ty sé hiru san pham: NTC SRL/ Via Luigi Razza, 3-20124 Milan Italy.
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Rev.Date: February 2017.

10. Cong ty nhap khau va phan phéi: )
Cong ty co phan thwong mai dwgc pham Phwong Minh.
37E, ngd 2/69 Hoang Liét, P.Hoang Liét, Q.Hoang Mai, Ha Ngi, Viét Nam.
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SIMICARBO

SIMETHICONE + CARBON HOAT TINH

20 double-layer swallowable tablets at modified release

1. ldentification, Composition and Intended use of the Medical Device.

1.1. Description and method of use.

SIMICARBO is a medical device in tablet form, useful for relieving the irritating symptoms related to
aerophagy and intestinal meteorism. It is recommended for the treatment of symptoms conncected to
stomach bloating (aerophagy) or intestine bloating (meteorism) due to the accumulation of gas. It
mitigates connected pain and cramps and prevents flatulence and eructation.

1.2 Composition

One tablet contains:

- Simethicone  50mg

- Carbon 300mg

- Excipients: maltodestrinys, saccharose, mycrocrystallin cellulose, hydroxypropylmethylcellulose,
polyvinylpyrrolidon, colloidal silica, sodium crosscarmellose, polyvinylpolypyrrolidon, glyceryl behenat,
silica bioxid, vegetal stearate magnesium.

1.3 Mechanism of action

The efficacy of the device is due to simethicone’s anti-foaming action combined with the gas absorbing
action of carbon: the action is exclusively based on mechanical phenomenon.

The double-layer tablet releases approximately 50% of the ingredients in the gastric environment within
15 minute, and completes its disgregation in the intestinal environment within one hour.

The components are not absorbed by the gastrointestinal tract and do not interfere with the absorbance of
the nutritional substances.

2. Content presentation
The box contains 20 monouse double-layer tablet packaged in blister.

3. Dosage, way and time for administration
Adults: 4 tablets per day, preferable 2 tabs after any main meal.
Extract the tablet from blister, taking care of not breaking it and take the tablet with a glass of water.

4. Known Side effects

With the recommended dosage it can be observed a brown coloration of the feces, due to carbon presence.
The phenomenon is absolutely normal and does not present any pathological significance. No medium
and long-term side effects have been remarked.

The product does not influence negatively the sensory capacities (attention level, driving capacity or
capacity of running an activity)

5. Storage conditions

Store the tablets into their blister in a dry place and away from direct light or heat sources; take out the
tablets from the blister only when used.

Do not store the product above 25°C.

6. Warnings and precautions
- Do not use in case of under 14 year-old children.
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- Keep out of the reach of children.

- Do not take the tablet in lying position.

- Do not use the product after the expiry date reported on the box and blister.

- Do not use the tablets in case of damaged package.

- Each tablet is monouse and must be extracted from the blister only before use; do not try to re-use
tablets partially used (previously broken) or already extracted from the blister. This unproper use could
lead to product contamination.

- Do not exceed the recommended dosage.

- Do not use the product in case of known gastric or intestinal lesions.

- Do not use in case of intestinal blockage.

- Do not take the product when using other oral medical devices or medicinal specialties: the absorbing
power of active carbon and simethicone can have a negative influence on efficacy.

- Consult your doctor before taking SIMICARBO in case of ongoing pharmacologies therapies.

- Simethicon may obstacle the effect of some regents used in diagnostics, i.e. guaiac gum.

- This product is normally intended for continuous usefor not more than 30 days. If symptoms persist,
consult your doctor.

7. Contraindications

The use of the product is not recommended in case of hypersensivity to any of the product ingredients.
There are no sufficient data supporting the use of the product in case of pregnancy and breast-feeding,
therefore during pregnancy and breast-feeding, the product can be used only in case of real necessity and
after having consulted your doctor.

8. Disposal
When the product is finished or expired, dispose of the product and its package properly in the
environment, accordingly to the current regulations in place.

9. &, NTC SRL Via Luigi Razza, 3-20124 Milan Italy.
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Rev.Date: February 2017.

10. Distributor: Phuong Minh Pharmaceutical Trading JSC.
No.37E, 2/69 Hoang Liet st, Hoang Liet wards, Hoang Mai district, Ha Noi, Viet Nam.
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