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Simethicon

DE xa tdm tay tré em. Doc ky hudng din sit dyng trude khi ding

Théng bao ngay cho bac sy hodc dugc sy nhiing tac dyng
khng mong mudn gap phai khi sif dyng thudc

PHAN 1. HUGNG DAN SU DUNG THUGC cHO NGUDI BENH

1. THANH PHAN, HAM LUGNG CUOA THUGC: MBi 30 mi hdn dich
ubng chia:

Hoat chat: SIMELNICON ......cmcueecvereerverierieciesseesecanessessmns 2000 mg

T4 duge: Nubc khir ion, polydimethylsiloxan, sorbitan monostearat,
polyoxyethylen 20 sorbitan, silicon dioxyd (silica v& dinh hinh),
xanthan gum, acid benzoic, acid sorbic, kali hydroxyd, hydroclorid,
microcrystalline cellulose & carboxymethyl cellulose natri,
carboxymethyl cellulose natri, acid citric khan, natri citrat, methyl
paraben, propyl paraben, sorbitol 70%, huong ddu dang long, allura
red, aspartam, nuc tinh khiét.

2. MO TA SAN PHAM: Chat Ing sanh, dyc, mau héng nhat, mii
thom ddc trung, vi ngot.

3. QUY CACH BONG GOI: Hop 1 chai 30 ml.

4. THUOC DUNG CHO BENH Gi:

Babygaz dugc diing d€ 1Am gidm céc trigu ching ddy hoi & dudng
tidu hoa.

5. NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG:
Céch ding: Lic chai ki truée khi ding.

UBng thudc sau khi in va vao budi t6i hoic theo sy chi din clia
bac s.

Thudc duge trinh bay dudi dang 1 chai thubc kém theo 1 dng hit
nhd giot ¢6 chia vach. Khi sit dyng |dp Gng hat vao chai thudc va
bop bong d€ hit duge lidu theo huting din. Sau khi diing xong, cho
6ng nhd giot vao chai, vin chit ndp.

Liéu dong:

Tré em (dui 2 tudi): 0,3 mi/idn, 4 Jin/ngay. C6 thé pha thubc véi
30 mi nudc ngudi hay cdc thic udng cla tré em.

Tré em 2 + 12 tudi: 0,6 mi/idn, 4 1n/ngay.

Ngudi 16n va tré em trén 12 tudi: 0,6 ml ~ 1,8 mi/idn, 4 1dn/ngay.

Bénh nhén suy gan, suy than: Do simethicon khong dugc hadp thu
vao mdu qua duding tiéu hda nén khdng gy anh huling gi va khong
cdn chinh liu d6i v6i ngudi suy gan, suy than.

6. KHI NAO KHONG NEN DUNG THUGC NAY: Khong ding
Babygaz néu ban:

- C6 man cam truSc d6 véi simethicon hodc bat cir thanh phidn
nao cla thudc.

- Bang ¢6 hodc nghi ngd bj thiing rudt hojc tic rubt.

7. TAC DUNG KHONG MONG MUON:

Thudng gép, (cd thé dnh hudng It hon 1 trong 10 ngudi)

Toan thin: Dau byung, dau ddu. Tidu hda: Tidu chdy, budn ndn, non.
It gap, (cd thé &nh hudng it hon 1 trong 100 ngudi)

Toan than: Pau lung, dau ngyc, 6n lanh, m@t mbi, sBt, khé chju, dau
¢8, dau viing chau. ,

Tim mach: Nhip tim chm, tu mau, ting huy8t 4p, xanh xao, dénh
tréng ngyc, nhip tim nhanh. Tiéu héa: § hai, kho tidu, ddy hdi, khé
nudt, khd miéng, phdn den.

M4u: B&m mau, hach bach huyét. Chuyén héa: Ha dudng huyét.
Thén kinh: Tang truong lyc, ngli ga. HO hdp: Viém hong, viém mii,
chdy méu cam, tran khi mang phdi. Da: Ban. Tiét nigu: Tiéu khé.
Thdéng bdo ngay cho bdc sy hodc dugc sy nhilng tdc dung khéng
mong mu6n gdp phdi khi st dyng thudc.

8. NEN TRANH DUNG NHUNG THUGC HOAC THYC PHAM Gi

KHI DANG SU DUNG THUBC NAY: Tham vdn ¥ ki€n bac s§
trudc khi ding Babygaz néu ban dang dung levothyroxin.

9. CAN LAM Gl KHI MOT LAN QUEN KHONG DUNG THUGC: N&u

ban quén ding thuc, ding né ngay khi ban nhé. N&u thdi gian gén

t6i liéu k& tiép, thi hdy bd qua lidu bj quén va ding lidu k& tiép theo

k& hoach binh thuing. Khdng nén gdp dbi lidu ding.

10. CAN BAO QUAN THUGC NAY NHU THE NAO:

@ nhigt a0 duti 30°C, noi khd rdo, tranh dnh sang.

11. NHONG DAU HIfU VA TRIEU CHONG KHI DONG THUOC

QuA LIEu:

Chua c6 bdo cdo vé truwing hgp qud lidu & ngudi.

12. CAN PHAI LAM Gi KHI DUNG THUGC QUA LIEU KHUYEN

CAo:

N&u ban diung Babygaz qua liéu khuy&n céo thi ban cdn phai:

- Thdng bdo ngay cho bac sy hodc dén bénh vién gdn nhét.

- Nhd mang theo nhédn thufc hodc lugng thubc con lai d€ béac sy
biét thuSc ma ban da ding.

13. NHOUNG DIEU CAN THAN TRONG KHI DUNG THUGC NAY:

Khong diing quéd 12 liu mdi ngdy trir khi c6 sy hudng din cla

bac si.

Tham vén y ki€n bac sy néu ban bj trio ngugc da day — thyc quan,

ndn, budn nén, hoic dang bj han ch€ thém dich.

Thubc nay c6 chifa:

- Methyl paraben va propy! paraben, ¢6 thé gay phéan Ung di Ung
(c6 thé phdn Gng mudn). Sorbitol. NEu ban da bit rAng ban
khdng dung nap mdt vai loai dubng thi hay thdng béo cho bac
sy trudc khi sif dung thudc nay.

- Aspartam: Ngudi bj phenylceton ni@u va ngudi phdi han ché
lugng phenylalanin dua vao cd thé khdng nén ding thudc nay.
Allura red: C6 thé gy phéan (g di (ing.

- 1,33 mg acid benzoic trong 30 ml hBn dich thufc. Acid benzoic
c6 thé 1am ting chiing vang da (vang da vi mit) & tré so sinh
sinh non hay di thang bj vang da.

Thai ky mang thai: Chi diing cho phy ni? ¢6 thai khi that cdn thiét.

Tham vdn y ki€n bac sy trudc khi dung.
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ruw Ky ©NO con bii: Do simethicon khong dugc hdp thu qua dubing
tiéu hoa, Babygaz c6 thé dugc dung subt thdi ky cho con bi.

Anh huding cia thuic 607 vdi cong vigc: Phai than trong khi 1ai
xe, van hanh may, lam vigc trén cao va cac trudng hgp khac vi
thudc co thé gdy chéng mit.

14. KHI NAO CAN THAM VAN BAC SY, DUGC SY:

Trong trudng hop qué liéu hodc tic dyung khdng mong mudn.
Khi dang dung thudc khac hodc mot loai thuc phdm.

N&u cdn thém thOng tin xin hdi § kifn béc sy hodc duge s§.
15. HAN DUNG CUA THUGC: 24 thang k& tif ngay sén xudt.
Khdng dung thuSc khi qud han ding.

16. TEN, BJA CHI, BIEU TUGNG CUA CO SO SAN XUAT:

Pharmaceuticals
WHO-GMP
cONG TY ¢ PHAN DUGC PHAM OPV

S8 27, budng 3A, Khu Cdng Nghigp Bign Hoa I, Phubing An Binh,
Tp. Bién Hoa, Tinh D8ng Nai.
DT: (0251) 3 992 999 Fax: (0251) 3 892 344

17. NGAY XEM XET SUA B0I, CAP NHAT LAI NOI DUNG
HUGNG DAN SU DYNG THUOC: 15/03/2022

PHAN 11. HUGNG DAN SU DynG THUBC CHO CAN B{ Y TE

1. DUQC LYC HOC:

Nhém duge ly: Thudc chng ddy hai.

Simethicon 1am gidm sdc cing b8 mit va gidm sy cing ddy khi
tao ra do lin k&t cdc bot khi trong dudng tiu héa, do d6 lam
giam sy ddy hai.

2. DUGC DONG HOC: Simethicon 12 1 chdt tro vé mat sinh ly
hoc; dudng nhu né khong dugc hdp thu qua dubing tidu héa hay

lam cén trd tigt dich vi hay sy hdp thu chét b6 dudng. Sau khi
ubng, thuc nay dugc bai tist & dang khdng d8i vao phan.

3. CHI BINH: Lam gidm céc trigu chimg ddy hoi & dwing tidu hoa.

4. CACH DONG, LIEU DUNG:

Céch ding: LAc chai ky trude khi ding.

U8ng thuc sau khi &n va vao budi tdi hodc theo sy chi din cla
bac si.

Thulc duge trinh by dudi dang 1 chai thudc keém theo 1 8ng hit
nhd giot c6 chia vach. Khi sir dung 1&p 8ng hit vao chai thudc va
bop béng d€ hit duge liu theo hudng ddn. Sau khi diing xong, cho
dng nhd giot vao chai, vin chit nip.

Liéu dung:

Tré em (dudi 2 tudi): 0,3 mi/idn, 4 14n/ngdy. C6 th€ pha thubc vdi
30 mi nudc ngudi hay céc thitc udng clia tré em.

Tré em 2 - 12 tudi: 0,6 miAidn, 4 1dn/ngay.

Ngudi 16n va tré em trén 12 tudi: 0,6 mi - 1,8 mi/idn, 4 1dn/ngay.
Bénh nhan suy gan, suy thin: Do simethicon khdng dugc hép thu
vao mdu qua dudng tiéu hoa nén khdng gay anh huling gi va khdng
cén chinh lidu d8i v0i ngudsi suy gan, suy than.

5. CHONG CHi DINH:

Bénh nhdn di min cdm trudc do vdi simethicon va cac thanh
phdn cla thudc.

Bénh nhin dang c6 hodc nghi ngd bj thiing rudt hodc tic rudt.

6. LUU Y VA THAN TRONG:

- Khong dung qua 12 li8u mdi ngay tr khi c6 sy hudng din
clia bac si.

- Thén trong st dyng thudc nay trong céc truding hgp co trao

ngugc da day - thyc quén, ndn, buBn ndn, ngudi dang bj han
ché thém dich.

Thudc ndy c6 chiva:

- Methy! paraben va propyl paraben: C6 thé gay phan Gng di
{ing (c6 thé phan (ing mudn). Sorbitol: B&nh nhan c6 vén dé
vé di truyén hi€m gdp khong dung nap fructose khdng nén
dung thudc ndy.

- Aspartam: Ngudi bj phenyiceton niéu va ngudii phéai han ché
lugng phenylalanin dua vao co thé khong nén diing thuSc nay.
Allura red: C6 thé gdy phan (ing dj img.

- 1,33 mg acid benzoic trong 30 mi hén dich thuc. Acid benzoic
lam tang bilirubin huy&t sau khi chdt nay dich chuyén khoi
albumin din d&n ting chitng vang da & tré so sinh va cb thé
phét trién thanh bénh vang da nhin ndo (bilirubin khdng lign
hop t&ng dong trong md nio).

Thiri ky mang thai: Chi ding cho phyu nil c6 thai khi that cdn thiét.

Thri ky cho con bi: Do simethicon khéng dugc hdp thu qua dudng
tidu ha, Babygaz c6 thé dugc dung subt thdi ky cho con b.

Anh huding ciia thuic 861 vi cOng vige: Phai thdn trong khi l4i
xe, van hanh mdy, lam vigc trén cao va cac truidng hgp khéc vi
thudc co thé gdy chong mit.

7. TUONG TAC THUBC: Levothyroxin c6 thé lien két voi
simethicon. Sy hdp thu clia levothyroxin c6 thé bj gidm néu
Babygaz dugc udng dBng thdi dé didu trj cac rdi loan tuy8n gidp & tré.
8. TAC DUNG KHONG MONG MUGN:

Thudng gdp, 1/100 < ADR < 1/10

Toan than: Dau byng, dau ddu. Tidu héa: Tidu chdy, budn ndn, ndn.
it gap, 1/1000 < ADR < 1/100

Toan than: Pau lung, dau ngyc, 6n lanh, mét moi, sot, kho chju, dau
¢8, dau viing chiu.

Tim mach: Nhip tim chdm, ty méau, ting huy8t 4p, xanh xao, ddnh
tréng ngyc, nhip tim nhanh. Tidu hoa: § hoi, kho tiéu, ddy hai, kho
nuit, khd miéng, phéan den.

Mau: BAm méu, hach bach huyét,

Chuyén hoa: Ha duting huy&t. Thdn kinh: Tang truong lyc, ngl ga.
Hd hdp: Viém hong, vidm mili, chdy mau cam, trdn khi mang phéi.
Da: Ban. Tiét niéu: Tiéu kho.

9. QUA LIEU VA XU TRi:

Triéu ching: Chua c6 béo céo.

Céch xu tri: N8u nghi ngd st dung qué lifu, ngung dung thudc va
d&n ngay bénh vién gdn nhit.

Tich cyc theo ddi dé c6 bién phép xi tri kip thdsi.
10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:
Léc ky trude khi ding.

Khong ditng qua lifu chi dinh.
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