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COMPOSITION: Each softgel contains:
Eucalyptol ...

Oleum Cajuputi 60% ...........c.ccouvnn. 50 mg

(equivalent to 0.3 kg Zingiberis)

Oleum Plectranthi amboinici ............ 0.36 mg
(equivalent to 1.764 kg Plectranthi amboinici)
Exciplonts g5 %0 ...........ccccocionnii a softgel
INDICATIONS, CONTRA-INDICATIONS,
ADMINISTRATION, DOSAGE AND OTHER
INFORMATION:

See the enclosed leaflet in box.

STORAGE:

In dry place, temperature not exceeding 30°C,
protected from light.

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE LEAFLET BEFORE USE

Manutactured by.
BINH DINH PHARMACEUTICAL AND MEDICAL EQUIPMENT J.S.C.
498 Nguyen Thai Hoc Str, Quang Trung Ward, Quy Nhon Ciy, Binh Dinh Prov., Viet Nam
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THANH PHAN: Méi vién nang mém chila:

Bucalypiol..c e s 100 mg
Tinh d4u Tram 60% (Oleum Cajuputi) 50 mg
oy SRR A IR 0,5 mg

Tinh d4u guing (Oleum Zingiberis)... 0,75 mg
(tuong ting khodng 0,3 kg giing tuoi)
Tinh d4u T4n (Oleum Plectranthi amboinici)
... 0,36 mg (tuong ting khodng 1,764 kg rau
Tén day 14 tuoi)
Té dugc vira dii ................. 1 vién nang
mém
CONG NANG, CHONG CHI BINH, CACH
DUNG, LIEU DUNG VA CAC THONG TIN
KHAC:
Xem toa hung dAn si dung bén trong hop.
BAO QUAN: Noi kho, nhigt do khong qué
30°C, tranh dnh sdng.
E XA TAM TAY TRE EM
BOC K HUONG DAN SU' DYNG TRUOC KHI DUNG

SPK/Reg.No:

S6 16 SX/Lot No:

Ngay SXMfg. Date:

HD/Exp. Date:

KB:-:&:&:% - TTBYT BINH BINH (BIDIPHAR)
498 Nguylin Thai Hoc, P Quang Trung, Tp Quy Nhan, Binh Binh, Vigt Nam

s|abyos 001 Jo xog

GMP WHO
Box of 10 blisters x 10 softgels
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...................................................................... 100 mg

au tram 60% (Oleum Cajuputi)............................... 50 mg

inh dau gimg (Oleum Zingiberis).............c..ccooveuenn.. 0,75 mg

(Tuong tmg khoang 0,3 kg gimg tuoi)

Tinh du tAn (Oleum Plectranthi amboinici).................. 0,36 mg
(Tuong tmg khoang 1,764 kg rau tAn day 14 tuoi)

Menthol .......c.ooiiiiiiiiicc e 0,5 mg

TA duge vira di ....oooooeveeee 1 vién nang mém.

(Ta dugc: Diu dau nanh, Butyl hydroxytoluen, Gelatin, Glycerin,
Vanilin, mau xanh green mint, Nipagin (0,075 mg), Nipasol
(0,023 mg), Nudc tinh khiét)
2. Dang bao ché: Vién nang mém
3. Quy céch déng géi: Hop 3 vi x 10 vién nang mém. Hop 10 vi x 10
vién nang mém.
4. Tinh chit:
Amelicol két hop cac chét trich tinh, tinh déu cua cac duoc liéu nhom
cly thudc chira ho, cam cam gdm: bach dan, bac ha, tram, tin, gimg.
- Eucalyptol: C6 tinh sat trung, dugc dung chira ho, kich thich tiéu héa.
Eucalyptol dugc dao thai chu yéu qua dudng ho hép sau khi phan tan
trong huyét tuong,
- Menthol: C()n duoc goi 1a “bac ha ndo”, 1a trich tmh cua tinh ddu bac
ha, c6 tinh chét 1am dju ho, 1am loang niém dich. Ubng lidu nho co thé
gay hung phﬁn xiic tién sy bai tiét tuyén md hdi, lam ha thép than nhiét.
Sau khi hép thu, menthol dugc bai tiét trong nudc tidu va mit & dang
glucuronide.
- Tinh du gumg: C6 tac dung khang khudn trén nhiéu chung vi khudn,
lam loang niém dich, 1am giam ho, chéng viém va giam dau.
- Tinh diu tn: C6 tac dung khang sinh manh déi voi vi khudn
Staphylococcus, Salmonella typhi, Shigella flexneri, Shigella sonnei,
Shigella dysenteria, Subtilis, Escherichia coli, Coli bothesda,
Streptococcus, Pneumococcus ..
- Tinh dAu tram: C6 tac dung khéng khuén in vitro, c6 tac dung kha t6t
aé giam ho, long dom, sat khuéin va lam thong thoang dudng hod hip
trong diéu trj nhiém khuén duong hd hip trén thé nhe.
5. Cong niing, chi tri: Trj ho, dau hong, s& miii, cam cim. Sat trung
duong hd hép, loang niém djch, diu con ho.
6. Liéu lgng va cich ding:
- Nguoi 16n: ubng 1 vién/ linx 3-4 lan/ngay
- Tré > 30 thang tudi: udng 1 vién/lin x 2 l4n/ngay, hoic theo chi din
cua béc si.

TO HUONG DAN SU DUNG THUOC

7. Chéng chi dinh:
- Qua méin v6i mdt trong céc thanh phén cua thudc, ho do suy&n, ho lao,
suy ho hap. . .
- Khong dung cho tré <30 théng tudi, tré c6 tién sir dong kinh, co giét
do st cao.
8. Thén trong:
- Menthol c6 tinh ché ho hdp qua dudng thd nhit 1a ddi véi tré con it
tudi, tré so sinh.
- Phu nir c6 thai va cho con bu.
- Ngudi loét da day.
9. Twong tic thudc:
Chua tim thy tai liéu.
10. Sir dung cho phu ni¥ ¢6 thai va cho con bi:
Phu nir c6 thai va cho con bi dung theo s chi dinh cuia bac si.
11. Téc dgng ciia thudc khi 14i xe va van hanh may: O liéu diéu tri,
thudc khong anh huéng khi dang 14i xe va van hanh may moc.
12. Téc dung khdng mong mubn:
Khi ubng lugng 16n Menthol c6 thé gay dau bung dir doi, budn nén, non,
chong mat, budn ngu, hon mé.

Théong bdo cho bdc st nhitng tdc dung khong mong mudn

gdp phdi khi sit dung thudc.

13. Qud liéu va cch xir tri:
Chua tim thiy tai lidu.
14. Céc ddu hiéu cin luu y va khuyén cdo:
Khéng c6.
Han ding: 24 thang ké tir ngdy san xuét.
Bio quén: Noi kho, nhiét d6 khong qua 30 °C, tranh 4nh sang.
Dé xa tim tay ciia tré em.
DPoc kj huwong déin sic dung trude khi diing.
Néu cdn thém thong tin, xin héi y kién bdc st va dwgc si.

Ngay xem xét sira ddi, cAp nhat lai ndi dung hwéng dén sir dung:
08.05.2016

Cong ty san xudt:

CONG TY CO PHAN DUQC - TTBYT BINH DINH (BIDIPHAR)
498 Nguy&n Thai Hoc — P. Quang Trung — Tp. Quy Nhon — Binh Dinh —
Viét Nam

DT: 056.3846500 - 3846040 * Fax: 056.3846846
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T& thong tin cho bénh nhan

- Pé xa tAm tay tré em.
- Poc k§ huéng dan sir dung trude khi dung.

- Thong béo cho dugc s§ hogc béc sy nhimng tdc dung khong mong mudn giip phai khi sir dung
thube.

1. Thanh phéin ham lwgng cia thude

- Hoat chét: Cho 1 vién nang mém

EOCHIYPROL. o v s s sswbiutionss s £5ns sipstosis s 5555 mnss 5ha pasGGH 3654 s-mmmmme 1 100 mg
Tinh dau tram 60% (Oleum Cauputi)..............ceeeeeeeeeeeeeeeeeerennnn, 50 mg
Tinh dau gimg (Oleum Zingiberis)..................uuuueeeeeeeeeeeeeeeaennn. 0,75 mg
(Twong tmg khoang 0,3 kg gumg tuoi)

Tinh dau tan (Oleum Plectranthi amboinici).................................. 0,36 mg
(Tuong tmg khoang 1,764 kg rau tin day 14 tuoi)

Menthol ... e 0,5 mg

- T4 duge: Dau d4u nanh, Butyl hydroxytoluen, Gelatin, Glycerin, Vanilin, mau xanh green mint,
Nipagin (0,075 mg), Nipasol (0,023 mg), Nudc tinh khiét

2. M6 ta san phim
Vién nang mém mau xanh, hinh bau duc, bén trong chira dich thudc trong subt mau vang nhat, mui
thom cia tinh dau.
3. Quy cach déng géi
Hop 3 vi x 10 vién nang mém. Hop 10 vi x 10 vién nang mém.
4. Thubc ding cho bénh gi?
Tri ho, dau hong, s6 miii, cdm ctm. Sat tring dwdng hd hép, logng niém dich, diu con ho.
5. Nén ding thudc nay nhw thé nao va liéu lwgng?
- Pudng ding: uéng
- Liéu luong va cach dung:
Ngudi 16n: udng 1 vién/ 14n x 3 - 4 lan/ngay.
Tré > 30 thang tudi: udng 1 vién/lan x 2 1an/ngay, hogc theo chi dén cua béc si.
6. Khi nao khéng nén ding thudc nay?
Qu4 man véi mot trong cac thanh phin cia thudc, ho do suyén, ho lao, suy ho hép.

Khéng ding cho tré < 30 thang tubi, tré c6 tién sir dong kinh, co giat do sbt cao.
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" 7. Tic dung khong mong mudn

- Khi uéng luong 16n Menthol ¢6 thé gdy dau bung dir doi, budn nén, nodn, chéng mit, budn ngu, hon
me.

8. Nén tranh dung nhiing thudc hoic thye phim gi khi dang sir dung nhirng thudc nay?

Chua tim théy tai liéu.

9. Cin lam gi khi m§t lan quén khong ding thuéc?

Udng ngay khi nhé ra, trir khi qué gin véi lan ubng ké tiép. Khong ding liéu gap d6i dé bu lai lidu

da quén.

10. Can bio quén thudc nay nhw thé nao?

Noi khé, nhiét d§ khong qua 30°C, tranh 4nh séng.

11. Nhitng triéu chimg va d4u hi¢u khi ding thudc qua lidu?

Cho dén nay c4c triéu chimg qua liéu chua duoc ghi nhén.
12. Céan phai 1am gi khi ding thudc qu4 liéu khuyén c4o?
Chua tim thiy trong céc tai liéu.

13. Nhirng diéu cin thin trong khi ding thudc nay?

- Menthol c6 tinh trc ché ho hip qua dudng thd nhit 12 dbi véi tré con it tudi, tré so sinh.
- Phu ni¥ ¢6 thai va cho con bu.

- Nguoi loét da day.

14. Khi nio cin tham vén béc sy, dwge s§?

Khi xay ra c4c tac dung khéng mong mudn trong qué trinh ding thudc.

Khi ding qué liu khuyén céo.

Néu cdn thém théng tin xin héi Y kién bdc sy hodc duwoc sy

15. Han ding ciia thudc

24 théng ké tir ngay san xuét.

16. Tén, dia chi, biéu tweng ciia nha sin Xuit
- Tén: CONG TY CO PHAN DUGC — TRANG THIET BI Y TE BINH DINH (BIDIPHAR)
- Pia chi: 498 Nguyén Théi Hoc, phudng Quang Trung, thanh phd Quy Nhon, tinh Binh Dinh

- Bidu tuong nha san xuét:
)‘4"“‘\“
y s e,
Bidiphar 7 48N A
17. Ngay xem xét sira dbi, cap nhat lai ndi dung hwéng din sir duns
08.05.2016

T1)2.CYC TRUGNG
p.IRUDNG PHONG
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