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CONG TY CP DUQC PHAM SAVI (SaWipharm J.5.C)
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COMPOSITION : Each tablet contains
Drotaverine hydrochionde ... .40 mg
Excipiants .5, 10r ... 1 tablet

INDICATIONS - CONTRAINDICATIONS -

DOSAGE - ADMINISTRATION - PRECAUTIONS -

SIDE EFFECTS : See enclosed leafiel.

STORAGE : Keep i & dry place, do not
store above 30°C. Protect from light.
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Drotaverine hydrochioride 40 mg
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Ry Prescription only medicine
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Sén xud! t3i CTY CP DUGC PHAM SAVI
(SaWpharm J.5.C)

L& 2.01-02-03a KCN/MCX Tan Thusn,

Q.7, Tp.H8 Chi Minh
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READ CAREFULLY THE LEAFLET BEFORE USE
KEEP OUT OF REACH OF CHILDREN

SPECIFICATION : Manufacturer's

Manufactured by: SAVI PHARMACEUTICAL J.5.Co.
{ L5.0)
Lot No. 7.01-02-03a, Tan Thean IZEPZ, Dist. 7, Ho Chi Minh City
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CONG TY CP DUGC PHAM SA VI (SaWipharm J.5.C) RAMASAYV
L6 Z.01-02-03a KCN/KCX Tan Thuan, Q. 7, Tp.HCM (hép 10 vi)

DT: (08) 37700142 - 143 - 144 Fax: (08) 37700145
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THANH PHAN : M vidn chia - TiEu chuki : TCCs
Drotaverin nvurociund ..... 40mg .
Ta duge via ol .. B -7 SPK /Reg. ":"
Boc kj huwdng ddn si dpng trude kbi ding
CHI BINH - CHONG CHl DINH - 04 xa thm Iy cia tri em
LIEY LUGNG - CACH DUNG -
THAN TRONG - TAC DUNG PHY Sdn xud tai
Xin doc trong t2 hudng o sif dung CTY CP DUQC PHAM SAVI
(Sawipharm J.5.C)
BAD DUAN : Noi kh, nhiét 69 L8 Z.01-02-03a KGN/KGX Tan Thusn,
khéng quéd 30°C. Tranh dnh sdng. Q.7, Tp.HE Chi Minh

Ry Prescription only medicine

RAMASAV

BOX OF 10 BLISTERS
X 10 FILM-COATED TABLETS

AVSVINVY

RAMASAV

COMPOSITION : Each tablel contains : SPECIFICATION : Manulacturers
Drotaverine hydrochlonde ... 40 mg
Excipients g.5. for .......... 1 tablet Read carafully the leaflel before use
Keep oul of reach of children
INDICATIONS - CONTRAINDICATIONS -
DOSAGE - ADMINISTRATION - Manufacturad by;
PRECAUTIONS - SIDE EFFECTS : SAVI PHARMACEUTICAL J.5.Co.
See enclosed ieafiet. ( EaWipharm J.5.C)
Lot No. Z2101-02-03a, Tan Thian IZEPZ
STORAGE : Keep in a dry place, do not Dist. 7, Ho Chi Minh City

store above 30°C. Protect from kight
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TO HUONG DAN SU DUNG THUOC

Rx Thudc ban theo don

Vién nén bao phim Ramasay

THANH PHAN
- Drotaverin hydroclorid ...................cccoveeervnnnn. 40 mg
~Taduge vira dil cooveevivieeceeeee e 1 vién

(Lactose monohydrat, tinh bt bién tinh, acid stearic, silic
dioxyd, magnesi stearat, hypromelose 606, polyethylen
glycol 6000, bét talc, titan dioxyd, sdt oxyd vang)

DANG BAO CHE: Vién nén bao phim
DUQC LUC HQC

Co ché tic dung

Drotaverin 1a thuéc chéng co thit c6 tac dung truc tiép lén
céc té bao co tron bing sy hdp phu trén bé mat té bao.
Drotaverin tic ché enzym phosphodiesterase din dén tang
mic san sinh cAMP (cyclic adenosine monophosphate:
adenosin monophosphat vong) lam gian té bao co.
Drotaverin ciing (rc ché sy hdp thu calci ban dau cua té bao.
Dic trung cua drotaverin 1a ¢6 tdc dong khoi ddu nhanh
chéng nén rdt hiru ich trong truémg hop co co cimg cép tinh
gdy dau ddn. Vi ¢6 tic dong truc tiép 1én co tron nén
drotaverin khéng anh huéng dén hé thin kinh thuc vit. Do
d6, drotaverin khéng gy ra céc tic dung phu lién quan dén
thubc chéng co thét khing cholinergic va c6 thé duoc sir
dung trong bénh tang nhan 4p va phi dai tuyén tién liét.
Ngoai tac dong chdng co thit va gian mach, drotaverin con
cho thdy tinh chét trc ché ¢6 chon loc cac thy thé beta & tim.

DUQC PONG HQC

So véi papaverin, drotaverin hdp thu nhanh hon vi hoan
toan qua dudmg tiéu héa. Mic hép thu dat 100%, twong
duong v6i dudng tiém. Tuy nhién, sau khi chuyén héa qua
gan, chi c6 65% lidu ding di vao hé tudn hoan. Néng do téi
da trong huyét tuong (C,.,) dat duoc sau 45-60 phut. Trong
mot thir nghiém in vitro, drotaverin gén két véi protein
huyét twong khoang 95% - 97%, dic biét véi albumin, y va
B-globulin.

Drotaverin phan bé ddng déu trong co thé, di vao té bao co
tron, khong qua hang rao mau-ndo. Drotaverin va/hodc céc
chét chuyén héa cé thé qua dugc hang rio nhau thai véi
lugng it.

O ngudi, drotaverin gin nhw duge chuyén héa hoan toan &
gan va cc chit chuyén héa nhanh chéng két hop véi acid
glucuronic. Chit chuyén héa chinh 13 4'-desetyldrotaverin,
Thoi gian ban thai cua drotaverin 12 8 - 10 gid.

Sau 72 gid, drotaverin gdn nhu dugc thai trir hoan toan, hon
50% liéu thudc qua than (chi yéu 1a céc chat chuyén héa)
va khoang 30% qua dudng da day-rudt (theo dudng bai tiét
mét). Khéng phét hién drotaverin trong nudc tiéu.

CHI PINH PIEU TR]

Chi dinh diéu trj trong cac trudmg hop:

- Co thiit co tron dudmg tiéu héa va hdi chimg ruét kich
thich.

- Con dau quin mat va co thit co tron dudng mét: Bénh soi
thi mat, viém tii mat, viém dudng mat.

- Con dau quan than va co that co tron dudng niéu sinh duc:
$0i than, soi ni¢u quan, viém bé than, viém bang quang.

- C4c co thit tir cung: Dau bung kinh, doa sdy thai, co clig
tir cung.

LIEU LUQNG VA CACH DUNG
Thudc ndy chi ding theo s ké don ciia béc st

Cdch ditng:
Dung dudng ubng.

Liéu lupng:
Ngudi 16n va tré em trén 12 tudi:
Liéu théng thuémg: Udng 3 - 6 vién/ngay; mdi ldn 1 - 2 vién,
Tré em:
Tré em tir 1 - 6 tudi: Vién Ramasav khong phi hop cho tré
1-6 tubi.
Tré em 6 - 12 tudi: Udng 2 - 5 vién /ngdy; mdi l3n 1 vién.
Bénh nhan suy gan, than nhe va trung binh: C6 thé cin phai
diéu chinh liéu cua drotaverin. Tuy nhién, dir lidu trén céc
ddi twong bénh nhan nay van con thiéu, do dé khi cin thiét
str dung drotaverin bénh nhén can phai dugc theo dai than
trong.

CHONG CHI PINH

- Qua mn Vi drotaverin v/hoc céc thanh phin khic cia
thudc.

- Suy thén hodc suy gan ning

- Suy tim néng (giam cung lugng tim)

- Tré em duéi 1 tudi

- Phu nir cho con bi.

CANH BAO VA THAN TRONG KHI SU DUNG

- Sir dung thdn trong trong trudng hop ha huyét 4p.

- Sir dung thén trong cho cac bénh nhan suy thin hodc
suy gan.

- Céac nghién ciru lam sang danh gia ¢ tré em chua duoc
thyue hién.

- Do su hién dién cua lactose trong ché phim, bénh nhén c6
van dé vé di truyén hiém gip nhu khong dung nap
galactose, thiéu hut enzym Lapp lactase hodc kém hép thu
glucose-galactose khdng nén diing thudc nay.

TUONG TAC THUOC

- Levodopa: Giam tac dung chéng Parkinson ciia levodopa
- Papaverin, thuéc chéng co thdt va bendazol khdc: Ting
tac dung chdng co thit.

- Morphin: Giam tac dung ctia morphin.

- Phenobarbital: Ting cudng tac dung chéng co thit cua
drotaverin.

TRUONG HQP CO THAI VA CHO CON BU

Céc nghién citu trén vat thi nghiém cho thdy thudc khong
gdy qudi thai. Tuy vdy, ciing nhu da sé céc thuéc khac, dé
thén trong, nén tranh dang kéo dai trong théi ky mang thai
hodc cho con bi.




TAC PONG CUA THUOC KHI LAI XE VA VAN
HANH MAY MOC

Do téc dung chéng mit, ha huyét 4p, nhire diu c6 thé xay ra

mic di hiém gdp; nén than trong khi lai xe hay van hanh
méy méc sau khi udng thudc.

Thong bdo cho Bdc st nhitng tdc dung khong mong mudn
gdp phdi khi sit dung thuéc

TAC DUNG KHONG MONG MUON (ADR)

Hiém gp (> 0,01% va <0,1%): Dénh tréng ngue, ha huyét
4p, nhirc dau, chéng mat, mat ngu, budn nén, tao bén, phan
tmng di img (phll mach, may day, phat ban, ngira).

Hucng dén cdeh xir tri ADR
Ngung thudc va tham vén véi bac si.

QUA LIEU

Khéng c6 dit ligu vé qua liéu drotaverin.
Néu uéng qué lidu drotaverin, theo ddi ngudi bénh cin than,
didu trj trigu chimg va diéu trj h3 tro khi cin thiét.

PONG GOI
Hop 3 vi x 10 vién.
Hop 10 vix 10 vién

BAO QUAN: Noi khé, nhiét d6 khong qua 30 °C. Tranh
anh sang

TIEU CHUAN AP DUNG: Tiéu chuén co so.
HAN DUNG: 36 thang ké tir ngy san xuét.

TRACH NHIEM TRON VEN

Dé xa tim tay cia tré em.
Doc ky huong dén sie dung trieée khi dx}ng’AM
Néu cin thém théng tin, xin héi y kién Bdc sI
Sén xuit tai:
CTY CO PHAN DUGC PHAM SAVI ( Sawip
L6 Z.01-02-03a khu Céng nghiép trong khu Ché xuét Tan
Thuén, phudng Tan Thudn Déng, quan 7, TP Hd Chi Minh
bién thoai  :(84.8)37700142-143-144
Fax 1 (84.8) 37700145

Tp. H Chi Minh, ngay thang nam 20 -
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