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B( PRESCRIPTION DRUG . GMP-WHO INGREDIENTS: B( THUGC BAN THEO BON GMP-WHO THANH PHAN: i 1
Box 03 blisters x 10 tablets} ¢, (ahlet contains : Hop 03 vix 10 vién nén{  mgaivien nén chia: %i
Drotaverine HCI 80 mg. Drotaveiin HCl st 80 mg
Excipients: ... . qs 1tablet Té duoc: vira dd 1 vién.
INDICATIONS: CHI DINH:
- Gastro- intestinal spasms . Irritable bowel - Co that da day-rudt. Hoi chiing rudt bi
syndrome . kich thich.

- The pain and spasm biliary bile : bile duct
and gallbladder hotel , cholangitis

- Renal colic and spasms of urinary - genital
: kidney stones , ureteral stones , pyelone-
phritis , cystitis .

E 8 0 - The uterine contractions : dysmenorrhea,

Drotaverin HCI 80 mg threatened abortion , uterine cramping .
DOSAGE - USAGE, ADMINISTRATION,
CONTRAINDICATIONS, ADVERSE
REACTIONS, INTERACTIONS AND OTHER
INFORMATION: Please read the instruction
sheet to use.

STORAGE:

Dry place , temperature below 30°C ,
protected from light .

SPECIFICATION: MANUFACTURER
VISA:

KEEP OUT OF REACH OF CHILDREN
READ INSTRUCTIONS
BEFORE USING

ZEGCATIN

Pharmaceutical Joint Stock Compary
TMEDISU 521 An Lok, Hoa Loi. Ben Cat, Binh Duong
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- Con dau quan mat va cac co that
dudng mat : san duong mat va tui mat,
viém dudng mat.
- Con dau quan than va cac co that
dudng niéu-sinh duc : s6i than, soi niéu
quan, viém bé than, viém bang quang.
- Cacco that ti cung: dau bung kinh,
doa say thai, co cing tdr cung.
LIEU LUGNG VA CACH DUNG, CHONG CHi
DINH, TAC DUNG KHONG MONG MUOGN,
TUONG TAC THUOC VA CAC THONG TIN
KHAC: Xin doc k¥ t& huéng dan st dung

BAO QUAN:
Noi kho thoéng, nhist dé dudi 30°C, trénh
anh séng.

TIEU CHUAN: TCCS
SPK:

DE XA TAMTAY TRE EM
DOC KY HUGNG DAN SU DUNG
TRUGC KHI DUNG

Cong ty CP Dirgrc Pham ME DI SUN
S$6 521, khu phd An Loi, phuang Hoa Loi, thi
U x3 Bén Cat, tinh Binh Duong

S6 16 SX
NSX: dd/mm/yy HD: dd/mm/yy
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- The pain and spasm biliary bile : bile duct
and gallbladder hotel, cholangitis

- Renal colic and spasms of urinary - genital
: kidney stones , ureteral stones , pyelone-
phritis , cystitis .

- The uterine contractions : dysmenorrhea,
threatened abortion , uterine cramping .

DOSAGE - USAGE, ADMINISTRATION,
CONTRAINDICATIONS, ADVERSE
REACTIONS, INTERACTIONS AND OTHER
INFORMATION: Please read the instruction
sheet to use.
STORAGE:
Dry place , temperature below 30°C
protected from light.

SPECIFICATION: MANUFACTURER
VISA:

KEEP OUT OF REACH OF CHILDREN
READ INSTRUCTIONS
BEFORE USING

Pharmaceutical Joint Stock Company
IEDIGU 521 An Loi. Hoa Loi, Ben Cat, Binh Buong
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B( PRESCRIPTION DRUG ~ GMP-WHO INGREDIENTS: B( THUGC BAN THEG BON GMP-WHO THANH PHAN:
Box 10 blisters x 10 tablets| .y, tablet contains: Hop 10 vix 10 viénnén| prai ian nan chua:
Drotaverine HCl .80 mg Drotavefint ek wawmmaamamms 80 mg
Excipients: qs 1 tablet T AUOE: sammpamssani: vira da 1 vién.
INDICATIONS: CHi DINH:
- Gastro- intestinal spasms . Irritable bowel - Co that da day-rudt. Hoi chiing rudt bj
syndrome . kich thich.

- Drotaverin HCI 80

MEDISUN

- Con dau quan mat va cic co that
dudng mat : san dudng mat va tui mat,
viem duaong mat.

- Con dau quan than va cac co that
dudng niéu-sinh duc : so6i than, séi niéu
qudn, viém bé than, viém bang quang.
- Cécco that uf cung: dau bung kinh,
doa sdy thai, co cing t cung.

LIEU LUQNG VA CACH DUNG, CHONG CHi
BINH, TAC DUNG KHONG MONG MUON,
TUONG TAC THUGC VA CAC THONG TIN
KHAC: Xin doc ky td hudng dan st dung

BAO QUAN:
Nai khé thodng, nhiét d6 dudi 30°C, tranh
anh sang.

TIEU CHUAN: TCCS
SPK:

DE XA TAM TAY TRE EM
DOC KY HUONG DAN SU DUNG
TRUGC KHI DUNG

Cong ty CP Birgc Pham ME DI SUN
$6 521, khu phé An Loi, phutng Hoa Loi, thy
xa Bén Cat, tinh Binh Duong
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Ry Thuéc bdn theo don
Dé xa tam tay tré em
Doc kj hwéng din sik dung truée khi ding
Néu cdn thém thong tin, xin tham khdo y kién bdc sj
Dang bao ché: Vién nén
ZEGCATINE 80

TRINH BAY: Hop 03 vi x 10 vién nén; Hop 10 vi x 10 vién nén + 1 to HDSD

THANH PHAN: Mdi vién nén chira:

Dirotasetinn HCI: ......conveeonsicsmisissamtisssmamusssssessuemsmmpsassssums 80 mg

- T4 duogc: Lactose, PVP K30, Tinh bdt mi, Natri starch glycolat, Vang Quinolein, Allura red,
Magnesi stearat, vira du 1 vién.

DUQC LUC HOQC:

- Drotaverin HCI 12 din chét isoquinolein tong hop. C6 tic dung chéng co thét 1én co tron khong
thude nhém cholin. Co ché tac dong cia thude 1a do e ché men phosphodiesterase (PDE) IV va
lam ting ndéng dd cAMP, dan dén gidn co tron thong qua su bat hoat men kinase ctia chudi
myosin nhe (MLCK).

- Drotaverin tGc ché men PDE IV in vitro, nhung khong trc ché isoenzym PDE Ill va PDE V. PDE
IV ¢6 vai tro quan trong trong viéc phong bé tinh co thit cia co tron ; dua trén su Gic ché chon loc
PDE IV c6 thé iing dung trong didu tri nhiing rdi loan ting tinh van dong va bénh c6 kém co that

co tron dudng tiéu hoa.

- Thubc ¢6 tac dung véi moi truong hop co thét co tron ¢ ngué)n géc than kinh va co. Cé tac dung

chéng co thit co tron tuong tu nhu papaverin nhung manh hon, xuét hién sém hon va doc tinh

cling it hon. D
DUQC PONG HOC: F/
gk

- Hdp thu : Thudc hip thu hoan toan qua duong udng tuong duong véi dudng tiém.

- Phdn bé : Drotaverin c6 ty 1& gén két cao véi protein (95-98%), ddc biét v6i albumin, gama va
beta-globulin. Drotaverin ¢é thé qua dugc hang rao nhau thai.
Nong do dinh trong huyét tuong dat dugc trong khoang 45 dén 60 phut sau khi udng va sau lan

chuyén héa dau tién thi 65% lidu ubng vao duoc tim thay dudi dang khong thay d6i trong hé tuan
hoan. /

\

- Chuyén héa : Drotaverin dugc chuyén héa & gan. Thoi gian ban hiiy sinh hoc la 8-10 gip.

CONG TY CPDP ME DI SUN ZEGCATINE 80
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- Thdi trir : Trén thuc té thude bién mit hoan toan trong co thé sau 72 gid. Hon 50% thudc dugc bai
tiét qua nudc tiéu va khoang 30% qua phan. Thubc duoc bai tiét cha yéu dudi dang chuyén héa
chinh ; khong tim thiy dang khong thay ddi trong nude tiéu.

CHI PINH:

- Co that da day-rudt. Hoi ching rudt bi kich thich.

- Con dau quan mat va céc co tht dudng mét : san duong mat va tii mat, viém duong mat.

- Con dau quan thén va céc co thit dudong niéu-sinh duc : séi than, soi niéu quan, viém bé than,
viém bang quang.

- Céc co thét tir cung: dau bung kinh, doa sdy thai, co cling tir cung.

CHONG CHI PINH:

- Bénh nhan mén cam véi thanh phén cta thude.

- Suy gan, suy than, suy tim ndng.

- Block nhi thét db 11, 111

- Tut huyét ap. @
- Tré em dudi 1 tudi. ONG TY

5 < . N J PHAN
LIEU DUNG - CACH DUNG: 3C PHAM
- Ngudi 16n: 1-2 vién/lan x 2 lan/ngay. - DISUN
- Tré trén 6 tudi : 1 vién/lan x 2 lan/ngay. ”\T\y
- Tir 1-6 tudi : V% - 1 vién/lan x 2 lan/ngay.

Hoic theo su hudng din cta béc si. ™,
TUONG TAC THUOC: t
- Céc thudc (rc ché hé than kinh trung uong lam ting nhe tdc dung cta thudc va morphin co tac

dung hiép dbng véi thudc. \Q
- Khi dung ddng thoi thudc gdy can trd tac dung diéu tri cuia Levodopa & ngudi bénh Parkinson, do O’

vay tranh sir dung dong thoi 2 thudc nay khi diéu tri cho nguoi bénh Parkinson.
- Khi ding dong thoi thubc véi céc thude gidn co, thude lam ting téc dung diéu tln
THAN TRONG:
- Réi loan chuyén héa porphyrin .
- Phu nif ¢6 thai va cho con ba.

PHU NU CO THAI VA CHO CON BU:

CONG TY CPDP ME DI SUN ZEGCATINE 80
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MEDISUT

- Cac nghién ciru trén vat thi nghiém khong thdy thudc gy qudi thai. Tuy vdy, cling nhu da s cac
thudc khac, dé than trong, nén tranh dung Drotaverin HCI kéo dai trong thoi ky mang thai va cho
con bu.

TAC DUNG CUA THUOC KHI VAN HANH MAY MOC TAU XE:

- Thudc khong anh hudng dén kha nang 14i xe hodc van hanh may moc.

QUA LIEU - XU TRI:

- Qua lidu: C6 thé gdy ngh&én mach nhi that, truy tim mach, suy ho hép.

- Xur tri bang ho tro triéu ching.

TAC DUNG KHONG MONG MUON:

- Hiém gip, c6 thé théy budn ndn, chéng mit.

Thong bio vdi bac sy cac tac dung khong mong mudn gip phai khi dung thude.

BAO QUAN: Noi khé thoang, nhiét d dudi 30°C, tranh énh sang.

HAN DUNG: 36 thang.

Khong dung qua thoi han ghi trén bao bi.

TIEU CHUAN: TCCS s6 0650-009-2016

Logo congty:  [MEDISUI

Nha san xudt: Cong ty Cé Phin Dugc Phdm ME DI SUN ’ﬁu/
Pia chi: S6 521, Khu phd An Loi, Phuong Hoa Loi, TX.Bén Cét, T.Bi L ohg.

Binh Duong, ngay 25 thang 01 nam 2016

Giam doc

FUQ.CUC TRUGNG
» TRUGNG PHONG

CONG TY CPDP ME DI SUN ZEGCATINE 80
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