
https://trungtamthuoc.com/ 

MAU NHAN THUOC 

1- NHAN TRUC TIP TREN DON VI DONG GOI NHO NHAT: 
1.1 - LUNG Vi: 

1.2 - NHAN CHAI: 

OROTAVERIN: HYDROCLORID HYDROCLORID 80mg 

| NO-PANES | 
Stam Forte 

DROTAVERIN HYDROCLORID 80mg 

- 

CTY CPDP TIPHARCO torte 

DROTAVERIN HYDROCLORID 80mg 

| 

iio toe 
DROTAVERIN HYDROCLORID 80me 

_DROTAVERIN: HYDROCLORID HYDROCLORID 80mg 

a 
S010 SX ; 

i 
CTY CPDP TIPHARCO 

THONG TIN KHAC XEM 
TRONG TO HUGNG DAN SU 
DUNG THUGC KEM THEO. 

Co sé san xuat: 

CONG TY CPDP TIPHARCO 
15 BSc Binh Kiéu, P2, TP. 

| My Tho, Tinh Tiém Giang 
\ 

Bi - thute ke 20N BAO QUAN: 
é noi khé, tranh anh sdng. 
Nhiét 66 duéi 30°C. 
Doc ky huéng dan sit dyng 

trude khi ding 

Bé xa tim tay tré em 
Tie CeukN: Tecs 

Ma vach 7 

DROTAVERIN HYDROCLORID 80mg 

NO-PANES 
<< Fore 

Ngdy SX: 
S616 SX: GMP-WHO HD: Hp 10 vi x 10 vién nén 
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2 - NHAN TRUNG GIAN: 
2.1 - HOP 10 Vi: 

THANH PHAN: Drotaverin hydroclorid 80mg 
Ta duge via da 1 vién 

CHi DINH, CACH DUNG, CHONG CHi DINH VA CAC THONG TIN 
KHAC XEM TRONG TG HUGNG DAN SU DUNG THUGC KEM THEO. 
BAO QUAN: 

noi khé, tranh anh sng. Nhiét 46 duéi 30°C. 
COMPOSITION: Drotaverine hydrochloride 80mg 

Excipients sq for 1 caplet 

INDICATIONS, USAGE, CONTRAINDICATIONS AND OTHER 

INFORMATIONS SEE ENCLOSED LEAFLET. 

STORAGE: 

Fs Store in a dry place, protect from light. Temperature under 30°C . 

BR -tHuéc ke BON 

DROTAVERIN HYDROCLORID 80mg 

NO-PANES 
he Forte 

GMP-WHO H6p 10 vix 10 vién nén 

/ DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG 

—" DE XA TAM TAY TRE EM 
a READ THE LEAFLET CAREFULLY BEFORE USING L501, 

KEEP OUT OF THE REACH OF CHILDREN & 

TIEU CHUAN: TCCS a 
SPECIFICATION: MANUFACTURER CONG 
SDKIVISA? ceccossessevecevesseviceseseeie CO PH 

J Ngay SX/Mig, Date: a a Ma vach/Barcode | S610 SX/Baich No: % = 
NDIEKG. Date: seat 
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2 

2.2 - HOP 2 VI: 

° 
8 THANH PHAN: Drotaverin hydroclorid 80mg 
8 Té duce vila db tvien 
% CHi 8INH, CACH DUNG, CHONG CHI BINH VA CAG THONG TIN KHAC 

| XEMTRONG TOHUGNG DAN SU DUNG THUOC KEM THEO. 
— BAO QUAN: Dé noi khd, trénh dnh sdng. Nhiét dO dudi 30°C. 

™ 
\ 

R - tHuéc ké bon 

DROTAVERIN HYDROCLORID 80mg 

NO-PANES 
Le Forde 

GMP-WHO H6p 2 vix 10 vién nén 

/ > 
_/  99C K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG 

— DE XA TAM TAY TRE EM 
TIEU CHUAN: Tecs 
SSK? ssssssassenrsessnsnnesnss: Ngay SX: 
aoa $616 SX: 

| Ma vach HD: 
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HUONG DAN SU DUNG THUOC 

R« NO-PANES FORTE 

Thuéc nay chi ding theo don thuéc. 

Doc ky hwéng dan sir dung trwéc khi dung. 

Dé xa tam tay tré em. 

Thong bao ngay cho bac s¥ hodc duge sf} nhimg tac dung khéng mong muén gap phai 

khi sir dung thuéc. 
Khéng ding thuéc khi da qua han dung ghi trén nhan. 

1/ Thanh phan céng thirc thuéc: Céng thirc cho 1 vién nén: 

Thanh phan hoat chat: — 
Drotaverin hydroclorid 80 mg 

Thanh phan ta duoc: 
Lactose, Tinh bét mi, Bét Talc, Magnesi stearat, Microcrystallin cellulose 101 vira di 1 vién. 

2/ Dang bao ché: Vién nén dai, hai dau boa tron, mét mat cd khdc vach ngang, m6t mat tron, 

mau vang. 

3/ Chi dinh: 

No-Panes Forte 1a thuéc chéng co that co tron, ding trong cac trudng hop: 
- Co that co tron trong nhitng bénh ly dudng mat: sdi tii mat, soi 6ng mat, viém ti mat, 
viém quanh tii mat, viém duong mat. 

- Co that co tron trong nhig bénh ly dudng tiét niéu: sdi than, s6i niéu quan, viém bé than, 
viém bang quang, dau do co that bang quang. 

- Ding diéu tri hd tro trong: 

+ Co that co tron duong tiéu hoa: loét da day va tA trang, viém da day, co that tam vi va 

indn vi, viém rudt, viém dai trang, hdi chimg dai trang kich thich co that kém t4o bon hodic 
cac truong hop trudng bung. 

+ Dau dau do cang thang. 

+ Cac bénh phu khoa: dau bung kinh. 

4/ C4ch ding, liu ding: 
Cach ding: Ding dudng uéng 
Liéu ding: 

- Nguoi lon: Liéu khuyén cdo 14 120 — 240 mg/ngay (chia lam 2 — 3 lan), néu cAn thiét, sit 
dyng vién nén No-Panes (40 mg) dé dat dugc liéu duy nhat chinh xac. 
- Tré em duéi 12 tudi: Chua cd nghién ciru 14m sang vé viéc ding thuéc vién No-Panes 
Forte cho tré em. 

- Thanh thiéu nién 12 tudi trd 1én: ding tdi da 160mg/ngay, chia lam 1 —2 lan. 
5/ Chong chi dinh: 

- Qué man vii drotaverin hay b&t ky thanh phan ta duge nao cua thuéc. 
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- Suy than hoac suy gan nang. 

- Suy tim nang (h6i chimg cung lugng tim thdp). 

6/ Canh bdo va than trong khi ding thuée: 
- CAn than trong khi ding vién nén No - Panes Forte 6 nhttng bénh nhan cé huyét ap thap. 

- Thuéc nay chita lactose. Bénh nhan cé van dé vé di truyén hiém gap la khong dung nap 

duge galactose, thiéu men lactase hoac khé hap thu glucose-galactose khéng duge ding thudc 
nay. 

- Thuéc nay chtta tinh bét mi. Tinh bét mi cé thé chtta gluten nhung chi voi mét luong rat 
nhé, do dé duge coi 1a an toan cho bénh nhan mac bénh coeliac, bénh nhan di tg véi tinh bot 

mi (khac v6i bénh coeliac) khong nén ding thudc nay. 

- Than trong khi ding cho tré em chua cé thir nghiém 1am sang trén d6i tuong nay. 
7/ Six dung thuéc cho phu nit cé thai va cho con bi: 

Phu nif c6 thai: 

- Nghién etru héi ctu trén ngudi va déng vat cho thay khéng cé tac dung phy truc tiép hoac 
gian tiép déi véi thai ky, su phat trién cia phdi thai / thai nhi, sy sinh san hodc sw phat trién 
sau sinh (xem phan Dit ligu an toan tien lam sang). 

- Tuy nhién, can than trong khi chi dinh ding thuéc cho phu nt mang thai. 
Phu nir dang cho con bi: 

- Su bai tiét drotaverin vao stta me chua duge nghién ctu trén déng vat. Do dé, khong nén 
ding thuéc cho phu nt dang nu6i con bang sita me khi chua cé day da két qua xét nghiém. 
Kha nang sinh san: 

- Khéng cé dit liu vé tac d6ng cua thuéc lén kha nang sinh san cua con ngudi. 
8/ Anh hwéng cia thuéc lén kha nang Idi xe, van hanh may méc: 

Néu xay ra chong mat sau khi ding thuédc, can tranh nhiing tinh huéng nguy hiém nhw Idi xe 
hodc van hanh may méc. 

9/ Twong tac, twong ky ciia thuée: 

Cc chat tre ché phosphodiesterase nhw papaverin lam giam tac dung chéng Parkinson cia 
levodopa. Do dé, drotaverin ding chung véi levodopa c6 thé lam giam tac dung chéng Parkinson 
dan dén lam nang thém chimg co ctmg co va run ray. 
10/ Tac dung khéng mong muén cia thuée: 

Cac tac dung khéng mong mu6n quan sat thay trong cac thir nghiém lam sang duoc trinh bay 
theo hé co quan va tan suat. 

Tac dung khéng mong muén ciia thudéc da duoc phan nhom theo tan suat véi quy u6éc nhu sau: 
rat thuong gap (> 1/10), thuéng gap (> 1/100 dén < 1/10), it gap ( 1/1.000 dén < 1/100), hiém 
gap (> 1/10.000 dén < 1/1. 000), rat hiém gap (< 1/ 10.000) va chua 16 tan suat (khong thé ude tinh 
tir dit liéu cé sin). 

Hiém gap (= 1/10.000 dén < 1/1.000) 

- Réi loan hé mién dich: phan img di tng (phu mach, may day, phat ban, ngtra). 
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- Réiloan hé than kinh: nite dau, chéng mat, mat ngu. 

- Réi loan hé tim mach: dénh trong nguc. 

- Réi loan mach mdu: ha huyét ap. 

- R6i loan duéng tiéu héa: budn non, tao bén. 

11/ Qué liéu va cach xi tri: 

Triéu chitng: 

Trong truong hop qua liéu nghiém trong drotaverin, réi loan nhip tim va réi loan dan truyén co 
thé xay ra, bao gém tac nhi that hoan toan va ngimg tim, cd thé din dén tt vong. 

Xe trt: 

Trong trudng hgp qua liéu, theo déi chat ché tinh trang bénh nhan va diéu tri triéu chimg, bao 
gdm gay non va/hoac rita da day. 

12/ Dac tinh duoc le hoe: 

- Nhém duge ly: Thuée diéu tri cdc réi loan chire nang duong rudt. 

- Ma ATC: A03A D02 

Co ché tac dung: 

- Drotaverin 1a dan chat cia isoquinolin, cé tac dong chéng co that truc tiép trén co tron. Co 
ché tac dung cia thuéc 1a do te ché men phosphodiesterase va lam tang néng dd cAMP, din 
dén gidn co tron théng qua sw bat hoat men kinase cia chudi myosin nhe (MLCK). 

- Drotaverin ttc ché men phosphodiesterase IV (PDE IV) in vitro, nhung khéng te ché 
isoenzym PDE III va PDE V. Trén thuc té, PDE IV co vai trd quan trong nhat trong viéc tre 
ché kha nang co that cia co tron; diéu nay cho thay cé thé tng dung sy tre ché chon loc PDE 
IV trong diéu tri nhimg réi loan tang tinh van déng va nhitng bénh cé kém theo co that co tron 
duong tiéu hoéa. 

- Isoenzym PDE III thiy phan cAMP trong co tim va co tron mach mau, diéu nay giai thich 
vi sao drotaverin 1a thuéc chéng co that hiéu qua khéng cé cac tac dung phu dang ké va khéng 
cé tac déng tri ligu manh lén hé tim mach. 

- Thuéc cé tac dung trong moi trudng hop co that co tron cé ngudn géc tir than kinh va co. 
- Khéng phu thuéc vao loai phan bé than kinh tu dong, drotaverin tac déng déng déu 1én co 
tron cua hé tiéu hoa, duong mat, hé niéu-sinh duc va hé théng mach mau. Do tac dung gin 
mach, thuéc lam tang tudn hoan m6. 

- Drotaverin cé tac dyng manh hon, hp thu nhanh va tron ven hon, va gan két véi protein 
huyét tuong it hon papaverin. Mét wu diém khac ctia thude dé 1a tac dung phu kich thich hé 
hap quan sat duge sau khi ding papaverin duong tiém khéng xy ra v6i drotaverin. 

13/Dac tinh duoc déng hoe: 

- Hap thu: Drotaverin hap thu nhanh va hoan toan sau khi ding duéng uéng hay dung tiém. 

- Ph&n bé: Drotaverin cé ty 1é gan két cao véi albumin huyét tuong (95-98%), alpha- va béta- 
globulin. Nong dé dinh trong huyét tuong dat dugc trong vong 45 — 60 phut sau khi uéng. 

- Chuyén héa: Sau qué trinh chuyén hoa lan dau, 65% liéu udng cia drotaverin vao dugc hé 
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tudn hoan dudi dang khéng déi. Drotaverin duoc chuyén héa & gan. 

- Thai tri: Thoi gian ban thai sinh hoc 1a 8 — 10 gid. Trén thuc té thuédc khéng con trong co 

thé sau 72 gid. Bai tiét khoang 50% qua nude tiéu va 30% qua phan. Thude duge bai tiét chu 

yéu dudi dang cdc chat chuyén héa; khéng tim thay dang khéng ddi cla thuée trong nude ticu. 

Dir ligu an toan tién lam sang: 

- Dua trén cdc nghién cttu an toan duoc ly, déc tinh do ding liéu lap lai, nhiém déc gen, kha 

nang gay ung thu va doc tinh sinh san, dir liéu tir cdc nghién ctu phi lam sang khéng cho thay 

bat ky tac dung phu nao déi voi con ngudi: 

+ Dua trén cae nghién ctru in vitro va in vivo, cho thay drotaverin khéng gay tri hoan qua 

trinh tai phan cue tam that. 

+ Trong mét loat cac nghién ciru gay dét bién in vitro va in vivo (vi du, tht. nghiém Ames, | 

xét nghiém ung thu hach bach huyét @ chuét va xét nghiém nhan sinh san 6 chudt), | 

drotaverin khéng cho thay kha nang gay nhiém dédc gen. | 

+ Drotaverin khéng cé anh huéng dén kha nang sinh san ctia chudt va su phat trién phdi / 

thai o chudt va tho. 

14/ Quy cach dong goi: Hdp 02 vi x 10 vién nén. 

H6p 10 vi x 10 vién nén. 

Chai 100 vién nén. 

15/ Diéu kién bao quan, han ding, tiéu chudn chat lwong cia thuéc: 

Diéu kién bao quan: Dé noi khé, tranh anh sang. Nhiét dé dudi 30°C. 

Han ding: 36 thang ké tir ngay san xuat. 

Tiéu chudn chat lwong: Tiéu chudn co sé 

16/ Tén, dia chi ciia co sé san xuat thuéc: 

CONG TY CO PHAN DUOC PHAM TIPHARCO 
15 Déc Binh Kiéu, Phuong 2, TP. M¥ Tho, tinh Tién Giang 

DT: 0273.3872.972 Fax: 0273.3885.040. 

Neay |S thang 0% nam 2022 

GIAM DOC KHOI SAN XUAT) 

TIPHARCO 

Ding Chi Tuin Guyén


