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BOC KY HUONG DAN SU DUNG 
Chi dinh, cach dung, chéng chi dinh va cde TRUOC KHI DUNG 
théng tin khdc: 
Xin xem hung dan sti dung kem theo. 
Diéu kién bao quan: Bao quan trong bao bi Tiéu chugn chat lugng: BP 
kin, noi khé rao, tranh anh sang, dnhiat dd Xudt xt/Origin: Bangladesh 

duai 30°C. DNNK/Importer: 

Rx Prescription Drug Box of 3 blisters x 10 capsules 

iil 
Composition: Each hard capsule contains: Li 
Averine trate, 60 mg, 

He ieanons, admi 
instruction in th 
Storage condit 
Specification: BP. 
KEEP OUT OF REACH OF CHILDREN - READ THE LEAFLET CAREFULLY BEFORE USE 
Reg.No.(SBK): 
Batch No.({LSx): 
Mfg. Date (NSX}: 
Exp. Date (HD): 

tions and other information: Please carefully read the 
leaflet. 

ns: Store at temperature below 30°C. Protect from light and moisture. 
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Rx-Thuée nay chi ding theo don thuéc 

DAROLEN 60 CAPSULE 

(Alverin citrat 60 mg) 

“Doe kt nedng dan sir dung tréc khi ding” 

“Dé xa tam tay tré em” 

1. THANH PHAN CONG THUC THUOC 

Méi vién nang cimg chita: 

Thanh phan hoat chat: 

Alverin citrat .............0008 60 mg. 

Thanh phan ta duge: 

Tinh b6t ngé, magnesi stearat, vd nang cig sé 3. 

2. DANG BAO CHE 

Vién nang ctmg. 

Mé ta dang bao ché: Vién nang cimg chita bét cém mau trang dén trang nga, déng trong vé nang 

s6 3 voi phan n4p mau xanh (in ‘ALV’) va phan than mau xanh (in sé 60’). 

3. CHi DINH 
Alverin duge sit dung dé chéng co that co tron 6 dudng tiéu héa nhu h6i ching rudt kich thich, 
bénh dau tui thira cia dai trang va théng kinh nguyén phat. 
4. LIEU DUNG, CACH DUNG 
Liéu ding 
Nguoi Idn (ké ca ngudi cao tudi): 1-2 vién/lan x 1-3 lan/ngay. 
Tré em dw6i 12 tudi: Khéng nén ding. 

Cach ding . 
Str dung duong uéng. 

5. CHONG CHi DINH 

- Qué man véi alverin hoe bat ctr thanh phan nao cilia thuéc. 

- Tac rudt. 

- Liét rudt. 

6. CANH BAO VA THAN TRONG KHI DUNG THUOC 

Can than trong khi din g alverin 0: 

- Bénh nhan 40 tudi tré 1én. 
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- Bénh nhan cé mau trong phan. 

- Bénh nhan dang 6m hoc non. 

- Bénh nhan bi mat cam gidc ngon miéng hodc giam can. 

- Bénh nhan nhin nhot nhat va cam thay mét mdi. 

- Bénh nhan dang bi tao bén nang. 

- Bénh nhan bi sot. 

- Bénh nhan vira mdi di du lich nuéc ngoai vé. 

- Bénh nhan dang hoac cé thé mang thai. 

- Bénh nhan bi chay mau hoac cé dich am dao bat thudng. 

- Bénh nhan khé di tiéu hoac c6 dich 4m dao bat thudng. 
= 

- Bénh nhan khé di tiéu hodc bi dau khi di tiéu. : 

Bénh nhan nén di khém bénh néu xuat hién cdc triéu chttng méi hoc cdc triéu chimg con dai wt 

dang, x4u hon, hoac khéng cai thién sau 2 tuan diéu tri. oe 

7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU at 

St dung cho phu nif cé thai ag 

Khong nén ding thuéc trong thai ky mang thai vi bang chimg vé dé an toan trong cae nghién ctru 
1am sang van con han ché. 

St dung cho phu ni cho con bi 

Khong nén ding thudc trong thoi ky cho con bi vi bang chimg vé dé an toan trong cdc nghién ctu 
lam sang van con han ché. 

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC 

Thuéc cé thé gay chong mat, nhite dau. Khong lai xe, van hanh may moc khi gap tac dung khong 

mong mu6n cua thudéc. 

9. TUONG TAC, TUONG KY CUA THUOC 

Tuong tac cia thuéc 

Chua c6 nghién ctru nao vé tuong tac cia thuéc. 

Tuong ky ciia thuéc 

Do khGng cé céc nghién ciru vé tinh twong ky cua thudc, khéng tr6n lan thudc nay véi cdc thudc 
khac. 

10. TAC DUNG KHONG MONG MUON CUA THUOC
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Nhiing tac dung khong mong muén sau day dugc s4p xép theo hé théng cla co thé va mite dé tan 

suat: Rat thudng gap (= 1/10); thudng 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), khéng r6 (kh6ng thé usc tinh tir 
dir liéu hién cs). 

Co quan The dung khéng mong muén 

Réi loan hé mién dich 

Khong r6 Séc phan vé, phan tg di tng 

RGi loan hé than kinh 

Khong ro Chong mat, nhire dau 

Réi loan hé hap, léng ngue va trung that 

Khong r6 Kho thé va/hoac thé kho khé 

Roi loan tiéu hoa 

Khéng 16 Buén non 

Roi loan gan mat 

Khéne 16 Vang da do viém gan (bién mat sau khi ngimg ding alverin), xét nghiém 

= chtre ning gan bat thuong 

Roi loan da va mé duwéi da 

Khong ro Phat ban, ngtra 

Huéng din cach xir tri ADR 

Théng bao ngay cho bac s¥ hoac duoc s¥ nhitng phan tmg co hai gap phai khi str dung thudc. 

11. QUA LIEU VA CACH XU TRI 

Qua liéu 

Ha huyét ap va triéu chimg nhiém déc giéng atropine nhw: chéng mat, nhip tim nhanh, gian dng 

tir, md mat, kh miéng va cd hong, kho thé hode khé tiéu. 

CAch xif tri khi ding thuéc qua liéu 

Xtr tri nhu khi ngé déc atropin va bién phap hé tro diéu trj ha huyét dp.
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Cé thé tir vong khi qua liéu véi lidu rat cao. 

12. PAC TINH DUOC LUC HOC 

Ma ATC: A03A X08 

Nh6ém duge ly: Chéng co that co tron 

Alverin citrat 14 thuéc chéng co that, cé tac dung tru tiép dac hiéu trén co tron & duong tiéu hoa 

va tir cung, nhung khong anh hung dén tim, mach mau va co khi quan 6 liu diéu tri. 

13. DAC TINH DUOC DONG HOC 

Sau khi duge hap thu tir duéng tiéu héda, alverin citrat duoc chuyén héa nhanh chong thanh chat 

chuyén héa cé hoat tinh, néng 46 dinh trong huyét tuong dat duoc sau khi uéng 1-1,5 gid. Sau dé 
thuéc dugc chuyén héa tiép thanh chat khéng con hoat tinh va duge thai trir ra nude tiéu bang bai 
tiét tich cue & than. 

Thoi gian ban thai trong huyét tuong trung binh IA 0,8 gid déi véi alverin va 5,7 gid déi voi chat 
chuyén hoa cé hoat tinh. 

14. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC 

Khong cé. 

15. QUY CACH DONG GOI 

H6p 3 vix 10 vién. 

16. DIEU KIEN BAO QUAN: 

Bao quan trong bao bi kin, noi khé rao, tranh anh sang, 6 nhiét d6 duéi 30°C. 

17. HAN DUNG: 

36 thang ké tir ngay san xuat. 

18. TIEU CHUAN CHAT LUONG: 

BP 

19. TEN, DIA CHI, BIEU TUQNG (NEU CO) CUA CO SO SAN XUAT: 
Co s6 san xuat: Incepta Pharmaceuticals Ltd. 

Dewan Idris Road, Bara Rangamatia, Zirabo, Ashulia, Savar, Dhaka-1341, Bangladesh.


