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Mau nhan hop, vi: Hop 1 tai x 5 vi (nhdm-nhém) x 10 vién

Mau nhin vi:
VESIN120 OCEVESIN120 OCEVAI

Alverin cifraf 120 mg Alverin cifrat 120 mg
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Alverin cifrat 120 mg Alverin cifrat 120 mg
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Mau nhan hop, vi: Hop 2 thi x 5 vi (nhém-PVC) x 10 vién

Mau nhan hop:

Alverin cifrat 120 mg
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HUONG DAN S
1. Tén thudc: ® OCEVESIN 120

“Thuoc nay chi dung theo don thudc”
“Pé xa tam tay cua tré em”

“Doc ky huéng dan sir dung truée khi dimg™
3. Thanh phin cong thire thude: Mdi vién nén phén tan chira:

Thanh phz‘“ln dwoc chit Ham luwgng
Alverin citrat 120 mg
Ta duogc vira du 1 vién

Thanh phén ta duwgc: Crospovidon, natri croscarmellose, natri starch glycolat, lactose
monohydrat, mannitol. aspartam. colloidal silicon dioxid, glyceryl dibehenat,
copovidon, vanilin.

4. Dang bao ché: Vién nén phén tan (Vién nén phan tan hinh tru, mau tring, mat vién
nhan, thanh canh vién lanh lan).

5. Chi dinh:

Chdng dau do co thit co tron & duong tiéu hoa nhu hoi ching rudt kich thich, bénh dau
tai thira cua rudt két. dau do co that duong mat, con dau quan than.

Théng kinh nguyén phat.

6. Cach dung va liéu dung:

+ Cdch ding: Thude ding duong udng, hoa va phan tan vién thude trong 10-30 ml
nude, udng sau khi pha.

+ Liéu luong:

Nguoi lon (ké ca ngudi cao tudi): Uong 1 vién/lan x 1-3 1in/ngay.

Tré em dudi 12 tudi: Khong st dung thude nay.

7. Chéng chi dinh:

Man cam voi bét ky thanh phan nao caa thude.

Téc rudt hoac liét rudt.

Tac rudt do phan.

Mt truong luc dai trang.

8. Canh bao va than trong khi dung thudc:

Phai dén kham bac sy néu xudt hién céc triéu chirng madi hodc céc triéu chimg con dai
dang. xau hon, khong cai thién sau 2 tudn diéu tri.

Thude nay ¢6 chia mot lugng aspartam nén than trong voi nguoi mic bénh
phenylcetonurie (Phenylceton— ni¢u)

Thube ¢6 chira lactose nén can than trong véi bénh nhan ¢6 van dé dung nap galactose
di truyén (hiém gap), thiéu hut men Lapp-lactase hodc kém hép thu glucose-galactose
khong nén dung thude nay.

Natri: Thude nay <6 chia dudi | mmol (23 mg) natri trong 1 vién, vé co ban duogc xem
nhu “khong chira natri™
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9. Sir dung thude cho phu nir ¢6 thai va cho con bi:

- Sir dung thude cho phu nir ¢6 thai: Mic d khong gay quai thai nhung khéng nén
dL:mg thude trong thai ky mang thai vi bang ching vé do an toan trong cac nghién ciru
tién lam sang con gioi han.

- Sir dyng thudc cho phu nir dang cho con bu: Khong nén dung thude trong thoi ky
cho con bu vi bang chirng vé d¢ an toan con gidi han.

10. Anh hwong cia thude 1én kha ning lai xe, van hanh may moc: Alverin citrat ¢co
thé gdy chong mat nén than trong hay khéng st dung cho nguoi lai xe hay van hanh may
moc néu bi anh huong.

11. Twong tic, twong ky ciia thude:

Chura thay ¢6 bao cdo twong tac ctia alverin citrat voi cdc thude khac.

Tuong ky: Do chua co nghién ciru day du vé twong ky cta thude, nén khong tron thude
dung vai cac thude khac.

12. Téac dung khéng mong muén ciia thuéc (ADR):

Chua xac fiinh dugc tan sudt eap. uéng alverin citrat ¢6 thé gay ra mot s tac dung khong m
mong muon nhur sau: '

A 1 A S - : : ; 'CONGT\
H¢ thong mien dich: Phan tng di (rng, soc phan vé. CO PHAN
Heé than kinh: Nhire dau, hoa mat, chong mit. HOA DUG

VIET NA

Hé ho hip: Kho tho va/hodc tha kho khe. 3
Hé tiéu hoa: Budn non. Qw
Gan mat: Vang da do viém gan, thuong hét khi ngirng uong.

Da va mo dudi da: Ngtra, phat ban.

Huong dan cach xur tri ADR:

Cac ADR thuong nhe, khong can phai xir tri. Néu théy ngura, phat ban, can ngimg thudc.
theo ddi phan tmg phan vé tuy rat hiém xay ra.

Théng bao ngay cho bac sy hodc duogc si khi gap cic tac dung khong mong mubn nhu
trén khi str dung thude hodce bio cdo cac phan (mg c6 hai ctia thude vé Trung tim Thong
tin thudc va Theo ddi phan tmg ¢6 hai ctia thue (ADR) Québc Gia. Dia chi: 13 - 15Lé
Thanh Tong - Q. Hoan Kiém - TP. Ha Noi. Dién thoai: 024.3.9335.618; Fax:
024.3.9335642; Email: di.pvcenter(@gmail.com.

13. Qui lidu va xir tri:

Triéu chimg: Co thé gay ra ha huyét ap, cac triéu chimg giéng ngd doc atropin.

Xir Iy: Diéu tri triéu ching, ¢o thé rira da day. nén cho udng than hoat tinh trude khi
rira da day va cin ¢6 bién phip hid rg diéu tri ha huyét ap.

14. Pic tinh dwoc luc hoc:

Ma ATC: A03AX08.

Loai thude: Chdng co thét co tron.

Alverin citrat ¢6 tac dung truc tiép dac hiéu chbng co thit co tron & duong tiéu hoa va
tir cung, nhung khong danh huong dén tim, mach mau va co khi quan ¢ liéu diéu tri. Gan
day tac dung cua alverin citrat trén duong tiéu hoa dugc xéac dinh do 3 co ché: Chen
kénh calci, lam giam tinh nhay cam cua rudt, uc ché thu thé SHT)A.
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15. Dic tinh duge dong hoc:

Hdp thu: Thube hap thu qua duong tiéu hoa
Phdn bo, chuyén héa: Sau khi duge hép thu tir duong tiéu hoa, alverin citrat chuyén hoa
nhanh chong thanh chat chuyén héa co hoat tinh, ndng dé cao nhét trong huyét twong
dat duge sau khi udng 1 - 1.5 gio. Sau d6 thude duge chuyén hoa tiép thanh cac chat
khong con hoat tinh.

Thai trie: Thai trir ra nudc tiéu bang bai tiét tich cuc & than. Thoi gian ban thai trung
binh cua alverin citrat 1a 0,8 gid va cua dang chuyén hoa la 5.7 gio.

16. Qui cach dong goi:

Hop 2 tai x 5 vi (nhom-PVC) x 10 vién (Hop 100 vién).

Hop 1 tdi x 5 vi (nhém-nhém) x 10 vién (Hop 50 vién).

17. Piéu kién bdo quin, han dung, tiéu chuén chit lwgng cua thube:

- Piéu kién bao quan: Noi kho, nhiét do dudi 30°C.

- Han dung: 24 thang tinh tir ngay san Xuét.

- Tiéu chuin chit lugng: TCCS (NSX).

18. Tén va dia chi co sé san xuét:

CONG TY CO PHAN HOA DUQC VIET NAM

Dia chi: Sb 192 phé Dure Giang, Phudng Thuong Thanh, Quan Long Bién, TP. Ha
Noi, Viét Nam.



admin
Rectangle


