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MAU NHAN DANG KY THUOC 
Mau hép 10 vix 10 vién nang cting 

y ky, s6 16 san xuat, ngay san xuat va han ding duoc in phun trén hdp 
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R THUGG KE BON GMP - WHO 

SPASDIPYRIN IViIARS 
Alverin citrat 120 mg 
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HOP 10 Vix 10 VIEN NANG CUNG j | Lf | » THANK PHAN: SOK (RegNo) = 
—T Alverin citrat nsvenmemes 120mg 

oe Ta duge wie dl... 1 len nangeimg S644 SX (LoLNo}? 

NSK (Mig.Data) > 

« CHi BINH, CHONG CHI BINH, LIZU DUNG. e 
CACH DUNG VA CAC THONG TIN KHAC: Xam 7 PDT) 
trong t hudng din od dung thudc kam theo. 

+ BAG QUAN: Noi kh, tfrénh anh cdng, nhist 46 
Khéng qui 30°C. 

DEXA TAM TAY TREEM 
» Tu cHudN: Tocs BOC KY HUONG DAN SU'DUNG TRUOC KHIOUNG 

py EEStor | a iG TY PHAN OUGC PH, Tw 25 

‘arhiée) peotnl epilator) Q4, TP.HGM. Viet Nam eer 

Ill 89108011 ia Bt (84.28) 39.414.068 - Fax: (84.28) 39.415.550 

R PRESCRIPTION ONLY GMP - WHO 

SPASDIPYRIN MARS 
Alverine citrate 120 mg 
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BOX OF 10 BLISTERS X 10 CAPSULES 

a © COMPOSITION: 

an Alverine chirate: annie sonenene 120 MG CR cae 
BXCIPIONTS oo onan BO 1 apOUlE 

» INDICATIONS, CONTRAINDIGATIONS. DOSAGE, 
ADMINISTRATION AND OTHER INFORMATION: 
Sea the enclosed leatet, 

~ STORAGE: In dry place, protect om ght 
ata temperature not exceeding 30° 

OUT OF REACH OF CHILDREN 
+ SPECIFICATION: NS ‘SEE CAREFULLY THE PRESCRIPTION BEFORE USE 

Manutacturer: 
4°25 CENTRAL JONT-STOCK iY _— 

a 4488 Nguyen Tat Thanh St, Ward 18, DisL4, HCMC, Viemam 
—, Tek: (84.28) 89.414.966 - Fax: (84 20) 39.415.550 
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MAU NHAN DANG KY THUOC 
Mau nhan chai 60 vién nang cting 

= THANH PHAN: M&i vién nang cung chua: Ry THUSC KE BON GMP-WHO ies Silonn jute Pepe ” 
Alverin citrate ane. TOM CACH DUNG VA GAG THONG TIN KHAC: 
TA DUGG VIE TD coscscsses 1 Wid un Xem trong te hueng din sit dung thuéc = winners = SPASDIPYRIN MARS =z" ° 

+ CHI OINM: Alverin citrat 120 mg 
Gtim ce that ed tron nhu él ching rust 
kich thieh, Donn dau tu) tia dai trang va 
dau bung kinh nguyén phat 

* BAO QUAN: Noi khd, trénh 4nh sang, nhiet 
8 khong qua 30°C. 

+ Tu chuAN: ToCS 
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Cdsd sin ae: 
CONG TY CO PHAN Oud PHAM Tw 25 

PF 4 TAM TAY TRE FMA, (ave oo ‘TS Thanh. P 18, 0.4, TP.HCM, 
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x Thi hi di ‘theo don thudc 8. Anhhudng cla thudc lan kha nang Idi xe, vgn hanh may méc mente ney cuaing Thudc c6 thé gay chéng mat. VI vay, khdng Idi xe howe van hanh may méc néu bj anh 
hudng. 

SPASDIPYRIN MARS 9. Tudng tde, tuong ky cia thud 
7 Chua oé ghi nhan. Vién nang cting Do khéng 06 cde nghién edu vé tinh tuong ky cila thudc, khong tron in thud nay vdi cdc 

thud khdc. 
of xa TAM TAY TRE EM. 10. Téedyng khéng mong mu6n cilathude BOC KY HUGGNG DAN SU DUNG TRUGC KHI DUNG. Cac t4c dung khéng mong mudn duge phan loai thea tdn xudt: Rat thudng gap (ADA 2 1/10); 

thuding gdp (1/100 s ADR < 1/0); ft g&p (1/1000 < ADR < 1/100); higm gap (110000 = 
1. Thanh phdn cing thie thud ADR < 1/1000); rdt him gap (ADR < 1/10000); khdng dugc biét (khdng thé ute tinh ti da 

Thanh phn duge chat: ligu hign 6} . Alverin citrat 120mg Cac tac dung ase Mong mudn d4 dude quan sat thay nhu sau: 
Thanh pha tf duge: Tinh bot sn, Lactose monohydrat, Microcrystalin cellulose 102, an parade ihiSodity Colloidal silicon dioxyd, PVP K30, Natri croscarmellose, Talc, Magnesi stearat Aa jen hanide nity . phanung djing. 

~via dil vién nang edng. Khdng duce bigt: Chéng mat, dau du. Thanh phan vd nang: Gelatin, Titan dicxid. Rél loan h6 hap, Ibag ng ye va trung thé 
2 Dang bao che Khéng dude bigt: knd thd va node thd khd Kha, - Dang bao ché: Vien nang cing. ROl loan teu hda - M6td sdn phdm: Vien nang cong mautrdng. Khéng duge biét: Budn nén. 
3. Chi djah ; oo ROl loan gan mat Gidm co that co tron nhu'hdi ching rudt kich thich, bénh dau tii thiza dai trang va dau byng Khdéng duge biét: Vang da do viém gan (thudng hét khi ngung thuéc), xét nghiam chic nang kinn nguyén phat. gan bt thutng. 
4, Ligu ding, cach ding Aét loan da va m6 dudi de 

Léuding Ee 3 Khéng duge biét: Ngda, phat ban Ngudi én va ngudi cao tusi: MBi dn 1 vign, 1 -3 idn/ngay. Thong bdo ngay cho bac sT hodc duge sf khi gap cdc t4c dung khOng mong mudn nhu trén Tré em dudi 12 tuéi: Khéng khuyén cdo sit dyng. khi sd dung thudc hogc bdo cdo cde phan Ung cd hai cla thudc vé Trung tm Théng tin thuBe Cach ding va Theo dai phan ving 66 hai cla thudtc (ADR) Quéc Gia. Ding dung wing. 11, Qud H1uva cdch xi tri 5. Chong chi djnh Trigu ching qua liu: 06 thé gay ha huyét 4p va trigu ching nhidm de gigng atropin. > Ligt rudt. Xit1y qua liu: gi6ng nh diéu tri ngd dc atropin vdi ligu phap hd tro didu tri ha huyét dp. - Tde mit. : ; Truting hgp ti vong ad xdy ra khi sv dung qud lidu véi lidu rét cao. + Qud mdn vdi Alverin citrat hoac bat ky thanh phdn nao cla thud. 12. Dac tinn duge yc hoc, duge dgng hoc 6. Cdnh bdo va thgn trong khi ding thude Ougc lychee 
Néu ida ddutién g&p cdc triqu chiing nay, cn tham khdo y kién olla bac sTtrude khi dp dung Nhém duge ly: Nhoém thudc khdc trong diéu tri roi loan chile nang tiu hoa. bat ky bign phdp digu tri nao. Ma ATC: A03 Ax08 kh6ng dudc sii dung SPASDIPYRIN MARS va cdn g&p bade sf.cang sém cang tét néu thudc Alverin citrat la thude ch6ng co that o6 tac dung truc tigp trén cd tron. bat ky truting hop nao sau day: Alverin citrat la thudc chdng co that ed tdc dung chuyén biét trén cd trdn 6 dubng tigu ha va = Ti 40 tudi tro lén. tif cung nhung khéng anh hudng dén tim, mach mdu va vd co khi quan 8 ligu digu tri. + Tiéu ra mau. Duge dong hos - Cam gidc mét mdi hodc budn ndn, Sau khi uéng, Alverin nhanh chong chuyén hda thanh chat chuyén héa so cdfp o¢ hoat tink, ~ Mat cdi gidc ngon migng hod sut can. sau 06 SB dude chuyén hda thanh chat chuyén hda thit ofp, Céo chét chuyén héa c6 66 + Tréng nhot nhatva cdm gide mét mdi. thanh thdi than cao cho thay chiding duge thai tri thdng qua sy bai tiét tich cc @ thn. Néng . pag bén nang. 9 dinh trong huyét tuong cila chat chuyén hda cd hoat tinh nhét dat dude tis 1 - 1,5 gid sau rs khiudng. ~ Dd di du Jich nude ngoai gan day. Thdi gian ban thai trung binh cila Alverin trong huyét tuong ld 0,8 gia va chat chuyén hda sd ~ Bang mang thai hodc nghi ngd mang thai. cap la 5,7 gid. ~ Xudt huyét 4m dao bat thudng. 13. Quy cdch déng gi ~ Khé khan hode dau khi di tigu. Chai 80 vién nang eding. Tham khdo y kién cia béc si néu xudt hign pe trigu ching raants cdc tridu chung tro H6p 10 vix 10 vién nang cting. nén nang thém, hoge cdc trigu ching khéng cai thign sau 2 tudn digutri. 14. Diduki ai ding va tiéu chudn chat} thu 

Thanh phén thude 06 chia lactese, vi vay khong nén sit dung 8 nhdng benh nhdn bj di " marie pear en rl anh po nhigt > pi me ‘C. wes O8p, khong dung nap galactose, thiéu hyt lactose hoac kém hap thu glucose - | Handang: 36 thdng (ke ty ngay sn xu} 
gi 2 . ' 7 + Tiéu chudn chat lugng:TCCS. San phdm c6 ft hon 1 mmo! Natri (23 mg) trén mi vién, do dé cd thé xem nhu “khéng cé Natri”. 15. Cosd sin xudt 

7, Sitdung thudt cho phy ni cd thal va cho con bd CONG TY C6 PHAN DUGC PHAM TW 25 Di khong gay qui thai nhung khéng khuyén cdo su dung trong thai ky hodc dang cho con bd 448B Nouyén Tat Thanh, P.18, 0.4, TP.HCM, VIET NAM viding chiing vé 46 an toan trong cdc nghign cdu tién lam sang con han ché. GMP-WwHO DT: (84:28) 30.414.968 FAX: (84.28) 39.415.550 Khong cé diliqu vé tdc dung cla Alverin citrat d6i di kha nang sinh san cla con ngudi. 
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