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MAU NHAN PANG KY THUOC

Mau hdp 10 vi x 10 vién nang cling
lang ky, s6 16 sdn xudt, ngay san xuat va han dting dugc in phun trén hép
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R THUBC KE BON GMP - WHO

SPASDIPYRIN FORTE

Alverin citrat 60 mg
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Alverin citrat 60 mg

SPASDIPYRIN FORTE

HOP 10 Vi x 10 VIEN NANG CUNG

« THANH PHAN: SOK (RegNo)
T S — Y. T i
T4 Bude VA B iwvibnnangcing 5818 SX (LotNo):

NSX (MfgDats)

« cHI BINH, CHONG CHI BINH, LIEU DUNG.  HD (ExpDate) *
CACH DUNG VA CAC THONG TIN KHAC: Xom
trong 19 hutng din s dung thusc kém fieo.

« BAO QUAN: Ndi khé, tdnh dnh sdng, nhigt 43
khéng qud 30°C

DF XA TAM TAY TRE EM
- TIEU CHUAN: TGCS DOC K HUTNG DAN SUDUNG TRUGC KHi DUNG

Cdodsdn aulit
Oﬁ CONG TY €8 PHAN DUGC PHAM Tw 25 IiII “l! ||I| “ )
WCE] 4488 Nguydn Tht Thaah, P18, 0.4, TP HCM, Vit Nam
gllg345890078117
R, PRESCRIPTION ONLY GMP - WHO

SPASDIPYRIN FORTE

Alverine citrate 60 mg
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BOX OF 10 BLISTERS X 10 CAPSULES
Ercipionts ... e 8.09.1. 1 capsule

= INDICATIONS, CONTRAINDICATIONS, DOSAGE.
ADMINISTRATION AND OTHER INFORMATION:
Ses the anclosed leafiel

« STORAGTE: In a dry place, protect from fight,
at a temperature not axceeding 30°C.
KEEP QUT OF REACH OF CHILDREN
« SPECIFIGATION: MS SEE CAREFULLY THE PRESCRIPTION BEFURE USE

. Manufacturer N°25 CENTRAL PHARMAGEUTICAL JOINT-STOGK COMPANY
n&:s 4488 Nguyen Tat Thanh St, Ward 18, Dist4. HGMC. Vietnam L
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s



admin
Rectangle

admin
Rectangle


https://trungtamthuoc.com/

~

-

~

NHAN DANG KY THUOC
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MAU NHAN DANG KY THUOC

Mau nhén chai 100 vién nang ciing

» THANH PHEAN: u& vign na.ng cung chira:
Alverin citrat 60

.- B0 Mg
Ta duge via o . u&ﬂ nmucdng

« CHiBINH:
Giam co thit ed tron niw hdi chung ruét
kich thich, b&nh dau Wi thifa dai {rang va
dav byng kinh nguyén phat.

§8185X
Nghy 8X
Han ding :
SBK

DE XA TAM TAY TRE EM
DOC K HUONG DAN SUDYNG TRUTC KHI DUNG

R THUGC KE BON

SPASDIPYRIN FORTE

Alverin citrat 60 mg

+
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GMP - WHO

+ CHONG CHI BINH 7 LIEU DUNG 1 ;
CAGH DUNG VA CAC THONG TIN KHAC:

Xem trong 14 huong alin s dung thude
kém theo

« BAO QUAN: Noi khb, trdnh anh sang, nhigt

36 khong qua 30°C

« TIEU CHUAN: TGOS

I 9I3|4"5 8 ml'fl 7 |2| U |1I

Co ed sdn ruft:
CONG TY ogpuin DYGC PHAR TW 25

T 4428 Nguybn TS Thanh, P.18, 0.4, TP, HCM.
WEE] viet wam
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MAU NHAN DANG KY THUOC: TG HUGNG DAN ST DUNG

Rx Thudc nay chi diing theo don thudc
SPASDIPYRIN FORTE
Vién nang ciing

DE XA TAM TAY TRE EM.
BOC KY HUGONG DAN SUY DUNG TRUGC KHI DUNG.

1. Thinh phdn cdng thirc thubc

Thanh phin duye chal:

AN Citrad e e 60 mg

Thanh phdn l4 duge:

Tinh bt sdn, Lactose monohydrat, Micrecrystalin cellulose 102, Colloidal sificon dioxyd,
PVP K30, Natri croscarmellose, Talc, Magnesi stearat ................_viadd 1 vign nang cing.

Thanh phan vd nang: Gelatin, Titan dioxid, Tartrazin, Sunsot yellow.
2. Dang bao che’
- Dang bao ch{: Vién nang ciing.
- M3 td sdn phdm: Vién nang ciing ndp mauvang, than mau trdng.
3. Chidinh
Gidm co tht co tron nhy hoi ching rdt kich thich, bénh dau thi thifa dai trang va dau bung
kinh nguy&n phdt.
4. Lidoding, cdch ding
Lidu ding
Noui l6n va rigui cao tudi: M3i 19n 1 - 2 vién, 1 - 3 ldn/gdy.
Cdch ding
Dang dudng udng.
5. Chdng chidjnh
- Ligtnt.
- Tdcrubt.
Qua mdn vdi Alverin citrat hoc bt ky thinh phn ndo clia thudc.
6. Cdnh béo v3 thin trong khi ding thudc
N4U 14n 04u tién g4p e tridu ching ndy, cdn tham khdoy ki€ cla bac sTtrudc khi dp dung
b&tky bign phdp ciéu tri ndo.
khdng duge s dyng SPASDIPYRIN FORTE va cdn gap bdc &7 cang sdm tang 16t néu thube
bdt ky triding hop nio sau ddy:
- TU 40 twéitrd 16n.
- Tiéu ra mdw.
~Cdm gidc mét mdi hogc budn ndn.
- Mt cdm gidc ngon midng hodc syt edn.
- Tréng nhot nhat va cdm gidc mét méi.
- Bitdo bén ndng.
- S8
- DA di dulich nude ngodi g4n ddy.
- Bang mang thai hodc nghi ngé mang thai.
- Xuat huy8t dm dac bt thudng.
- Kng khan hodc dau khi di tigy.
Tham khdo ¥ ki€n clia bdc sTnéu xudt hién thém triu chitng mé), hode cdc trigu chdng trd
nén ndng thém, hodc cdc tridu ching khdng cdi thign sau 2 tun diy tri.
Thinh phdn thusc c6 chifa lactose, vi viy khong nén si dyng & nhiing bénh nhdn bj di
truyén higm gdp, khdng dung nap galactose, thiéu hut lactose hodc kém hdp thu glucose -
galactose.
5an phdm cd it hon 1 mmol Natri (23 mg) trén mai vign, ¢o d6 o6 the xem nhu "khdng cé
Natri”.
7. Sit dyng thudc cho phy ni¥ ¢é thal va cho con by
00 khéng gdy qudi thai nhuing khang khuyén céo sir dung trong thai ky hode dang chocon bd
vibdng chiing vé d8 an todn trong cdc nghign cuu tién 1m sanp cdn han chéd,
Khng c6 di ligu vé tdc dung clia Averin citrat d4i véi knd ndng sinh san clia con nguai.

10.

1.

13.

14,

Anh huing tida thugc 16n khd nng 141 xe, vn hinh mdy méc

Thudc ¢ thé gay chdng mat. Vi vdy, khong Hi xe hogc vdn hdnh mdy mdc nél bj dnh
huéng.

Tuung tdc, twang ky cia thubc

Chua ¢6 ghinh4n.

Do khding c6 c4c nghién ciu vé tinh tuang ky cla thudz, khtng tdn (n thust ndy véi cag
thudc khdc.

Tdc dyng kh6ng mong mudn cia thuc

Gdc tdc dung khéng mong mudh dugc phdn loai theo t4n xut: R4t thuding gdp (ADR = 1A10);
thudng gdp {1100 < ADR < 1/10); & g4p (1/1000 < ADR < 1/400); hiém gip (1/10000 <
ADR < 1/1000); rt hi€m g2p (ADR < 1/10000); khéng duge hiét (khang the udc tinh tir ¢
liu hign cd)

Cde tde dyng khing mang mudh di dugc quan sét thfy nhu sau:

Adi loan h& midn dich

Kkdng duge bigt: S6¢ phan vé, phdn dng dj dng.

R} ogn hg thin kinh

Khéing duge biét: Chdng mat, dau ddu.

R} loan ho hap, I6ng nguc v4 trung that

Khéng dude bigt: kné thd va/medc tha kho khe.

A4l loan tiéu hoa

Khdng dugc biét: Buén non.

A6l logr gan mat

Khéng duge bigt: Vang da do viém gan (thuiing hét khi ngung thudc), xét nghiém chric ning
gan bat thudng.

Rl foan oz vé md dudi da

Khéng dugc bigt: Ngia, phdt ban.

Théng bdo ngay cho bac sThodc dugc ST khi gdp cdc tic dyng khéng mong muén nh trén
khi sif dung thuSe hoiic bdo c4o cdc phin dng cd hai clia thudc vé Trung tim Théng tin thudt
va Theo dGi phdn ng ¢d hai clia thudc (ADR) Qudc Gia.

Qud [tdu va cdoh xd trf

Tri#u ching qud fiu: o6 thé gdy ka huyét dp va triéu ching nhidm ddc gicng atropin.

A1y qud ligw: gitng nhu didu tri ng ddc atropin véi lidu phdp hd trg didu 1ri hg huyét dp.
Trung hidp td vong d3 dy ra khi sif dyng qud liéu véi lidu rat cao.

. Bactinh duge lye hoe, duge d4ng hge

Duge lye hoe

Nhdm duge 1: Nhdm thus khdc trong diéu tri rdi foan chic ndng tiéu hda.

M3 ATC: AD3 AX08

Alverin citrat 12 thuGc chéng co thit o6 téc dung tryc tigp trén cotron.

Alverin citrat [a thude chang co thit cd tc dyng chuyén bidt trén ca tron U dulng tidu hoa va
tlf cung nuing khéng 3ah huling a8 tim, mach mduva va cd khi qudn & lidu digatri.

Duge ding hge

Sau khi ufng, Alverin nhanh chéng chuyén héa thanh chat chuyén héa so ¢dp cd hoat tinh,
sau d4 s& dujc chuyén hda thinh chat chuyén héa thi cfp. Cdc chat chuyén hea c6 dg
thanh thai thgn cac cho thdy ching duge thi trir théng qua sy bai tidt tich cye & than. Néng
d¢ :L!Igm trong huyét tudng cla chat chuyéin nda o hoat tinh nhat dat duge L 1 - 1,5 gid sau
khi udng,

Thdi gian bdn thai trung binh cla Alverin trong huyét tudng 15 0,8 gids va chat chuyén hoa sd
cdp 13 5,7 gid.

Quy cdch ddng gdi

Chai 100 vién nang cdng.

Hdp 10 vix 10 vién nang ciing.

Bidukién bdo qudn, han dung va tigu chufn chdt ligng cia thufs

Digu kign bae quan: Noi kho, tranh dnh sdng, nhiét 46 khéng qud 30 °C.

Han ding: 36 thang (k& ¥ ngdy sin xust)

- Tidu chudn cidl lugng: TCCS.

15.
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