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MAPLE Pharmaceuticals (Pvt) Ltd.,
Plot # 147 Sector 23 Korangi Industrial
Area 74900 - Karichi - Pakistan.

Storage: Stare at temperature below 30°C, cool & dry place

Protect from light

To be scld on the prescription of a registered medical practifioner only.
For detailed information, please read the enclosed leaflet
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THANH PHAN: Méi vién nén chira.
Isosorbide-5-Mononitrate .............20mg.

DE THUOC XA TAM TAY TRE EM ] ,
DOC KY HONG DAN SU DUNG TRUGC KHI DUNG. |

Tiéu chuan: BP 2009
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RXThuffc ké don

Vién nén MONIS 20MG

“Doc ky hueéng dan sir dung trudc khi dung
Néu cén thém thong tin gi xin héi Y kién bdc sp”

[CONG THU'C|] mdi vién nén chira
Hoat chdt: 1sosorbide 5-Mononitrat 20 mg
Ta duwge: Avicel PH-101, Lactose D-50, Magnesium Stearate, P.V.P K-30, Primojel
(Sodium Starch Glycolate), Aerosil 200.

[Mf) TA] Vién nén tron det, mau tring, mot mit ¢é nhan hiéu 14 cdy Maple va mét mét co
chir MONIS 20.

[DUQC LUC|

Hoat tinh dwgc ly chinh ciia isosorbide-5-mononitrate, chit chuyén ho4 c6 hoat tinh cua
isosorbide dinitrate, lam gian co tron mach méu, din dén gidn tinh mach va djng mach
nhung tac dong lam gian tinh mach trdi hon. Tac dung diéu tri phu thudc vao lidu sir dung.
Ndng d6 thude trong huyét twong thap cé tac dung lam gian tinh mach, dan dén 1am ting thé
tich chira mau ngoai vi, giam hdi luu mau tinh mach va giam 4p luc cudi tdm truong tim
thét trai (tién tai). Ndng d6 thube cao trong mau ciing lam gian dong mach, do d6 lam giam
sirc can mach méu va huyét ap din dén giam hau tai.

[sosorbide-5-mononitrate ciing cé tac dung truc tiép lén sy gian dong mach vanh. Bing cach
lam giam thé tich va &p luc cudi thi tim truong, thude 1am giam 4p luc trong thanh co tim,
do d6 lam cai thién luu luong mau dudi ndi tim mac. Do d6, tac dung téng hop cla

isosorbide-5-mononitrate 14 giam tai cho tim va cai thién cén bang cung/cau oxy cho co tim.

[DUQC PONG HOQC]

Isosorbide-5-mononitrate duge hép thu hoan toan va khong bi chuyén hoa trong giai doan
diu di qua gan. Diu nay lam giam tinh bién thién ndng d6 thube trong mau & mdi ca thé va
giita c4c c4 thé v6i nhau va din dén tic dung l4m sang 6n dinh xay ra va cé thé du doan
dugc. Thoi gian ban thai cua isosorbide-5-mononitrate khoang 5 gid. Thé tich phan bd cia
isosorbide-5-mononitrate vao khoang 0,6L/kg va d¢ thanh thai toan phan xdp xi
115mL/phut. Sy thai trir xay ra do qua trinh khir nito va phan img lién hop. Céc chét chuyén
hoa dugc bai tiét chu yéu qua than. Chi khoang 2% lidu sir dung dugc bai tiét dudi dang
khong dbi qua than.

Maple Pharmaceutical (Pvt.) Ltd.



[CHI PINH]
- Phong va diéu trj con dau thét nguc.

- Bidu tri suy tim sung huyét (phdi hop véi cac thube khac).

[LIEU LUQNG VA CACH DUNG]
Liéu thong thuwdng cho ngwoi lon trong phong va diéu tri con dau thit ngue:
Ubng 20mg (1 vién), 2 lan m3i ngay hodc 40mg (2 vién) mot lan mdi ngay.

Liéu thong thwong cho ngudi Iém trong diéu tri suy tim sung huyét:
Ubng 20mg (1 vién), 2 1dn mdi ngay hoic 40mg (2 vién) mot 1dn mdi ngdy. Trudmg hop yéu

cdu lidu cao hon c6 thé dung lidu 1 vién (20mg), 3 lan mdi ngay.

Dé tranh kha ning dau diu, khuyén cio nén ting liéu tir tir.
Ngay thir nhat-ngay thir 2: % vién, 2 1in mdi ngay
Ngay thir ba-ngdy thir 4: 1 vién, 2 1dn mdi ngay.

[CHONG CHI PINH]

- Bénh nhan c6 tién sir qua man véi nitrare hodc nitrite.

- C6 dAu hiéu cta ha huyét ap

- Tinh trang séc

- Nhdi méu co tim cép tinh,

- D6 an toan va hiéu qua cua isosorbide mononitrate ¢ tré em dudi 18 tudi chua dugce thiét

1ap do d6 khéng nén sir dung.

[THAN TRONG]

Suy thén ning, suy gan nidng, nhugc giap, suy dinh dudng, gidm thén nhiét, cé tién sir ha
huyét 4p.

Vién nén MONIS 20MG khéng chi dinh diéu tri con dau thét nguc cap, trong trudong hop do
¢6 thé sir dung dang nhai hodc ngdm duéi ludi hodc dang phun glyceryl trinitrat.

Khong nén ngirg diéu tri ot ngdt ma nén gidm liéu din dan dé tranh hién tugng hdi img.

[SU DUNG CHO PHU NU CO THAI VA CHO CON BU]

Maple Pharmaceutical (Pvt.) Ltd.
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- Phuy nit ¢6 thai: khéng c¢6 dit dir liéu vé do an toan cua thude trong thai ky. Tuy nhién, cdc
thudc nhém nitrat da dugc sir dung trong nhiéu nim ma khoéng c¢6 hau qua bénh li nao. Cac
nghién ctru trén dong vat ciing cho théy thude khong gay tac dung phu cho bao thai.

- Phu ni cho con bi: chua c6 dir liéu kha nang bai tiét ciia thubc vao sira me.

Khoéng khuyén céo sir dung cho phu nir c6 thai va cho con b trir khi ¢6 chi dinh ciia béc si.

[TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC]
Thién trong khi 14i xe va van hanh may moéc d6i v&i nhitng bénh nhén gdp tac dung phu ha

huyét 4p nhu chéng mit, nhin mo.

[TUONG TAC THUOC]

Sir dung ddng thdi véi dd udng c6 cdn hodc céc thude gidn mach cé thé lam tang tac dung
ha huyét ap.

Str dung ddng thori véi cée thude chen kénh canxi c6 thé gy ha huyét ap thé ding.

Dung ddng thoi véi sildenafil c6 thé 1am tang tic dong gidn mach cia Isosorbide-5-
mononitrate, c6 kha ning din dén tic dung ngoai ¥ niing nhu ngit hoic nhdi méu co tim.

Do d6, khi diéu tri véi Monis, khong nén dung ddng thoi véi Sildenafil.

[TAC DUNG PHU]

Hau hét cac phan trng ngoai y ¢6 lién quan vé dugc hre hoc va phu thude lidu sir dung.
Nhirc ddu c6 thé xay ra khi bat diu didu trj va thudng bién mét khi tiép tuc didu tri. Ha
huyét ap, véi cac triéu chimg nhu chéng mat va budn nén kém véi ngét thinh thoang dugc
ghi nhn. Céc triéu chimg nay thudng bién mét khi tiép tuc diéu tri.

Dinh nghia cédc tin s6 xuét hién céc phan mg ngoai y: rat thudng gip (>10%), thuémg gap
(1-9,9%), it gip (0,1-0,9%), hiém gap (0,01-0,09%) va rit hiém gip (<0,01%).

Hé tim mach:

Thuong gip: ha huyét 4p, nhip tim nhanh.

Hg than kinh trung wong:

Thuodng gép: nhic dau, choang véang.

Hiém gip: ué oai.

Hg¢ tiéu hoa

Thudng gap: budn non.

it gip: non, tiéu chay.

H¢ co-xuong

Maple Pharmaceutical (Pvt.) Litc.
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Rét hiém: dau co.
Da

Hiém: ndi ban, ngira.

[QUA LIEU]

Trigu chimg: Nhirc ddu kiéu mach dép. Nhimng tridu chimg nang hon 12 kich dong, do bing
mit, toat md hdi lanh, bubn ndn, ndn mira, chéng mat, ngét, nhip tim nhanh va tut huyét ap.
Xir tri: Gay nén, sir dung than hoat tinh bang dudng ubng. Trong trudmg hop ha huyét ap
ngng, bénh nhan nén dugc dat & tu thé ndm ngira, ké cao chan. Truyén dich dudng tinh

A X
mach, néu can.

[BAO QUAN] Bao quan ¢ nhiét do dudi 30°C, noi khd mat, tranh 4nh sang.
Pé xa tim véi tré em

[PONG GOI] Hop 2 vi x 10 vién.

[HAN DUNG] 36 thang ké tir ngay san xuét
Khéng ding thube qua han sir dung

[TIEU CHUAN] BP 2009

[NHA SAN XUAT]
MAPLE PHARMACEUTICALS (PVT) LTD.
Address: Plot # 147 Sector 23 Korangi
Industrial Area 74900-Karichi, Pakistan,
Tel: 0092-21373703; Fax: 0092-21506670
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