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SECONDARY PACKAGING

farmaprim

Rx Prescription only

~ ZINMOST® 250

Mesalazine 250 mg

For rectal use

ZINMOST® 250

’ 2 blisters x 7 rectal suppositories

trang c6 chira mesalazin 250 mg. SBK: XX-XXXXX-XX. Chi dinh, cach dung, chong chi dinh va cac |
thong tin khac: xem trong t& hu’érng dan st dung thuoc kém theo. So 16 SX, NSX, HD: xem “BATCH", |
“MFG”, “EXP" trén bao bi. Tiéu chuan chat luong: nha san xuat. Bao quan thudc & dudi 30°C trong bao

bi goc, tranh anh sang va do am. Dé xa tam tay tré em. Doc ky hwéng dan sir dung trwéc khi dung.
San xuat tai Moldova bai: Farmaprim LTD, 5 Crinilor street, Village Porumbeni, Criuleni reg., MD-4829 -
Moldova.
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2 blisters x 7 rectal suppositories

Composition: Each rectal suppository contains mesalazine 250 mg. A()\ 04 N6
Indication, Administration, Contraindication and Other information: see the package insert. R 1 %
| Quality specification: In house. Q ~nA A 1
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ZINMOST® 250

(Vién dat truc trang mesalazin 250 mg)
Thude nay chi ding theo don thudc. Dé xa tam tay tré em. Poc ky huéng dan sir dung tricée
khi ding.

1. Tén thudc: Zinmost® 250

2. Thanh phan: Mdi vién dat truc trang c6 chira:
- Théamh phan hoat chdt: Mesalazin 250 mg.
- Thanh phan té dwoc: Chét béo ran.

3. Dang bao che: Vién dit truc trang
- Mo ta san pham: Vién dat hinh vién dan mau xam nhat dén mau xdm c6 4nh mau be hoic
mau hong. Rudt vién réng, phan day ctia vién 16m vao trong.

4. Chi dinh

Vién dit truc trang Zinmost® 250 dugce chi dinh dé:

- Bidu tri dot cAp tinh tir nhe dén vira ctia viém loét dai trang. Thudc dic biét thich hop dé ding
cho nhitng bénh nhéan bi viém loét & nhitng doan rudt xa (truc trang va dai trang sigma).

- Duy tri su thuyén giam ctia bénh viém loét dai trang.

5. Liéu dung, cach ding

Nguoi I6n: 3-6 vién dit truc trang Zinmost® 250 mg mdi ngdy, chia thanh nhiéu lan dung trong
ngay trong d6 liéu cudi cing trong ngay s€ dung trude khi di ngu.

Nguoi gia: Néu chirc ning than ctia bénh nhan khong bi suy giam thi c6 thé dung lidu gibng
nhu liéu cho ngudi 16n.

Tré em: Chua c6 khuyén céo vé liéu dung cia vién dit truc trang Zinmost® 250 cho tré em.
Dwong dung: Dat truc trang.

Néu bénh nhan quén dit mot lidu thudc, thi nén dat lidu thude da quén ngay khi nhé ra. Néu
gén t6i thoi gian ding lidu tiép theo, hiy bo qua lidu da quén va ding lidu tiép theo nhu binh
thuong. Khong duge dit gop doi lidu dé bu lai lidu da quén.

Khong c6 yéu ciu gi dic biét vé viée xtr ly thubc sau khi sir dung,

6. Chong chi dinh

Chdng chi dinh ding thudc Zinmost® 250 cho nhitng bénh nhén:

- C6 tién swr nhay cam véi cac mudi salicylat hodc than nhay cam véi sulphasalazin.
- Bénh nhén bi suy thdn néng (GFR <20 ml/phut).

- Tré em dudi 2 tudi.

7. Cénh bo va than trong khi ding thudc

Phai than trong khi dung thudc Zinmost® 250 & ngudi gia va nén dung thudc nay cho nhing
bénh nhén cé chirc nang than binh thuong.
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Réi loan & thdn: Mesalazin dugc thai trir nhanh chéng & than, chi yéu dudi dang céc chét
chuyén héa 1a acid N-acetyl-5-aminosalicylic. O chudt cdng khi tiém tinh mach liéu cao cta
mesalazin d4 gdy ra doc tinh & cau than va dng than. Phai that than trong khi dung thudc nay &
nhitng bénh nhan bi suy than nhe va vira. Phai ngirng dung thudc Zinmost® 250 néu chirc ning
than cua bénh nhén bi suy giam thém. Néu bénh nhén bi mét nuée thi phai nhanh chéng cén
biang nudc va dién giai vé mirc binh thudng cho bénh nhén.

Rét hiém khi ghi nh4n bénh nhan bj rdi loan mau nghiém trong khi ding mesalazin. Phai tién
hanh danh gia v& mait huyét hoc néu bénh nhén bi chay mau, thdm tim, ban Xuét huyét, thiéu
mau, s6t hodc dau hong khong rd nguyén nhan. Phai ngimg diéu tri néu nghi ngd hodc da co
bang chimg cho thiy bénh nhén bi ri loan méau.

8. Sir dung thudc cho phu nir ¢6 thai va cho con bu

Chua c6 théng tin vé viée str dung vién dit truc trang mesalazin c6 thé gdy quai thai; tuy nhién,
mot lugng nhé mesalazin cé thé di qua dugc hang rao nhau thai hoac dugc bai tiét vao stra me
sau khi diéu trj voi sulphasalazin. Phai than trong khi ding thuc Zinmost® 250 trong giai doan
mang thai va chi ding khi l¢i ich vuot trdi nguy co. Phai tranh ding thudc Zinmost® 250 trong
giai doan dang cho con bt trir khi thuc su can thiét.

9. Anh hwéng 1én kha niing lii xe, vin hanh may moéc
Chua c6 bang chirng vé anh hudng cua thudc nay 1én kha néng lai xe, vadn hanh may moc.

10. Twong tic, twong ky cia thude
e Tuong tac
Diing ddng thoi thude Zinmost® 250 véi cac thude khac ma da duge biét 1a c6 doc tinh
tai than nhu cac thudc chéng viém khéng steroid (NSAIDs) va azathioprin c6 thé lam
tang nguy co gdp cac phan Ung tai than.
e Tuong ky: do khdng cé céc nghién ctru vé tinh tuong ky ctia thude, khong tron 14n thude
nay véi cac thude khac.

11. Tdc dung khéng mong mudn

Céc tac dung khong mong mudn chi yéu giip phai & da day-rudt, bao gdm budn non, tiéu chay
va dau bung. Ciing d c6 béo cdo bénh nhan bi dau dau.

Di c6 mot s6 béo cdo hiém bénh nhan bj giam bach ciu, giam bach cau trung tinh, mét bach
cdu hat, thiéu mau do suy tiy xwong va giam tiéu ciu, rung toc, bénh than kinh ngoai bién,
viém tuy, céc bat thudng chirc nang gan va viém gan, viém co tim va viém mang ngoai tim, xo
héa phdi, phan tng di tng, c4c phan Gng giéng nhu lupus ban dé va phat ban (bao gdm ca may
day), viém than k&, hdi ching than hu khi didu tri véi mesalazin duong udng. Céc tac dung
khéng mong mubn nay thudng mét di khi ngimg ding thude. Ciing da ¢6 béo cdo bénh nhan bi
suy than. Trong qué trinh diéu tri véi mesalazin néu bénh nhan bi rdi loan chirc ndng than thi
phai xem xét &én viéc bénh nhén c6 thé bi nhiém ddc than.

Mesalazin c6 thé rat hiém khi 1am trdm trong thém céc triéu chiing viém dai trang, hoi chung
Stevens-Johnson va hng ban da dang.

Khong ghi nhan céc tdc dung khong mong mudn khac nhw khi ding sulphasalazin, vi du giam
s6 lugng va chét lwong tinh tring déi véi vién dit truc trang mesalazin.
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C6 thé xay ra phan g kich ting tai chd nhung hiém sau khi dung vién dit truc trang c6 chira
mesalazin.

12. Qud lidu va cdch xir tri

- Triéu chimg: Khong c6 dit lidu vé st dung thude qua lidu, khong dung qué liéu chi dinh cta
thudc.

- Xt tri: Chua c6 thudc giai doc dic hiu trong trudng hop dung quaé lidu. Tich cuc theo doi dé
c6 bién phap x1r tri kip thoi.

13. Pic tinh dwgce luwe hoc

Nhém duge ly: Acid aminosalicylic va cac thude tuong ty.

Ma ATC: AO7ECO02.

Mesalazin 14 mét trong 2 thanh phan c4u thanh nén sulphasalazin, thanh phan cAu thanh con
lai 1a sulphapyridin. Sulphapyridin chil yéu gy nén céc tac dung khong mong mudn khi didu
tri v6i sulphasalazin, trong khi mesalazin dugc biét 1a c¢6 hoat tinh trong diéu tri viém loét dai
trang. Vién dit truc trang Zinmost® 250 chi c6 chita duy nhét thanh phén c6 hoat tinh la
mesalazin.

14. Piac tinh dwgc dong hoc

Vién dit truc trang Zinmost® 250 duge bao ché dé dua mesalazin truc tiép dén vi trf 6 tac
dung & phan rudt xa (truc trang va dai trang sigma).

Duoc dong hoc noi chung ctia mesalazin:

Hip thu

Mesalazin dugc hap thu nhiéu nhét & t4 trang va it nhit & dai trang sigma.

Chuyén héa

Mesalazin dwoc chuyén hoa & niém mac rudt va & gan dé tao thanh chét chuyén hoa khong co
hoat tinh dugc ly la acid N-acetyl-5-aminosalicylic (N-Ac-5-ASA). Qua trinh acetyl hoa duong
nhu khong phu thudc vao kiéu hinh acetyl hoa ctia bénh nhan. Mot sb qua trinh acetyl hda cling
xéy ra do hoat dong ctia cac vi khudn dudng rudt. Mesalazin va N-Ac-5-ASA gin véi protein
huyét tuong 14n luot 1a 43% va 78%.

Thai trie

Mesalazin va chit chuyén héa N-Ac-5-ASA duoc thai trir qua phén (con dudng thai trir chinh),
than (dao dong tir 20% dén 50%, phu thudc vao muc dich stt dung, dang bao ché va duong
ding) va mét (mot lugng nho). Thude duogc thai trix & than chu yéu dudi dang céc chét chuyén
hoa la acid N-acetyl-5-aminosalicylic. Khoang 1% tong lidu dung duong udng ctia mesalazin
duoc bai tiét vao sita me, chu yéu dudi dang N-Ac-5-ASA.

15. Quy cdch dong géi
Hop 2 vi x 7 vién dét truc trang.

16. Pi¢u kién bio quan
Béo quéan thudc & dudi 30°C trong bao bi gde, tranh 4nh séang va do im.

17. Han dung
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24 thang ké tir ngdy san xuét.

18. Ti¢u chuin chit lwong
Nha san xuét.

19. Tén, dia chi ciia co' sé san xuét thudc
Farmaprim LTD
5 Crinilor street, Village Porumbeni, Criuleni reg., MD-4829 - Moldova
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