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NURITAN tablet 0.1 mg

Carelully read tha Instructions before use
‘Composition:
[Each tabial conlains: Desmopiessin acelate..0.1 mg
{equivalent lo Desmopressin 0.089 mg)
Indications, contraindications, dosage and
administrations, precaution and other
infermation: Please read the enciosed package
insen for detail instructions.
Storeintight al below 30°C.
Quality specification: BP 2022

Keep out of reach of children
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Rx Thude nay chi ding theo don thude

NURITAN Tablet 0.1 mg

Poc ki hwong din siv dung trwée khi ding. Pé xa tAm tay tré em.

1. TEN THUOC
NURITAN Tablet 0.1 mg

2. THANH PHAN
M&i vién chira:
Thanh phan hoat chét:
Desmopressin acetate ............... 0,1 mg

(twong duong Desmopressin 0,089 mg)
Tharnh phdn td duoe: Lactose monohydrate, Corn starch, Povidone K30, Magnesium Stearate

3. DANG BAO CHE

Dang bao ché: Vién nén

Hinh thtte: Vién nén mau tring, hinh bdu duc, mdt mét cé vét khia, mat con lai khic chir “NK17,
4. CHI PINH

Vién nén desmopressin acetate dugc chi dinh cho:

- Piéu tri déi thao nhat trung wong nhay cam véi vasopressin.

- Didu tri chiing da niéu/khat nhidu sau phiu thuit cit bo tuyén yén.

- Diéu tri chimg d4i dAm ban dém nguyén phat.

5. LIEU DUNG VA CACH DUNG

Diing dutmng udng

Diéu tri dadi théo nhat

Liédu ding tiy thudc véo timg bénh nhan dai thao nhat nhung kinh nghiém 1am sang cho thdy téng
lidu dung hang ngay thuong nim trong khoang tir 200 microgam dén 1.200 microgam. Liéu khai
dau phit hgp cho ngudi 16n va tré em 13 100 microgam ba 1An m3i ngay. Sau do, nén diéu chinh lidu
dung nay phit hop véi dap tmg cua bénh nhan. Dbi véi phin 16n bénh nhan, lidu duy i 1a tir 100
microgam dén 200 microgam ba ldn mai ngay.

Diéu tri chitng da niéu/khdt nhiéu sau phéu thudt cdt bé tuyén yén.

Liéu dung ctia vién nén Desmopressin acetate nén duge kiém soat bing cach do do thAm thiu nudc
tiéu.

Piéu tri chirng ddi dam ban dém nguyén phat:

Tré em (tir 5 tudi) va ngudi 16n (dén 65 tudi) c6 kha ning cd dic nude tidu binh thudmg bi d4i dam
ban dém nguyén phét nén ding 200 microgam trude khi di ngt va chi khi cén thiét mai tang lidu 1én

400 microgam.
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Nén ddnh gia lai nhu cdu diéu tri tiép tuc sau 3 thang bang céch nglmg ding vién Desmopressin
acetate trong it nhét 1 tudn.
6. CHONG CHI PINH
Chéng chi dinh diing thude nay trong cac truong hop:
- Qué mén véi desmopressin hodic bat ky ta duoc ndo.
- Suy tim va c4c tinh trang khéc ¢in diéu tr bang thude loi tidu,
- Khi ding dé kiém soét ching dai dim ban dém nguyén phat, vién nén Desmopressin acetate
chi nén diing cho nhitng bénh nhén ¢6 huyét 4p binh thuong.
- Trude khi ké don vién nén Desmopressin acetate, can loai trir chan dodn chimg khét nhiéu
do tdm ly va lam dung ruqu.
- Desmopressin khong nén dugc ké don cho bénh nhén trén 65 tudi dé didu tri ching dai dam
ban dém nguyén phét.
- Giam natri huyét.

- Hoi chimg tiét hormone chdng bai nigu khdng thich hop.

7. CANH BAO VA THAN TRQNG KHI DUNG THUOC

Bénh nhan méc cdc vin d& di truyén hiém gap vé khong dung nap galactose, thiéu hut Lapp lactase
hoic kém hép thu glucose-galactose khong nén ding thude nay.

Cén thén trong v&i nhitng bénh nhén bi suy gidm chire ndng than va/hodc bénh tim mach hodc xo
nang. Trong bénh thdn man tinh, tac dung chéng bai niéu cua vién nén Desmopressin acetate s€
thip hon binh thudng.

Khi str dung vién nén Desmopressin acetate dé diéu tri ching déi ddm, phai han ché thu nhan dich ==

dura vio co thé tir 1 gior trude cho dén 8 gior sau khi dung thudc. /"
Bénh nhén dang duoc didu tri chimg dai ddm ban dém nguyén phét nén duge canh béo trdnh ubng ‘j';';;],
nudée khi boi va ngimg st dung vién nén Desmopressin acetate trong thoi gian ndn mua va‘hodc tiéu ;)"(\'Q
chay cho dén khi can bing dich tré lai binh thuong. B

Cén thyuc hién cée bién phap phong ngira dé ngiin nglra tinh trang r dich trong cédc tinh trang dic =L
trung boi mét cAn bang dich va/hodc dién giai, bénh nhan ¢6 nguy co ting &p lue ndi so.

Trong qué trinh diéu tri voi desmopressin, cdn theo doi chat ché trong lugng co thé va huyét 4p coa
bénh nhéan.

8. SUDUNG CHO PHU NU' CO THAI VA CHO CON BU

Phu nir ¢ thai:

Dft liéu v& mot sb luong han ché (n = 53) phu nit c6 thai bj dai thdo nhat ciing nhur dft ligu vé& mot sd
lwong han ché (n = 54) phy nix c6 thai méc bénh von Willebrand cho thdy khong co tac dung bét lgi
ndo cha desmopressin trén sy mang thai ho#ic trén sttrc khoe ciia thai/tré so sinh. Cho dén nay, chua
6 cée dit 1iéu vé dich t& hoc khéc 6 lién quan. Cac nghién ciru trén dong vat khong cho théy tac
dung co hai true tiép hodc gian tiép dbi véi su mang thai, sy phét trién cia phoi/thai, su sinh dé

hodc sy phat trién sau khi sinh.
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Cén than trong khi ké don cho phu nit ¢d thai,

Céac nghién ciru vé kha ning sinh san chua duoc thyue hién, Phén tich in vitro cdc mé hinh mui nhau
& ngudi da cho thiy khéng cé bat ki su van chuyén ndo ctia desmopressin qua nhau thai khi duge
str dung & ndng dé diéu tri twong ing v6i lidu khuyén céo.

Phu nii cho con bi:

Céc két qua tir sur phan tich sfta ciia cdc ba me cho con bl diing liéu cao desmopressin (300 pg ding
trong miii) cho thdy lugng desmopressin c6 thé duge chuyén dén tré thi it hon déng ké so voi luong
can ¢é dé anh hudng dén su bai niéu.

9. TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY

Thube nay cé thé gdy ra budn ngi va chong mat va ¢é thé anh huéng dén kha nang 141 xe va van
hanh may moc.

10. TUONG TAC, TUONG KY CUA THUOC

Twong téc thude:

Céc chit dd dugc biét gdy ra hoi ching tiét hormon chéng bai niéu khéng thich hop, vi du thude
chéng trdm cam 3 vong, thube trc ché tai hép thu serotonin chon loe, chlorpromazine va
carbamazepine, ¢6 thé gdy ra tac dung chdng bai nidu cong hgp dan dén ting nguy co  dich/giam
natri huyét.

Thudc chdng viém khong steroid (NSAID) c6 thé gay W dich/giam natri huyét.

Viée diéu tri dong thot véi loperamide cé thé lam ting ndng d6 desmopressin trong huyét twong gip

3 l4n, din dén nguy co 1 dich va/hodc giam natri huyét cao hon. Mic dii chua duge nghién ctu cu

thé, nhung cdc thube 1am chdm qué trinh vin chuyén cé thé gdy ra tdc dong twong ty. ﬁ“@g
Mt bita an tiéu chudn chira 27% cht béo lam giam dang ké tée do va mirc 40 hdp thu cla liéu 0,4 b;(\‘
mg desmopressin dudmg ubng. Mic du diéu nay khong anh huéng dang ké dén tac dong duge lyc %
hoe (san xudt nude tidu va do tham théu), nhung & liéu the"ip hon, kha ning anh huéng van cé thé ;w
Xay ra. Néu nhan thz"iy hiéu qua thude giam sut, cdn xem xét tac dong cua thirc an trude khi quyét = g/ofﬁ
dinh ting lidu. o

Twong ky thude:

Do chua ¢6 nghién ctru vé kha ning tuong thich, khéng duge trén 1an thudc nay véi cac thudc khéc.
11. TAC DUNG KHONG MONG MUON

Dicong tiéu hoa:

Bau da day, budn non, dau bung, nén

Réi loan hé than kinh:

Dau dau

RAt hiém: 16i loan cam xtc o tré em.

Da/Toan thin:

Phén {mg di (ng da va phan Gng dj tng toan than nghiém trong hon.

Diéu tri bang desmopressin ma khong giam lwong dich dwa vao co thé c6 thé din dén tinh trang &
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dich/giam natri huyét kém theo céc triéu chimg dau ddu, budn ndn, nén, ting can, giam natri huyét
thanh va trong truémg hgp nghiém trong la co giat.

Théng bao cho béc si nhitng tic dung khéng mong mudn gip phai khi sir dung thube.

12.  QUALIEU VA XU TRi

Qud liéu: Dung qua liéu thude nay dan dén thoi gian tac dung kéo dai ciing vai ting nguy co t dich
va giam natri huyét.

Xik tri: Mic di viée didu tri giam natri huyét nén theo timg bénh nhan nhung khuyén cdo chung sau
ddy c6 thé duge dua ra: ngimg didu tri desmopressin, han ché dich va diéu tri tridu chimg néu cin
thiét.

13. CACPAC TINH DUQC LUC HQC

Nhém duoe [y: Hormon thity sau tuyén yén

Ma ATC: HOIB A02.

V& tac dung sinh hoc, desmopressin khéng khéc bit véi vasopressin. Tuy nhién, desmopressin diic
trung boi hoat tinh chéng bai niéu cao trong khi tdc dung co tr cung va van mach lai cye ky thap.
14. CACDPAC TINH DUQC PONG HQC

Sinh kha dung tuyét déi ctia desmopressin ding dudomg ubng thay déi tir 0,08% dén 0,16%. Nong do
tbi da trong huyét twong trung binh dat duge trong vong 2 gid. Thé tich phan bd 14 0,2 - 0,32 I/kg.
Desmopressin khong qua hang rao mau ndo. Thoi gian ban thai cudi cing qua duong ubng thay doi
tir 2,0 dén 3,11 gio.

Trong cac nghién ctru in vitro véi microsome gan nguoi, khéng phat hién su chuyén héa déng ké
cta desmopressin trong gan, do dé chuyén hoa qua gan in vive khong cé kha ning xay ra.

Khoang 65% luong desmopressin hip thu sau khi udng duge bai tiét qua nudc tiéu trong vong 24
g10.

Do khéng trai qua qua trinh chuyén héa gan dang ké, desmopressin khé c6 kha #iing tuong tic voi

FA

céc thudce anh hudmg dén chuyén hoa gan. Tuy nhién, chua c6é nghién ctu chf

thite in vivo vé
tuong tac thube.

15. QUY CACH DONG GOI
Chai PE chira 30 vién.
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16. DPIEU KIEN BAO QUAN, HAN DUNG, TIiEU CHUAN CHAT LUQNG
PIEU KIEN BAO QUAN: Bao quan trong bao bi kin, & nhiét dd dudi 30°C.

HAN DUNG: 36 thang ké tir ngay san xXut.
TIEU CHUAN CHAT LUQNG: BP 2022
17. TEN,PIA CHI CUA CO SO SAN XUAT THUOC

San xuat boi:

| Agt3a) of NEXPHARM KOREA CO., LTD.
* ®  HEXPHARM KOREA 168-41, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si,

\_/—3 Chungcheongbuk-do, Han Qudc




