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MAU NHAN DANG KY THUOC
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MAU NHAN BDANG KY THUOC: TO HUONG DAN SU’ DUNG (1/2)

UPHANAL

Vién nén bao phim

DEXATAM TAY TRE EM. ;
BOE KY HLPONG DAN 8P DUNG TRUFO'C KHIDUNG.

1. Thanh phiin céng thive thude
UPHANAL®10
-Thanh phan duwoe chit: Hyoscin butylbromid R e (1|
- Thanh phan té dugc: Lactose monohydrat, Tinh b§t bép, Natri crascarmellase, Maltodextrin,
Magnesi stearat, Talc, Hypromellose, PEG 6000, Sucralose, Titan dioxyd vira dd 1 vién nén
bae phim.
UPHANAL®20
- Thanh phén duee chat: Hyoscin butylbromid.............. 20mg
- Thanh phan ta dugc; Lactose monohydrat, Tinh bt bép, Natri croscarmellose, Maitodextrin,
Magnesi stearat, Talc, Hypromellose, PEG 6000, Sucralose, Titan dioxyd vira di 1 vién nén
bao phim,
2, Dang bae ché
UPHANAL® 10
-Bang bio chd: Vidn nén bao phim.
- M6 ta san pham: Vién nén tron bao phim mau tréng, hai mattron, hoi khum.
UPHANAL®20
-Dang béo ché: Vién nén bao phim.
- Mb té sén phAm: Vidn nén trdn bao phim mau trang, hai méttran, hoi khum.
3. Chidjnh
Giam co thét co tron duwng sinh dyc - tiét nigu hodic duwdng tiéu hda. Didu bj hdl ching rudt kich thich.
4, Lidu dung, cach diing
Lidu ding:
Nguei lon; 20 mg x 4 IAn/ngay, D4i véi didu trj h trg lam gidm trigu chirng hdl chirng rudt kich thich,
6 thé khai ddu bing lidu 10 mg x 3 1&n/ngay; khi can thiét co thé tang lidu dén 20 mg x4 13n ngay.
Tré em 6-12 tudi: 10 mg x 3 lAn/ngay.
D4ivéilidu 20 mgAdn, c6 thé dung 2 vién UPHANAL® 10 hodc 1 vién UPHANAL® 20.
Chura c6 théng tin diic higu vé st dung thude cho ngui cao tubi. Céc thir nghiém Iém séng c6 bao
gdm bénh nhén trén 65 tudi va khong ghl nhan tac dyng phy dién hinh néa trén nhém bénh nhén nay.
Khéng nén ding thude chira Hyoscin butylbromid hing ngdy hodc kéo dai khi dau byng ma khéng
kidm tim nguyén nhén.
Khéng ding oho tré em dudi 6 tud,
Céch dung: Ding dudng ubng.
6.Chéng ehi dinh
Vién nén bao phim UPHANAL® chéng chi djnh trong truedng hep:
- Nhay cimvéi hoat chat, thudc gibng atropin hodc bt cir thanh phin ta duge.
- Nhuge co ndng.
-Megacolen.
~Tiing nhiin ép.
- Téo rudtco hoe.
-Cothéttamyj,
- Lidt rugt co néng.
- Phi dal tién ligt tuyén thc nghén.
-Réilogn nhip nhanh bénh y.
6.Cinh bao vathan trong khi dung thude
Trong cédc trudng hep néng, dau byng khéng rd nguyén nhéan kéo dai hodc tién tridn xAu, hogic
xuéit hién cling v&i céc trigu chirng nhu sét, budn non, nén, thay ddi dai tién, dau byung khi kham,
tythuyétap, ngAthodic cd mau trong phan, cin hdi ngay ¥ kién bac sT.
Nén thén trong khi sir dyng vién nén bao phim UPHANAL® trong nhirng truéing hgp déc trung béi
nhjp nhanh nhu nhi8m dc gidp, suy tim va phau thuat tim do thuéc cé thé lam néing hon tinh trang
nhip nhanh.
Do nguy co bién ching cia thude khang cholinergic, nén than trong khi sir dung cho nhirng bdnh
nhén dé bjtéc nghén duéng rudt hodc dudmg nlgu.
Do khé niing tac dung khang cholinergic cb tha lam gidm tiét md hai, nén than trgng khi ding
URHANAL® & bénh nhan bj sot.
Tang ap lwc ndi nhan cé thé xay ra khi sir dung céac thube khang cholinergic nhu hyoscin
butylbromid & bénh nhan tang nhan ap géc hep chua duge chudn dodn va dibu tri. Vi vy, bdnh
nhan nén tham khdo ¥ kién bac sT chuyén khoa mét néu tién tridn dau, dé mét di kém véi mét thj
Iwe trong va sau khi ding UPHANAL®.
Thuée c6 chira lactose. Nhirng b&nh nhan cd vén dé di truyén hiém gép nhu khéng dung nap
galactose, thiéu lactase Lapp hodic kém hap thu glucose-galactose khéng nén diing thubc nay.
7. 8{r dyng thuéc cho phy nir c6 thal v cho con b
D ligu str dyng hyescin butylbromid trén phy nd c6 thai con han ché.
Céc nghién cru trén ddng vat khdng cho thay tac hai trec tidp hodic gldn tiép lién quan dén doc
tinh trén kha ndng sinh san.
Chuwa cd théng tin v& sy bai tiét hyoscin butylbromid va céc chét chuyén hoa vao sivame.
Nhu bign phap phéng nglra, nén tranh dung hyoscin butylbromid trong théi ky mang thai va cho
con bd.
Chura tién hanh nghién ciru vé dnh huding dén kha nang sinh sén & ngui.
8. Anh hwong cila thude 18n kha néng 181 xe va viin hanh may méc
Chuwa c6é nghidn ctu vé dnh hudng dén kha nang l4i xe va véan hanh may mée.
Do kha nang rdiloan th] e, bénh nhan khdng nén 18i xe hay van hanh may néu bj anh huéng.
9. Twong téc, twong ky cua thude
Twongtic:
Hzasuin butylbromid c6 thé gay tac dung khéng cholinergic ciia cac thuée chéng trdm cam ba va
bon véng, khdng histamin, chéng loan thin, quinidin, amantadin, disopyramid va cac thuéc
cholinergic khée (nhu liotropium, ipratrepium, ce hgp chit gidng atropin).
Didu trj két hop véi cac thuéc déi khang dopamin nhw metoclopramid cé thé gay gidm tac dyung
clia cé haithude trén dudng tiéu hoa.
Téc dyng gdy nhip nhanh cla thuéc kich thich bela giao cam c6 thé ting lén do hyoscin
butylbromid.
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MAU NHAN DANG KY THUGC: TO HWONG DAN SU DUNG (2/2)

Cic thube khang acid hodc thude hap phy chéng tigu chay cé thé lam gidm hlp thu céc thude

khéng cholinergic dAn dén 1am gidm hiéu qua didu tri. N&n st dyng hyoscin butylbromid it nh&t 1

givr truéokhidung cac thube trén,

Twong ky:

Do khéng eé cée nghidn ciru vé tinh tuong ky clia thude, khéng trén 1n thubc nay véi thube khac.

10. Tac dyung khéng mong muén ctia thudc

Nhidu tac dung ngoai y dugc lidt ké duéi day la do d&c tinh khang cholinergic cla hyoscin

butylbromid,

Céctac dung phy dugre phan logitheo tAn sudt xuthién véi quy ude nhusau:

RAL thuéng gdp (21/10); thudng gap (= 1/100 dén < 1/10); it gip (2 1/1000 dén < 1/100); hidm
¥p (2 1/10000 dén < 1/1000); rglhlgm g4p (< 1/10000); chura biét - khong thé uéc lwgng dugc

tan suét tir dirliu sdn co.

Itgéip: phiin (rng trén da (nhu: may day, ngra).
Chura biét*; sbc phan vé, phan (rng phan vé, khé thé, phatban, ban da, cée bidu hign qua man khac

Réilogn tim:
Itgéip: nhip tim nhanh

* Phén (ng bt lgi dugc ghi nhan hau mal, V& d tin cdy 95%, tAn sulit xudt hign clia phan (rng
bt ol khdng Ié&n hon tan suét It gap (3/1386), nhung co thé thAp hon. Khéng thé wéc lugng
chinh xac tAn sudt cho tac dung phy nay khang xay ra trong mat th nghidm 1am sang tién hanh
trén 1368 bénh nhan.
Théng béo cho béc sTnhing tac dung khéng mongmudn géip phéi khi ding thude.
11. Qua liBu va chch xiz tri
Trigu chirng:
Chua ghi nhan dugc nhitng ddu higu ngd ddc nghiém trong & ngudi trang truéng hep qué lidu
cép tinh. Trang tredng hop qua lidu, tc dung khang cholinergic chéng han bl idu, khé miéng,
da dd (rng, nhip nhanh, (¢ chd nhu dgng duang tiéu hoa, réilogn thilyc thodng qua co thé xay ra
vanhip thé kiéu Cheynes-Stokes cing da dwgc bao céo.
Dibutrj: !
Trong trudng hep ngd ddc dudng ubng, nén rira rudt bdng than hoat tinh tiép néi béi magnesi
sulfat(16%).
Céo lrigu chirng qué lidu hyoscin butylbromid dép (g vai thude kich thich than kinh phé glao
cdm. Nén si¥ dung pilacarpin tai ehé cho bgnh nhan tang nhan ap. Néu didu trj céc bién chirng
tim mach theo nguyén tic didu trj théng thueng . Trong truéng hop liét hd héip: nén can nhic dat
ndi khi quan, thdng khi nhan tgo. C6 thé cAn diit éng thdng trong ruéng hep bi tidu. Nén bd sung
céc bién phap didu trj hd trg khi cn. 3
12, Djctinh dwec lwe hoc, dwgre dgng hoe
Dwgclychoe
Nhém tdo dung duere Iy: Chéng co thét, khang muscarinic.
MAaATC: A03BBO1
Co ché téc dyng: Hyoscin butylbromid thé hién tac dyng chdng co thét trén co tron dwdng tidu
héa, dudng m@t va dudng sinh dyc - nidu. Nhu mdt dén xuét ameni bac bén, hyoscin
bulytbromid khdng véo hé than kinh trung uong, Do dé, tac dyng phy khang cholinergic trén hé
than kinh trung wong khdng xuét hign, Tac dung khang cholinergic ngoai bién 1a két qua clia sy
(rc ché hach trong pham vithanh néi tang cing nhu tac dung khang muscarinic.
Dwegredgnghoc
Hép thu: La mdt hep chat amoni bac bén, hyoscin butylbromid phan cye manh va v vay chl hdp
thu mt phlin sau khi diing duang uéng (8%) hodc dwéng tryc trang (3%). Sau khiuéng mtlidu
don i 20 mg - 400 mg hyoscin butylbromid, néng dé dinh trong huyét tuong trung binh trong
khodng 0,11 ng/ml - 2,04 ng/m| dat dugc sau khoéng 2 gidr. Véi clng khodng lidu, gia trf AUC,,,
trung binh thay déi tir 0,37 - 10,7 ng.gi¢/ml. Trung vj cUa sinh kha dyng tuyét dbi cla céc dang
bao ché khac nhau nhu vign nén bao, vién dan, dung dich uéng chira 100 mg hyoscin
butylbromid la duéi 1%.
Phéin bé: Do &ilyc cao véi thy thé muscarinic va nicatinic, hyoscin butylbromid phan bé chti yéu
tal co tron cla byng va viing chau cling nhu hach trong thanh cac co quan & byng. Gén két
protein huyét twong (albumin) clia hyoscin butylbromid Ia khodng 4,4%. Cac nghidn clru trén
ddng vat cho thAy hyoscin butylbromid khéng qua hang rdo mau - nao, tuy nhién khéng cé sén
dir ligu 18m sang vé tac dyng phy nay. In vitro, hyoscin butylbromid (1 mM) da ghi nhan la cé
twong tac véi s van chuyén cholin (1,4 M) & té bao bidu md nhau thal ngui.
Chuyén héa va théi trir. Sau khi dung dwéng uéng lidu don trong khodng lidu 100 mg - 400 mg,
thdi gian bén thai cudi Lir 6,2 dén 10,8 gidr. Buding chuyén héa chinh 1 thiy phan lién két ester.
Hyoscin butylbromid dung duéng udng dwec thai trir qua phan va nuwée tidu. Céc nghién ciru
trén ngudi cho thdy 2 - 5% lidu phéng xa dugce théi trir qua than sau khi ding dudmng ubng va 0,7
- 1,6% sau khi ding dudrng triyc trang. Khodng 90% chét phéng xa tim lgi dwgc trong phén sau
khi diing duéng ubng. Bai tiét qua nudre tidu clia hyoscin butylbromid 1a dudi 0,1% lidu. Sau cac
lidu dudng ubng tir 100 dén 400 mg, thanh thai biéu kién trung binh trong khoang 881 dén 1420
Iphut, trong khi dé thé tich phan bé twong (g clia cling khoang lidu thay déi tir 6,13 dén 11,3 x
10°1, nhiéu kha néng I do kha dung toan phan rét thp, C4c chat chuyén hoa théi trir qua dudng
thangdn két kém véi cac thy thd muscarinic va vi vay dugc cho 1a khéng déng gop vao higu qua
cla hyosein butylbromid.
13. Quy cach déng gél
UPHANAL® 10: HOp 3 vi x 10 vién. Hop 10 vi x 10 vién,
UPHANAL® 20: Hop 3 vix 10 vién. Hop 10vix 10 vién.
14. Didu kign bdo quan, han ding va tidu chuin chét lwgng ctia thubc
-Didu kign bae quan: Noi khd, tranh anh séng, nhiét d6 khang qua 30°C.
- Han ding; 36 thang ké tir ngay san xuét,
-Tidu chudn chat lwgng: TCCS,
15. Corsd san xuét

CONG TY CO PHAN DU'QC PHAM TW 25
448B Nguy&n T4t Thanh, P.18, Q.4, TRHCM, VIET NAM
GMP-WHO
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