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MAU NHAN PANG KY THUOC: TO' HUONG DAN SU DUNG (1/2)

UPHANAL

Vién nén bao phim

DE XATAM TAY TRE EM. y
DOC KY HUFONG DAN SIP DUNG TRU'UC KHiDUHG.

1. Thanh phén céng thire thudc
UPHANAL®10
- Thanh phéin duge chat: HYOSEIN BULYIBIOMIG, .. .. ... meeareeeresiesiosisnssnsses tesionsonssasssssessassans 10mg
- Thanh phén ta duge: Lactose monohydrat, Tinh bt bép, Nalri croscarmellose, Mallodexirin,
:lagngisi stearat, Tale, Hypromellose, PEG 6000, Sucralose, Titan dioxyd vira 80 1 vién nén
ao phim,
UPHANAL®20
- Thanh phén duge chal: Hyoscin buiylbromid i b SO G
- Thanh phan ta dwgo: Lactose monchydrat, Tinh bét bép, Nalri croscarmellose, Mallodextrin,
Magnesi stearat, Talc, Hypromellose, PEG 6000, Sucralpse, Tilan dioxyd vira di 1 vién nén
baophim.
2.Dang baoché
UPHANAL®10
- Dang bao cha: Vién nén bao phim. :
- Mé ta san phdm: Vién nén tron bao phim mau trdng, hal mét trom, hei khum.
UPHANAL"® 20 ¥ e
-Dang bao ché: Vién nén baa phim.
- M6 té sén phém: Vién nén trén bao phim méu tréng, hai mat tram, hoi khum.
3.Chidinh
Gidm co thét cor trom duréng sinh dye - 61 nigu hedic dudmg gu hda. Bidu trj hii ching rugt kich thich,
4, Liduding, edch ding >
Libudang:
Ngurdi 16n: 20 mg x 4 lan/ngay. DI véi dibu & ko trer lam gidm triéu ching hai chizng rudt kich thich,
c6 thé khoi ddu bang li8u 10 mg x 3 1an/ngay; Iihi can tiél cb thé tng lidu Gén 20 mg x 4 |An ngay.
Tré em 6— 12 tudi: 10 mg x 3 lAn/ngay.
DEivéilidu 20 mgén, cd thé dung 2 vien UPHANAL® 10 hodc 1 visn UPHANAL® 20.
Chua c6 théing tin déc hidu v8 st dung thude cho nguéi cao twdi. Céc thir nghiém /dm séng cé bao
gbm bénh nhén trén 65 tudi vé khdng ghi nhin tic dyng piv didn hinh nao trén nhém bénh nhén ndy.
Khéng nén ding thube chira Hyoscin bulylliramid hing ngay hodc kéo dai khi dau byung ma khéing
kiém tlm nguyén nhén.
Khéng dung che tré em dudi 6 tudi,
Cich dung: Ding duémg uting.
§.Chéng shidinh
Vidn nén baa phim LIP *chéing chi dinh lrang trudrng hops
- Nhay cém véi hoat chét, thue gidng atropin hodc bét ¢ théanh phiin t& duge.
= Nhuge o ngng.
-Megacolon.
-Thng nhin ép.
-Tacrudtco hoe.
-Co thittam vj.
-Ligtrugtco ndng.
- Phi dal tibn 1§t wyén tdc nghén.
- Réilogn nhip nhanh bgnh ly.
8. Canh bio va thin trong khi ding thusc
Trong céc trudrng hep nding, dau bung khany 18 nguy&n nhin kéo dai hode tién tridén xdu, hodc
xuéit hién cling véi cac trigu chirng nhu sét, Eudn ndn, ndn, thay a8i dai tign, dau byng khi kham,
tyt huyét ap, nght hodic cé méu trong phan, cin hal ngay ¥ kién bac si,
Nén than trong khi s dyng vién rién bao plim UPHAMAL® trong nhing truding hop dac trung bdi
nhip nhanh nhw nhiim 8¢ gidp, suy lim va phiu thudt tim do thude e thé 1dm néng hon tinh trang
nhip nhanh.
Do nguy co bidn ching cla thude khiang cholinargic, nén than trang khi s dyng cha nhirng bénh
nhan dé bj tdc nghan dudng rudt hodic dudng nidu,
Do khé néing téc dung khang cholinergic cé thé I1:m gidm tiét md hai, nén than trong khi ding
UPHANAL® & bnh nhan bj st
Téng 4p lyc ndi nhén cb thé xdy ra khi si¥ dung cdo thubc khang cholinergie nhu hyosein
butylbromid & bnh nhan &ng nhén ép goc hep chua duge chulin dodn va didu I, Vi vy, bénh
nhan nén tham khdo ¥ kién bac sT chuyén khoa mat ndu tidn tridn dau, a5 mét di kém vl mét thi
Iyge lrong vé sau khi ding UPHANAL®.
Thubc oo chira lactose. Nhirmg bénh nhin ¢o vin db di truybn hidm gép nhy khéng dung ngp
galaclose, thibu lactase Lapp hofic kém hép thu glucose-galactase khang nén ding thuée nay.
7.8 dyng thudc cho phy ni¥ 6 thal vi che con bl
Do ligu st dyung hyescin butylbramid trén phy ni &8 thal ean han ché.
Cac nghién clru trén ddng val khiing cho thdy 140 hal tryc tidp hodc gian lidp lién quan dén e
tinh trén kha ndéing sinh sén,
Chuwa cé thdng tin vé sy bai tiél hyescin butyibrorid va cac chdt chuyén héa vao sira my.
Nhubh'ibn phép phang ngira, nén trénhrdang hyoscin butylbromid trang théi ky mang thai va cho
con by, ; frd ¢
Chura tién hénh nghién ciru v& dnh hadmg ¢én kha néng sinh sén & nguwéi,
8. Anh hwéng cia thubc 18n kha ning 14l xe v3 vEn hanh miy mée
Chura cd nghién clu vé dnh hurdirng Gan kha nang 13i xo vé van hinh may mébc.
Do kha nang réi loan thilye, bénh nhan khéng nda lal xe hay van hanh méy ndu bj dnh huéng.
9. Twong tac, twong ky cla thude
Twong tac:
Hyosoin butylbromid oé thé géy tac dyng khang cholinergic cla céc thudc chéng trém cim ba vé
bdn vang, khang histamin, chéng loan thdn, quinidin, amantadin, disopyramid va cic thube
cholinerglc khic (nhu tiatroplum, Ipratropium, cac hgp chit gidng atropin).
Didu trj két hgp véi cae thude ddi khang dopamin nhuw metoclopramid eb thd gy gidm tée dyng
clia ca haithude trén dudng tidu hoa,
Tée dung gdy nhip nhanh cla thudc kich thich bela giao cdm <4 thé Wng lén do hyoscin
butylbromid.
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@ae thube khéng acid hode thube hip phy ohéing tidu chiy o thé lam gidm hép thu cée thuéc
khang cholinerglc din dén lam gidm higu qua didu tri. Nén s& dyng hyoscin butylbromid It nhét 1
giér treére khi diing cée thude trén.

Twong ky:

Do khéng o6 cée nghién ciru vé tinh tueng ky clia thuéc, khang trén In thube nay véi thude khéc.

10. Tée dyng khéng mong mudn cda thuéc

Nhidu tac dyng ngoai y dugc ligt ké dwdi day 4 do die tinh khéing cholinergic cda hyoscin

butylbromid.

Céc tic dyng phy duge phan logi theo tén sudt xual hign véi quy wée nhu sau:

Rét thiromg gdip (21/10); thwéng gap (2 1/160 dén < 1/10); it gdp (= 1/1000 dén < 1/100); hiém

&ﬁp (2 1/10000 dén < 1/1000); rat hiem géip ( < 1/10000); chua biét - khéng thé véc lugng dugc
n sultitr div ligu sén co.

tgédp: phén (rng trén da (nhw may day, ngla).
Chura biét": sbe phdn v, phan Gmg phan v, khé thé, phatban, ban 48, cac bidu hign quéa mén khéac

Eﬂilgsfhjiﬁm nhanh

* Phan (rng bt lgi dwegre ghi nhéin hdu mai, Viéi 86 tin ciy 95%, t&n suét xuit hign clia phan (g
bét lgi khong I&n hon tAn sudt it gép (3/1386), nhung c6 thé thép hon, Khéng thé wéc lvgng
chinh xéc tAn suét cho tac dyng phy nay khéing x&y ra trang mdt thi nghiém |am sang ién hanh
trén 1368 bénh nhén.

Théng béo cho béc sTnhing téc dyng khéng mong mudn gép phél khi ding thude.

Qui libu va céach xirtri

Trigu chirng:

Chua ghl nhén duge nhing déu higu ngé déc nghiém trong & ngudi trong truding hop qua lidu
cép tinh. Trong truémg hep qua lidu, tac dyng khang cholinergic ching hen bi tidu, khé migng,
da dd (rng, nhip nhanh, (rc ché nhu djng dwdng tidu hoa, réi logn th lye thodng qua cb thé xay ra
va nhip thér kiéu Cheynes-Stokes cling da dwgrc béo céo.

Dibu tr|:

Trong trwdng hep ngd déc dudng ubng, nén rira rugt bng than hoat tinh liép néi b&i magnesi
sulfat (15%).

Cég trigu chirng qua lidu hyoscin butylbromid dap (ng véi thudic kich thich than kinh phé giao
cam. N&n si dung pilocarpin tai ch cho bénh nhén tdng nhén &p. Néu didu tri céc bién chiing
tim mach theo nguyén tic di&utdthmmm.Tmng truémg hop liét ha hép: nén cénnhéc dat
ndi khi quan, thdng khi nhan tao. C6 thé cAn dat éng thdng trong trudng herp bl tidu. Nén bé sung
cacbi@n phap didu trj hd trer khi cin.

12. Bjc tinh duge lye hoe, dwgre dfng hoe

Duge e hoe ;

Nhom tée dung duge Iy: Chéing co thil, khang muscarinic.

M&ATC: AD3BBO1

Corché tde dyng: Hyoscin butylbromid th hign téc dyng ching co thét trén co tron duéng tidu
héa, dudng mat va dudéng sinh dyc - nidu, Nhir mdt din xull amenl bdc bén, hyoscin
butytbromid khdng véo hé thiin kinh trung womg. Do d6, tic dyng phy khééng chelinergic trén hg
thdn kinh trung wong khéng xuét hién. Téc dyung khéng cholinergic ngoal bién 18 két qud cla sy
trc ché hach trong pham vi thanh néi tang cling nhir the dung khang muscarinic.

Duwge dfng hoc

Hép thu: L mét hgp chét amoni bic bbn, hyoscin butylbromid phan ciye manh va vl vy chlhép
thu mét phiin sau khi diing dudng ubng (8%) hode dudng trye trang (3%). Sau khi udng mét lidu
don tir 20 mg - 400 mg hyoscin butyloromid, nng d4 dinh trong huyét tvong trung binh trong
khoding 0,11 ng/mi - 2,04 ng/ml dat dugc sau khodng 2 gitr, V&I cling khedng lidu, gla 1 AUC,
trung binh thay d8i tir 0,37 - 10,7 ng.gl&/ml. Trung vi clia sinh kha dung tuyét 88l cla ce dang
bao ché khac nhau nhw vién nén bao, vién dan, dung dich uéng chia 100 mg hyecscin
butylbromid 4 dudi 1%.

Phén bé: Do &l lyc cao véi thy thd muscarinic va nicotinic, hyoscin butylbromid phan bé cha yéu
tal cor trom cla byng va viing chu cing nhu hach trong thdnh céc cor quan & byng. Gén két
protein huyét trong (albumin) cla hyoscin butylbromid 14 khodng 4,4%. Céc nghién clru trén
dang vat cho thiy hyoscin butylbromid khéng qua hang réo méu - ndo, Wy nhién khéng cé sin
dir ligu 1am sang v tac dung phy nay. In vitro, hyescin butylbromid (1 mM) @a ghi nhan 1a ¢6
twrong tac ver sy viin ohuygn cholin (1,4 nM) & t bao bidu mé nhau thai ngudl,

Chuyén héa va thél trir. Sau khi dung duémg ulng lidu don trong khodng B 100 mg - 400 mg,
théi gian ban thai cudi tir 8,2 dén 10,6 gidr. Budng chuydn hda chinh 14 thiy phan lidn kit estar.
Hyoscin butylbromid dung dwérng ubng duge thal trir qua phén va nude tidu, Cac nghian oty
trén ngudi cho théy 2 - 5% libu phéng xa duec thél irlr qua thain sau khi diing duéng udng vé 0,7
- 1,6% sau khi ding dudng trye tring. Khoang 90% chit phdng xa tim lai duege trong phén sau
khi diing dwérng ubng, Bai tiét qua nuootidu oia in butylbromid 14 dudi0,1% libu, Sau céo
lidu duéng ubng tir 100 dén 400 mg, thanh thai bidu kién trung binh trong khoéng 881 dén 1420
Uphit, trong khi d6 thé tich phan bd tueng img cla clng khodng lidu thay a8i tir 6,13 dén 11,3 x
10%1, nhidu khé néing 14 do khd dyng todin phin riit thip. Céc chéit chuybn hda thé trr qua duémg
thén gén két kém véi céc thy thd muscarinic va vi viy duge cho lé khdng éang gép vao hiduqua
clia hyoscin butylbromid.

13. Quy cich ddng gai

UPHANAL® 10: Hop 3 v x 10 vidn. Hop 10 vi x 10 vién.
UPHANAL®20: H8p 3 vi x 10 vién, Hap 10 vix 10 vidn,

14.Didu ki§n bao quan, han dung va tiéu chudn chit lvgng cia thube

-Dldukign bio quan: Noikh8, trénh dnh sdng, nhigt 49 khdng qué 30°C,
-Han ding: 36 thang ké tir ngay sdn xut.
-Tiéu chudn chit lweng: TCCS.

15.Cosdsan xuit

u@u CONG TY CO PHAN DU'Q'C PHAM TW 25
4488 Nguy!n Tét Thanh, P.18, Q.4, TPHCM, VIET NAM
GMP-WHO DT: (84.28) 39.414.988 FAX: (84.28) 30.415.650
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