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SELLS MAU NHAN DANG KY THUOC 
) HOP UPHANAL 20°, HOP 3 Vi X 10 VIEN NEN BAO PHIM 

san xuat, ngay san xuat va han dung dug in phun trén hop 

H6p 3 vi x 10 vién nén bao phim 

UPHANAL 
Hyoscin butylbromid 20 mg 

Box 3 blisters x 70 film coated tablets 

UPHANAL 
Hyoscine butylbromide 20 mg 
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DE XA TAM TAY TRE EM, 
BOC KY HUONG DAN SU DUNG TRUOC KHI DUNG. EF 

Box 70 blisters x 10 film coated tablets 

UPHANAL 
Hyoscine butylbromide 20 mg 
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KEEP OUT OF READ OF CHILDREN 
SEE CAREFULLY THE PRESCRIPTION BEFORE USE 
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rt RO CRE a ras 
MAU NHAN BANG KY THUOC: TO’ HU'O'NG DAN SU’ DUNG (1/2) 

UPHANAL 
Vién nén bao phim 

DE XATAM TAY TRE EM. = 
OC KY HUONG DAN SU’ DUNG TRUOC KHIDUNG, 
1, Thanh phan céng thive thudc 
UPHANAL*10 

= Thanh phan due chAt: Hyoscin butylbromid,...........scesssesseeceneeesseeersesseessesssneenreesseesseeeeneense O MQ 
- Thanh phan ta duge: Lactose monohydrat, Tinh bét bap, Natri croscarmellose, Maltodextrin, 

Magnesi stearat, Talc, Hypromellose, PEG 6000, Sucralose, Titan dioxyd viva du 1 vién nén 
bao phim. 

UPHANAL® 20 
- Thanh phan duge chat: Hyoscin butylbromid... 
- Thanh phan ta duoc: Lactose monchydrat, Tinh Pp, r ellose, 
Magnesi stearat, Talc, Hypromellose, PEG 6000, Sucralose, Titan dioxyd viva dU 1 vién nén 
bao phim. 

2.Dangbaoshé 
UPHANAL’ 10 

= Dang bao ché: Vian nén bao phim. : 
-Mé ta san phdm: Vian nén tron bao phim mau trang, hai mattron, hoi khum. 

UPHANAL”20 s 
- Dang bao ché: Vién nén baa phim. 
-Mé ta san pham: Vién nén tron bao phim mau trang, hai mat tron, hoi khum. 

3, Chidjnh 
Gidm co that ce tron dudéng sinh duc - tiét nigu hedc dudng tiéu héa. Digu tr) héi ching rudt kich thich. 

4. Lidu ding, céch ding sts 
Lidu ding: R 
Nguoi én: 20 mg x4 lan/ngay. di voi didu ti hd tre lam gidm trigu chtrng hdi cheng ruétkich thich, 
06 thé khdi dAu bang liéu 10 mg x 3 lAn/ngaiy; Ichi cn thiét od thé tang liu dén 20 mgx 4 lan ngay. 
Tré em 6-12 tudl: 10 mg x3 lan/ngay. 
Déivéiliéu 20 mg/an, cd thé ding 2 vién UPHANAL® 10 hode 1 vién UPHANAL® 20. 
Chua cé th6ng tin dac hidu vé sir dung thudc cho ngusdi cao tudi. Cac thirnghiém lém sang co bao 
gém bénh nhan trén 65 tudi va khong ghi nhgn tae dyng phy dién hinh nao trén nhém bénh nhén nay. 
Khéng nén ding thuéc chiva Hyoscin butylbramid hang ngay hog kéo dai khi dau bung ma khéng 

kiém tim nguy6n nhan. 
Khéng dung cho tré am dudi 6 tudi. 
Céch ding: Ding dueng uéng. 

§. Chéng shidinh 
Vidn nén baa phim UPHANAL* chéng chi dinh trang trang hep: 
-Nheay camvei hoat chat, thudc giéng atropin hoaic bat civ thanh phan ta duge. 
-Nhugeco nang. 
-Megacolon. 
+ Tang nhan ap. 
- Tic rudt co hoe. 
-Co that tam vj. 
+ Liét ru6t co nang. 
- Phi daitidn ligttuyén tc nghén, 
- Réiloan nhip nhanh bénh ly. 

6. Canh bao va than treng khi ding thudc 
Trong cac truéng hop nang, dau bung khong 14 nguyén nhan kéo dai hoae tién trién xdu, hoac 
xuat Herat cung voi cac triéu chdng nhu sét, budn non, nén, thay di dai tién, dau bung khi kham, 
tut huy&t 4p, ng&t hoac.cé mau trong phan, can hdingay y kién bac si. 
Nén than trong khi st dung vién nén bao phim UPHANAL* trong nh@ng trudéng hgp dac trung boi 
nhip nhanh nhw nhiém déc giép, suy tim va phu thuat tim do thudc cé thé lam nang hon tinh trang 
nhip nhanh. A 
Do nguy co bién ching cia thudéc khang cholinergic, nén than trong khi s dying cho nhang bénh 
nhan dé bj tac nghdn dudng rudthoac duong rite. 
Do kha nang tac dyng khang cholinergic cé thé lam gidm tiét mé hdi, nén than trong khi ding 
UPHANAL® & bénh nhan bj sot. 
Tang ap lye néi nhdn 6 thé xay ra khi st dyng cac thuéds khang cholinergic nhy hyoscin 
butylbromid & bénh nhan tang nhan dp gdc hep cha duge chudn doan va didu tri. Vi vay, bénh 
nhan nén tham khdo y kién bac sT chuyén khoa mat néu tién trién dau, dé mat di kom voi mat thi 
lye trang va sau khi dling URPHANAL®. 
Thuéc c6 chira lactose. NhOng bénh nhan cé van dé di truydn hiém gdp nhu khang dung nap 
galactose, thidu lactase Lapp hoac kam hap thu glucose-galactose khong nan ding thuée nay. 

7. Sir dung thudéc cho phy n@ cs thai va chocon ba 
DG ligu st dying hyoscin butylbromid trén phy n& cé thai con hanché. 
Cac nghién ctu tran déng vat khéng cho thay tac hai tryc tiép hod gidn tidp lin quan dén déc 
tinhtrénkhanangsinhsan, —~ 
Chua cé théng tin vé sy bai tit hyoscin butyibramid va cdc chat chuyén héa vao stra me. 
Nhw bién phap phang ngiva, nén tranh-ding hyoscin bulylbromid trang théi ky mang thai va cho 
con bu. : t 
Chua tién hanh nghién cwru vé anh hung dén kha néing sinh san & ngwéi. 

8, Anh huéng cia thuéc lén kha nang Idi xe-va vgn hanh may méc 
Chwa cé nghién cru vé anh hung Gen kha niing lai xe va van hanh may méc. 
Do kha nang rdi loan th] ly, benh nhan khéng ni lai xe hay van hanh may néu bj anh hudng. 

9. Twong tac, tong ky cla thuéc 
Tuwong tac: 
Heed butylbromid cé thé gay tac dung khang cholinergic cia cdc thude chéng tram cam ba va 
bén véng, khang histamin, chéng loan than, quinidin, amantadin, disopyramid va cAc thuéc 
cholinergic khac (nhv tiatropium, ipratropium, cac herp chat gidng atropin). 
Didu tr kKét hyp vei cdc thuéc déi khang dopamin nhu metoclopramid ¢6 thé gay gidm téc dung 
cia ca hai thudc trén dudng tiéu hoa. 
Tae dyng gay nhip nhanh eta thuéc kich thich beta giao cam cé thé tang lén do hyoscin 
butylbromid. 
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MAU NHAN DANG KY THUOC: TO’ HUONG DAN SU’ DUNG (2/2) 

ac thuée khang acid hode thudc hdp phy chdng tidu chay 04 thé lam glam hap thu cée thudc 
khang cholinergic din dén lam gidm higu qua didu trl. Nan st dung hyoscin butylbromid It nhat 1 
gid truéc khi ding cdc thudc tran. 
Tuong ky: 
Do khéng 66 ede nghién evu vé tinh tweng ky cia thudc, khong tron ln thude nay voi thudc khac. 

10. Tae dung khéng mong mudn cua thuéc 
Nhiéu tac dyng ngogi y dug ligt ké dudi day 1a do dae tinh khang cholinergic cia hyoscin 
bulylbramid. 
Cac tac dung phy dug phan logi theo tan suat xuat hién véi quy ud nhu sau: 
Rat thudng gap (21/10); thuong gap (= 1/100 dén < 1/10); it gap (2 1/1000 dén < 1/100); hiém 
p (2 1/10000 dén < 1/1000); rat hiam gaip ( < 1/10000); chua biét- khéng thé uéc lugng duge 

tan sudt tt dé ligu sin 06. 

It gp: phan Wing trén da (nhu may day, ngva). 
Chwa biét*: sdc phan vé, phan rng phan vé, khé thé, phatban, ban dé, cdc biéu hién qua man khac 

Itgap: nhip tim nhanh 

* Phan wng bat loi dugc ghi nhan hau mai. Voi dé tin cay 95%, tan sudt xudt hién cla phan wing 
bat Igi khong lén hon tan suat It gap (3/1386), nhung co thé thap hon. Khéng thé uéc lugng 
chinh xéc tan suat cho tac dung phy nay khéng xay ra trong mét thy nghiém lm sang tién hanh 
trén 1368 bénh nhan. 
Théng bdo cho bac sinhdng tée dung khéng mong mu6n géip phal khi ding thudc. 

. Qua lidu va cach xi tri 
Trigu chieng: 
Chua ghi nhan duge nhing dau higu ngé doc nghidm trong & ngudi trong trudng hyp qua liu 
cp tinh. Trong trudng hop qua lidu, tac dyng khéng cholinergic chang han bi tidu, khé migng, 
dadé tng, ne nhanh, tre ché nhu dong dudng tiéu héda, rdi loan thi lyc thong qua c6 thé xay ra 
va nhip thd kiéu Cheynes-Stokes cing da dugc bdo cao. 

Didutr|: 
Trong trudéng hep ngé déc dudng udng, nén ria ruét bang than hoat tinh tiép ndéi boi magnesi 
sulfat (15%), 
Cac triu ching qua lidu hyoscin butylbromid dap Wng véi thudc kich thich than kinh phé giao 
cam. Nén siv dyng pilocarpin tai chd cho bénh nhan tang nhén 4p. Néu didu trj cdc bién ching 
tim mach theo nguyén tac diéu tri théng thudng . Trong trudng hgp liét hd hap: nén can nhac dat 
néi khi quan, théng khi nhan tao. Cé thé can dat éng thong trong trudng h¢p bi tidu. Nén bd sung 
cac bién phap didu tr hd tre khi can. 

12. Dac tinh dug lye hoc, duge déng hoc 
Dugelyc hoc 
Nhém tae dyng duge ly: Chéng co that, khang muscarinic. 
M&ATC:A03BB01 
Co ché tae dyng: Hyoscin butylbromid thé hign tac dung chéng co that tran co’ tron duéng tiéu 
héa, dudng mat va dudéng sinh dyc - niéu. Nhu mét din xudt amoni bac bén, hyoscin 
butytbromid khéng vao hé than kinh trung wong. Do dé, tac dyng phy khang cholinergic trén hé 
than kinh trung wong khéng xuat hign. Tac dyng khang cholinargic ngoai bién la két qua cla sy 
we ché hach trong pham vi thanh ndi tang cing nhu tac dung khang muscarinic. 

Duge d6ng hoc 
Hép thu: La mét hyp chat amoni bac bén, hyoscin butylbromid phan ce manh va vi vay chi hap 
thu mat phan sau khi ding duéng udng (8%) hodc duang tre trang (3%). Sau khi udng métlidu 
don tiv 20 mg - 400 mg hyoscin butylbromid, ndng 46 dinh trong huyét tyong trung binh trong 
khodng 0,11 ng/ml - 2,04 ng/ml dat dugc sau khoang 2 gid. Véi cing khoang lidu, gid tri AUC... 
trung binh thay dai tr 0,37 - 10,7 ng.gio/ml. Trung vi cua sinh kha dung tuyét a4i cla cac dang 
bao ché khdc nhau nhw vién nén bao, vidn dan, dung dich uéng chtva 100 mg hyoscin 
butylbromid la dudi 1%. 
Ph4n b6: Do ai lye cao voi thy thé muscarinic va nicotinic, hyoscin butylbromid phan bé cha yéu 
tai co tron cia bying va vung chau cing nhu hach trong thanh cac co quan & bung. Gan két 
protein huyét tuong (albumin) cla hyoscin butylbromid la khoang 4,4%. Cac nghién ciru trén 
déng vat cho thay hyoscin butylbromid khéng qua hang rao mau ~ ndo, tuy nhién khéng cé san 
d@ ligu lam sang vé tac ed phy nay. In vitro, hyoscin butylbromid (1 mM) 44 ghi nhan la cd 
twong tac voi sy van chuyén cholin (1,4 nM) & té bao bidu mé nhau thai ngudi. 
Chuyén héa va thai trie, Sau khi dung duéng udng lidu don trong khoang lidu 100 mg - 400 mg, 
thai gian ban thai cudi tir 6,2 dén 10,6 gid. Budng chuyan héa chinh la thiy phan lién két ester. 
Hyoscin butylbromid ding dudng uéng dug thai try qua phan va nud tidu. Cac ad etru 
trén ngudi cho thay 2 - 5% lidu phéng xa dug thai trv qua than sau khi ding dudng udng va 0,7 
- 1,6% sau khi dling dudng try trang. Khoang 90% chat phéng xa tim lai dugc trong phan sau 
khi ding duéng uéng. Bai tiét qua nude tidy cla hyoscin butylbromid ld dud 0,1% lidu. Sau cac 
lidu dudng udng tir 100 dén 400 mg, thanh thai biéu kién trung binh trong khoang 881 dén 1420 
Vphit, trong khi dé thé tich phan bé tuong tng cilia cling khoang lidu thay ddi tu 6,13 dén 11,3 « 
10°1, nhiéu kha nang la do kha dyng toan phan rat thap. Cac chat chuyén héa thai try qua duong 
than gan két kém voi cdc thy thé muscarinic va vi vay dug cho la khong déng gép vao hiéu qua 
cua hyoscin butylbromid. 

13. Quy cach déng géi 
UPHANAL® 10: Hép 3:vI = 10 vin. Hop 10 vi « 10 vién. 
UPHANAL® 20: Hop 3 vix 10 vidn. Hép 10 vix 10 vidn. 

14. Didu kién bao quan, han ding va tiéu chudn chat lugng cia thudc 
- Didu kin bao quan: Noikhé, tranh anh sang, nhiétd6 khéng qua 30°C. 
-Han ding: 36 thang ké tir ngay san xuat. 
-Tiéu chuan chatlueng: TCCS. 

15.Cosd san xuat 

CONG TY CO PHAN DUQ'C PHAM TW 25 
448B Nguyén Tat Thanh, P.18, Q.4, TP.HCM, VIET NAM 

GMP-WHO DT: (84.28) 39.414.968 FAX; (84.28) 39.415.550 
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