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Viéen nang cﬁ’ng cdo ¢ nhilng ngudi nhay cam khi ding thude khang cholinergic. Cac déu higu va
tﬂeu chitng CNS nay thuéng hét trong vong 12 dén 24 gitr sau khi ngimg thude.

IBSAGA 10 Bk i co
Khi qui lleu mdt phan ing gmng nhur curare ¢6 thé xdy ra (phong bé thiin kinh co
Dicyclomine hydrochloride 10 mg diin dén yéu co va té liét ¢o thé xay ra). Khong nén dung cho bénh nhan bj nhuge

co ngoai trir viée gidm tdc dung muscarinic bét loi ciia anticholinesterase.

Tdc nghén dzro'ng rugt

Tiéu chay cé the 14 triéu chimg sém cta tic nghén dudng rudt, dic biét 1a & nhitng

o L - S i Y bénh nhan bj cét rudt hodc dai trang, Trong trirdng hop na diéu tri bang thube nay

. ggiﬁgzﬁi ic;n;nu diieind i ding sé khéng phu hcrp va ¢6 thé c6 hai. Hiém khi su phét tnc); cla h61 chu-ng Og:lvw
5 2 UL AR 4 £ (viém dai trang gia mac) dugc bao cdo. Hoi ching Ogl]vu: 1a mot rbi loan 1am sang

® Thong lf‘m ngay cho bdc st hodc dugc si nhing tdc dung khdng mong muon v6i cdc ddu hiéu, triéu chimg va hinh anh X-quang clia mét tic nghén ruét lé cip

gdp phai khi st dung thuoc tinh nhung khéng c6 bing chimg tAc nghén dai trang.
Viém dai trang nhiém déc cqp tinh
Viém dai trang nhiém ddc cap tinh c6 thé xay ra khi ding thudc khang cholinergic

Khuyén cdo:

1. Thanh phﬁn cong thire thude: & bénh nhin mic bénh ly Salmonella
M&i vién nang cing chira: - Vigm TooT Tar Trang -
Thanh phan duge chit: Dicyclomine hydrochlondc ..................... 10 mg Than trong khi ding & bénh nhan viém loét dai trang. L1 Bican o thd e cht it
Thanh phqn td dupe: Lactose monohydrat, Pregelatinized starch, Magnesi stearat, ddng rudt dén mirc Két rudt vaco #ié 13 nding thém bifn chimg nghiém trong Gl
v06 nang 50 3 (ndp mau xanh duong, than mau xanh dvong). viém dai tring nh]em ¢ chp b, g gng &
2. Dang bao ché: Dicyclomine chong chi dinh & nhitng bénh nhén bj viém loét dai trang niang.
Vién nang c]_mg Phi dai tuyerz tién liét
Mé ta dgng bao che Vién nang cung 50 3 na,p mau xanh dm)'ng, thin mau xanh Nén sir dung than trong 0’ nhlmg benh nhén bi phl da:l tuyen t:en liét da blC[ hoac
duong, bén trong chira bot thuéc mau trang dén trang nga. nghi ngo, phi dai tuyén tidn liét c6 thé din dén bi tidu.

At Canh bao Lactose
3. Chi dinh: _— T 3 Lt o bt 9 Thuoc nay co chira lactose monohydrat. Bénh nhan c6 céc van dé di truyen hiém
IBS»AGA 10 dugc chi dinh dé dieu tri cho bénh nhin mac héi chitng rudt kich gip vé tinh trang khong dung nap galactose, thiéu hut Lapp lactase hay kém hép thu
thich. glucose-galactose khong nén ding thudc nay.

4. Lleu diing, csich dung Sir dung trén nhirng nhém ddi firomng dic biét

Liéu ding phai duoe diéu chinh theo nhu céu ciia timg bénh nhén. Tré N R o fll i ! . . I
Ngudi Iom va tré em trén 12 i An toan va hiéu qua & b¢1;|h nhén nhi chua dugc thiét 14p. Dicyclomine chong chi

Licu khoi dau dugc khuyen cdo 1220 mg x 4 lan/ngay. dinh & tré dudi 6 thang tudi.
Sau 1 tuan diéu trj véi licu khoi dau, co thé tang liéu t6i 40 mg x 4 lan/ngdy, trir khl C6 nhirng trudmg hop duge béo céo riing viée sir dung Dicyclomine dang syrup cho
g phy— = RS e — —————ré so sinh-cé-cde tri¢u-chimg nghiém trong véhé hip (kho thé,ngung thd va ngat

Néu hi¢u qua k}long dat duoc trong vong 2 tudn hoac gap téc dung phu cho liéu thd), co Blﬂt ngét, logn nhip tim, hén mé va tir vong.

dudi 80 mg/ngay, nén ngl.mg thudc. Dir lidu an toan dugc ghi nhin khong cé Nguwoi gia ; : 5

trudng hep ding lleu trén 80 mg mdi ngay trong théi gian dai hon 2 tuan. Cac nghién ciru 18m sang vé Dicyclomine khéng du céc doi twgng fir 65 i tré 1én

C#ch ding: Ding udng. de xac dinh xem ho c6 phan g khéc vdi cac doi tugng tré hay khong. Cac bao cao
lam sang da khong xic dinh sy khdc nhau trong dap img gifta ngudi gia va tré. Noi

5. Chong chi dinh: chung, viéc lya chon liéu cho bénh nhén cao tudi nén thn trong, thuong bét déu tix

8;:2[:?(31? ?111:11!:’?1! tl;:tnﬁ)tclillig]ll é) ?I?a].]nrglﬂtcl)lcf;-l ab;h;:;ccho con bu. mirc thap ciia lidu ding & ngudi lén. Béi vi bénh nhan cao tudi c6 nhicu kha ning

Chong chi dinh &bénh nhan co tinh trang tim mach khong on diah trong xudit huyét g: asj:;y gidm chirc nang than, nén cn than khi lya chon lidu v theo dai chiic ning

cap tinh, nhuge co, bénh tang nhin 4p, bi tiéu, bénh tac nghén duong tiéu hoa, Suj; hiin

viém loét dai tréugiiing, hoi chung o nguge thycquan. Tinh an toan va hiéu qua cia Dicyclomine trén bénh nhén suy thin chua dugc

nghién ciru. Dicyclomine dugc dio thai qua thén va nguy co phan tng déc véi

6. Canh bdo va thin trong khi ding thude: ] :
thudc nay co6 thé cao hon & nhitng bénh nhén bj suy than. Dicyclomine nén dugc

Bénh tim mach

Dicyclomine nén dugc sir dung thin trong trong trudng h0'p ¢6 nhip tim nhanh, suy ding thin trong ¢ bénh nhén suy thén,

tim sung huyét va trong phéu thudt tim. Khi d6 ching cé thé 1am tang nhip tim Suy gan

nhanh hon. Kiém tra bat ky truong hop nhip tim nhanh nio trwéc khi dung Tinh an todn va hiu qua cia Dicyclomine trén bénh nhan suy gan chua dugc
Dicyclomine. _ nghién ctru. Dicyclomine nén durgc dung thin trong & b¢nh nhin suy gan.

Cén phéu than trong g nhu-ng bénh nhén mic bénh tim mach vanh, vi thiéu mau cuc
bo va nh01 méu co thé tré nén toi té hon, va & nhiing bénh nhin bi ting huyét 4p.
HE thing thin kinh ngoai bién va than kinh trung wong

Céc tdc dong ngoai bién cla chyc]omme bao gom khé mleng, khé nubt va noi
chuyen khat nuée, giam tiét dich phé quan, gidn dong tir va chimg sg 4nh séng, 4o
da va kho da, nhlp tim chdm thoang qua sau d6 1a nhip tim nhanh, véi danh tréng
nguc va rbi loan nhip tim, khé ti€u, ciing nhw giam trwong lyc va kha ning vén

7. Sir dl_mg thude cho phu nir ¢6 thai va cho con bi:

Phu nir co thai

Céc nghlen ciru diy di va co kiém soat chua dwge thyc hién & phu nir mang thai
véi lidu khuyen céo tir 80 dén 160 mg/ngay. Tuy nhién, cic nghién ciru dich t& hoc
khong thdy ting nguy co di tit & nhing tré sinh ra tir nhlmg phu nir ding Dicyclo-
mine hydrochloride véi lidu 40 mg/ngay trong ba thang dau cua thai ky. Cic nghlen
dong ciia duéng tiéu hoa din dén tio bon. ciru sinh san da duge thuc hién & chugt va tho véi lidu gdp 33 lan liéu khuyen céo
Nhiét d moi trucmg cao, kiét sirc ¢6 thé xay ra khi sir dung thudc (st va say ning tm da ctia con ngui la 160 mg/ngdy (twong duong 3 mg/kg) va cho thiy khong cb
do gidm tiét md héi). Nén sir dung than trong & nhimg bénh nhén bj sét. Néu céc bang chimg ndo gdy hai cho thai nhi do Dicyclomine. B6i vi cdc nghién ciru sinh
triéu chitng xay ra, nén ngu'ng thudc va sir dung céc bién phép hé trg. san dong vt khong phai lic nao ciing cé thé du dodn déap unzg clia con ngudi, thude

Do téc dung trc ché dbi voi cac thu the muscarinic trong hé théng than kinh tir chu, niy chi nén duge sir dung trong khi mang thai néu tht sy can thiét.

nén thin trong & nhitng bénh nhan mac bénh than kinh ty chu. Ph(: niF cho con bii p

Céc ddu hiéu va tri¢u chimg cua hé than kinh trung vong (CNS) bao gom nham Chong chi dinh & nhfmg phu nir dang cho con bi. Dicyclomine duge bai tict qua
1an, méit phuo-ng huéng, mat tri nhé ngén han, 40 g]ac, roi loan nhip tim, mit didu stta m¢. Do kha ning gdy ra cdc phan tng bat loi nghiém trong & tré so sinh bu sita

hoa hén mé, hung phin, mét ngi, kich dong. Chimg réi loan tim than d3 duge bao me tir Dicyclomine, do d6 nén quyét dinh 1a ngirng cho con bi hoiic ngimg thubc,



Dmmgmﬂiwm nﬁﬁt GM“;;] ger:lflclhan khong nén

tham gia vao cac hoat dong doi hoi sy tinh tdo vé tinh than, nhur lai xe, vén hanh
méy moc hodc thuc hién céng viéc nguy hiém trong khi dung thude.

9. Twong tic, tl!’ﬂ‘ll? ky, ciia thube:

Twong tic ciia thuoc

T huoc tri tang nhan ap

Thude khang cholmerglc abi khang VvGi tic dung cua thuoc tri ting nhan dp. No lam
tang ap liwc ndi nhn co thé gdy nguy hiém khi dung ddng thai véi cac thubc nhur
corticosteroid. Khong nén sir dung Dicyclomine ¢ nhimg bénh nhan mic bénh ting
nhan ap.

Cic logi thube khde cé hoat tinh khdang cholinergic

Céc thube sau co thé 1am ting tic dung phu cua thudc khang cholmerg:c

amantadine, thube chong loan nhip loai I (vi du: gulmdme) thude chon di {mg,

thude chong loan thin (vi du: phenothiazin), thudc benzodiazepin, thuoc e ché

MAO, thude giam dau gax nghién (vi du: mependme), nitrat va nitrit, thudc chéng"

giao cam, thudc chéng trdm cam ba vong va cic thudc khéc co hoat tinh khéng
cholinergic.

Cic logi thuée tdc dong dén nhu dong duong tiéu hoa khac

Dicyclomine c6 thé ddi khéng véi tac dyng cua cac thudc nay, 1am thay déi nhu
dong duong tiéu héa, nhur metoclopramide.

Cdc thuoc khang acid

Vi thude khang acid c6 thé can tré sy hap thu cac thudc chéng cholinergic, nén
trénh sir dung dong thoi cac thudc nay.

Anh hcrmg dén su hap thu ciia cdc logi thuoc khac

Thudc khang cholinergic c6 thé anh hudng dén sy hdp thu cua céc loai thube khic
bing céch anh huréng dén nhu dong ctia duong tiéu hoa, chang Jhan nhu dang thude
digoxin hoa tan chdm; ting ndng d6 digoxin huyét thanh c6 thé xay ra.

Anh hmmg dén sw bai tiét acid da day

Téc dung trc che ciia thudc khang cholinergic déi vm sur bai tiét acid hydrochlonc
da day duge dm khang bai céc tac nhin ding d& diéu trj giam acid da day va nhitng
thubc dung dé klem tra sy bai tiét da day.

Twong ky ciia thube

Do khéng c6 nghién ciru vé tinh tuong ky ciia thudce, khong tron 1dn thudc nay véi
céc thube khéc.

10. T4c dung khong mong mubn ciia thube:

Téc dyung kbong mong muon cla chyclomme chi yéu lién quan den cdc tac dung
dugc ly cia nd tai cac thu thé muscarinic. D6 13 tic dung ic ché cac thu thé
muscarinic trong hé thén kinh tir chi. Nhimg tic dung nay lién quan den liéu ding
va thuémg hoi phuc khi ngimg didu tri. Chc tac dung khong mong muon nghiém
trong nhat dugc bio céo vdi Dicyclomine bao g0m céc trigu chitng ve tim mach va
hé than kinh trung wong. Cac tac dung khong mong mudn pho bién nhit (> 5% benh
nhén) & chéng mat, khé miéng, mé mit, budn ndn, budn ngt, suy nhuoc va hdi
hgp.

Sau khi dura thudc ra thi trudng, céc tic dung khéng mong mudn duge bo cdo nhu
sau;

« Réi loan tim: danh trong ngyc, nhip tim nhanh.

» R6i loan mét: liét mi, bénh nhwge co, mo mit.

« Réi loan tiéu hoa: truéng b1,mg, dau bl_mg, ta0 bon, khé miéng, kho tiéu, budn nén,
nén. .

. Rm loan chung mét moi, khd ChlLl

« Réi loan hé théng mién dich: min cam véi thudc bao gbm phil mat, phit mach, sbc
phan vé.

« R6i loan hé thén kinh: chong mit, nhic dAu, 4o gidc, mat ngy, budn ngi, ngat.

+ Réi loan tAm thin: trang théi nham lan, héi hép

» Chirc ning sinh sén va tuyén via: re ché sur tiet sita.

« R6i loan hé hép: kho ther, nghet miii

« R6i loan da va mé duéi da: viém da di (tng, ban do, phat ban.

Théng béo cho Bdc si cdc tac dung khdng mong mudn gap phai khi sir dung thudc.

11. Qus lidu va céch xi tri:

Qua lteu

Cic dau higu va tncu chung cuia qué liéu bao gom: nhirc du; buon ndn; nén mira;
mér mit; ddng tir gidn; da nong, kho; chong mit; kho mlgng, kho nudt; va kich thich
théin kinh trung wong bao gom co gl;xt Mét phan mg gmng nhu curare c6 thé xay
ra (phong bé than kinh co din dén yéu co va té liét co thé xay ra).

Ciich xir tri khi diing thude qud liéu

Didu tri nén bao gom rira da day, gay nén va ding than hoat tinh. Thube an than (vi
du, thude barbiturat tdc dung ngan benzodiazepin) c6 thé dugc sir dung dé kiém
soat céc diu hi¢u hung pha.n qué mitc. Néu dugc chi dinh, mét tac nhan cholinergic
thich hop co thé dwoc sit dung nhu mét thube giai dge.

12. Théng tin vé dugc Iy, Jam sang
Bic tinh duge lirc hpc
Nhom duge Iy: Thube khéng cholinergic
Ma ATC: A03AAQ7
Dicyclomine lam giam co thit co tron cia dudng tiéu héa, Cic nghién ciru trén
déng vét chi ra ring tac dung nay dat duoc théng qua co ché kep
» Tac dung khang cholinergic dac hiéu (antimuscarinic) tai céc thu thé acetylcho-
line va

« Anh hu(mg true t1ep dén co tron duge chung minh bang sur déi khang Dicyclo-
mine dbi véi céc con co thit do bradykinin va histamine gay ra boi rut chudt lang
bi ¢6 lap.
Atropine khong anh hu'cmg dén phan img vdi hai chit chii van nay. Céc nghién ciru
in vivo trén méo va ché cho thiy Dicyclomine c6 tic dung frong duong véi
acetylcholine (ACh) - hodc barium clorua (BaCl,) do co thit rudt, trong khi
atropine c6 kha nang chong lai tic dung cia ACh manh hon 200 ]an so vai BaCl,.
Céc thir nghiém vé gian dong tir & chudt cho thiy Dicyclomine xAp xi 1/500 so véi
atropine. Céc xét nghi¢m chéng tiét mrée bot & tho cho thiy Dicyclomine manh
bang 1/300 so véi atropme
Dicyclomine c6 thé trc ché sy tiét nwée bot va md hai, lam giam sy bai tiét va nhu
dong cua duong tiéu hoa, gay budn ngi, 1am gidin dbng tir, ting nhip tim va giam
chirc ndng van dong.
Dic tinh dugc djng hoc
Hap thu va phin bo
O nguoi, Dicyclomine duge hép thu nhanh sau khi ubng, dat gla tri cao nhét trong
vong 60-90 phat. The tich phén phm trung binh cho mét liéu ndng 20 mg khoang
3,65 L/kg, cho thiy sur phan b rong réi trong cic md.
Chuyen héa va thdi tric
Chuyen héa cia Dicyclomine chira dwgce nghién ciru. Dicyclomine bai tiét chinh
qua nudce tiéu (79, 5%} Bai tiét cling xay ra trong phan, nhung thép hon (8, 4%)
Nira déi thai trir thuoc khoang 1,8 gi&s khi do nong do trong huyét twong trong 9 gitr
sau mot lidu duy nhit. Trong céc nghién ciru ti¢p theo, nong d6 trong huyét tuong
dugc theo doi dén 24 gios sau mot lidu duy nhat, cho thay mot giai doan thir cip ciia
sur bai tiét voi thai gian nira doi thai trir dai hon mot chut.

13. Quy cich déng gbi: Hop 3 vi x 10 vién, kém theo t& huéng din st dung.

14. Dléu kién bdo qudn, han ding & tiéu chuin chét lrgng ciia thude:
Diéu ki¢n bdo quan: Noi khé réo, trauh anh séng, nhiét d§ khong qua 30°C
Han ding: 36 thang ké tir ngay san xuét

Tiéu chudn chdt leong: TCCS

Co s san xudt: CONG TY CO PHAN DUQC PHAM ME DI SUN
S6 521, Khu phd An Loi, th’mg Hoa Loi, Thanh phé Bén Ct,
Tinh Binh Duong, Viét Nam

Co sé diing ky: CONG TY CO PHAN DUGC PHAM LIVIAT
Ting 46, Toa nha Bitexco, S6 2 Hai Triéu, Phudng Bén Nghé,
Quén 1, TP. Hb Chi Minh, Viét Nam



