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CERLOBY Capsule
(Cycloserine 250 mg)

Khuyén cdo:

Doc ky huémg dan sir dung truée khi dimg

Dé xa tam tay tré em

Thong bdo ngay cho bdc si hodc dwgc st nhimg tac dung khong mong muon eap phdai khi
sur dung thuée. Néu can thém théng tin xin hoi y kién bdc st hodic duoc st

Thube nay chi ding theo don cia bdc st

Thanh phin — ham lrong cia thude:

Dueore chit:

MJdi vién nang cimg c6 chira cycloserine ...... 250 mg

Ta dwoc: Lactose ngdm nude, magnesi stearat, natri iauryl sulphat, vo nang.

Dang bao ché: Vién nang cing -
Quy cich dong géi: Hop 1 Lo 60 vién. /Z’ (((
Dwoe lre hoe: T —
Cycloserine la khang sinh tach ra tir Streptomyces orchidaceus hoac Streptomyces garyphalus va
cling dugc san xudt bang phuong phap téng hop hoa hoc. Thude ¢6 cAu tric gidng acid amin D -
alanin, vi thé cycloserine tic ché cdc phan tmg trong d6 D - alanin tham gia téng hop vo té bao vi
khudn. Trong méi truomg khéng c¢6 D - alanin, cycloserine e ché sy phat trién cic chung
Enterococcus, Escherichia coli, Staphylococcus aureus, Nocardia, va Chlamydia 1trén in vitro.
Cycloserine c6 tic dung kim khuan hay diét khuén tiy theo ndng d6 cuia thudc tai vi tri ton thuong va

tinh nhay cam ctia vi khudn gay bénh. O ndng d6 5 dén 30 microgam/ml, cycloserine irc ché sy phat
trién Mycobacterium tuberculosis trén in vitro. Khong cé su khang chéo giita cycloserine vdi cac
thudc chira lao khac. Ngudi ta da thiy c6 hién tuong khang thude tu nhién va mic phai déi véi
cycloserine cua chung Mycobacterium tuberculosis trong phong thi nghiém va trén lam sang. Cac
ching Mycobacterium turbeculosis lic dau nhay cam vai thude, khang thude rat nhanh khi sir dung
don doc cycloserine trong diéu tri. Két hop cycloserine vaéi cac thudc chdng lao khac, co thé giam va
phong tranh duge su khang thude. Cycloserine khi phdi hgp voi cac thube hang dau chéng lao khac
(streptomycin, isoniazid, rifampicin, ethambutol, pyrazynamid) da c6 tic dung trong diéu tri lao
khang thudc. Vi tinh hinh khéng thuéc dang lan rong trén thé gidi nén cn phai dung han ché
cycloserine, chi danh cycloserine dé diéu tri nhimg ngudi bénh da mic lao khang thudc.

Dwoc dong hoc:

Sau khi udng, 70% dén 90% cycloserine dwoc hép thu nhanh chéng. Nong do dinh trong mau dat
duoc sau 3 - 4 gitr khi udng lidu 250 mg va c6 ndng do tir 20 - 30 microgam/ml khi udng lp lai liéu
cach nhau 12 gio. Chi mdt lugng nho thude dugc tim thay sau 12 gio. Cycloserine phan b vao hau

hét cac dich trong co thé va trong té bao. Nong do thude trong dich ndo tiy, & phan Ién ngudi bénh,

xép Xi néng do thude trong mau. Khoang 50% luong thude hip thu duoc thai trir vao nuée tidu &
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dang khong doi trong 12 gidr diu, trong d6 65% luong thude thai trir duge tai hép thu & dang c6 hoat
tinh sau khoang hon 72 gi¢. Thude rét it dugc chuyén héa. Cycloserine cé thé bi tich Ity dén ndng do
doc & ngudi bénh suy than; c6 thé loai thude ra khoi co thé bang thim phan méu. Cycloserine d& qua
nhau thai vao mang 6i va vao sita me. Thudc khong gin véi protein huyét trong.

Chi dinh:

Bénh lao khang thue (ding két hop vai cdc thude chdng lao khéc).

Nhiém khuan duong tiét niéu (chi dung khi céc thudc hiéu qua hon va it doc hon c¢6 chéng chi dinh
va vi khuan gay bénh duoc ch tmg minh ¢6 nhay cam véi cycloserine).

Liéu lwong va cich ding:

Dung theo duong u(‘mg, két hop vai cac thube chéng lao khéc dé diéu tri lao.

Nguoi 1on: Bét dau 250 mg/lan, 12 gio mét 1an, trong 2 tuan dau sau do than trong ting licu,
néu cin, theo ndng do thude trong mau dén khi co dap ung, cho dén t6i da 500 mg mdi 12 gio
(liéu hang ngay cao nhat 15 - 20 mg/kg).

Tré em: Bit ddu 10 mg/kg thé trong mot ngay va diéu chinh liéu theo nong dd thude trong mau
va dap ting cua thudc.

Chii y: Phai theo ddi ndng d6 thudc trong méu, dic biét déi véi ngudi suy than hoac khi ding
liéu virot qua 500 mg/ngay hodc c¢6 dau hiéu ngd doc. Nong do thude trong mau khong duoc
vugt qua 30 microgam/ml. Nguoi bénh suy than (d¢ thanh thai creatinin < 50 ml/phut (0,83, . -
ml/gidy)) khong nén sir dung cycloserine do tang nguy co ngd doc thén kinh. //é([ i
+ Khi ngimg diing thudc: f
Tuén thu ding thude véi thoi gian dugc chi dinh, ngay ca khi ngudi bénh da thdy khoe hon. Néu
ngimg ding thude quéa som, tinh trang nhiém khuén c6 thé khong hoan toan duge chita tri.

Ngudi bénh khdng nén tu ngimg ding thude néu khdng ¢6 ¥ kién clia bic si.

Néu ngudi bénh con c6 nhimg nghi vAn lién quan dén cach ding thudc, hdy tham vén y kién bac si
hoéc duoec si.

+ Khi quén udng mét liéu thude:

Ubdng lidu da quén ngay khi c6 thé, néu nhur lidu tiép theo cach xa hon 6 gio. Bo qua lidu da quén
khi sap dén 1dn dung thudc tiép theo. Khong gip dbi liéu dé bu vao lidu da quén.

Chéng chi dinh:

Qua man voi cycloserine, dong kinh, tram cam, lo au nang, loan tam than, suy than nang,
nghién rugu.

Thén trong:

+ Thén trong khi dung thudc:

Nén ngimg hodc giam liéu diing cycloserine néu nguoi bénh bat dau co viém da di img hoic cac
triéu chimg cua nhiém déc than kinh trung wong nhu co giat, loan than, budn ngu, tram cam, 1
lan, tang phan xa van dong, dau déu, run riy, chéng mat, liét nhe hodc loan van ngon.

Poc tinh cua thude thuong lién quan dén ndng do cycloserine cao hon 30 mg/L mau. Truong hop
nay co thé la do sir dung liéu cao hoic dd thanh thai qua than giam. Chi sb tri liéu cua thude nay
la nho. Nguy co co gidt tang & ngudi nghién rugu mén tinh.
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Can theo doi cac thong s6 huyét hoc, d thanh thai & than, néng do thudc trong mau va céc xét
nghiém chirc nang gan ddi voi ngudi bénh.

Trudce khi bit du tri liéu véi cycloserine, can lé‘ly mau va xac dinh su nhay cam cua vi khuan déi
v6i thude. Trong diéu tri lao phdi hop, s nhay cam déi voi céc thude chdng lao ciing can phai
xac dinh.

Cén dinh luong thudc trong méu it nhét la hang tudn déi véi ngudi bénh suy giam chirc ning
than, cac ca nhan sir dung liéu hon 500 mg, va nhitng nguoi ¢o déu hi¢u va tri¢u chimng goi y dén
tinh trang nhiém dgc. Cén diéu chinh liéu dung dé duy tri néng d¢ thudc trong méu 1a 30 mg/L.
Céc thude ch(”:\ng co giat hoac an than c6 thé hiéu qua trong kiém sodt céc triéu chimg do nhiém
doc than kinh trung wong, nhu co gidt, lo 4u hodc run rdy. Nguoi bénh dung liéu hon 500
mg/ngay can dugc theo doi chat ché céc triéu chimg nhu vdy. Vai trd cua pyridoxine dé ngan
ngira doc tinh trén thin kinh trung wong do cycloserine chua duoc chitng minh.

Phdi hop cycloserine va cac thude chdng lao khac ¢6 thé gy ra, trong mét s trudng hop dic
biét, cac tinh trang thiéu acid vitamin B12 va/hodc acid folic, thiéu mau nguyén hong chu khéng
16 va thiéu mau nguyén hdng cau. Néu c6 bing chimg cho thdy tinh trang thiéu mau trong khi
diéu tri, cén phai tién hanh céc xét nghidém va bién phap diéu tri pht hop.

Cycloserine ¢6 lién quan dén cac dot cip rdi loan chuyén hoa porphyrin trong 1am sang va khéng
khuyén cdo dung cho ngudi bénh cé rdi loan chuyén héa porphyrin.

Thube ¢ chira lactose. Nguoi bénh ¢ cdc rdi loan di truyén hiém gap nhu khong dung nap

galactose, thiéu men Lapp lactase hoac kém hép thu glucose-galactose khong nén dung thube néyf([0

+ Céc khuyén cdo dung thude cho phu nit c6 thai va cho con bu: /
Su dung o phu nir co thai:

Chi dung khi that can thiét.

Sit dung ¢ phu nit cho con bii:

Do tiém nédng tac dung khéng mong mudn cia cycloserine & tré dang bi me, vi vy nén cho tré
ngung bu khi nguol me can thiét phai dung cycloserine.

+ Anh huong cua thudc déi véi cong viée (ngudi van hanh méay mée. dang lai tdu xe va céc

truong hop khéc):
Thude ¢6 thé gdy ngu ga, dau dau, kich thich, do dé khong nén lai xe, van hanh may moéc hay
lam céc cong viéc doi hoi tap trung cao khi dang dung thude.

Twong tic ciia thude:

Cycloserine lam ting tac dung cua rugu va phenytoin. Tac dung khdong mong mudn clia
cycloserine dbi voi hé than kinh trung wong ting 1&n khi dung phdi hop voi isoniazid va
ethionamid.

Cycloserine c6 tinh dbi khang véi pyridoxin va lam tang thai trir pyridoxin ¢ than; nhu céu vé
pyridoxin ¢o thé tang & ngudi bénh dung cycloserine.

Tic dung khéng mong mudn:

Céc tac dung khong mong mudn thuong gip nhét thuge hé than kinh trung wong, thudng xuat
hién nhiéu vao 2 tuin dau diéu tri va mat di khi ngimg thube. Cac bidu hién thuong thay la ngu
ga, dau dau, run ray, loan van ngén, chong mat, 1a 14n, hét hoang, kich thich, trang thai tdm
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than, ¢é y dinh tu tir, hoang twéng, phan {mg giam truvong lwe, co giat co, rung giat ¢d chan,
ting phan xa, loan thi, liét nhe, con co cimg giat rung hodc ving y thirc. Dung liéu cao
cycloserine hodc udng ruou trong khi diéu tri sé lam ting nguy co co giat. Rat hiém gap viém
gan.

Thuong gap, ADR > 1/100

Than kinh trung wong: Pau dau, hoa mét, lo au, chéng mit, ngu ga, run ry, co giat, trim cam.

It gap, 1/1000 < ADR < 1/100

Thén kinh trung wong: Thay d6i tim than, thay déi nhan cach, kich thich, hung dir.

Hiém gap, ADR <1/1000

Da: Ban do.

Mau: Thiéu mau nguyén hdng ciu khéng 15, thiéu mau nguyén héng cau nhiém sat.

Chuyén héa: Giam hép thu calci, magnesi; giam téng hop protein.

Téc dung khac: Thiéu vitamin B12, thiéu acid folic, loan nhip tim.

Hudng dén cach xir tri ADR

Cac tac dung khong mong mudn anh huong dén hé than kinh trung wong s& dwoc giam nhe

néu nong do thude trong mau khong qua 30 microgam/ml. Néu ¢6 cic triéu chirng ngd doc than
kinh cin giam liéu hodc ngimg thudc. C6 thé giam nhe hodc phong tranh mét s6 tac dung ngd

ddc than kinh bang cach ding két hop véi 100 - 300 mg pyridoxin hydroclorid hang ngay, chia
nho liéu. ' ' o ' ) /Z({/
Dung céac thude chong co giat va an than dé giam co gidt va trang thai lo lang, run ray. //,

Qui liéu va cdch xik tri:

Triéu chung: Pau du, chong mit, 1t 1an, ngu ga, tang kich thich, di cam, loan van ngdn va tim
thin. Liét nhe, co git, va hon mé co thé xay ra khi ding qua liéu cycloserine nhiéu.

Diéu tri: Gy non va/hoic rira da day.

Dung than hoat va thudc x6 4 gio mét 1an cho dén khi tinh trang 6n dinh.

Diéu tri hd tro.

Dung thude chdng co gidt dé kiém soét co git.

Diing 200 - 300 mg pyridoxin hydroclorid hang ngay chia nhidu lin dé didu tri ngd doc than
kinh.

Tich cuc theo dbi dé cé bién phdp xir tri kip thoi.

Piéu kién bio quin:

Bao quan trong bao bi kin, noi khé mat, tranh anh sang, & nhiét d6 duéi 30°C.

Han ding: 24 thang ké tir ngay san xut.

Nha sin xuit:

SCHNELL BIOPHARMACEUTICALS, INC.
16, Dumeori-gil, Yanggam-myeon, Hwaseong-si, Gyeonggi-do, Han Qudc

SGDK:
Ngay xem xét sira d6i, cap nhit lai ndi dung hwéng din sir dung thubc: /‘)

TUQ.CUC 'rm@‘&(_j
p TRUDNG PHONG

Pham Tobg Vin Hank



