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TO HUONG DAN SU DUNG THUGC
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5= Vién nang ciing
=
s ZALENKA
(===
—_—— Thudc nay chi diing theo don thuéc
Dé xa thm tay tré em
Boc ky hudng din si dung truéde khi dung
Théng bao ngay cho bac s§ hodic dugc s§ nhiing tic dung
khéng mong muén khi sit dung thudc
1. THANH PHAN CONG THU'C THUGC
M&i vién nang cing ZALENKA chia:
Thanh phén dugc chét:

Minocyclin hydroclorid

Tuong duong Minocyclin ... 50mg

Thanh phdn td diec:

Cald phosphat dibasic khan, talc, magnesi stearat, croscarmellose natri, sificon dioxyd, nang s6 2
(thdn nang va ndp nang miu vdng). |

2. DANG BAO CHE
Vién nang cung, nang s& 2 mau vang - vang, bén trong chita bt thudc mau vang.

3. CHi DINH

Minocyclin la mét khang sinh phé rdng, dung duéng udng, dé diéu tri nhidm tring gay ra bai

cic ching vi khuin nhay cdm véi tetracyclin va mét sé ching Staphylococci dé khang

tetracyclin,

Céc chi dinh bao gém: Mun tring ca, nhiégm tring da va mé mém, nhiém tring mét, viém phé

quén cip va man tinh, gian phé quan, 4p xe phdi, nhidém triing tai mdi hong, nhiém tring viing

chau, nhigm tring duting tifu, bénh lau, viém niéu dao va vidm tuyén tién liét khéng do liu

(=)

Ngoai ra, minocyclin cdn dugc chi dinh 48 didu trj:

- Giang mai: Minocyclin Ia liéu phap didu tri thay thE penicillin & ngudi Idn, tré > 12 tudi, phu
nir khéng mang thai bi dj ing penicillin.

- Cac bénh do tryc khudn ho Mycobacteria: Bénh phong & nguei Ién thé nhiéu vi khudn khéng
dung dudtc rifampicin do di ing hodc nhiém vi khudn khang rifampicin, hodc khéng dung
nap clofazimin. Bénh phong & tré em thé it vi khudn don tén thuang.

- Bénh nhigm tring da do M. marinum.

- Bénhta.

- Nhiém triing do cic vi khudn ho Nocardia,

- Viém khép dang thap.

- Minocyclin diing trong diéu trj dy phéng & ngudl lanh mang Neisseria meningitidis khéng 6
trigu ching.

- DUng trudc va sau khi phau thuat dé dy phong nhiém tring.

4. CACH DUNG - LIEU DUNG

Céch ding:

Uéng minocyclin vai nhidu nudc & tu thé ding hodc ngdi dé lam gidm nguy co kich ing hodc
loét thifc quan. Thubc ¢o thé duge ubng ciing hodc khdng cung bifa &n. Su hap thu cla vién
nang minocyclin khéng bi dnh hudng dang k& bl thic 3n hodc lugng sifa vifa phai. Phai nuét
cd vién, khang duge nhai, cin hodc bé vién thudc. Cic thudc khing acid, thudc bé sung calci,
sdt, thudc nhudn trang cd chifa magnesi va cholestyramin phai udng xa thai diém udng
minecyclin 2 gid.

Nguiéi Iém: Biéu trj caec nhidm tring: Liéu ban d3u 200 mg, sau dé 100 mg/ 12 gid. C6 thé chia
nhd liéu: Ban ddu 100 - 200 mg, sau d6 50 mg x 4 l&n/ ngay.

Lidu didu tri trong mot sé truéng hap cu thé:

Bidu trj trimg ¢d: 50 mag x 2 18n/ ngay hodc 100 mg x 1 1dn/ ngay trong it nhat 6 tudn.

Nhiém Chi dia hodc Ureaple realyticum: 100 mg/ 12 gi¢ trong thdi gian it nhat la 7
ngay.
Nhiém ldu edu khéng bign chimg: Liéu ban diu 200 mg, sau d6 100 mg/ 12 gits trong it nhat 5
ngay.

Viém niéu dao do lgu cdu; 100 ma/ 12 gid trong 5 ngay.

Nhiém Neisseria meningitidis khdng tridu ching: 100 mg/ 12 gid trong 5 ngay, sau dé tiép tyc
diéu tri bdng rifampicin.

Nhiém triing do ede vi khudn hg Nocardia: Lifu théng thudng minocyclin phéi hop vdi
sulfonamid trong vong 12 - 18 thiang.

Néu sau 6 thang khéng cho dap (ng mong mudn, nén ngung minocyclin va cin nhic cac lidu
phap khac. Néu minocyclin dugc tiép tuc sir dung trong hon 6 théng, nén theo déi bénh nhan
it nhat mdi 3 thang sau 46 4 phat hién cic diu hidu v tridu ching viém gan hodc lupus ban
dé hé thdng.

Viém khdp dang thdp: 100mg/ 12 gid trong 1 - 3 thang.

Giang mai: 100 mg/ 12 gig trong 10 - 15 ngay.

Nhiém phdy khudn td: Lidu ban ddu 200 mg, sau d6 100 ma/ 12 gi&s trong théi gian 48 - 72 gid,
Bénh phong: Thé phong nhiéu vi khudn khéng digu tri dugc bang rifampicin: Minocyclin 100
mg/ ngay phéi hgp vdi cac thube didu tri phong khéc (clofazimin 50 ma/ ngay, ofloxacin 400
mag/ ngay) trong 6 thang tin cdng, tiép theo 18 thang duy tri bing minocyclin 100 mg/ ngay
va clofazimin 50 mg/ ngay. B6i voi thé phong nhiéu vi khudn khong diéu tri duge bing
clofazimin: Minocydin 100 mg/ an/ thang phéi hop vdi ofloxacin 400 mg/ 1én/ thang va
rifampicin 600 ma/ lan/ thang trong 24 thang. Thé phong it vi khudn don tén thuong: 1 liéu
duy nhat rifampicin 60 mg, ofloxacin 400 mg va minocyclin 100 mg,

Déi tugng déc biét:

Tré em tir 12 tudi trd Jén: Lidu ban ddu 100 mag, sau dé 50 mg méi 12 gid,

Tré em duidi 12 tudi: Khbng khuyén cdo sir dung.

Ngudi cao tudi: Cé thé ding theo lidu khuyén céo binh thudng.

Suy than: 5& dung liéu khuyén cdo théng thudng cho bénh nhin suy than nhe va trung binh,
than trong khi sif dung & bénh nhan suy thin ndng.

5. CHONG CHI BINH

Chang chi dinh sir dung minocyclin cho cac truéing hop:

- Min cdm véi minocyclin, cac tetracyclin khic hosc bt cii thanh phén nao cila thude.
- Lupus ban dé hé théng.

- Suy than hoan toan.

- Tré em dutdi 12 tudi.

- Phy nir mang thai va phu nii dang cho con bu.

6. CANH BAO VA THAN TRONG KHI DUNG THUGC

Khé tha

Céc trudng hop gdp khd khan vé hd hip bao gdm khd thé, co thit phé quan, lam ning thém
hen suyén, ting bach cu i toan & phéi va viém phéi da dugc bio céo khi st dung minocyclin,
Néu bénh nhan gép khé khan vé hé hdp, ho nén ngung diing minocyclin va thong bao ngay
cho bac s§.

Phit trién rang

Minocyclin, nhu cée khang sinh nhém tetracyclin khac, cd thé gy hal cho thai nhi khi ding
che phy nil mang thai. Néu diing bét ky tetracyclin nao trong thai kj hodc néu bénh nhan
mang thai khi dang diing thudic, bénh nhan cin dugc théng bio vé nhing nguy co tiém dn c6
thé xay ra cho thal nhi, Sif dyng cac thudc nhém tetracyclin trong thal ky phat trién rang (nita
cudi thai ky, tré so sinh va tré nhd dudi 8 tudi) c6 thé gay déi mau rang vinh vién (mau vang -
xam - nau).

Tac dyng khéng mong mudn nay thuéng gap hon khi diing thusc kéo dai nhung cling dugc
béo cao khi lap lai cac dgt diéu trj ngdn han. Thiéu sdn men ring ciing d4 dugc bao céo. Do d6,
khéng nén diing cic thudc nhém tetracyclin trong théi ky phét trién clia ring trirkhi cic thudc
khac khéng cé hiéu qua hodc chéng chi dinh.

Phit trién xuong

Téit ca cic tetracyclin tao phuc calci bén & bét ky mé duge tao thanh tirxuong nao. Gidm téc 4o
phit trién xuong mac da dugc bdo cdo & tré sinh non udng tetracyclin liéu 25 mg/ kg mdi 6 gid.
Phén ting nay c6 thé héi phuc khi ngung thude.

Két qua tir cdc nghién cuu trén dBng vat cho thily cac tetracydlin cd thé di qua nhau thai, dugc
tim thdy trong cdc md cla thai nhi va c6 thé cé déc tinh déi véi bao thai dang phét trién
{thuimg lién quan dén sy chim phét trién xuong). Bing chimg vé ddc t3 trén phoi thal da dugc
ghi nhin & déng vat dugc didu tri trong giai doan ddu cia thai ky.

Céc trudmg hap phét ban do thudc kém ting bach clu &i toan va céc triéu ching toan than
(DRESS), ké ca cac trudmg hop ti vong, 43 dugc bao cdo khi diing minocyclin.

Hoat ddng di héa

Hoat déng di héa cac tetracyclin ¢6 thé lam ting urea nitrogen huyét (BUN). Mic di day khéng
phéi 14 vin dé & nhiing ngudi co chifc nang than binh thuding, & ngudi bj suy gidm chiic ndng
than déng ké, ndng do tetracyclin huyét thanh cao han c6 thé din dén tang ure huyét, ting
phosphat huyét va nhiém toan. Trong nhimg tinh trang nay, khuyén cao theo ddi creatinin va
BUN, téng liéu hang ngay khong dugc vugt qua 200 mg/ 24 gid. Néu 6 suy than, ngay cd liéu
tigm hode ufing théng thudng cing cd thé dan dén tich lay thudc toan than va gay déc gan.

Nhay cém dnh sdng

Nhay cém dnh sdng duge bidu hién bai phan img chiy ndng quéd mic da dugc bao cdo & mot
56 bénh nhan sif dung cac tetracyelin. Phdn (ng nay cing da dugc bao cao vdi minocyclin.

Hé than kinh trung wang

Tac dung khéng mong mudn trén hé than kinh trung uong bao gm mé sang, chong mat hodc
chodng da duge bio céo khi didu trj voi minocyclin. Bénh nhan cd nhing trigu ching nay nén
than trong khi l4i xe hoac vin hanh may méc. Nhing triéu ching nay c6 thé bién mét trong khi
diéu trj va thudng bién médt nhanh chéng khi ngung thudc.

Céc ADR & hé than kinh trung uong do minocylin cé tén sudt cao hon so véi cic tetracyclin
khdc. Dac biét rdi loan tién dinh & 21 - 90% bénh nhan diéu trj bling minocyclin liéu théng
thutng.

Tiéy chay lién quan Clostridium difficile

Tiéu chay lién guan Clostridium difficile (CDAD) d3 duge bao cao & hdu hét thudc khdng khudn,
ké ¢4 minocyclin, mic dé nghiém trong cé thé thay @i tir tiéu chdy nhe dén viém dai trang gay
tif vong. Diéu tri vdi céc thude khang khudn lam thay déi hé khudn rudt binh thuémg dan dén
phét trién qua muc ching C. difficile.

C. difficile san sinh d6c t5 A va B gop phan gy CDAD, Cac ching vi khudn C. difficile san sinh
@bc t6 cao lam gia ting ty 1& bénh tét va tit vong, vi nhiing nhiém tring nay c6 thé dé khang
lidéu phap khing khudn vi cd thé cin thi thudt cit bd rudt két. Cin xem xét nguy ca bi CDAD
& tit cd bénh nhan bj tiéu chdy sau khi ding khang sinh. Cin kiém tra bénh sif cdn thin vi
CDAD d3 dugc bao cao xdy ra hon 2 thing sau khi chi dinh cac thudc khang khudn.

Néu bi hodc nghi ngdr bj CDAD, ¢ thé cin ngung didu trj cc thudic khang sinh khéng cd tac
dung chéng lai C. difficile. Duy trl c&n bang nudéc va dién giai thich hop, bé sung protein, ding
khang sinh ¢é hiéu luc vai C difficile va nén tién hanh danh gia phau thuat nhu chi dan trén lam
sang.

Tang ap luc ndiso

Tang &p luc ndi so (IH) cd lién quan dén viéc sif dung tetracyclin, bao gém cd minocyclin. Biu
hién lam sang bao gém nhc ddu, suy gidm thi lc, nhin md, nhin déi. Ching phu gai thi cé thé
duigie tim thiy trén ndi sol. Phuy ni trong 46 tudi sinh dé bj thira can hodc cd tién sif IH cd nguy
co cao hon d& phat trién IH co lign quan dén tetracyclin. Nén tranh st dung ddng thoi
isotretinoin va minocyclin bdi vi isotretinoin c6 thé gly ra u gid ndo bd.

Mac dii ting 4p luc ndi so thudmg ty khdi sau khi ngung diéu tri, nhung o kha nang gay mat
thi Iuc vinh vién. Néu co 16i loan thi gidc trong qué trinh diéu tri, cdn phai bdo dadm danh gia
nhanh vé nhan khoa. Vi dp lifc ndi s c6 thé duy tri & muc cao trong nhiéu tudn sau khi nging
diing thudc, bénh nhan nén dugc theo dbi cho dén khi 8n dinh.

Nhuge cg

Céc tetracyclin cd thé gay dc ché y&u thén kinh co - sif dung thin trong & nguii bj nhugc ca.
Tang sac 18

Tuong ty nhu cic tetracyclin khac, minocyclin ¢é thé gy ting sc t6 tai cac vi tri khdc nhau
trén co thé. Tang sic t8 oo thé xust hién bat ké lifu lugng hodc thai gian diéu tri nhung thuéing
xuyén hon khi diéu tri kéo dai. Bénh nhan cin dugc tu vin dé bao cdo ngay va ngimg thudc
néu thiy cé bt ky ddu hidu bit thudng vé sic t6. Triéu chiing thuéng héi phuc khi ngiing
thudic.

RGiloan ty mién

£3 c6 bdo cao ddc gan ty midn va lupus ban dd hé théng hodc lam nang hon lupus ban dé hé
théng & bénh nhan sir dung minocyclin, Néu bénh nhan cé cac ddu hiéu hodc triéu chimg cla
lupus ban dd hé thdng, doc gan hodc sy ting ndng cla lupus ban b hé théng, nén ngung sit
dung minocyclin,

Suy gan

Thén trong khi sif dung cho bénh nhan réi loan chiic ndng gan, ding
chung véi ruou hodc cic thube gly ddc gan khic.

Suy than

Cac nghién ciiu cho thay khéng cé sy tich Ity minocyclin dang ké & bénh
nhan suy than nhe va viia khi diéu trj vai liéu khuyén cdo. Trong truéing
hap suy than nang, cd thé cin phai gidm liéu va theo déi chiic nang than
khi diéu trj vai minocydin,

Dé khang chéo, di ing chéo

Vi sinh vit c6 thé phat tri€n dé khdng chéo va bénh nhan co thé phét
trién nhay cdm chéo vl cde tetracyclin. Nén ngung thudc néu cd cac ddu
hiéu hodc tridqu chiing cda sy phat trién qud mic cde vi khudn khang
thude, nhu viém rudt, viém ludi, viém miéng, viém dm dao, ngla hiu
mén hodc vidm rudt do tu cau.
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m/n dugc cinh bao ring
fac dung trénh thai c6 thé mat

7.5U DUNG THUGC CHO PHU N €O THAI VA CHO CON BU

Sir dung thudc cho phu nii cd thai

Minocyclin va céc tetracyclin khdc qua dugc nhau thai, vao dugc trong
tudn hoan thai nhi va cé thé gy ra xin mau men rang néu sif dyng trong
thai ky thit hai va thai ky thd ba, Néi chung minocyclin déc vdi thai nhi,
khéng diing cho phy nit mang thai.

Sif dyng thudc cho phy nif cho con ba

Minocyclin vao sita me, hap thu minocyclin tif sita me cao han so véi cac
tetracyclin khac, Khdng sir dung minocyclin cho phu nir dang cho con bu.

8. ANH HUONG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY
moc

Thuéc cé thé gay nhic d3u, mé sing, chodng vang, U tai va chéng mat, gidm thinh gidc. Bénh
nhan cin dugc cinh bao vé nhiing nguy hiém c6 thé xdy ra khi 1] xe hay van hanh mdy moc
trong qué trinh diéu tri. Nhimg triéu chung nay cé thé bién mét trong thal gian diéu trj va
thudng bién mét khi ngung ding thudc.

9. TUONG TAC, TUONG KY CUA THUGC

Minocyclin 13m e ché hoat d8ng clia prothrombin huyt tuong, cin gidm liéu chc thudc
chéng déng & bénh nhan dang diing minocyclin.
Thudc ic ché men chuyén. khang acid va cac chit hip phu

Tetracyclin gan két vdi cac cation héa tri 2 hodc 3. Sy hdp thu tif ng tiéu hoéa gidm khi ding
déng thai vai cdc mubi cha sit, calci, nhém, magnesi, bismuth va kém (cac thudc chira mudi
khodng, thudc khang acid, kaclin, thuéc chifa loét da day chifa bismuth). Thai diém sir dung
minocyclin v cac thudc nay nén cich xa nhau.

Su hdp thu cla tetracyclin khéng bj dnh huding ddng ké béi thic an, sifa va cac san phim tu
sifa.

Thutc lgi tiéy
Thubc lgi tiéu cé thé lam trdm trong thém ddc tinh than do suy gidm thé tich dich.

Tuong ty nhu cc tetracyclin néi chung, tdc dung kim khudn ciia minocyclin lam gidm tic dung
diét khudn clia penicilin, do dé tranh phéi hop 2 thudc nay.

Ergotamin va ergometrin
Lam ting nguy co ngd déc ergotin.
Thudc trénh thai dudng uéng

C& minocyclin va thudc tranh thai dung duding udng déu lam ting sic t6.

Retinoid

Cén tranh dung isotretinoin trudc, trong va ngay sau khi diéu tri bdng minocyclin vi nguy ca
lam tang dp luc ndi 0.

Xetnghiém

Minocyclin c6 thé dnh hudng dén xét nghiém urobilinogen trong nudc tiéu do lam gidm vi
khudn chuyén bilirubin thanh urobilinogen. Minocyclin cing cé thé dnh hudng dén viéc do
huynh quang trong phuong phap Hungarty dé dinh luging catecholamin trong nudc tifu,

10. TAC DUNG KHONG MONG MUGN CUA THUGC

Thuéng gap (1/10 > ADR = 1/100)

Thén kinh: Chodng vang.

Itgdp (1/100 > ADR = 1/1.000)

Réi loan chung: 56t

Hiém gdp (1/1.000 > ADR = 1/10.000)

Mau va hé lympho: Tang bach cdu 4i toan, gidm bach ciu, gidm bach cu trung tinh, gidm tiéu
cu,

Hé mién dich: Phan ing qua man/ phin vé (bao gém sdc va tlivong).

Chuyén héa va dinh duéng: Chiing chén an.

Thén kinh: Bau diu, gidm cam giac, di cam, ting dp luc ndi so, chdng mat.

Tai va mé dao: Suy gidm thinh luc, i tai.

Tim mach: Viém co tim, viém ngoai tdm mac.

Hé hip: Ho, khé thé.

Tiéu hoa: Tiéu chay, budn nén, viém miéng, d6i mau rdng, ndn mifa,

Gan mét: Tang enzym gan, viém gan, ngd ddc gan ty mién.

Da va md dudi da: Rung téc, hdng ban da dang, héng ban nit, héing ban cé dinh do thudc, ting
séc td da, nhay séng, ngua, phat ban, may day, viém mach.

Caxuong va md lign két: Bau khdp, hdi chiing gidng lupus, dau co.

Thén va tiét nidu: Tang ndng 49 urea huyét thanh, suy than cip tinh, viém than ké.

Rét hiém gdp (ADR < 1/10.000)

Nhidm khudn va nhigm ky sinh tring: Nhiém ndm Candida & miéng va ca quan sinh duc, viém
am hd va dm dao.

Mau va hé lympho: Thigu mau tin huyét, gidm toan thé huyét cdu.

H& ni tiét: R6I loan chiic ndng tuyén gidp, thay ddi mau sic tuyén gldp.

Thén kinh: Phéng thop & tré sa sinh,

Hb hép: Co thit phé quan, lam nang thém hen suyén, tang bach ciu ai toan & phdi.

Tiéu héa: Kho tiéu, khé nudt, thiu sin men ring, viém rudt non - két trang, viém thuc quén,
loét thuc qudn, viém Iudi, viém tyy, viém dai trang mang gia.

Gan mat: U mét & gan, suy gan (cé thé din dén tir vong), ting bilirubin mau, vang da.

Da va mé dudi da: Phii né, viém da troc vy, ting mau méng, héi ching Stevens-Johnson, hoai
W thugng bi nhigm ddc.

Co xuong va md lién két: Viém khdp, d6i mau xuong, lupus ban dé hé théng, cing khap, sung
khép.

Hé sinh duc: Viém quy déu.

R&i loan chung: £4i mau cic dich tiét.

Khéng ré tdn sudt

Mau va hé lympho: Gidm bach cdu hat.

Hé mién dich: Qua man cam, thim nhidm phdi, ban xudt huyét di (ing, viém nit quanh ddng
mach.

Thén kinh: Co giat, nhay cam.

H hdp: Viém phéi.

Gan mat: Viém gan ty mién,

Da va mé dudi da: Hoi chiing phat ban do thudc kém ting bach cdu i toan va cac trigu chimg
toan than (DRESS).

Hudng din xi tri ADR:

Viém dai trang gid mac: Trudng hgp nhe c6 thé hét khi nging thudc, nhiing truding hgp trung
binh va ning phai bl nudc va dién gidi, b8 sung protein, didu tri khang sinh cé higu lyc vai
Clostridium difficile.

Hai chiing tu mién: Trude khi didu tri thifnghiém bing xét nghiém khing thé khiang nhan, theo

dbi xét nghiém nay trong qua trinh diu tri 4€ phat hién sm, nglng minocyclin ngay khi chin
doan bénh ty mién do minocyclin.

Nhay cdm véi anh sdng: Han ché tiép xtic véi dnh ndng mit trdi va dnh sdng nhan tao <6 UVA/
UVEB trong théi gian diéu trj bang minocyclin.

Thuéc c6 thé gy ra cdc tdc dung khéng mong mudn khdc, khuyén bénh nhdn théng bdo cdc tdc
dung khdng mong muén gdp phéi khi ding thude.

11. QUA LIEU VA CACH XU TRI
Triéu chimg: Bidu hign cia nhidm ddc gan.
Xir tri: Chuia o6 didu tri dadc hidw. Rira da day va sir dung didu trj hé trg thich hap.

12. DAC TINH DUGC LUC HOC

Nhém duge ly: Khang sinh bén téng hap din chit tetracyclin,

Ma ATC: JO1AADB.

Minocyclin la mét khang sinh c6 phé téc dung va co ché tic dung tuong ty tetracyclin, nhung
minocyclin con b tac dyng vai nhiéu ching vi khudn bao gém Staphylococcus aureus, cac
chiing Streptococci, N i ingitidis, Acinetobacter, Bacteroides, phylus, Nocardia,
nhiéu tric khudn rudt, mét vai loai Mycobacteria, trong d6 ¢ M. leprae.

Ca ché tc dung gidng nhu tetracyclin: Gan vao vj tri 305 cla ribosom va Uc ché chiic nang
ribosom cla vi khudn, do d6 uc ché qua trinh téng hop protein cla vi khudn theo co ché ngan
can qua trinh gan aminoacyl t-RNA.

Minocyclin cé tinh than m@& hon doxycyclin va céc tetracyclin khac; Co &i luc cao hon d8i vai cac
méd md do dé 1am tang cudng hiéu qua va thay ddi cc phin Ung bat Igi. Cac kich ing da day
rudit va r6i loan khudn rudt it han so véi cic thuc than nudc.

C6 su khdng chéo ting phén gilfa minocyclin va cic tetracyclin khic, nhung cé mét s6 ching
mac di cé khdng vdi cac tetracyclin khac nhung vin nhay cidm véi minocyclin. Co ché la do
minocyclin ¢é tinh thim qua mang té bao tét hon,

Tac dyng d6i vai viém khap dang thdp: Co ché tic dung clia minocyclin trong bénh viém khap
dang thdp chua dugc hidu rd. Gid thiét cho ring minocyclin ¢é tic dung khang khudn, chéng
viém, diéu hda midn dich va bio vé ti thé. Hon nlia minocyclin dugc cho ring cb khi nang uc
ché metalloproteinase, chit cé tic dung phé huy khdp trong viém khép dang thip.

13, PAC TINH DUGC DONG HOC

Hdp thu

Minocyclin duge hdp thu nhanh qua dudng udng, khodng 90 - 100% liéu uédng dugc hip thu
khi udng lic d6i. Néng d6 dinh trong huyét thanh dat dugc sau khi ufing tif 1 -4 gids, trung binh
2,4 gi¢r. Sau khi uéng Itic d6i liéu don minocyclin 200 mg dang vién nang & ngudi Idn c6 chic
nang than binh thudng, ndng d6 minocyclin cao nhdt trong huyét thanh 1a 21 - 5.1
microgram/ mL (trung binh 3,5 microgram/ mL). Sau khi uéng liéu ban ddu minocyclin 200 mg,
céc lidu tidp theo |4 100 mg cho mdi 12 gid, ndng db minocyclin huyét thanh én dinh la 2.3 -
3,5 microgram/ mL. Do minocyclin d& bi chelat héa bdi cac cation hoa tr| hai va héa tri ba nhu
calci, sit, nhdm, magnesi cho nén cac thusc khang acid dang udng phdi hop cé chia cac
cation nay co thé lam gidm hip thu minocyclin,

Khi uting minocyclin cing bifa 3n hodic mét lugng sila mic d¢ trung binh, sy hip thu
minocyclin bj nh huding vé téc dé va mic dé hdp thu, & ngudi I6n khi udng minocyclin dang
vign nén hodc vién nang cling viéi bia an co san phdm tif siia s& lam gidm néng dd Cp,, 11 -
12% va thai glan dat duge C,, chadm hon 1 gié so vai uding lic d6i vai nude. Néu udng
minacyclin cung véi sifa, AUC sé giam di khodng 27%. Khi udng minocyclin dang vién nang
pellet ngay sau khi ding biia an c6 san phim tir sita, AUC khéng bi dnh hudng, nhung néu
udng dang vién nén AUC giam di khodng 6%.

Phdn b&

Minocyclin gdn véi protein huyét tuang khodng 70 - 75%, khuéch tan tdt vao céc md va dich
trong ca thé nhu: Amidan, phé quan, phdi, tuyén tién liét, mat, dudng mat, gan, dudng sinh
duc nil, cg, thin - dudng tiét niéu cing nhu trong nude bot, nudc mit va dom véi ndng do cao
hon néng @8 e ché t6i thidu cac vi khudn thudng gip gy nhigm tring cic co quan nay.
Minocyclin tich luy trong mé md, cac co quan va thai gian ban thai kéo dai din téi ting nguy
ca tac dung khéing mong mudn khi diéu tri kéo dai, ngay ca khi diéu trj liéu thap. Thudc thadm
vao dich ndo tly tuong déi kém tuy ty sd néng 44 minocyclin trong dich ndo tiy trén ndng d6
trong mdu cao hon so véi doxycyclin, thudc qua duge nhau thal va siia me. V43 0,14-0,70 L/ ka.
Chuyén héa

Thudc duge chuyén héa mét phin & gan thanh khodng 6 chit chuyén héa khong hoat tinh,
nhung chit chuyén héa chinh 13 9-hydroxyminocyclin.

Thdl trir

O nguidi Ién cd chite ndng thén binh thudng, khodng 4 - 19% liéu udng dugc thai trif qua nudc
ti€u va 20 - 34% dugc thai trir qua phan trong vong 72 gidr & dang thudc con hoat tinh. Thai
gian ban thai minocyclin 1 11 - 26 gitr & nguitsi ¢6 chiic ndng thén binh thudng.

Dugc déng hoc trén cdc d6i tugng ddc bigt:

Bénh nhén c6 rdi loan chic ndng gan, thai gian ban thai 12 11 - 16 gio. K&t qud nhan xét vé sl
dung minocyclin & nhitng bé&nh nhan o suy than khac nhau gilta cdc nghién ciu. Nhimmg bénh
nhén suy than ndng cd thai gian ban thai clia minocyclin kéo dai hon (12 - 30 gid), dan téi nguy
ca tich l0y. Loc mau ngoai than it co tac dyng loai tri minocydin.

14. QUY CACH BONG GOI
Hop 3 vix 10 vién.

15. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQONG CUA THUGC
Diéu kién bio quan: Noi khé rdo, trdnh dnh sang, nhiét 46 khong qué 30°C.

Han diing: 36 thang ké tir ngay sin xuét.

Tiéu chuin chét lugng: TCCS.

16. NGAY XEM XET SUA £6I, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC:
24.102019

17.TEN, BIA CHI VA BIEU TUONG CUA CO SO SAN XUAT

DAVIPHARM

Sdn xudt tai: CONG TY €6 PHAN DUGC PHAM DAT VI PHU
(DAVIPHARM)

L& M7A, Budng D17, Khu Céng nghiép My Phudc 1, Phudng
Théi Hoa, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam
Tel: 0274.3567.687 Fax: 0274.3567.688
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