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MIDMYCIN

* Ly
- Boc k§ huang din sir dung trude khi dung
- bé xatim tay iré em.
- Thude nay chi ding theo dom thude.
- Théng béo ngay cho bic 5§ hofic duge s§ nhimg tic dung khong
mong mudn gip phii khi st dung thudc

Thanh phin chng thic thube:

Thénh phdn dic c:da

Spiramycin..... 1,5 M.IU,
andml .. 250 mg.
Thani: phdn td Mc

T durge: . ..via do 1 vién.

(Lactose, tmh bél I"l‘ll nv:ocl FIi]DI F\"P K30 n:m starch glycolat,

magnesi stearat, HPMC 13cps, PEG 6000, TiOy;, tale, oxyd siit d5)

Dang bio ché:

Vi2n nén bao phim méu ndu dd, hai mat 16, mdt mie ¢ vach phin lidu &
chinh gitn vién, bé mit vién nhin, linh 4n.

Chi djnh:

Dibu tri nhidm 1ring nha khoa clp tinh vi dgt clp cia nhifm tring nha
khoa min tinh nhar:

+ Ap xeé g, viem tly

+ Viem nudu, viém migng.

+  Vilm nha chu

+  Vidm dual ham.

- Bvidu tri dir phéng nhiém tring sau phiu thuit rong rang midng

Lidu ding, cich ding:

Cih dimg: Ubng nguyén vién thude voi cde nude. Co thé udng rrong bita

an vi thirc in khang dnh huimg dén hip thu thube.

Lxgjuaﬁur?‘rrem:réu 15 rioi va ngudi lon):
v Didu trf nhidm tring rdug:m"r:,i'I

Udng 2 - 3 vién mdi nghy, chia 2 = 3 lan ubng trong bta &n. Vi trubmg hop

néng, 6 thé tng 1én 4 vien/ngdy.
= Bl 1rj die phong nividéim trivg sau phdu thugy ring migng:

Uding 2 - 3 vién/ngdy chia 2 - 3 1iin ung trong bita in.

Chibng chi djnh:

+ Min cdm vii imidazol, spiramyein hoge bat ky ta duye nio cia thudc.

+ Tré em dudi 15 tdi. )

+ Khong duge két hop cung disulfuram, ding cing rugu hodc cie thude
trong myc romg 1ac.

Cinh bdo va thin trong khi dong thube:

+ Quit min da v md durti da: phan (mg df img. bao gdm sde phin vé, cb
thé-de doa tinh mang. Nén ngimg sir dung metronidazol va diéu trj bing
phurong phap thich hop,

Céc phin (mg da nghiégm trong: hii chimg Stevens-Johnson, héi chimg
Lyell da duge bao cio voi spiramycinfmetromdazol.

+ Trinh sir dung d6 udng 6 eén

Khi ngimg thudc co thé mdt diéu hoa ddag tac, 10 13n, tim thin

+ Do thanh phin thude ¢ metronidazol, ¢in cin nhic khi glip edc tinh
trang xdu di cua binh thin kinh nghiém trong, miin tinh hoje tién trién
cila rdi loan mhkmhnmgu'anghnﬂc réi loan thén kinh ngoai vi.

+ Rat hém 0o trudmg hop thiéu mau tan miu duge bao cio & nhimg bénh
nhin thiéu hyt GEPD (Glucose-6-phosphate dehydrogenase), do d6
khiing nén sir dung spiramycin & nhimg bénh nhin nay.

+ Vai nhimg bénh nhdn c6 tién si rdi loan mau, néu difu trj bing lidu cao
hodc didu trj kéo dai thi khuyén cdo cin tién hanh xét nghigm mau, dac
biét 14 kiém soat 55 lrong bach ciu.

+ Néu giam 0 luong bach clu, vide tiép we didu tr phy thude vao mic d
nhidm fning.

+ Déi vai didu tri kéo dai, cdn theo ddi néu c6 cae diu hidu goi ¥ cho rdi
loan thn kinh ngoai bién (dj cam, mdt didu hia, chdng mis, co gift),

+ Ko dii khoing QT 42 duge bao cio & nhimg bénh nhin ding khing
sinh nhom macrolid, bao gdm cd spiramycin,

bl} dyng thufe cho nlw nﬂ' €6 tlni vt eho eon bis

rl‘!
Il1u6c e0 the sir dmw, cho phu i e thai néu (hit cln thid

Vo thimh phean metronidarol:

+ V& myt lAm sang, phin tich mdt sé lugng Im phy i ¢6 thai ding thube
khéng c6 diu higu cia quai thai vA phin (mg dic cila metronidazol. Tu
nhién chi c6 cde nghién ciu dich t& hoe mdi xAc dinh chinh xic s xuf:
hién it nhimg rii ro,

+ Clc nghién cin trén ddng vt khong cho thiy tic dung ghy quai thai coa
metroniduzol.

Véii thamh phan spiramycm:

Céthé su dung spiramycin cho phy ni o thai niu thit cdn it Cha co
bio cdo ndo vé vide sir dung spiramyein cho phy nir ¢o thai vi vé kha nang
£y qudi thai v phan (mg ddc.

+

Che 1

Qui lidu va xir triz
Trigu ching:
~ Lign quan dén spiramycin:
+ Cac diin hifu qua lidu thiong lign quan dén dudng tidn hoa: budn non,
ndn mia, téu chliy.
+ Kéo dai thii gian QT.
~ Lién quan dén metronidazol:

D4 ¢6 bio cio vé sir dung 12g metronidazol dé cb ¥ tr 1o va lam dyng
thubc, Céc tridu chimg 14 ndn mira, mdt difu hon va mdt phirong hudng nhe
- Xir tri: Khing co thude giti doe die hidu cho metronidazol vi spiramycin
Khi qud liu, didu i trigu chimg & cin thide

"+ Giidi ddc ban ddu: gly ndn néu mai udng, it da dy, ding chdt hip phy. _

+ Ditng thude chéng ndn v trf tiéu chay néu cé diu hidu lién quan dén tidy
héa

+ Nghi ngoi tai chd néu bi mit didu hoa va mit phuomg huong nhe.
Dic tinh duge lye hge:

MIDMYCIN 1a sw phéi hgp cin spramyein (kidng sinh nhom macrolid,”
mid ATC: JOIFAO2) v metronidazol (khang sinh ho S-nitro-imidazol, ma
ATC: POLABOL). BAc trj cde bénh nhidm trung ring miéng.

» Spiramy¢in:
iramyzin 1 khing sinh nhom macrolid c6 phi khing Khudn tuong ty

;kllins khudn cta erythromyein, mie dit in vitro tic dung kem hon
:ryﬂ\mycm trén mdt s ching vi khudn nhay cim Spiramyein ¢0 the dung
chdng lai Toxoplasma gonedil, Thude c6 tic dung kim khuin trén vi khuin
dang phin chia té bio. Co ché tae dyng com thude 14 tac dyng trén cie tidu
dam vi 308 eiln ribosom vi khudn va ngan cin vi kiwdn ting hop protein. ¢
chic ndng 40 trong huydt thanh, thube ¢6 the dung chi y%u Kim khudn, nhimg
khi dat nﬁng 4§ cao, thude co thé digt khudn chiim doi vai vi khudn nhay
cim nhiéu, :

O nhimg nei eo muc khang thude rdt thip, spiramyein ¢o the dyng khing
cic ching Oram duong, cic ching Coecus  nhir Stuphylococeus,
Premmococeus, Meningococeus, phiin 1an ching Gonecoceus, 75% ching
Sireptococcus v Enferovoccns, Che ching  Hordeiella pertussis,
Corynebacteria, Chlamydia, Actinomyces, mit so chung Mycoplasma va
Taxvoplasma ciing nhay cam vai spiramycin, Tuy nhién tac dung ban diu
ndy 03 bj suy gidm do st dung lan trdn erythromycin & Vigt Nam.
Spiramycin khéng co tic dung vai cac vi khuin duimg rudt Gram fim. Cling
da co thong bao vé sy dé khing cia vi khudn ddi vai spiramycin, trong do
¢ ¢ sy khang chéo gitra spiramyein, erythromyein va oleandomycin, Tuy
nhign, cic ching khang erythromycin di hic van con nhay cam vai

Spiramycin.

» Metromdazol: "
Metronidazol 12 mit din chdt S-nitroimidazol, ¢6 phé hoat tinh rong trén

dong viit nguyén sinh nhu amip, Giardia va vi khuﬁn ki khi. n

Co ché tac dung ctia metronidazo! con chua thiit 13, Tron té bao vi khudn
holic déng wit nguyﬂrl sinh, nhém S3-nitro coa thuoc b khi bai
nitroreductase cla vi l:hu!.n thanh cic chit trung gian dic voi 1@ bao, Cic
chit nay hcn két vii cdu Iriie xofin cia philn tir DNA lam ngimg qui trinh
sao chép, cudi cing lam 1€ bao bj chét. Nghién ciru in vitro cho Ihi} mit vai
yeu td anh hrimg trong dbi 161 d nhay cam cia vi khuin voi thude dac bn,t
la difu kign yém khi cia moi trrimg nudi chy. Sir tuong tic gl cée vi
khudn va metronidazol ciing da thiy mé ta, nhur metronidazol ¢ thé (e ché
E. coli khi co mit B. fragilis va ting ty | diét khuin vin 8. fragiiis khi mdi
trwrbmg ¢d £ coll.

Metronidazol cé tic dung ching vidm vii co ché hign chira 10,

Phd tic dung: N6i chung, metronidazol ¢ the dung vai hiu hét cic vi
khudn ky khi v nhiéu loai dong viit nguyén sinh. Thude cling ¢6 de vai cd
cic i bio |.hn!1.| oxy hofic gidm ticu thy oxy. Metronidazal khéng c6 tic
dung vai ndm, virus va hiu hét eac vi khuan hiéu khi vi vi khudn ky khi
khéng bat buge (thy ¥).

— Véi vi khuin: i vitro: metronidazol 6 tie dung véi nhidu logi vi khuiin:
+ Vi khudn gram dm ky khi: Bacreroides fragilis, B. distasonis, B, ovaius,

B. theraiotaomicran, B. oreolyticus, B. wuigaris. Porphyromonas

asaccharofytic, P. gingivalis, Prevatella bivia, P. disiens, P. imermedia,

Fusobacterium vii Veillonefla; mit s ching Mobifuncus.

+ Vi khudn gram duong Clestridium, C. diffieile, C perfringens,

Eubacterium, Peptococus, v Peplostrepiococis.

Hiiu hét cic ching Gardneredla vaginalis chi nhay cim véi melronidazol
& ndng 0 coo. Tuy nhidn, chit chuyén hou 2-hydroxy eds metronidazol ¢o
tie dyng 1rén vi khudin niy glp khodng 4 - 8 Kin so vii mefronidieol, v do
vy thube ¢6 tic dung in vive. Metronidnzol o tiw dung han ché wén
Lactobaciilia hofie cic vi khudn hiku khi khic phin Wp 1@ im dao,

In vitro. ning d0 18i thibu (e ché 90% (MICw) cac ching vi khudn ky Khi
Gram &m v duong nhay cdm khofng 0,125 - 6,25 microgam/ml. Nghién
clru cho thdy néu nbng db e ché %I thidu cia thude vio khodng < 8
microgam/ml, thi duge coil 14 nhyy cim véi metronidazol, vi néu néng dd
46 2 32 microgam/ml thi xem nhe vi kbudn 3 khing thude.

Véi ddng viit nguyén sinh: Metronidezol eb tie dung voi Eniamocha
Instolyiica. Trichomonas vaginalis, Giardia lambli va Batontidiver colic dn
vitro, hu hét chc chang £ histolytica va T vaginalis bi i ché & nong 0
thdp hon 3 microganyml va hiu hét céc ching G, lamblia b) i che @ nong
diy khoang tir 0,8 - 32 microgam/ml.
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Ca metronidazel va spiramiycin déu qua duge sita me, do do tranh sit dung
thude cho phy nit cho con bi,
Vie dyng len Khd wdng lii xe vit vin hanh may moc:

I'quC ch thé gay mdt sb tac dung phu (chong mat, ki 10, a0 gie va oo
gidit) do 86 khi gap mdt sb 1ae dung phu trén khdng nén i xe hotic viin hnh
mdy méc.

Twong tdc, twong ky cia thudc:

> Lién quan dén spiramycin: )

- Levodops (két hgp vai carbidopa): thudc lam han ché sy hdp thu

carbidopa v& lim gigm ndng d0 levodopa trong méau. Cin gidgm sat [im

stng va didu chinh lidu cho phit hep.

- Ciw loai thude diéu 1ri xodn dinh: thude chéng loan nhip In (quinidin,
bydroquinidin, disopyramud), thuGe chong loan nhip 111 {amiodaron, sotalol,
dofetilid, ibutilid), sultopride (thuGe an thdn Kinh), dolasetron IV,
erythromycin 1V, levofloxacin, mizolastin, moxifloxacin, prucaloprid,
toremifen. vincamine 1V thude lam tang npuy ca rdi loan nhip thit, dic
bidt I xodn dinh

* Lién quan den metronidezol:

~ Turang lae ching chi dinh k& hop:

+ Disulfuram: gdy do twéng, i Hn.

+ Rugu: gy phin img antabuse ( do, ndn, rhip tim nhanh). Tranh

udng cing neou hofe cic chat chir

+ Busulfan: voi busulfan liéu cao: metronidazol lam tang gip ddi néng 4o

busulfan.

— Tuong tac can phis thin ong khi sir dung: "

+ Thude chong co gidt gdy cam tmg enzym gan, do &0 lam gidm nong do

mietronidizzol. Cln theo dds lam séng trong va sau khi ding thude ching co

it

+ Rifampicin: 14m tng chuyén hoa & gan, do do lim gidm ndng 6
metronidazol trong mau.

+ Thube chdng dong duimg udng:

Gay tang hidu qua cia thudc chdng dong duimg udng va tang nguy co
chiy miu do gidm sy chuyén héa & gan. Cin gidm sit thuimg xuyén this
gian prothrombin va kiém soét INR. Clin diéu chinh liéu thude chdng dong
duomg udng khi dang diéu trj v sau 8 ngdy dimg thude

+ Fluonouracil lang ddc tinh cia l'l_uumum:il do gidm sur thai trr
+ Lithi: gy ting nong @ lithi huyét thanh, do vy cin thin trong va theo

ddi ndng 6 lithi khi dung thiri.,
= Turemg 1dc 1éi xét nghigm chudn dodn:

Metronidazol Jém bét ddng xodn khudn, do d6 lam sai két qui cda xét
nghiém Nelson.

Tic dyng khdng mong mubn:
Cic tde dung khdng mang mudn lién quan dén thinh p.hén spiraniyein:
~ Trén hé thong ticu hoa:

+ Thuimg giip: dau bung, dau da day, budn nbn, nén nia, tiéu chily

+ Rt higm gap: viem dai trdng gid mae.
= Trén da v md duin da

+ Thaetmg giip: phat ban.

+ Khong xtc dinh: ndi mé day, ngia, phi mpch vi shock phin v¢, hii

chimg Stevens-Johnson, hii chimg Lyell, ngogi ban clp tinh,
— H2 thing thin kinh trung wrong vA ngoai vi:

+ Rt thurmg gp: dj cdm thodng qua.

+ Thutmg gap: chimg kho doc thodng qua.

- Chug niing gan: _

+ Rt hiém: ¢d nhimg xét nghiém gan bt thuimg,

+ Khéng xfc dinh: viém gan « mit, gdy déc 1€ bio (hiém pap)
= Trén hé thong maw:

+ Khdng xéc dinh: Thiu mdu tan mau, gidm bach ciu.
= Trén tim mgeh: kéo dai khodng QT, rdi loan nhip thit, nhanh thit, xodn

dinh ¢ thé ddn ¢én ngimg tim.

Cile tdc dyng khdng mong mudn lidn quan dén thank phin mesronidazol:

= Rdi loan tim thdn: nhim 130, 4o gide, tim trang chin ndn, hoang twimg
vivhodc mé sing

= Trén b thing miu vi bieh huyée: gidm bach cdu, mit bach edu ha, gidm
nidu cdu. )

— R lopn e than Kinh:

+ BEnh thin kinh cdm gidc ngogi bién

+ Dau diu,

+ Chéng mjr

+ Lii lin,

+Co gidl. )

+ HOi chimg titu ndo ban cdp (mdt didu hoa, i logn chire niing, rdi logn

dang di, rung gidt nhan cdu, run riy).

+ Viém mang nio vd khula.

= Réi logn mit

+ Rl logn i gide: mo maL, nhin ddi, cén thi, gidam thi lye

Cor2

Khiding thuse: DA ob bio ¢do ¢b 161 70 - T5% chiing Actinamyces spp. v
Propiontbacterium, Lactobacilius khing metronidnzol. Khing chéo vai cic
nitroimidazol khac nhur tinidazol cling da xdy ra. Khing thude wr nhién v
miic phii & mot s& ching Trichamonas vaginalis ciing dA thiy théng bio.
Mac di chia rd vé mire 46 quan trong trén ldm sdng, nhung nghién ¢l in
vitro cho thily mdt & ching phin lp 70 veginalis gidm nhay cam voi
metronidazol ciing gidm nhay cim voi tinidazol. Nbng 40 digt khudn toi
thidu (MLL) con tinidazol véi ching nay thdp hon so vai eda metronidazol, **
Mt 50 tneong hop khang thude hiém ghp hon da thiy bao cao vai
Bacteroldes fragilis va cac vi khudn ky khi khi diéu trj dai ngdy.

Nghién ciru cho thdy cée ching khing metronidazol chira it ferredaxin,
miit protein ©o tic dung xic tae khir hoa metronidazol co trong céde chung,
niy, Co 12 vi Ferredoxin giflm nhumg khong it hoan todn nén trebng hop
cdic ehing vi khodn khang thude viln eb thé dap img khi ding metronidazol
lidu cao va kéo dai.

Khi dimg metronidazol don doc dé dicu tq Campylobacter hogc
Helicobacter pylors thi khang thube phat rién kha nhanh Do viy, khi bj
nhidm cd vi khudn wa khi va ky khi, phai phdi hgp metronidazol véi e
thude khing khudn khac.

Tac dung higp lye: cac CMI trung binh ciia 2 hout chit ridng 1¢ hoac khi

phdi hop cho thiy 6 si higp lue ire ché mot sb ehing vi kiwdn nhay cim.

Nhu vy, d0i voi B. fragilis, chi can spiramycin il hon 16 lin va

metronidazol it hom 4 lin,
Bije tinh duve dong hoe:
Spiramycin:

~ Hip thu, disge hilp thu nhanh chéng nhumg khong hodn toan va khing b
anh herang b thire fn,

VA
JA]

CMI tinh bang  mg/ml
Chiing vi khudn B, melaminogenic B fragilis
Metronidazol 025 0.5

Metronidazol + ]
spiramygin 0,125pg/ml i i 1
Spiramycin 2 32 | % 1
Sl 0,125 " =235
Metronidazol 0,125ug/ml % 5

f »

LA

™ *'

~ Phin bi: Sau khi udng khodng 6 M.IU, ndng d$ 18i ¢a trong huyét thanh i T.HNP
dat 3,3meg/ml. Thoi gian bin thii 1 § gio, Khuéeh tan cuc b1 vio nM

bot vd md; md phéi tir 20-60 meg/g, amidan: 20-80 meg/g, xoang bj
nhidm tring: 75-110 meg/g va xuong: 3-100 meg/g. 10 ngdy sau khi
ngimg difu trj , vila con 5-7 meg/g hoat chit wong la lach, gan, thin.
Spiramycin khdng qua dich nflo ty, qua sira mg va it lién két vai protein
huydt wong (10%).

= Chuytn héa: duge chuyen hoa chdm & gan )

= Thii trir. 10% litu udng duge i trir qua nuse tidw, thai trr qua mat:
ndng dé trong mt cao hom 1540 Ko ndng 49 wong huyEt thanh va mot
Irgmg ding ké duge tim thily trong phin.

Metronidazol:

- Hép thu: Metronidazol duge hip thu nhanh sau khi ubng [khodng B0%
sau | git) va ndng 4O dinh ciing trong tr nhe nhimg nguoi ding
metronidazol dubg tiém tinh mach lidu wong duong. Sinh khi dyung
duimg udng 14 100% vi khong bi dnh hudng b thire an.

~ Phin bd: khong qud 20% gin voi protein huyél wong, Metronidazol
khuyén tan nhanh vi ding ké véo: phdi, thiin, gan, da, mit, dich nilo tiy,
nudie bot, tinh dich, dich tiét dm dpo. Qua diroe rau thai vi sim me,

= Chuyén hoa: Chi yéu & gan nhir qud trinh oxy hoa

~ Thin tri: Phin lon lidu utng cia metronidizol duge thid wir qua nude
titu, m{t Jugng nhéd thin i qua phin, Thii wir qua medo tidy
metronidazol vi cde chiit chuyén hoa cia nd lam cho nude tidu co miu
ndu 40, théi trir qua nude tidu 35-65% lidu dimg.

Ste khuiéch sdn vao cde md ving rdng migng:
Hai hogt chét thanh phiin ciy MIDMYCIN tip trung trong nude bot, nudu

v xuomg & ring. Nbng d0 spirdmyein v metronidozol (mg/ml hofie mg/g)
do & nguii 2 gio sou khi udng ligy 1,5 ML spimmyoin va 250mg
metronidazol nhu sau:

Nl,'hlg o Huwdt thanh N bot MNurau ) ring
[ Spiramycin_ [0,68 £022 1,54 =041 |2663 =965 | 1139+4],1
Metronidazol |35.05+ 1235 | 15324316 | 743 £ 6,34 5.7342.72
Quy chch dong goi:

HOp 10 vi A/ PVC x 10 vién nén boao phim, kém (& huong dfin st dung,

Didu kitn bao quin: Noi kho, tranh anh sang tryee tép, nhigt di dud 30°C.

Hgn dh:E.' 36 thang ké tir ngay sdn xult,
Titu chudin

< Tidu chudin co sd.
NEU CAN THEM THONG TIN
NIN HOI Y KIEN BAC 8T HOAC DUGC 8
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+ Viém déy thiin kinh.

- Trén hé théng tiéu hoa:

+ Réi loan tidy hoa nhe: dau thigng vi, budn nin, nén, titu chiy.

+ Viém ludi véi cim gise kho migng, viém migng. vi kim logi, chan an.

+ Viem tyy ¢6 hidi phye khi ngimg didu tri.

+ Db min hofic thay ddi bé ngodi cia ludi (ndm lei)

= Trén da vi mod dudi dn

+ Sung huyét, ngi, phit ban d6i Khi kém sdt,

+ May day, phis mach. shock phiin vé

+ Hoi chimg Lyell, hi chimg Steven-Johnson.

— Roi logn chirc niing gan: chirc nang gan thay ddi (ting ALT, AST,
phosphatase kidm), viém gan i mit,

~ Khée: nudre tiéy miu néu do do cic sic 10 tan trong nude tidu tir qua trinh
chuyeén hoa cia sin phim

Cit 3

2
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MO PHARCO

Co st sin xufit: CONG TY Ca PHAN DUGC PHAM MINH DAN

i chiz Lo N8 - DBuimg N5 « KCN Hoa Xa - Xa M§ X4
- TP Nam Binh - Tinh Nam Dinh - Viét Nam

Dién thoui: (+54)228.3671086 Fax: (+84)228.3671113

Email: duocpham.minhdan@gmail.com
TP. Nam Binh — Tinh Nam Bjah - Viét Nam
Bifn thog: 0228 3671086 Fax: 0228.3671113
Email: duocpham.minhdan@gmail com
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