TG HUGNG DAN SU DUNG THUGC CHO CANBO Y TE

R X THUGCBANTHEODON

Dorogyne'j g

© Docky huéng dan strdung truéckhidung.

e Déxatamtaytréem.

e Théng bao ngay cho bac si hodc dugc si nhiing tac dung khéng mong muén gap
phai khi sirdung thuéc.

THANH PHAN:

Méi vién nén bao phim chia:

- Spiramycin 1.500.000 U
- Metronidazol 250 mg

-Ta dugc: Starch 1500, Microcrystallin cellulose PH101, Povidon K90, Natri croscarmellose,
Colloidal silicon dioxid A200, Magnesi stearat, Hydroxypropyl methylcellulose 15cP,
Hydroxypropyl methylcellulose 6¢P, Polyethylen glycol 6000, Talc, Titan dioxid.

DANG BAOCHE:

Viénnénbao phim.

QUY CACHPONG GOI:

Hop 1vix5vién, hop 2vix5vién, hop4vix5vién, hép 10 vix 5vién.

DUQCLUCHOC:

Nhém dugc ly: Két hgp clia khang sinh spiramycin (nhém macrolid) va khang sinh
metronidazol (nhém 5-nitroimidazol), dung cho cac bénh nhiém khudn rang miéng.
MaATC: JOTRA04

Dorogyne F la thudc phéi hgp gitta spiramycin khang sinh nhém macrolid va metronidazol
khang sinh nhém 5-nitroimidazol, ddc tri cdc bénh nhiém khudn rang miéng.

Spiramycin

- Spiramycin la khang sinh nhém macrolid. Thudc c6 tac dung kim khudn trén vi khudn
dang phan chia té bao. Co ché téc dung clia thudc la téc dung trén cac tiéu don vj 50S
ctiaribosom vikhudn vangén can vikhuan tong hap protein. 3 cacnéng do trong huyet
thanh, thudc c6 tac dung chu yeu kim khugn, nhung khi dat néng dé cao, thuéc cé thé
diétkhuan cham dsi véi vikhudn nhay cdm nhiéu.

—Onhung noi c6 muic khang thudc rat thap, spiramycin c6 tac dung khang cac chiing Gram
duang, cac chiing Coccus nhu Staphylococcus, Pneumococcus, Meningococcus, phan 6n
chiing Gonococcus, 75 % chiing Streptococcus va Enterococcus. Cac ching Bordetella
pertussis, Corynebactena Chlamydia, Actinomyces, mét s6 ching Mycoplasma va
Toxoplasma cling nhay cam véi spiramycin. Spiramycin khong c6 tac dung Véi cc vikhuan
dudng ruét Gram am. Cung da c6 thong bao vé su dé khang cla vi khuan déi véi
spiramycin, trong d6 c6 ca su khang chéo gitia spiramycin, erythromycin va oleandomycin.
Metronidazol

- Metronidazol la mét dan chat 5-nitroimidazol, c6 phé hoat tinh réng trén dong vat
nguyén sinh nhuamip, Giardiava vikhuan ky khi.

- Co ché tac dung clia metronidazol con chua that ré. Trong té bao vi khudn hoac dong
vat nguyén sinh, nhém 5-nitro clia thuéc b khi bai nitroreductase clia vi khuan thanh
céac chat trung gian doc vdi té bao. Cac chat nay lién két vai cau trdc xodn cua phan ti
DNA lam ngling qué trinh sao chép, cudi cling lam té bao bj chét. Nghién ctu invitro cho
thdy mot vai yéu té anh hudng tuong déi téi do nhay cdm cla vi khudn véi thudc dac
biét la diéu kién yém khi clia méi trudng nuéi cdy. Metronidazol cé thé tic ché E. coli khi
c6mat B. fragilis va tang ty 1é diét khuén véi B. fragilis khi méi trudng cd E. coli.

- Metronidazol c6 tac dung chéng viém véi ca ché hién chuaré.

- Phé tac dung: N6i chung, metronidazol c6 tac dung véi hau hét cac vi khuan ky khi va
nhiéu loai ddng vat nguyén sinh. Thudc ciing c6 déc véi ca cac té bao thiu oxy hodc
giam tiéu thu oxy. Metronidazol khéng c6 tac dung véi ndm, virus va hau hét cac vi
khu&n hi€u khiva vikhudn ky khi khéng bét budc (tuy ).

-V6i vi khuan: In vitro, metronidazol c6 téc dung véi nhiéu loai vi khudn Gram am ky khi
nhu Bacteroides fragilis, B. distasonis, B. ovatus, B. thetaiotaomicron, B. oreolyticus, B.
vulgaris, Porphyromonas, asaccharolytic, P. gingivalis, Prevotella bivia, P. disiens, P.
intermedia, Fusobacterium va Veillonella; mét s& chiing Mobiluncus. Thudc cling c6 tac
dung trén mot s6 chling ky khi Gram duang nhu Clostridium, C. difficile, C. perfringens,
Eubacterium, Peptococcus va Peptostreptococcus.

-Hau hét cac chiing Gardnerella vaginalis chi nhay cdm véi metronidazol 8 ndng dé cao.
Tuy nhién, ch&t chuyén héa 2-hydroxy ctia metronidazol c6 téc dung trén vi khudn nay
gap khoadng 4 - 8 Ian so véi metronidazol, va do vady thudc c6 tac dung in vivo.
Metronidazol c6 tac dung han ché trén Lactobacillus hodc cac vi khuan hiéu khi khac
phanlaptiram dao.

- In vitro, néng db t6i thiéu tc ché 90 % (MIC,,) cac chiing vi khudn ky khi Gram am va
duang nhay cdm khoang 0,125 - 6,25 mcg/ml. Nghién ctu cho thdy néu néng dé tic ché
t6i thiéu clia thudc vao khodng < 8 mcg/ml, thi dugc coi la nhay cdm vaéi metronidazol,
vanéunéng dd dé > 32 mcg/mlthixem nhuvikhudn dakhang thudc.

- V6i dong vat nguyén sinh: Metronidazol cé tdc dung véi Entamoeba histolytica,
Trichomonas vaginalis, Giardia lamblia va Balantidium coli. In vitro, hau hét cac chung
E. histolytica va T. vaginalis bi Gc ch€ § néng d6 thap han 3 mcg /mlva hau hét cac ching
G.lamblia bi tic ché &ndng d6 khoang tir0,8 - 32 mcg/ml.

Tdc dung hiép luc: Cac CMI trung binh ctia 2 hoat chat riéng 1€ hodc khi phéi hgp cho
thédy cé suhiép luc tic ché mot s chiing vikhudn nhay cam.

CHIDINH:

- Cac bénh nhiém khuén rdng miéng cép, man tinh hodc tai phat nhu p xe rang, viém
tdy, viém mo té bao quanh xuong ham, viém quanh than rang, viém nudu, viém nha
chu, viém miéng, viém tuyén mang tai, viém dudiham.

-Phong cacbénhnhiém khudn rang miéng sau phau thuat.

LIEUDUNG VA CACHDUNG:

*Cach dung: Dung uéng, uéng thudc trong cacbiradn.

*Liéudung:

-Ngudilén va tré em trén 15 tudi: 2 - 3 vién/ngay, chia 2 - 3 1an. Trudng hgp nang, c6 thé
sti'dung4vién/ngay.

-Phong cacbénh nhiém khuén ring miéng sau phau thuat: Ngudilén va tré em trén 15
tu0| 2-3vién/ngay, chia2- 3lan.

CHONG CHIDINH'

-Qué man véiimidazol hodc spiramycin hay bat ky thanh phan khac ctia thudc.

-Tréem duéi 15 tudi.

- Disulfiram, rugu (xem & phan tuong tacthudce).

THANTRONG KHIDUNGTHUOC:

-Khi b4t dau diéu tri néu thay phat héng ban toan than cé sét, phai ngiing thudc vi nghi
bi b&nh mun mi ngoai ban cap. Trudng hgp nay phai chdng chidinh dung spiramycin.
-Khéng udng rugu (hiéu ting giéng disulfiram).

-Nguing diéu tri khi mat diéu hoa, chéng mat, réiloan tam than.

-Thudc c6 chiia metronidazol, nguy cd c6 thé lam tram trong thém trang thai tam than &
ngudi bi bénh than kinh trung uong hay ngoai bién, 6n dinh hay tién trién.

-Trudng hop rat hi€ém gép clia thi€u mau tan huyét da dugc bao cao &nhiing bénh nhan
thiéu hut glucose - 6 - phosphat — dehydrogenase. Khdng nén st dung spiramycin cho
nhing bénhnhan nay.

-Theo déi cong thiic bach cau trong trudng hgp 6 tién st réi loan thé tang mau hodc
diéu trj vdi liéu cao va kéo dai. Néu bi gidm bach cau, viéc tiép tuc diéu tri hay khéng tuy
thudcvao micdd nhiém khuan.

-Thén trong khi dung spiramycin cho ngudi réi loan chiic ndng gan vi thuéc cé thé gay
docchogan.

-Than trong cho ngudi bi bénh tim, loan nhip (bao gém ca ngudi c6 khuynh huéng kéo
daikhoang QT).

Phunircé thaivacho conbu:

-Thaiky mang thai: C6 thé xem xét dung thuéc cho phu nirmang thai néu can thiét.
+Metronidazol:

.Trén 1am sang, nghién ctiu trén nhiéu phu nirmang thai ding metronidazol khong cho
thdy gay quai thai hodc gay doc cho phoi thai.

.Nghién cttu trén dong vat cho thay metronidazol khéng cé tac dung gay quai thai.

+ Spiramycin:

Spiramycin cé thé dugc xem xét sit dung trong qua trinh mang thai néu can thiét. Cho
dén nay, viéc st dung spiramycin cho phu nir mang thai khéng cho thdy gay quai thai
hodcgay doccho phoithai.

- Thai ky cho con bu: Metronidazol va spiramycin qua stfa me, do d6 tranh st dung
thudc trong thai gian cho con bu.

Anh huéng ciia thudc d8i véi cong viéc (ngudi van hanh may méc, dang lai tau xe,
ngudilam viéctréncaovacac truung hdp khac):

Thuéc c6 thé gay cacnguy catiém &n nhu chong mat, 14 1an, do gidc hodc co giat. Bénh
nhan khéng nén dung thudc khi lai xe, van hanh may moc, lam viéc trén cao va cac
truong hopkhac.

TUONGTAC CUATHUOCVGI CACTHUOC KHACVA CAC LOAITUONGTACKHAC:
*Lién quan dén spiramycin:

- Dung spiramycin déng thai véi thudc udng ngura thai sé lam mat tac dung ngtia thai.

- Spiramycin lam gidm néng dé clia levodopa trong mau néu dung déng thai.

- Spiramycin it hodc khéng anh hudng dén hé enzym cytochrom P,,, & gan, vi vay so véi
erythromycin, spiramycin it c6 tuang tac hon véi cac thuée dugc chuyén héa bégi hé
enzym nay.

*Lién quan dén metronidazol:

-Véi cac thudc chéng déng coumarin: Metronidazol cé thé gay téng tac dung cac thuéc
chéng dong méau dang udng, dic biét warfarin lam kéo dai thai gian prothrombin, vivay
tranh dung dong thai hodc phai theo déi thoi gian prothrombin hodc diéu chinh liéu
cacthudcchéng déng néu can.

- Rugu va thudc c6 chua alcol: Metronidazol tc ché cac enzym oxy hoa rugu va alcol
dehydrogenase gay phan (ing kiéu disulfiram. Vi vay khéng uéng rugu hodc dung déng
thai cac thudc cé chira con trong khi diéu trj véi metronidazol. Khéng dung déng thai
metronidazol véi disulfiram hodc phai dung thuéc & nhiing thai diém cach khoang xa.

- Phenobarbital: Dung déng thdi metronidazol va phenobarbital lam tang chuyén héa
metronidazol nén thudc thaitritnhanh hon.

- Lithi: Da thay bao cao mot s6 dau hiéu doc cla lithi khi dung metronidazol cho nhiing
bénh nhan dang diéu tri lithi liéu cao vi cé thé gay taing néng dé lithi huyét thanh, do vay
canthan trong va theo d6i néng do lithi khi dung déng thoi.

-Terfenadin va astemisol: Metronidazol c6 thé tuong tac véi terfenadin va astemisol khi
dung déng thai lam tang phan ting bét Igi nghiém trong trén tim mach cuda cac thuéc
nay nhu kéo dai khoadng QT, loan nhip, nhip nhanh... Do vay, phai rat than trong va
khoéng nén dung dong thai cac thude khang histamin nay cho bénh nhan dang dung
cacthudc co cdutrac nhomitraconazol, ketoconazol, bao gdm ca metronidazol.

- Fluorouracil: Tang doc tinh ctia fluorouracil do gidm thanh thai.

- Cimetidin Gic ché su chuyén héa tai gan clia metronidazol, lam téng thoi gian ban thai
ctiametronidazol, dan dén tang ADR, vivay can can nhic khi strdung déng thai.
TACDUNG KHONG MONG MUON (ADR):

-Réi Ioan tiéu héa nhudau da day, buén nén, ndn mua, tiéu chay.

-Cé4cphan ing di tng: N&i may day.

Bang tém tét cac phan ting khdng mong muén:

Cac cd quan Tan suat (¥) Cac phan ung khéng mong muén
CMI tinh bang mcg/ml -
*Lién quan dén spiramycin
Chuing Bacteroides melaninogenic fragilis ; -
Tiéu hda Thuong ga Budn nén, ndn, tiéu chay, kho tiéu.
Metronidazol 0,25 0,5 i g 9ap Y,
Metronidazol + spiramycin 0062 0125 ftgdp Viém két trang cap.
0,125 mcg/ml ! ! Than kinh Thuong gdp | Chéng mat, dau dau.
Spiramycin 2 32 Toan than ftgdp Mét mdi, chdy mau cam, d6 mé héi, cam giac de
Spiramycin + metronidazol ép nguc. Di cdm tam thai, loan cam, 1o déo, dau,
piramy 0,125 2 cling co va khdp néi.
0,125 mcg/ml

Nhuvay, d8i véi B. fragilis, chi can spiramycin 16 lan ithan va metronidazol 4 1an it hon.
DUGCHONGHOC:

* Spiramycin:

- Hap thu: Spiramycin hap thu khéng hoan toan tir dudng tiéu hda va bi gidm khi dung
cung thican. Liéu uéng dugc hdp thu khoang 20 - 50 %. Thiic an lam gidm khoang 70 %
nodng d6 téi da ctia thudc trong huyét thanh va lam cho thai gian dat dinh chdm 2 gio so
véiuéng luc doi.

-Phén bé: Sau khiuéng 6 M.LU spiramycin, néng d6 dinh huyét tuong la 3,3 mcg/ml sau
1,5 -3 gid. Thuéc gan vao protein huyét tuong dao dong tir 10 — 28 %. Thai gian ban thai
khoéng 5-8gid. Néu cach 8 gigcho 11iéu 1,5 M.LU, trang thai 6n dinh dat dugc vao cui
ngay tha hai. Ndng do dinh (ka) 3 mcg/ml; C,,, (nGng do6 day): Khoang 0,5 mcg/ml
Thudc phéan bé rong réai vao cac mé (phai: 20 - 60 mcg/g; amidan: 20 - 80 mcg/g; viém
xo0ang: 75 - 110 mcg/g; xuong: 5 - 100 mcg/g). Thudc dat néng dé cao trong phéi,
amidan, phé quéan va cac xoang. Thudc khéng qua hang rao mau - nao, nhung qua nhau
thai va vao sita me. 10 ngay sau khi ngiing diéu tri con thdy trong lach, gan va than
khodng 5 - 7 mcg/g thudc con hoat tinh. Khang sinh macrolid xam nhap va tich Iy
trong cac thuc bao (bach cau da nhan trung tinh, bach cau don nhan, daithuc bao mang
bung, phéi). Néng dé trong thuc bao cao & ngudi. Tinh chat nay gidi thich dugc tac dung
clia cac macrolid d6i véi cac vi khuan noibao.

- Chuyén héa: Spiramycin chuyén héa & gan thanh cac chat chuyén héa cé hoattinh.
-Thaitrir: Phan 16n thai trir qua mat va khodng 10 % vao nudc tiéu. Spiramycin ciing thai
trir 1 phanvao phan.

* Metronidazol:

- Hap thu: Metronidazol thudng hap thu nhanh va hoan toan sau khi uéng. Khoang 80 % liéu
dugc hap thu tir dudng tiéu hoa. Sau khi udng liéu don 500 mg, néng d dinh trong huyét
tuong dat dugc khoang 11,5 - 13 meg/ml trong vong 1 - 3 gid. C6 su tuong quan tuyén tinh
gilfa liéu dung va néng do trong huyét tuong trong khoang liéu tir 200 — 2000 mg.

- Phan b8: Metronidazol phan b6 t6t vao cac mé va dich co thé, ké ca xuong, mat, nudc
bot, dich &i, dich mang bung, dich tiét sinh duc, dich ndo tdy va héng cau. Néng do
thudc trong dich nao tdy dat dugc xap xi 43 % néng do trong huyét tuong trong trudng
hgp mang nao khéng bi viém va tuang duong khi bi viém. Thuéc c6 thé qua nhau thaiva
vao slra v6i ndng do xap xi ndng do trong huyét tuong. Khoang dudi 20 % thudc lién két
vdi protein huyét tuang.

- Chuyén héa: Khoang 30 - 60 % liéu metronidazol dung dudng uéng chuyén héa & gan
thanh cac chat chuyén héa dang hydroxy va glucuronid. Chat chuyén hoéa 2-hydroxy
cling cé tacdung dugcly trén vikhuan va dong vat nguyén sinh.

-Thai trir: 3 ngudi c6 chiic nang gan, than binh thudng, thai gian ban thaitrung binh cia
metronidazol trong huyét tuang khodng 6 - 8 gi&s va chat chuyén héa hydroxy khodng
9,5 - 19,2 gid. Thai gian béan thai khong bi anh hudng khi suy gidm chic nédng than, cé
thé bi kéo dai khi bi suy gidm chiic ndng gan (c6 thé téi 10,3 - 29,5 gid). Trén 90 % liéu
uéng dugc thai trir qua than trong vong 24 gid, chli yéu dudi dang chat chuyén héa va
duéi 10 % dudi dang chua chuyén héa. Khodng 14 % liéu duing thai trir qua phan. Cé thé
loai metronidazol ra khdi co thé badng thdm tach mau, nhung kém hiéu qua khi thdm
phanmangbung.

*Sukhuéch tan vao cdc mé vung rang miéng:

Hai hoat chat thanh phén trong vién thudc tap trung trong nudc bot, nudu va xuong &
rang. Néng dé spiramycin va metronidazol (mcg/ml hodc mcg/g) do & ngudi 2 gid sau
khiuéng 2 vién nhusau:

Néng do Huyét thanh Nudc bot Nuéu Xuong 6 ring
Spiramycin 0,68 +0,22 1,54+0,41 26,63+ 9,65 113,9+ 41,16
Metronidazol 35,03+12,35 1532+3,16 7,43+6,34 5,73+2,72

Hiém gdip Phan (ing phan vé&, bdi nhiém do dung dai ngay.

Da ftgdp Ban da, ngoai ban, may day.

Tim Hiém gdp Kéo dai khoang QT.

*Lién quan dén metronidazol

Tiéu hoa Thudng gdp | Bubn nén, ndn, chan an, dau bung, tiéu chay, cé
vi kim loai khé chiu.

Méau ltgdp Giam bach cau.

Hiém gdip Mat bach cu hat.

Than kinh Hiémgdp | Con doéng kinh, bénh da day than kinh ngoai vi,
trung uong nhic dau.

Da Hiém gdp Phéng rop da, ban da, ngua.

Tiét niéu Hiém gdp Nudc tiéu sdm mau.

(*)Tan suat tac dung khéng mong muén dugc dinh nghia nhu sau: Rat thuéng gap (ADR
> 1/10), thudng gdp (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gap
(1/10000 < ADR < 1/1000), rat hiém gép (ADR < 1/10000), khéng ré (khong dugc udc
tinh tirdirliéu cé san).

Huéng dan cach xiitri ADR:

Ngting diéu tri khi bi chéng mat, It 1an, mat diéu hoa.

Kiém tra cong thiic bach cau &ngudi bi réi loan tao mau hodc diéu trj liéu cao va kéo dai.
Giam liéu & ngudisuy ‘gannang.

Diéu tritriéu chiing néu cac phan ingkhéng thékiém soat.

QUALIEUVA CACH XU TRIi:

Triéu chiing vabiéu hién khisttdung thudc quéliéu:

Lién quan dén spiramycin:

Chua biét liéu spiramycin gay doc. Khi dung liéu cao, c6 thé gay réi loan tiéu hoa: Budn
nén, nén, tiéu chay. C6 thé gap khoadng QT kéo dai, hét dan khi ngling diéu tri (da gap &
tré sosinhdung liéu cao hodc & ngudilén tiém tinh mach cé nguy cakéo daikhoang QT).
Lién quan dén metronidazol:

Da thdy béo céo trucng hop ngd doc qua liéu metronidazol khi uéng mét liéu duy nhat
15g.Triéu chiing bao gom budn nén, nén va mét diéu hoa, bénh ly than kinh ngoai bién,
déng kinh. Anh huéng déc trén than kinh nhu co giat, bénh ly than kinh ngoai bién da
dugcbao cdosau 5t6i 7 ngay dung liéu 6 - 10,4 g cach 2 ngay/lan.

Cachxtrtriqualiéu:

Trong trudng hgp qué liéu spiramycin, nén lam dién tam d6 dé do khoadng QT, nhat la khi
c6 kém theo cac nguy co khéc (gidm kali huyét, khoang QT, kéo dai bam sinh, két hgp
diing cac thuéc kéo dai khoang QT va/hodc gay xoén dinh).

Khong ¢6 thudc gidi ddc dac hiéu cho spiramycin hay metronidazol. Trong trudng hgp
qua liéu, diéu tritriéu ching.

PIEUKIENBAO QUAN Noikho, nhiét d6 dudi30°C, tranh anh séng.

HAN DUNG CUATHUGC: 48 thang ké tirngay san xuat.

CO SO SAN XUAT:
CONGTY C6 PHAN XUAT NHAP KHAU Y TEDOMESCO
Dia chi: S6 346 dudng Nguyén Hué, Phudng My Phd, Thanh phd Cao Lanh,
TinhBong Thap

DOMESCO Diénthoai: 1800.969.660

NGAY XEM XET SUA DO, CAP NHAT LAI NOI DUNG HUGNG DAN SU' DUNG THUOC:
19/10/2023.

TG HUGNG DAN SU DUNG THUGC CHO BENH NHAN

RX THUGC BANTHEO DON

Dorogyne'j

e Docky huéng dan st dung trudckhidung.

e Déxatamtaytréem.

e Thudcnay chidung theo don ciabacsi.

e Thong bao ngay cho bac si hodc dugc si nhitng tac dung khéng mong
muédn gap phaikhisidung thudc.

o Hay giirlai tdhuéng dan sttdung; ban c6 thé can phaidoclai.

o Thudc nay chi dugc ké don cho ban. Khéng dua thudc cho ngudi khac vi
thudc nay c6 thé khong tét cho ho ngay ca khi ho ¢6 triéu chitng giong
nhuctaban.

THANH PHAN, HAM LUGNG CUATHUOC:

M&i vién nén bao phim chua:

- Spiramycin 1.500.000 1U
- Metronidazol 250mg
- T4 dugc: Starch 1500, Microcrystallin cellulose PH101, Povidon K90, Natri
croscarmellose, Colloidal silicon dioxid A200, Magnesi stearat, Hydroxypropyl
methylcellulose 15cP, Hydroxypropyl methylcellulose 6cP, Polyethylen glycol
6000, Talc, Titan dioxid.

MOTA SAN PHAM:

Dang bao ché: Vién nén bao phim.

Hinh thiic: Vién nén bao phim, hinh tron, mau trang, hai mat 16i, mét mat vién
¢6 khac vach, canh va thanh vién lanh 1an. Nhan thudc bén trong mau trdng
nga.

QUY CACHDONG GOI:

Hop 1vix5vién, hép 2 vix 5vién, hdp4vix5vién, hdop 10vix 5 vién.
THUGCDUNG CHO BENH GI?

- Cacbénh nhiém khuan rang miéng cap, man tinh hoac tai phat nhu ép xe rang,
viém tdy, viéem mo té bao quanh xuong ham, viém quanh than rang, viém nuéu,
viém nha chu, viém miéng, viém tuyén mang tai, viém dudi ham.

-Phong cacbénh nhiém khuén rang miéng sau phau thuét.
NENDUNGTHUOCNAY NHUTHE NAOVA LIEU LUGNG?

Pudng dung: Dudng udng.

Cach dung: Dung uéng, udng thudctrong cacbifaan.

Liéudung:

- Ludn luén phai dung thuéc ding nhu béc si da chi dinh. Néu ban khéng chéc
da dung, hay hoi lai bac si. Tiép tuc s dung thudc theo diing chi dinh ctia bac si
ngay ca khiban cam thay téthon.

- Néu ban diing thuéc qua sém, ban cé thé tai phat bénh. Hay bao cao véi béc si
néuban cdm thdy thuéc cé tdcdung qua manh hodc khong damanh.

Liéu thudngding:

- Ngudi 16n va tré em trén 15 tudi: 2 - 3 vién/ngay, chia 2 - 3 1an. Trudng hop
nang, c6théstrdung 4 vién/ngay.

-Phong cac bénh nhiém khuén rang miéng sau phau thuat: Ngudi lén vatré em
trén 15 tudi: 2 -3 vién/ngay, chia2-31an.

KHINAO KHONG NEN DUNGTHUOC NAY?

-Quéa man vaiimidazol hodc spiramycin hay bat ky thanh phan khac ctia thuée.
-Tréem dui 15 tudi.

-Disulfiram, rugu (xem & phan tuong tac thudc).

TAC DUNG KHONG MONG MUON:

-Cang nhu cacthuéc khac, DOROGYNE F c6 thé gay ra cac téc dung phu, macdu
khéng phaibénh nhan nao cting gép phai.

-Théng bédo ngay cho béc si hodc dugc si nhiing tac dung khong mong muén
gap phaikhistrdung thuéc.

- Néu tac dung khéng mong muén nao trd nén nghiém trong hodc néu ban
phat hién tac dung khéng mong muén chua dugc dé cap trong t& huéng dan
nay, hay bao cdo cho bac sictia ban biét.

-Réiloan tiéu héa nhu dau da day, buén nén, ndbn mura, tiéu chay.

-Cacphan ing djung: NSi may day.

Bang tém tit cac phan ingkhéng mong muén:

Caccoquan | Tan suat(*) Cac phan ting khéng mong muén

*Lién quan dén spiramycin

Tiéu hda Thuong gdp | Budn ndn, ndn, tiéu chay, khé tiéu.

It gap Viém két trang cap.

Than kinh Thuong gdp | Chong mat, dau dau.

Toan than ltgap Mét moi, chdy mau cam, &6 mé hoi, cdm giac
dé ép nguc. Di cdm tam thai, loan cam, lao
dao, dau, cting covakhdp néi.

Hiémgdp | Phan (ng phan vé, boi nhiém do dung dai
ngay.

Da ltgdp Ban da, ngoai ban, may day.

Tim Hiém gdp | Kéo dai khoang QT.

*Lién quan dén metronidazol

Tieu hoa Thudng gdp | Budn non, nén, chan an, dau bung, tiéu chay,
covikimloaikho chiu.

Méu ltgdp Gidm bach cau.

Hiém gdp | Mat bach cau hat.

Than kinh Hiém gdp | Can dong kinh, bénh da day than kinh ngoai
trung uong vi, nhic dau.

Da Hiém gdp | Phéng rop da, ban da, ngua.

Tiét niéu Hiém gdp | Nudc tiéu sdm mau.

(*) Tan suat tac dung khéng mong muén dugc dinh nghia nhu sau: Rat thudng
g3p (ADR = 1/10), thudng gap (1/100 < ADR < 1/10), it g&ip (1/1000 < ADR < 1/100),
hiém gdp (1/10000 < ADR < 1/1000), rét hiém gap (ADR < 1/10000), khéng ro
(khéng dugc udc tinh tirdt liéu c6 sén).

Huéng dan cach xdrtri ADR:

Ngumng diéu tri khibi chong mat, 4 1an, mat diéu hoa.

Kiém tra cong thiic bach cau & ngudi bi réi loan tao mau hodc diéu triliéu cao va
kéo dai.

Gidm liéu &ngudi suy gan nang.

Diéu tritriéu chiing néu cac phan tng khéng thé ki€ém soat.

NEN TRANH DUNG NHUNG THUGC HOAC THUY'C PHAM Gi KHI DANG SU
DUNGTHUOCNAY?

Thucpham:

-Thican khong cé anh hudng dén tac dung cliathude.

- Rugu: Metronidazol tc ché cac enzym oxy héa rugu gay phan dng kiéu
disulfiram.Vivay, khéng uéng rugu trong khi diéu trj véi metronidazol.

Dung cacthudckhac:

-Théng tin véibacsidanh sach tat ca cac thuéc ma ban dang sitdung.

*Lién quan dén spiramycin:

- Dung spiramycin déng thdi véi thudc uéng nglra thai sé lam mat tac dung
ngUathai.

- Spiramycin lam gidm néng dé ctia levodopa trong mau néu dung déng thai.

- Spiramycin it hodc khéng anh hudng dén hé enzym cytochrom P, & gan, vi
vay so vdi erythromycin, spiramycin it c6 tuong tac hon véi cac thuéc dugc
chuyén héabdihé enzym nay.

*Lién quan dén metronidazol:

- Vi cac thudce chéng dong coumarin: Metronidazol c6 thé gay ting tac dung
cac thuéc chéng ddng mau dang udng, dac biét warfarin lam kéo dai thai gian
prothrombin, vi vay tranh dung déng thoi hodc phai theo déi thai gian
prothrombin hodc diéu chinh liéu cac thuéc chéng déng néu can.

-Thudc cé chia alcol: Metronidazol tic ché alcol dehydrogenase géay phan ting
kiéu disulfiram. Vi vay, khéng dung déng thai cac thuéc c6 chia con trong khi
diéu tri véi metronidazol. Khéng dung déng thai metronidazol véi disulfiram
hodc phaidung thuéc &nhiing thai diém cach khoang xa.

- Phenobarbital: Duing déng thai metronidazol va phenobarbital lam tang chuyén
hoéa metronidazol nén thudc thai trtr nhanh hon.

- Lithi: Da thdy bao cdo mét s6 ddu hiéu doc cda lithi khi dung metronidazol cho
nhimng bénh nhan dang diéu tri lithi liéu cao vi cé thé gay tang néng do lithi
huyét thanh, do vay can than trong va theo déi néng dé lithi khi dung déng
thoi.

- Terfenadin va astemisol: Metronidazol cé thé tuong tac véi terfenadin va
astemisol khi dung déng thai lam tang phan (ing bat Igi nghiém trong trén tim
mach cla cac thudc nay nhu kéo dai khoadng QT, loan nhip, nhip nhanh... Do
vay, phairatthan trong va khong nén dung déng thai cac thuéc khang histamin
nay cho bénh nhan dang dung cac thudc ¢é cdu tric nhom itraconazol,
ketoconazol, bao gém ca metronidazol.

-Fluorouracil:Tang déc tinh ctia fluorouracil do gidm thanh thai.

- Cimetidin Uc ché sy chuyén hoa tai gan clia metronidazol, lam tang thai gian
ban thai cia metronidazol, dan dén tang ADR, vi vay can can nhac khi st dung
déng thoi.

CANLAM GIKHIMOT LAN QUEN KHONG DUNGTHUOC?

Piéu quantrong la ban phaiudng thudc ding liéu dung nhubac sida chidinh.
Néu ban quén uéng mét liéu dung, hay uéng ngay khinh&ra. Néu thai gian gan
vailan diing thudc ti€p theo, bé qua liéu da quén va hay dung liéu tiép theo vao
th&i gianthudng 1&.Khéng dung liéu gap doi dé bu vao liéu da quén.

CANBAO QUANTHUOGCNAY NHUTHENAO?

Bao quan thuéc noikhé, nhiét dé dudi 30 °C, tranh énh sang.

NHUNG DAU HIEUVATRIEU CHUNG KHI DUNGTHUGC QUA LIEU?

Lién quan dén spiramycin:

Chuabiét liéu spiramycin gay doc. Khidung liéu cao, cé thé gay réiloan tiéu hoa:
Budn ndn, nén, tiéu chay. Co thé gap khoang QT kéo dai, hét dan khinging diéu
tri (da gap & tré so sinh dung liéu cao hodc & ngudi I6n tiém tinh mach c6 nguy
cokéodaikhoang QT).

Lién quan dén metronidazol:

Da thdy bao cédo truong hop ngéd doc qua liéu metronidazol khi uéng mét liéu
duy nhat 15 g. Triéu chiling bao gém buén nén, nén va mat diéu hoa, bénh ly
than kinh ngoai bién, dong kinh. Anh hudng doc trén than kinh nhu co giat,
bénh ly than kinh ngoai bién da dugc bao cdo sau 5t6i 7 ngay dungliéu6-10,4g
cach2ngay/lan.

CANPHAILAM Gl KHIDUNG THUGC QUA LIEU KHUYEN CAO?
Cachxtrtriqualiéu

- Néu ban hay bt ky ai khac (nhu tré em) udng qua nhiéu vién thudc, hay gap
ngay bac sihodc tdi khoa Hoi stic - Cap ctru clia bénh vién gan nhat.

-Trong trudng hgp qua liéu spiramycin, nén lam dién tam d6 dé do khoang QT,
nhat 1a khi c6 kém theo cac nguy co khac (gidm kali huyét, khoadng QT, kéo dai
bam sinh, két hgp duing cac thudc kéo dai khoang QT va/hodc gay xoén dinh).

- Khéng ¢6 thuéc giai ddc dac hiéu cho spiramycin hay metronidazol. Trong
trudng hgp qua liéu, diéu tritriéu chiing.

NHUNGDIEU CANTHANTRONG KHIDUNGTHUGC NAY:

- Khibatdau diéu tri néu thay phat hong ban toan than cé s6t, phai nguing thuéce
vi nghi bi bénh mun ma ngoai ban cap. Trudng hgp nay phai chéng chi dinh
dung spiramycin.

-Khéng uéng rugu (hiéu ting gidng disulfiram).

-Nguing diéu tri khi mat diéu hoa, chong mat, réiloan tam than.

- Thuéc c6 chira metronidazol, nguy co c6 thé lam tram trong thém trang théi
tam than & ngudi bj bénh than kinh trung uong hay ngoai bién, 8n dinh hay tién
trién.

- Trudng hogp rat hiém gap cta thiéu mau tan huyét da dugc bao cao & nhiing
bénh nhan thiéu hut glucose - 6 - phosphat - dehydrogenase. Khéng nén st
dung spiramycin cho nhing bénh nhan nay.

-Theo déi cong thiic bach cau trong trudng hop cé tién sirréiloan thé tang mau
hodc diéu tri véi liéu cao va kéo dai. Néu bi giam bach cau, viéc tiép tuc diéu tri
hay khong tuy thudc vao muc déd nhiém khuan.

-Than trong khi dung spiramycin cho ngudi réi loan chiic nang gan vi thuéc cé
thé&gay docchogan.

- Than trong cho ngudi bi bénh tim, loan nhip (bao gém ca ngudi c6 khuynh
hudng kéo daikhoang QT).

Phunircé thaivacho conbu:

Théng béo véibac sinéuban dang mang thai hay cho con bi.

-Th&i ky mang thai: C6 thé xem xét dung thuéc cho phu nitmang thai néu can
thiét.

+Metronidazol:

.Trén lam sang, nghién ctu trén nhiéu phu ni mang thai dung metronidazol
khéng cho thay gay quai thai hodc gay doc cho phéithai.

.Nghién ctru dong vat cho thady metronidazol khéng c6 tac dung gay quai thai.
+ Spiramycin:

Spiramycin c6 thé dugc xem xét sir dung trong qud trinh mang thai néu can
thiét. Cho dén nay, viéc st dung spiramycin cho phu nit mang thai khéng cho
thay gay quai thai hoac gay déc cho phoi thai.

- Thai ky cho con bu: Metronidazol va spiramycin qua stta me, do dé tranh st
dung thudctrong thdigian cho conbu.

Anh huéng ctia thuéc d6i vi cong viéc (ngudi van hanh may méc, dang lai
tau xe, ngudilamviéctrén cao va cactruong hop khac):

Thuéc c6 thé gay cac nguy cd tiém an nhu chéng mit, 14 1an, 3o giac hodc co
giat. Bénh nhan khéng nén dung thudc khi lai xe, van hanh may maoc, lam viéc
trén cao va cac trudng hop khac.

KHINAO CANTHAMVAN BAC STHOACDUGCSI?

Tohuéng dan sitdung néu tom tat cac théng tin quan trong ctia thudc. Néu
can thém théngtin, xin héiy kién bacsihoac dugcsi.

HANDUNG CUATHUOC: 48 thang kétifngay san xuat.

€O SG SAN XUAT:

CONGTY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: S8 346 dudng Nguyén Hué, Phudng My Phu, Thanh phd
CaoLanh,TinhbongThap

DOMESCO Diénthoai: 1800.969.660

NGAY XEM XET SUA DO, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG
THUOC: 19/10/2023.
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