https://trungtamthuoc.com/

TO HUONG DAN SU DUNG
Rx

THUOC NAY CHI DUNG THEO PON THUOC.
DE XA TAM TAY TRE EM.
DPOC KY HUONG DAN SU DUNG TRUOC KHI DUNG.

THANH PHAN:

- Thanh phén dugc chét: Spiramycin 1.500.000 IU

- Thanh phén ta dugce: Tinh bdt ngd, cellulose vi tinh thé 101, croscarmellose natri, povidon K30,
polysorbat 80, talc, magnesi stearat, silic dioxyd dang keo khan, hydroxypropyl methylcellulose
6¢Ps, polyethylen glycol 6000 va titan dioxyd.

DANG BAO CHE: Vién nén bao phim (vién bao phim tron mau tréng, hai mit tron).

CHI PINH PIEU TRI:

Thuoc duge st dung trong di€u tri cac bénh nhidm do vi khuén nhay cam sau:

- Viém hong dé xé4c dinh do streptococcus tan huyét - f nhém A, ding nhu mdt liéu phap thay thé,
nhét 12 khi khong st dung dugce khang sinh nhom béta - lactam.

- Viém xoang cAp khi khong diing dugce khang sinh nhom béta - lactam.

- Viém phé quan cép c6 boi nhiém.
- Pot cép clia viém phé quan man tinh,
- Viém phdi cong ddng & céc dbi tuong:
+ Khong c6 yéu t6 nguy co.
+ Khodng ¢ déu hiéu 1dm sang nghiém trong.
+ Khong co6 bing chiing 1am sang goi y do nguyén nhan phé cau khuén.
Trong trudng hop nghi ngd bénh viém phdi khong dién hinh, macrolid dugc chi dinh bét ké do

ndng va co dia.
- Nhi2m tring da lanh tinh: Bénh chéc 1&, cdc bénh ngoai da gy chéc 10, bénh chbc loét, nhiém
khuén da - duéi da (d3c biét 1a viém quang), bénh hdng bi.
- C4c bénh nhidm khuén & miéng.
- Nhim khuén sinh duc khéng do l4u cau.
- Pidu tri du phong tai phét thdp khép cip khi bi di Gng v6i khang sinh nhém béta - lactam.
- Didu tri dy phong viém mang néo do Meningococcus, khi chéng chi dinh véi rifampicin:

+ Muc dich 1a dé diét mam bénh Nesseria meningitidis & miil hong.

+ Spiramycin khong phai 1 thudc didu tri viém mang ndo do ndo md cu.

+ Thubc duge khuyén khich ding du phong cho cdc b¢nh nhén da diéu tri 1anh bénh trudce khi tré
lai sinh hoat vi cong dong va nhitng ngudi da tiép xtic v6i dich tiét hdu hong trong vong 10 ngay
trude d6. Can phai xem xét st dung thudc khang khuén thich hop.

LILU LUQONG VA CACH DUNG:
Liéu liwong:
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Ngieoi ¢o chire ndng thdn binh thirong:

Noi chung:

- Ngui 1én: T 6.000.000 IU — 9.000.000 IU trong 24 gid, chia lam 2 dén 3 14n.
Thoi gian diéu tri viém hong 1a 10 ngay.

D phong viém mang ndo do Meningococcus:

- Nguoi 16n: 3.000.000 TU méi 12 gio.

Dung trong 5 ngay.

Newoi suy thdn: Khong can chinh lidu cho ngudi suy thén.

Cich ding: Thudc ding qua dudng ubng véi mdt ly nude.
CHONG CHI PINH:

Ngudi bénh ¢6 tién sir qua man cdm véi Spiramyein, Erythromycin.

CANH BAO VA THAN TRONG KHI SU DUNG:

- Phan tng da nghiém trong bao gdm hoi ching Stevens-Johnson, hji chtng Lyell, ngoai ban myun
mu toan than cip (AGPE) dd duge bdo céo véi thudc nay. Bénh nhan cin duge thong béo vé cac
dAu hidu va triéu chiing ciia bénh va theo di chit ché vé da.

- Sy xudt hién cla cac dAu hiéu hogc tridu chirmg ctia hoi chimg Stevens-Johnson, hdi chirg Lyell
(nhu phét ban tién trién thudng di kém véi bong nude hodc tén thwong niém mac) hoic AGEP
(phat ban toan than cé s6t két hop v6i mun mi) phai ngimg diéu tri va chéng chi dinh dung lai
spiramycin don chét hozic két hop di voi bit ky duong ding nao.

- Thubc khong bai tiét duéi dang 6 hoat tinh qua thén nén khong can giam liéu & ngudi suy than.
- Rét hiém khi c¢6 béo cédo v& thiéu méau huyét tin & nhiing bénh nhén thiéu Glucose-6-phosphate
dehydrogenase. Do do, khong khuyén cdo st dung spiramycin cho nhém bénh nhén nay.

Kéo dai khoang QT

Céc trudng hop kéo dai khoang QT di duge bdo cao & nhitng bénh nhan dung khang sinh nhom
macrolid, bao gdm ca spiramycin.

Can than trong trong qua trinh diu trj bing spiramycin & nhitng bénh nhén ¢ céc yéu tb nguy co
da biét v& kéo dai khoang QT nhu:

+ Mit can bing dién giai chwa duge didu tri (nhu ha kali huyét, ha magnesi huyét),

+ Hbi ching QT dai bam sinh,

+ C6 céc bénh 1y vé tim (nhw suy tim, nhdi mau co tim, nhip tim chim).

+ Didu trj k&t hop véi cac thube duge biét 1 1am kéo dai khoang QT (nhu thude chéng loan nhip
nhém IA va nhém 111, thue chéng trdm cam 3 vong, mdt s6 loai thudc khang sinh, mat s6 loai
thudc chéng loan than),

+ Ngudi cao tudi, tré so sinh va phy nit ¢6 thé nhay cam hon véi viée kéo dai khoang QT.

TRUGNG HQP CO THAI VA CHO CON BU:

- Phu nit ¢6 thai:

C6 thé duge xem xét dung spiramycin trong lic mang thai néu can thiét. That vy, cho dén nay
viée stir dung rong rdi spiramycin trong khi mang thai khong thdy c6 tac dung gy di tat hodic doc
hai thai nhi.

- Phu nit cho con bii:
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Spiramycin bai tiét nhiéu trong sita me. Ro6i loan tiéu héa dd duge bdo cdo & tré so sinh. Do dé,
khong nén cho con bt néu dang ding thudc nay.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
- Chua ¢6 s liéu bdo cdo vé anh hudng ctia thude 16n kha nang l4i xe hodc van hanh may méc.

TUONG TAC, TUONG KY VOI CAC THUOC KHAC VA CAC DANG TUONG TAC
KHAC:

Than trong khi két hop:

+ Céc thudc gdy xoan dinh: Thudc chéng loan nhip nhém la (quinidine, hydroquinidine,
disopyramide), thubc chéng loan nhip nhém III (amiodarone, sotalol, dofetilide, ibutilide),
sultopride (thuéc an thin benzamide). cic chit gdy xodn dinh khéc, (cdc arsenic, bepridil,
cisapride, diphémanil, dolasetron IV, erythromycin IV, levofloxacin, mizolastine, moxifloxacin,
prucalopride, toremifene, vincamine V)

C6 nguy co cao gy loan nhip that, dic biét 1a xoin dinh.

+ Levodopa

Khi két hop véi carbidopa: Thude tre ché sw hdp thu carbidopa lam giam ndng d¢ levodopa trong
huyét twong. Khi cin ding két hop cin theo d&i 1am sang va didu chinh liéu levodopa néu cn.
Vién d& ddc biét vé mét can bing INR:

Nhiéu truomg hop tiang tac dung ciia thube chéng dong dudng udng da duoce bao céo & cac bénh
nhén ding thudc khang sinh. Trong bdi canh nhidm tring hodic viém ning, tudi tac va tong trang
ctia bénh nhén duge xem 13 cdc yéu t& nguy co. Trong nhimg trudng hop ndy, khi c6 xuét hién sy
mét cin bing INR c6 vé khé phén biét 1a do bénh 1y truyén nhidm hay do cach didu tri. Tuy nhién,
mdt s6 nhom thude khang sinh ¢6 lién quan nhiéu hon, bao gbm céc fluoroquinolon, cdc macrolid,
céc cyclin, cotrimoxazol va mdt s cephalosporin.

TAC DUNG KHONG MONG MUON:
Céc tac dung phu sép x&p theo phén loai v tan sudt dwoc liét ké trong bang sau:

i . X Thwing gip Itesp Hiou 2¥p Rat hiém giip Tan suét
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Mau va hé bach Giam bach

huyét cdu, giam bach
cau trung tinh,
thiéu mau tan
huyét.

Hé than kinh Thinh

thoang bi di
cam thoang
qua.

Tim mach Kéo dai
khoang QT,
loan nhip
that,  nhip
nhanh  thét,
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xoan dinh cdé
thé dua dén

ngung tim.
Puong tiéuhdéa |Pau da day, Viém dai trang
budn ndn, nén, gia mac.
tiéu chay, kho
tiéu.

Gan — mét Bét thuong xét U mét, viém
nghiém chitc | gan hdn hop,
nang gan. rét hiém khi

titu t& bao
gan,

Da va md dudi | Phat ban. Néi may day,

da ngua ngay,

phu  Quincke,
sbc phan vé.
Hoi chimng
Lyell, ngoai
ban mun mu
toan than cép.

THONG BAO NGAY CHO BAC ST HOAC DUQC SI NHUNG PHAN UNG CO HAI GAP
PHAI KHI SUDUNG THUOC

QUA LIEU VA CACH XU TRI:

Chua x4c dinh duoc liéu doc dbi voi spiramycin. Céc tri¢u ching qua lidu gdm rdi loan tidu hoa
nhu budn ndn, nén mira, tiéu chay. Cac trudng hop kéo dai khoang QT khoi dén khi ngung diéu tri
da gip & tré so sinh duge didu trj bang lidu cao spiramycin va & nhitng ngudi c6 nguy co kéo dai
khoang QT sau khi dung duong tiém tinh mach. Trong truong hop qué lidu nén lam dién tdm 6
dé do khoang QT, nhét 12 khi c6 céc yéu tb nguy co khéc (ha kali méu, kéo dai khoang QT bam
sinh, két hop véi cac thube giy kéo dai khoang QT va / hodic gy xoén dinh).

Khong ¢6 thube giai doc dic hidu, trong trudng hop qué lidu, bénh nhan cin duge didu tr tridu
chirng va didu tri ho tre.

PAC TINH DUQC LUC HQC:

Nhém duge 1y: Thube khang khuén ding dudng toan than. M& ATC: JOIFAQ2.

Spiramycin 12 khang sinh nhém Macrolid chiét xut tir Streptomyces ambofaciens cb phd khang
khuén twong tu phd khéng khudn cta Erythromycin va Clindamycin. Thubc ¢ tic dung kim
khuén trén vi khudn dang phén chia t& bao. O cic ndng d9 trong huyét thanh, thudc c6 tac dung
kim khuén, nhung khi dat ndng d6 & mé thude ¢ thé diét khudn. Co ché tac dung ctia thudce 14 téc
dung trén céc tiéu don vi 50 S ctia ribosom ctia vi khudn  va ngin ngira vi khuén tng hop protein.
O nhitng noi ¢6 mtre khéang khuan rét thip Spiramyecin cé tac dung khang cic ching Gram duong,
cic ching Coccus nhu Staphylococcus, Pneumococcus, Meningococeus, phin 16n ching
Gonococcus, 75% chung Streptococcus va Enterococcus. Cac ching Bordetella pertussis,
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Corynebacteria, Chlamydia, Actinomyces, mdt sd ching Mycoplasma va Toxoplasma cling nhay
cdm v6i Spiramycin. Tuy nhién tic dung ban dAu nay da bi suy giam do sit dung Erythromycin lan
tran khong dhang cach.

Spiramycin khéng c6 tac dung véi cac vi khudn duong rudt Gram am. Ciing d4 c6 théng bao vé su
@& khang cta vi khudn déi véi Spiramycin, trong d6 c6 ca sy dé khang chéo gitta Spiramycin,
Erythromycin va Oleandomycin. Tuy nhién céc ching vi khudn khang Erythromycin déi luc van
con nhay cam véi Spiramycin,

PAC TINH DUQC PONG HQC:

Hip thu

Spiramycin dugc hip thu nhanh chéng, nhung khéng hoan toan. Thubc khong bi anh hudng boi
thire an.

Phén b

Sau khi udng lidu spiramycin 6 triéu IU, nong do dinh trong huyét twong 1a 3,3 pg/ml. Thoi gian
bén thai khoang 8 gio.

Spiramycin khéng di qua dich n#o tiiy. Thudc di vao sita me. Gén két protein huyét tuong thdp
(10%). Thube khuéch tan rit tbt qua nude bot va céc md (phdi: 20 - 60 pg/g, amidan: 20 - 80 pg/g,
céc xoang bi nhiém: 75 - 110 pg/g, xwong: 5 - 100 pg /g). Thube van con nim trong ty, gan va
than tir 5 dén 7 ug/g sau khi ngung diéu tri 10 ngay.

Céc khéang sinh Macrolide thdm nhép va tich tu trong céc thuc bao (bach ciu da nhéan trung tinh,
bach céu don nhén, dai thuc bio mang byung va phé nang). Néng d¢ thude tro ) thue bao 1a cao &
ngudi. Nhitng tinh chat nay giai thich duoc tic dung cia céc macrolid dbi vd\eac vi khudn ndi
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Spiramycin dugc chuyén hoa & gan, tao thanh céc chét chuyén hoa chua 16 Vé’\ 13t hoa hoc nhung
c6 hoat tinh. '

DPao thii

Thude duge thai trir qua nude tidu khoang 10% lidu udng. Thai trir qua mét rit nhiu ndng do cao
hon ndng d6 trong huyét thanh tur 15 dén 40 1an. Thude hién dién véi sb lwgng nhiéu trong phan.

QUI CACH PONG GOI: Hop 2 (vi nhém — PVC) x 8 vién.

BAO QUAN: Noi nhiét d6 khéng qué 30°C, tranh énh sang.

HAN DUNG: 36 thang ké tir ngay san xuét.

TIEU CHUAN: TCCS

NHA SAN XUAT: CONG TY TNHH DUJC PHAM BV PHARMA

Pia chi: S6 18 dwong Lé Thi Soc, Ap 2A, X4 Tén Thanh Ty, Huyén Cii Chi, Thanh phé Hd Chi
Minh, Viét Nam.




