MAU NHAN

1.- Mau vi (Vi 10 vién bao phim):

& 500mg ¢ 500mg
(Duéi dang erythromycin stearat) (Du6i dang erythromycin stearat)
San xudt tai chi nhanh VIDIPHA

CONG TY CPDP T.U VIDIPHA
tinh Binh Duong

Erythromycin

4 500mg
(Dusi dang erythromycin stearat)
VIDIPHA

Erythromycin

€ 500mg
(Dusi dang erythromycin stearat)
VIDIPHA

Erythromycin

4 500mg
(Duéi dang erythromycin stearat)
VIDIPHA

Erythromycin

4% 500mg
(Du&i dang erythromycin stearat)
VIDIPHA

Erythromycin

<% 500mg
(Dusi dang erythromycin stearat)
VIDIPHA

Erythromycin
€ 500mg

(Dudi dang erythromycin stearat)
San xuét tai chi nhdnh

CONG TY CPDP T.U VIDIPHA
tinh Binh Duong

Erythromycin rythromycin
& 00mg
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2.- Miu hop (10 Vi x 10 vién bao phim) Miu thu nhé 80%

HOP 10 Vi X 10 VIEN NEN BAO PHIM

Erythrmycin

OoOmg

CHIDINH:

Diéu tri nhiém khudn do vi khudn nhay cdm: Nhidm khudn
dudng ho hdp trén: viém amidan, 4p xe xung quanh amidan,
viém hong, viém thanh quén, viém xoang, nhiém tring tht phat
trong bénh cum va cam théng thudng;Nhidm khudn dudng hd
hap dudi: khi quan, viém phé quan cdp tinh va man tinh, viem
phdi (viem thiy phdi, viém phé quan phai, viém phdikhong dién
hinh), gian phé quan, cac nhiém khuan do Legionnella; Nhiém
khuén tai: viém tai giZfa va viém tai ngoai, viém xudng chim;
Nhiém khudn rang miéng: viem Igi, viem hong Vincent; Nhiém
khu&n mat: viém mi mét; Nhi&m khudn da va mé mém: nhotva
cum nhot, &p xe, myn tring c& myun md, chéc 1§, viem mo t&
bao, viém quéng;Nhi&m khudn dudng tidu hoa: viém tai mat,
viém rudt do tu cau khudn: Dy phong: trudc va sau phau thuat
chén thuong, bong, s6tthap khdp; Cac nhidém khudn khac: viem
thy xuong, viém niéu dao, bénh lau, giang mai, viem hach bach
huyétd ben, bach hiu, viém tuy&ntién liét, bénhban do.

CHONG CHi BINH; CAC THONG TIN KHAC: (Xin doc trong td
hudng dan st dung)

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

VIDIPHA

GMP - WHO

romycin

THANH PHAN: M&i vién nén bao phim chua:

ErythromyeinGassmanmusammsszd 500mg
Dudidang erythromycin stearat)
TR AU S vesssossaveasar i s Eogsd vd 1 vién

HOP 10 Vi X 10 VIEN NEN BAO PHIM

CONG TY CO PHAN DUQGC PHAM T.U VIDIPHA
184/2, Lé Van Sy, P.10, Quan Phi Nhuan, TP.HCM
DT:(08)-38440106 Fax: (84-8)-38440446
Sén xuét tai chi nhanh

CONG TY CPDP T.U VIDIPHA TINH BINH DUONG
Kp Tan Binh, xa Tan Higp, huyén Tan Uyén, tinh Binh Duang
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HOP 10 Vi X 10 VIEN NEN BAO PHIM

Erythromycin

Tigu chudn: DBVN IV SBK:

LIEULUQNG & CACH DUNG:

Céch dung: Thudc c6 thé udng vdi thic an dé
gidm kich ng da day nhung khéng dugc udng vai
stfahoac d6 uéng co tinh acid.

Lidulugng:

* Ngu&ilén va tré em trén Btudi:

- Nhiém khudn muc do nhe dén trung binh 1-
2g/ngay chiathanh 2- 41anuéng.

Nhiém trung nang: 4g/ngay, chia lam nhiéu 1&n
uéng. Liéu cao hon 1g/ngay nén chia ra nhiéu
hon haildn udng.

« Tré em dudi 8 tudi: diing dang bao ché khac cé
ham lugng phi hop.

+ Diéu chinh liéu cho ngudi suy than: liéu
erythromycin t3i da la 1,5g/ngay dugc khuyén
cédo chongudibjsuy than nang.

0F XA TAM TAY COA THE EM
BAO QUAN NOI KHO, NHIET D) KHONG OUA 30°C, TRANH ANH SANG

S§ 16 SX:
Ngay SX:

THANH PHAN: Mbi vién nén bao phim chua:

Erythromycin.....ccoveeviieeciiiieescciieen, 500mg
Dudidang erythromycin stearat)
TAAUOC .o vd 1vién

CONG TY CO PHAN DUGC PHAM T.U VIDIPHA
184/2, Lé Van Sy, P.10, Quan Phi Nhuan, TP.HCM
DT: (08)-38440106 Fax: (84-8)-38440446
San xuat tai chi nhdnh

vipipna CONG TY CPDP T.U VIDIPHA TINH BINH DUONG

Ap Tan Binh, xa Tan Hiép, huyén Tan Uyén, tinh Binh Duong




3.- MAU TO HUGNG DAN SU DUNG THUOC: (MAT A)

| Rx ERYTHROMYCIN 500mg
| e VIEN NEN BAO PHIM

THANH PHAN: M3i vién nén bao phim chua:

+ Hoatch&tchinh: Erythromycin.................. 500mg

i (dudidang erythromycin stearat)

, + Tadugc: Avicel 101, D.S.T, Starch 1500, magnesi stearat, aerosil, H.P.M.C,
| titan dioxyd, b6t talc, mau erythrosin lake, dau thau dau.

CHIBINH:
| Digutrinhi&m khudn do vikhudn nhay cam:
+ Nhi&m khudn dudng ho hap trén: viém amidan, 4p xe xung quanh amidan, viém
: hong, viém thanh quan, viém xoang, nhiém tring thd phattrong bénh cim va cdm
thong thudng.
Nhiém khudn dudng hé hap dudi: khi quan, viém phé quan cap tinh va man tinh,
viém phdi (viém thiy phdi, viém phé quan phdi, viém phdi khong dién hinh), gidan
phé quan, cac nhiém khuén do Legionnella.
+ Nhi@m khuZn tai: viém tai giia va viém tai ngoai, viém xuong chiim.
+ Nhi&m khudn rang miéng: viém Igi, viém hong Vincent.
|+ Nhiém khudn mét: viém mimat.
+ Nhiém khudn da va mé mém: nhot va cum nhot, ap xe, mun tring ca mun md,
ch6c 18, viem mé té bao, viém quang.
'+ Nhi&m khudn dudng tiéu héa: viém tui mat, viém rudt dotu cau khuin.
Dy phong: trudc va sau phau thuatchdn thuong, bdng, sétthap khdp.
§ Céc nhiém khun khac: viém tly xuong, viém niéu dao, bénh lau, giang mai, viém
| hach bach huyétd ben, bach hau, viém tuyén tién liét, bénh ban dd.
CHONG CHIBINH:
|+ Quaman vdierythromycin hodc véi bt ci thanh phan nao trong céng thic.
|+ Khéng phéi hgp vdi terfenadin, dac biét trudng hgp ngudi bénh cé bénh tim, loan
! nhip, nhip tim cham, khodng Q — T kéo dai, tim thi€u mau cuc bd, hodc ngudi bénh
cé rdiloan dién gidi.
.+ Chéng chi dinh st dung déng thdi erythromycin vdi cac thudc: simvastatin,
| tolterodin, mizolastin, amisulprid, astemizol, terfenadin, domperidon, cisaprid
| hodc pimozid.
|« Erythromycin chéng chidinh diing d6ng thdi véi ergotamin va dihydroergotamin.
LIEULUGNG & CACH DUNG: :
; Cachdung:
Thuéc cé thé udng véi thiic &n dé gidm kich ting da day nhung khéng dugc uéng
véisliahodc dé udng co tinh acid.
| Liéulugng:.
|+ Ngudildnva tré em trén 8 tudi:
| - Nhiém khudn muc dé nhe dén trung binh 1- 2g/ngay chiathanh 2- 4 1an uéng.
- Nhiém trung ndng: 4g/ngay, chia lam nhiéu Ian uéng. Li€u cao hon 1g/ngay nén
chiaranhiéu hon hailan uéng.
Tré em dudi 8 tudi: ding dang bao ché khdc cé ham lugng phu hop.
Piéu chinh liéu cho ngudi suy than: liéu erythromycin t6i da la 1,5g/ngay dugc
khuyén céo cho ngumblsuylhan nang.
TAC DUNG KHONG MONG MUGN:
Erythromycin dang muéi thudng dugc dung nap t6t va hi€m cd cac phan ung
khéng mong muén nang. Tan sudtkhong rd rang vatilé cé thé khac nhau tuy theo
cong thuc thudc. Khodng 5 -15% ngudi bénh ding erythromycin c6 ADR. Phd
bién nhat la cac tac dung vé tiéu hod. Tdc dung trén dudng tiéu hod lién quan dén
li8u va xuat hién nhiéu & tré hon ngudi cao tugi.
Réiloan méu va hé bach huyét: tang bach cau ua eosin.
Tudn hoan: kéo dai thdi gian QT, xodn dinh, loan nhip that va ching tim dap
nhanh.
Rdi loan tai va mé dao: diéc, U tai. da c6 bdo cao mét thinh luc cd hdi phuc xay ra
chl yéu & bénh nhan suy than hoac dungliéu cao.
R&i loan tiéu hoa: dau bung vung thugng vi, chan an, tiéu chay, buén nén, nén,
dau da day, chung kho tiéu. Ching hep mén vi phi dai & tré em, viém dai trang
mang gia, viém tuy.
Nhiing réi loan chung lién quan dén dudng dung cla thudc: dau nguc, sét, khé
chiu.
R&i loan gan, mat: viém gan U mat, vang da, réi loan chiic nang gan, gan to, viém
gan, xét nghiém chic nang gan bat thudng (transaminase ting, bilirubin huyét
i tang).
|+ Réiloan hé mién dich: phan Ung di Ging khac nhau da xay ra ti ndi mé day va phat
ban nhe dén phan vé.
R&i loan hé than kinh: da c6 bao cdo vé réi loan hé than kinh trung uong thoang
quagém i 1an, co giatva chéng mat.
Réiloantam than: o gidc.
Réiloanthanvatiétniéu: viém than ké.
Da: phat ban, ngda, ni mé day, ngoai ban, pht mach, héi chiing Stevens-
Johnson, hoaitl bidu binhiém déc, héng ban dadang.
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+ R6iloan mach méu: ha huyétap.

Ghichu: Thong bao cho bac sy nhitng tdc dung khéng mong mudn gé&p phaikhi st dung thudc.
THAN TRONG:

+ Erythromycin dugc baiti€t chi y&u & gan, vivay cén than trong khi st dung thudc:
khang sinh cho bé&nh nhan suy chic n&ng gan ho&c khi ding déng thdi véi cac
thuéc cd kha nang gay doc cho gan. ri loan chic nang gan bao gém tang men
gan va/hoéc viém gan i mat, cé hodc khong cé vang da, da dugc thudng xuyén
bao cdo vdi erythromycin.

+ Viém daitrang gid mac da dugc b&o cao vdi gan nhu tat ca cac thuéc khéng sinh,
bao gém nhém macrolid, va muc dé viém cé thé dao dong ti nhe dén nghiém
trong, de doa tinh mang (xem muc Tac dung khéng mong muén). Tiéu chdy lién
quan Clostridium difficile (CDAD) da dudc bédo cdo khi si dung gan nhu vdi tat ca
thudc khang sinh bao gém erythromycin, va muc dé cé thé dao dong tu tiéu chay:
nhe dén nghiém trong, dén viém dai trang gay td vong. Viéc diéu tri véi cac thudc
khang sinh lam thay d8i hé vi sinh binh thudng clia ruét, cé thé dan dén sy phat
trién qua muc cla C. difficile. Phaixem xét CDAD & tat ca b&énh nhan c6 bidu hién!
tiéu chay sau khi dung khang sinh. Can c&n than vdi tién s bénh vida cé bao c4o
vé viéc x&y ra CDAD hon hai thang sau khi usng cac thuéc khang khudn.

+ Nén theo ddi c&n than bénh nhan ding erythromycin déng thdi véi cac thube cé
thé gay kéo dai khodng QT. Chéng chi dinh st dung déng thi erythromycin vdi
mot s thude nay (Xem muc Chéng chidinh va Tuong tac thuée).

+ Da c6 bédo cdo cho thdy néng d6 erythromycin dén thai nhi khéng di dé ngua
giang mai bdm sinh. Tré sinh ra tu nhiing phu ni trong thdi gian mang thai dugc
uéng erythromycin dé diéu trj bénh giang mai sém nén dugc trj liéu véi phac do
diéu tri penicillin thich hgp.

+ Dacé bdo cdo erythromycin cé thé Iam tram trong thém sy yéu cd & nhiing bénh
nhan bjbénh nhugc ca.

+ Erythromycin dnh hudng xét nghiém huynh quang x&c dinh catecholamin trong
nudc tiéu.

+ Tiéu cd van c6 hodc khéng cé suy than da dudc bdo cdo & nhiing bénh nhan bi
bénh n&ng uéng erythromycin déng thdi véi cac thude statin.

+ Dacébaocaové chinghepmon viphidaidtré em (IHPS) xdy ra d tré so sinh sau
khi diéu tri bang erythromycin. K& ti erythromycin ¢é thé dugc st dung trong diéu
tri céc bénh c6 ty 16 td vong dang ké hodc cac bénh dich (nhu bénh ho ga hoac
chlamydia) & tré nhd, Igi ich cGa diéu tri erythromycin cdn phai dugc can nhic véi;
cac nguy co tiém 4n cla viéc phat trién IHPS. Phy huynh phdi théng bao cho bac
sTbiét néu xay ratinh trang nén hoac khé chiu vdi thic an.

+ Can theo ddi bénh nhan khi st dung thudc vi thude c6 chia ta dugc erythrosine:
lake c6 thé gay cac phan Uing di Ung, ta dugc thau dau cé thé dau bung va tiéu
chay

PHY NU MANG THAI: erythromycin di qua nhau. Mac du khéng ¢ c4c bang ching vé
ngd doc thai va quai thai trong cdc nghién cdu trén déng vat, nhung chua cé céc
nghién cudu thod dang va dudc kiém tra chat ché vé viéc dung erythromycin cho
ngudi mang thai hoac khi sinh nd, vivay khéng dung erythromycin cho ngudi mang
thai, trii khi khéng con liéu phap ndo thay thé va phaitheo ddi thatc4n than.

PHY NU CHO CON BU: erythromycin bai tiét qua siia me, thudc cén ding than trong
cho phu ni chocon bu.

LAI XE VA VAN HANH MAY MOC: than trong khi diing thudc vi thuéc cé thé gay co
giat,yéuco.

TUGONG TAC THUGC:

+ Khi diing déng thdi, erythromycin cé thé |am tang néng dd trong huyét thanh
clia cac thudc dugc chuyén héa bdi hé théng cytochrom P450 sau:
acenocoumarol, alfentanil, astemizol, bromocriptin, carbamazepin, cilostazol,
cyclosporin, digoxin, dihydroergotamin, disopyramid, ergotamin, hexobarbiton,
methylprednisolon, midazolam, omeprazol, phenytoin, quinidin, rifabutin,
sildenafil, tacrolimus, terfenadin, domperidon, theophyllin, triazolam, valproat,
vinblastin, va thuéc khang ndm nhu fluconazol, ketoconazol va itraconazol. C&n
thyc hién giam sat thich hgp va nén diéu chinh liéu dung khi can thiét. nén
cham séc dac biét khi dung erythromycin cling véi céc thudc da biét 1a gay kéo
dai khoang QTc trén dién tam dé.

+ Cdc thu6c gay cdm ung CYP3A4 (nhu rifampicin, phenytoin, carbamazepin,
phenobarbital, Wort St John) ¢ thé &nh hudng dén sy chuyén hod cla
erythromycin. Biéu nay cé thé 1am xudt hién nhiing néng dé erythromycin dudi
ngudngtriliéu va lam gidm tac dung. C&m (ing nay gidm dan trong hai tuan sau khi
ngung diéu tri véi thudc gay cdm ung CYP3A4. Khéng nén sl dung erythromycin,
trong va haitudn sau khi diéu tri bAng thudc gay cam iing CYP3A4.

Chat tc ché HMG-CoA reductase: erythromycin da dugc bao céo lam tang néng

d6 cla cac chat ic ché HMG-CoA reductase (vi dy lovastatin va simvastatin). Da
c6 bdo cdo du hiém gap vé chingtiéu cd van & nhiing bénh nhan dung déng thdi
céc thude nay vdi erythromycin.

Thuéc tranh thai: da cé bao cdo di hiém xay ra vé sy thdy phan vi khudn ctia mot

s6 khang sinh can thiép vao qua trinh lién hop cla steroid trong rudt gay gidm tac

dung cla thudc ngua thai va d&n dén tai hdp thu cda steroid khéng lién hgp. K&t

qualacéthé lam gidm néng do clia steroid hoat dong.
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4.- MAU TG HUONG DAN SU DUNG THUOC: (MAT B)

D6i khang véi cac thudc khang histamin H1: ngudi bénh cén dugc theo doi khi
dung chung erythromycin véi thuéc khang H1 nhu terfenadin, astemizol va
mizolastin do erythromycin Iam thay d8i su chuyén hod cliacéc thusc nay.
Erythromycin 1am thay déi ddng ké chuyén hda cla terfenadin, astemizol va
pimozid khi dung déng thai. Hiém khi cé trudng hop tai bi€n tim mach nghiém
trong, c6 kha n&ng gay td vong nhu tim ngiing dap, xoén dinh va loan nhip that
khac da dugc quan st (xem muc Chéng chidinh va tac dung khéng mong mudn).
Thuéc khang khudn: nghién cuu in vitro cho thdy erythromycin dgi khang véi cac
khang sinh nhém beta-lactam (vi dy penicillin, cephalosporin). Erythromycin dgi
khang tac dung claclindamycin, lincomycin va cloramphenicol. Tuong ty cing dgi
khéng tac dung vdistreptomycin, tetracyclin va colistin.
Céc chat Uc ché protease: da quan sat thdy su phan hiy cla erythromycin bj uc
ché khi dung déng thdi véi erythromycin va thudc dc ché protease .
Thuéc chéng déng dudng udng: da cé béo cdo vé sy tang tac dung chéng dong
khi st dung déng thdi erythromycin va thudc chéng déng dudng udng (vi du
warfarin).
Triazolobenzodiazepins (nhu triazolam va alprazolam) va cac thuéc nhém
benzodiazepin: da ¢ bo cdo erythromycin lam giam do thanh thai cla triazolam,
midazolam, va nhém benzodiazepin, va do dé cé thé lam tang tac dung dugc ly
clacdac benzodiazepin nay.
SU dyng déng thdi erythromycin véi ergotamin hodc dihydroergotamin gay doc
tinh c&p ergot dac trung bdi sy co mach va thi€u mau cuc bg cla hé théng than
kinh trung uong, td chi va cac mé khac (xem muc Chéng chidinh).
[+ Muc do cisapid cao da dugc bao cdo & nhiing bénh nhan si dung déng thai
erythromycin va cisaprid . Diéu nay cé thé dan dén kéo dai QTc va réi loan nhip
tim gém nhip nhanh that, rung that va xoan dinh. T4c dung tuong ty da dugc quan
sat khi dung dong thdi pimozid véi clarithromycin, cac khang sinh nhdm macrolid
khac.
St dung erythromycin & nhiing bénh nhan dang ding li€u cao theophyllin cé thé
lién quan vdi sy tang néng do theophyllin trong huyét thanh va doc tinh tiém tang
cla theophyllin. Trong trudng hop ngd doc theophyllin va / hodc néng do
i theophyllin trong huyét thanh cao, nén gidm liéu theophyllin khi bénh nhan dang
| dugc diéu tri dong thai véi erythromycin. Da cé bao cdo dugc cong bé cho thay
ndng do erythromycin gidm dang ké trong huyét thanh khi cho erythromycin uéng
{ déng thdi véi theophyllin. Sy sut gidm nay c6 thé dan dén viéc xuat hién nong do
| dudingudng diéutricta erythromycin.
+ Da c6 bdo cdo vé doc tinh colchicin khi st dung déng thai erythromycin va
. colchicin.
+ Ha huyét ap, loan nhip tim va nhiém acid lactic da dugc quan sat thdy & nhiing
bénh nhan st dung erythromycin déng thdi véi verapamil, thuéc chen kénh calci.
|+ Cimetidin cé thé uc ché chuyén héa erythromycin, c6 thé dan dén tang néng do
erythromycin trong huyét tuong.
'+ Erythromycin da dugc bao c4o lam giam do thanh thai zopiclon va do d6 cé thé
lam tang tac dung dugc ly cliathude nay.
DUOC LYCHQC:
|+ Erythromycin 1a khang sinh nhém macrolid ¢é phé tc dung rong, chl yéu la kim
khudn déi véi vi khudn Gram duong, Gram am va céc vi khudn khac bao gém
! Mycoplasma, Spirochetes, Chlamydiava Rickettsia.
|+ Erythromycin va cac macrolid khac gén thuan nghich vdi tiéu don vi 50S cta
ribosom vi khudn nhay cdm va uc ché tdng hop protein. Tac dung cla
erythromyein 1a kim khudn nhung cé thé kim khudn & néng dé cao déi vdi cac
chling rdt nhay cadm. Tac dung cla thudc tang Ién & pH kiém nhe (khoang 8,5),
d&c biét vdi cac vikhudn Gram am.
.+ Erythromycin cé phd tac dung rong vdi cac vi khudn gay bénh bao gém cac cau
| khudn Gram duong, cadc Streptococcus nhu Streptococcus Pneumoniae,
Sreptococcus pyogenes. Nhiéu chiing Staphylococcus aureus van con nhay cam,
| tuy sy dé khang tang Ién nhanh. Céc s6 liéu trong bdo cdo ASTS cho thay trong
i nhiing nam gén day, cac Staphylococcus, Pneumococcus, Streptococcus tan huyét
nhém A khéng erythromycin tang Ién nhiéu, ti 1& dé khang tdng dén 40%
(Streptococcus Pneumoniae), 55% (Enterococcus faecalis), 51% (Streptococcus
viridans), va 50% (Staphylococcus aureus). Su khang erythromycin tang dan qua
tling nam & Viét nam do sy lam dung c4c macrolid. Cac macrolid néi chung va
erythromycin ndi riéng phai han ché s dung, chidling khi can, nhu vay mdicé co
| may gidm dugc sy khang thudc.
Nhiéu vi khudn Gram dudng khac con nhay c&m vdi erythromycin trong dé cé:
] Bacillus anthracis, Corynebacterium diphteria, Erysipelothris rhusioparthiae, Listeria
monocyogenes. Thudc ¢é tac dung trung binh véi cac vi khudn yém khi nhu
| Clostridium spp., cac chling loai Nocardia thay ddi nhay cdm nhung erythromycin
' vancontac dung vdi Propionibacterium acnes.
|+ Erythromycin c6 tac dung vdi cac cdu khudn Gram am nhu Neisseria meningitidis,
| N. gonorrheaeva Moraxella (Branhamella) catarrhalis.
|+ Cdc vi khu&n Gram am khac c6 do nhay cam thay ddi nhung thuée van con tac
| dung hiu hiéu 1a: Bordetella spp., vai ching Brucella, Flavobaclenum Leg/onealla
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influenzae lai it nhay cadm. Cac Enterobacteriaceae n6i chung khong nhay cam, tu

vay métvaichlngnhay cdm véithude & pH kiém.

Trong cac vi khudn yém khi Gram am cé Helicobacter pyloridis v nhiéu chlng

Campylobacter jejuni|a nhay cdm (khodng 10% chling sau da khang). Hau hét

Bacteroides fragilis va nhiéu chling Fusobacterium déu khang erythromycin.

Céc vi khudn nhay cam véi thudc bao gém Actinomyces, Chlamydia, Rickettsia

spp., Spirochete nhu Treponema Pallidum va Borrelia burgdorferi mot so.

Mycoplasma (nh&t la M.pneumoniae) va mot ¢6 Mucobacteria ¢ hdi nhu

M.scrofulaceum va M. kansasiinhung Mycoplasma trong té bao lai thudng khéng,

ké ca M. fortuitum.

Céc ndm, ndm men va virus déu khang erythromycin. Néng do Uc ché t8i thiéu

clia erythromycin c¢é thé thdp hon 0,001 microgam/ml déi véi Mycoplasma

pneumoniae va néng do uc ché téi thiéu ti 0,01 - 0,25 microgam/ml d&i v6i Listeria,

Neisseria gonorrheae va Corynebacterium diphteria, Moraxella catarrhalis va

Bordetella pertussis. Cac vi khudn cé néng do uc ché téi thiéu dén 0,5

microgam/ml dugc coi la nhay cam vdi khang sinh va nhing khudn ¢é dé uc chéj

16i thi€u tii 0,5 - 2 microgam/ml c6 d6 nhay cam trung binh.

DUGC BPONGHQC:

Erythromycin base khéng 8n dinh trong méi trudng acid da day, vi vay su hdp thu

thay déi va khong 8n dinh. Dang base thudng bao ché vién bao phim hoic vién

bao tan trong rudt, dang muéi én dinh trong méi trudng acid. Thuc &n c6 thé 1am!
giam su hdp thu cla dang base ho&c dang stearat, tuy nhién mdc dé con phu
thudc vao cong thic baoché.

+ N6éng do dinh trong huyét tudng dat dugc tu 1 - 4 gi¢ sau khi dung mét liéu thude,
tuy theo dang thudc. Pat néng do dinh khodng 0,3 -1,0 microgam/ml vdi liéu
250mg erythromycin base va tu 0,3 - 1,9 microgam/ml vdi li€u 500mg. D&i véi
dang stearatcling nhu vay. Néng doé dinh cé thé cao hon khi dung 4 1an/ngay.

+ Sinh kha dung cla erythromycin thay ddi tif 30 dén 65% tuy theo loai mudi. Thudc;
phan bé rong khép cac dich va mé, bao gém c dich ritai gida, dich tuyén tién liét,
tinh dich. N6ng d6 cao dudc thady & gan lach va dai thuc bao. Thudc th&m kém qua
hang rao mau nao va cé néng dé thap & dich ndo tuy; nhung khi mang nao viém,
thuéc trong dich nao tuy tang.

+ Tu 70 dén 75% dang base gan vdi protein huyét tuang. Erythromycin qua nhau

thai, néng do thudc trong huyét tuong clia bao thai thay ddi bdng khoang 5 - 20%

clia ngudi me. Thudc phan bé vao siia, néng dé bang khodng 50%néng do trong

huyéttuong.

Thai gian ban thai vao khodng 1,5 - 2,5 gid, c6 thé kéo dai hon & ngudi bénh suy:

than, da c6 bao céo khoadng 4 - 7 gid & ngudi bj suy than nang. Erythromycin mot

phan dugc chuyén hoa & gan tao thanh dang bat hoat, chat chuyén hod nay chua
dugc xac dinh.

+ Erythromycin dao thai chd yéu & dang khong bién ddi qua mat va tai hap thu &
rudt. Thaitrli qua nudic tidu tli 2 - 15% dudi dang khong bién déi.

+ Erythromycin hau nhu khéng dugc thai loai bsi thdm phan mau ho3c thdm tich
mang bung.

+ Kha dungsinh hoccla erythromycin thay ddi ti 30 — 65% tuy theo loai mudi. Vién
nén bao phim (base va stearat) d& mat hoat tinh béi dich vi, t6t nh&t nén uéng vao
luc déi.

QUA LIEU, XU TRi:

+ Triéuchung: matthinh gidc, buén nén nang, ndn mla va tiéu chay.

+ XU tri: cho diing epinephrin, corticosteroid va thudc khang histamin dé x tri cac
phan ung di Ung, thut ria da day dé loai trif thudc chua hap thu ra khdi co thé; va
khican ding cac bién phap hé trg.

QUICACH BONG GOI: Hop 10 vix 10 vién nén bao phim.

BAO QUAN: Noi kho, nhiét dé khong qua 30°C, tranh anh sang.

HAN DUNG: 36 thang ké ti ngay sdn xuat.

TIEU CHUAN: DBVN IV,

CHU Y: THUGC NAY CHI DUNG THEOBON CUA BAC SY.

-

-

-

-

-

Khéng sirdyng thuéc néu: W
*Vién thuéc bi bién mau, nut, va.
*Vithudcbirach.
+ Phai ngung diing thuéc ngay va théng bdo cho béc sy khi gdp nhiing triéu
chiingdiung.

+ Déxatamtaytrdem.

+ Doc ky hudng dan st dung trudc khi ding. Néu cdn thém théng tin, xin hoi y
kién béc sy.

+ Khéngdungthuécqua handung ghitrénnhan.

| spp. Va Pasteurella Haemopmlus ducreyl dugc ghi nhan con nhaycam, nhung H

CONG TY €6 PHAN DUgc PHAM TRUNG UONG VIDIPHA
184/2 Lé Van Sy, Phudng 10, Quan Phi Nhuan, TP HCM
DT: (08) - 38440106 Fax: (84 - 8) - 38440446
San xuét tai: chi nhanh CONG TY CPDP T.U VIDIPHA tinh Binh Duong
VIDIPHA Ap Tan Binh, xa Tan Hiép, huyén Tan Uyén, tinh Binh Dudng
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1.- MAU Vi (Vi 10 VIEN NEN BAO PHIM ):
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THANH PHAN:
M&i vién nén bao phim chia:
Thiamin nitrat
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LIEU LUGNG; CACH DUNG VA
CAC THONG TIN KHAC:

BOC KY HUSNG DAN SU DUNG TRUGC KHI DUNG
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5.- MAU TO HUGNG DAN SU DUNG THUOG:

Rx VITAMIN B1 250mg

THUGC BAN THEO BON V'EN NEN BAO PHIM

THANH PHAN: M3i vién nén bao phim chua:
+ Hoat chéat chinh: Thiamin nitrat
+ Tadugc: Tinh bét san, P.V.P, bot talc, magnesi stearat, D.S.T,

H.P.M.C, titan dioxyd, dau thau dau.

CHI BINH: Bidu tri bénh thigu thiamin.

CHONG CHIBINH: Qua man cam vdi thiamin va cac thanh phan khac cliaché ph&m.

LIEULUGNG & CACH DUNG:

Ngudildn: uéng 1 -2 vién/ngay.

TAC DUNG KHONG MONG MUON: Cac phan ing c6 hai clia thiamin rat hi€m va thudng theo

kiéu di ing. Cac phan ting qua man xay ra chii y&u khi tiém.

Ghichu:théngbdo chobac sy nhiing tac dung khéng mong muén gap phai khi st dung thuéc

THAN TRONG: (Chua cé tailiéu).

PHY NU MANG THAL: Khéng ¢é nguy cd nao dugc bigt. Tuy nhién néu can sl dung thinén st

dung dang bao ché khéac cé ham lugng phu hgp.

PHUY NU CHO CON BU: Me dung thiamin van ti€p tuc cho con bu dudc. Tuy nhién néu can st

dung thinén sd dung dang bao ché khac cé ham lugng phii hgp.

LAIXE VA VAN HANH MAY MOC: (chua cé tai ligu).

TUONG TAC THUGBC: Thiamin cé thé lam tangtac dungculathudc chenthankinh ca.

DUQC LUCHQC:

+ Thiaminla mot vitamin tan trong nudc thuéc nhém B,

+ Thiaminkéthdp vdiadenosin triphosphat (ATP) trong gan, than va bach cdu tao thanh dang
thiamin diphosphat (thiamin pyrophosphat) cé hoat tinh sinh Iy. Thiamin diphosphat 1a
coenzym chuyén hoa carbonhydrat lam nhiém vu khii carboxyl clia céc alpha-cetoacid nhu
pyruvat va alpha-cetoglutarat va trong viéc sU dung pentose trong chu trinh hexose
monophosphat.

+ Khi thi€u hyt thiamin ciing nhu thiamin diphosphat, su oxy héa cac alpha - cetoacid bj &nh
hudng, do acid pyruvic khong thé chuyén thanh acetyl-CoA dé tiép tuc vao con dusng oxy
hoa hi€u khithéng thudng (chu trinh Kreb), lam cho néng dé acid pyruvic tang1&n va tiép tuc
bién déi thanh acid lactic. Thém vao do, do su tao thanh NADH trong chu trinh Kreb kich
thich su phan gidi glucose ky khiva sinh ra acid lactic nhiéu hon. Vivay nhiém déc acid lactic
6 thé xay ra khi thi€u thiamin

+ Thi€u hutthiamin sé gay raberiberi (bénh té phu). Thiéu hut nhe bidu hién trén hé than kinh
(beriberi kho) nhu viém day than kinh ngoaibién, réiloan c&dm gidc cdc chi, cé thé tang hoac
mat cam gidc. Truong luc ca gidm dan va cé thé gay ra chiing bai chi hoac liét mét chinad
dé. Thi€u hut trdm trong gay r6i loan nhan cach, trdm cam, thi€u sang kién va tri nhd kém
nhutrong bénh ndo Wernicke va néu diéu trimuén gay loan tam than Korsakoff.

+ Cdc triéu ching tim mach do thiéu hut thiamin bao gém khé thd khi gang stic, danh tréng
nguc, nhip tim nhanh va céc réi loan khéc trén tim dugc bigu hién bing nhing thay ddi dién
tam d6 (cht yéu song R thap, séng T dao ngudc va kéo dai doan Q - T) va bang suy tim c6
cung lugng tim cao. Sy suy tim nhu vay dudc goi 1a “beriberi uét’: phi téng manh la'do hau

qua clia gidm protein huyét n€u dung khéng du protein, hoac clia bénh géq kéthopvdisuy |i,
% :

chic nangtam that. A O\
+ Thiguhutthiamin cé thé xay radonhiéu nguyén nhan:
- Tuy c6 sé&n trong thyc phdm nhung do kém bén véi nhigt do va anh sang nén q
quan, ché bién khong duing s& lam gidm nhanh ham lugng vitamin nay.
- Do nhu cau tang, nhung cung cdp khong dl: Tudi day thi, ¢é thai, cho con bu, 6m nang,
nghién rugu, nudi dudng qua dudng tinh mach.
- Dogiam hép thu: tiéu chdy kéo dai, ngudi cao tudi.
- Domatnhiéu vitamin nay khithdm phan phtic mac, thdm phan than nhan tao
DUGC PONGHOC:
¢ Su hdp thu thiamin trong an u6ng hang ngay qua duéng tiéu héa la do sy van chuydt
cuc phu thude Na'. Khinéng do thiamin trong dusng tiéu hda cao su khuéch tan
cing quan trong, va téng liéu hap thu khi uéng liéu cao duoc gidi han 1a 4 - 8mg/
qua dudng tiéu hoa gidm khi ngudi bénh bi bénh gan man tinh, gidm hap thu. T6|
qua dudngtiéu hoa sé gidm khiudng thudce trong bla an.
e} ngudildn kho chia thiamin udc tinh 30mg va khoang 1mg thiamin bi giang ho
mdingay trong cac mé, day chinh 1a lugng t&i thi€u can hang ngay. Khi hap thu
nay, co rat it hoac khéng thdy thiamin thai trli qua nudc tiéu. Khi hap thu vugt g
t6i thidu, cac kho chua thiamin & cac mé dau tién dugc bao hoa. Sau dé lugng th
trir qua nudc tiéu dudi dang phan td thiamin nguyén ven va dang da chuyén hoa.
thu thiamin tang Ién hon nda, thai try dudi dang thiamin chua bién ddi s& tang hon.
QUA LIEU, XU TRI: Théng bao ngay cho béc s§ khi diing qua liéu chidinh,
QUICACHBPONG GOI: Hop 10V x 10 vién nén bao phim
Hop50vi x 10 vién nén bao phim
Chai 100 vién nén bao phim
BAO QUAN: Noikho, nhiét do khéngqua 30°C, tranh anh sang.
HAN DUNG: 36 thang ké ti ngay san xuat.
TIEU CHUAN: DBVN IV
CHU Y: THUGC NAY CHI DUNG THEODON CUABAC SY
Khéng siidung thudc néu:
+ Viénthudcbjbiénmau, nutvé.
Vithudc bjrach.
Chaithuéc bjnut, matnhan
Phaingung dung thuéc ngay va théng bao cho bac sy khi gap nhing tri¢uchung djing.
Dé xatamtay tré em.

PR

Boc ky hudng dan si dung trudc khidiing. NEucan thém théng tin, xin héi y kién bac sy .
Khéng diing thuéc qua han ding ghitrén nhan.

HU TICH HD QUAN TR]
' DS. KIEU HOU

CONG TY €O PHAN DUGC PHAM TRUNG UONG VIDIPHA
184/2 Lé Van Sy. Phudng 10. Quan Phu Nhuan, TP HCM
DT (08) - 38440106 Fax: (84 - 8) - 38440446
San xut tai: chi nhanh CONG TY CPDP T.U VIDIPHA tinh Binh Duong

VIDIPHA Ap Tan Binh, xa Tan Hiép, huyén Tan Uyén, tinh Binh Duong
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