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: Thudc ding ngoai
Gel béi da ] Eryc“max
E ryc u m ax Ma&tasanpham:

Gel min mau vang déng nhat, khéng tich Idp, dinh dudc vao da
khi béi.
Chidinh:
Diéu trimun nhot, triing ca, dc bigtladang mung dé c6 mu.
| Cachding, liéuding:

Rifa sach chd da bi bénh, thim khd nhe, boi mat Idp mdng vao
i viing da bi 1n thudng cho dén khi khdi han. Néu finh trang |
[ khéng cai thign sau B tudn, nén ngungsil dung va hdi y kién bac
[ sy hoac dudc sy.
i Ngudi I6n va tré em trén B tudi: Boi 2 1dn m&i ngay.
Ngui@i gia: Khéng cén hiéu chinhliéu.
Chdng chidinh:
Quaman cam vdi bat ky thanh phan nao cda thudc. | \jJ

0,55 g,
.. 040
10g

wiia Bl G
(Tinh chét nghé, Bulylated hydroxytoluen, Poloxamer 407,

_ PEG 400, Propylen glycol, Nudc tinh khiét),

TCCS

~

-TRIMUN-LIENDA

Tiéu chuln

Cac thong tin khac: |
Xem trong & hudng din sif dung kém theo. /
Diéu kién bdo quan: i
i Ndi khé réo, tranh anh sang, nhiét dd khang qua30°C. ‘
Han ding clathude:
36 thang ké tif ngay san xuat. S dung trong vong 30 ngay ké
tit khi mé ndp tuyp lan déu.
POC KY HUGNG DAN SU DUNG TRUOC KHI DUNG
DE XA TAM TAY TRE EM
THONG BAO NGAY CHO BAC SY HOAC DUGC SY
' NHONG TAC DUNG KHONG MONG MUOGN ;
. GAP PHAI KHI SU DUNG THUGC ;
S5 16 SX: | |

Ngiy SX: CONG TY C8 PHAN DUGC PHAM QUANG BINH
HD: 46 Hau Nghi, P. Bic Ly, TP. Bdng Hdi, Quang Binh

\’I [' | | |

=

KHANG KHUAN

SBK:

tugng Ung Erythromyein...cci.s
T O s eeapafisiitibaass

Thanh phén, ham lugng cla thude:
Erythromycin SRRt ...




6. TO HUONG DAN SU DUNG THUOC

Rx Thuic ké don
Gel boi da ERYCUMAX

1. Tén thubce:  Gel boi da ERYCUMAX.
2. Ciic dilu higu lru y va khuyén cho khi ding thube:
Thude nay chi ding theo don thube
Doc k¥ huémg dén sir dung truée khi dung
bé xa tam tay tré em
Théng bio ngay cho béc s§ hofic duge s§ nhing tac dyng khdng mong mudn gap phai khi su dung thude,
3. Thanh phn céng thirc thube: Mdi 10g gel thube ERYCUMAX chira:
Thanh phin dugc chdt: Erythromycin stearat ... .. 0,55 ¢
(twong img Erythromycin ..o 0,4 g)
Thanh phén ta duge: Tinh chit nghé, Butylated hydroxytoluen. Poloxamer 407, PEG 400, Propylen ghycol. Nudge
tinh khiét,
4. Dang bao ché:
Gel mjn mau vang ddng nhat, khong tach 1op, dinh duge vao da khi boi.
5. Chi djnh:
Diéu tri mun nhot, trimg c4, déc biét 12 dang mung do c6 ma.
6. Cach dung, litu ding:
Rira sach ché da bj bénh, thdm kho nhe, bdi mt 16p mong vao ving da bj tén thuong cho dén khi khoi hin. Néu
tinh trang khong cai thi¢n sau 8 tudn, nén ngung sir dung va hoi y kién bac s§ hofic duge s¥.
Ngudi I vi tré em trén 8 tudi: Bsi 2 1An mdi ngay.
Ngudi gid: Khéng cn hi¢u chinh lidu,
7. Chbng chi djnh:
Quéd man cdm véi bt ky thanh phdn nao cua thube. \ /
8. Canh bso va thin trong khi dang thude: ) ‘___}‘/
Chi dung béi ngoai da; khong dung tra mat. Tranh tiép xiic voi mat, mii, miéng, vét thirong hér va cac'niém mac.
Thén trong khi sir dung ddng thri voi cac phuong phdp trj myn ngoai da khac.
Sir dung khang sinh c6 thé din dén sy phat trién caa céc ching vi khudn khang thube.
Chura ¢o danh gia v& an toan va higu qua cua thudc trén tré em, Chi sir dyng trong trutmg hop cén thiét,
9. Str dyng thube cho phy nir ¢6 thai va cho con bi:
Thoi ki mang thai: Chua c6 dir li¢u nghién ctru trén phy nit ¢o thai, va chua ¢o bao cio vé 1ac dung ¢6 hai cua
thudc trén bao thai. Chi khuyén cdo sir dyng trong trudng hop lvi ich vugt tdi nguy co.
Thoi ky cho con bi: Chua c6 dit ligu vé& vige tiét vao sita cia erythromycin qua dudmg bdi ngoai da.
Erythromycin ding dudng toan than dugc tiét vao sira mot lugng nho. Chi khuyén cdo sir dung trong triremg hop
lgi ich vuot tr$i nguy co.
10. Anh huéng cia thube 1én kha néing ldi xe, vAn hinh may moc:
Chua ghi nhiin dugc bao cdo phan g bét 1gi hoiic chua co nghién ctru nao vé anh huong cua thude 1én kha nang
v@n hanl may méc, 14i tau xe, ngudi lam vige trén cao va cac rirdmg hep khic.
11. Tuong tdc, tuong ky ciia thudc:
Sir dung dong thoi véi cac phuong phéap trj mun ngoai da khac, cdc san pham giup loai da chét, xa phong hodc
my phdm chira cdn do ¢ thé gdy tac dung kich tng da hogc kho da,
12, Téc dyng khéng mong mubn ciia thufc:
Erythromycin stcarat thudmg dung nap tdt va hiém c6 cdc phan img khong mong muén nang. Tén suét khéng ro

rang va 1y 1¢ c6 thé khac nhau tuy theo céng thirc thuéc. Khoang 5-15% ngudi bénh dung erythromycin ¢c6 ADR.



Phd bién nhét 1a cac tac dung phy v& tiéu hoa. Tac dung trén duong tiéu hoa lién quan dén lidu va xudt hién
nhiéu & ngudi tré hon ngudi cao tudi.

Tuén hoin: Kéo dai thai gian QT, loan nhip that va chimg tim ddp nhanh.

TKTW: Con ddng kinh.

Da: Ngoai ban, ngira.

Tiéu hoa: Dau byng, chin in, ia chay, budn non, non, dau da day, chimg kho tiéu. Ching hep mon vj phi dai o
tré em, viém dai trang mang gia, viém tuy.

Gan: Viém gan, xét nghiém chirc niing gan bét thudmg (transaminase tang, bilirubin huyét thanh tang).

Thin kinh co va xuong: Yéu co.

Toan thin: Phan ung dj (mg, qua min, ting huyét 4p, may day.

Tai: Dicc, ¢6 hdi phyc.

Céc tac dung cé thé xudt hién dudi dang dung tai chd nhu ngia, kho da, ban do. woe vay.

Mot s6 tic dung khong mong mudn ¢ thé hdi phuc, cach xir tri 1a ngimg thude.

13. Qua liéu va chch xir tri:

Chua c6 trudmg hop qué liéu qua dudng bbi ngoai da nao duge duge bio cio,

X tri: Cho dung epinephrin, corticosteroid va cac thudc khang histamin dé xir tri cac phéan tmg di tng; thut rira
da day d¢ loai trir thube chua hap thu ra khoi co thé, va khi cAn, dung cic bién phap hd trg.

14. Dac tinh dwge lye hge:

Duwgc hw: hoc: o
Nhém duge ly: Khdng sinh diéu trj myn. Ma ATC: DI0AF02. ‘ \\*/

Co ché chinh x4c cta erythromycin giam thuong tén do mun nhot chua duge biét ddy du; tuy nhién/tac dung c6
thé mot phén do hoat tinh khang sinh ctia thubc.

Erythromycin tre ché sinh tdng hop protein clia cac ching vi khudn nhay cam bing cach gin thudn nghich voi
tiéu dom vj ribosom 508, tir d6 tc ché chuyén vi cia amoniacyl transfer-RNA va e ché sinh tong hop
polypeptid.

e Pho khang khuén:

Erythromycin cé phd tac dung rong, cac vi khuén thuong nhay cam vai thude nhir sau:

Vi khuéin Gram duong:

Céc vi khudn gy bénh bao gbm cac cAu khuin Gram duong, cic Streptococcus nhu S pnennoniae, S. pyogenes.
Tuy nhién, khéng thubc da tang & ca hai loai vi khufin nay, diic bi¢t 1a v&i S. prewmoniae khang penicillin.

Héu hét céc chiing Staphylococcus aureus vin con nhay cam, mic di sy dé khang tang 1én nhanh. M9t vai ching
Enterococcus cling vdn nhay cam.

Nhidu vi khuin Gram duong khdc con nhay cam vai erythromycin trong do c6: Bacillus anthracis,
Corynebucterium diphteria, Erysipelothrix rhusioparthiae, Listeria monocytogenes. Thudc co tac dung trung
binh vai vi khudn ky khi nhu Clostridium spp., 46 nhay cam thay déi & chiung Nocardia nhimg erythromycin van
con tic dung vai Propionibacterium acnes.

Vi khuin Gram am:

Erythromyein cé tc dung vdi cac cdu khudn Gram am nhu Neisseria meningitidis, N. gonorrheae va Moraxella
(Branhamella) catarrhalis. Cac vi khudn Gram am khéc c6 do nhay cam thay ddi nhung thude vin con tac dung

hitu hi¢u 1a: Bordetella spp., vai chiung Brucellla, Flavobacterium, Legionella spp. va Pasterella, Haemophilus
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ducreyt duge ghi nhin con nhay cdm, nhung H. influenzae L it nhay cam. Cac Enterobacteriaceae noi chung
khong nhay cam, thudng khang thudc, tuy vy mot vai ching nhay cam voi thude o pH kiém.

Céc vi khudn yém khi Gram am: Helicobacter pylori va nhié¢u ching Campylobacter jejum con nhay cam. Hau
hét cac ching Bacteroides fragilis va nhiéu ching Fusobactertum déu khang erythromeyin

Céc vi khudn khic nhay cam véi thube gom c6: Actinomyces, Chlamydia, Rickettsia vpp.. Spirochete nhr
Treponcma pallidum va Borrelia burgdorferi, mgt sé Mycoplasma (nht 1a M. pnenmoniae) vi mot sd
Mycobacreria co hdi nhu Mycobacterium scrofulacenm v M. kansasii, nhung M intracellulare 1i thudmg
khang, ké ca M. fortuitum.

Cac nim. ndm men va virus déu khang erythromycin.

Erythromycin ¢ thé trc ché tac dung cia cloramphenicol hodc cic lincosamid nhu clindamycin hodie lincomycin
do vj tri pAn két gin ké trén ribosom.

o Sy khang thude:

Khang thude ctia nhém macrolid thudmg lién quan dén qué trinh thay déi vi tri dich cua thude. Co ché khang
thude co thé qua trung gian nhiém sic thé hosic plasmid. Vi khuan khang thude sinh ra mot enzym methy! hoa
adenin trong ribosom RNA, dén tdi trc ché sy gin két cia thudc vai ribosom.

Sy khing thubc cia cac ching vi khudn nhw Haemophius influenzae, Corynebacterivm diphtheriae vi
Staphylococcus, dic bigt S aureus, 4 phét trién trong qua trinh diéu tri vai erythromycin.

Chung Streptococci bao gdm Streptococcus pyogenes (Streptococei [3 tan huyét nhom A), Streprococeus nhom B,
S. pnewrioniae va S. viridans, H. pylori, M. pneumoniae, Escherichia coli, Campylobacter spp. 88 dugce bio cao
khang crythromyein. _

Khang chéo da xdy ra gifta erythromycin, cac macrolid khac, cic lincosamid va streptogramin B. .-\/-

—

Céac sb liGu trong bdo cdo ASTS cho thiy trong nhirng nam 2000, cac Staphylococcus, "I'PH‘Ei'm?m'm.'c'm'.
Streptococeus tan huyét nhém A khang erythromycin tang Ién nhiéu, ty 1& d& khang ting dén 40%
(Streptococcus  pneumoniae), 55% (Enterococcus faecalis), S1% (Streptococcus  viridans) va 59%
(Staphylucoccus aureus).

Sy khang erythromycin ting din qua timg ndm ¢ Vi¢t Nam do sy lam dung cic macrolid. Cic macrolid nai
chung va erythromycin ndi riéng phai dugc han ché sir dung. chi dang Khi cdn, nhu vay mai co co may giam
dugc sy khang thubc.

15. Pic tinh duge djng hoc:

Néng do dinh trong huyét twong dat duge tir 1 — 4 gior sau khi dang mot liéu thude, wy theo dang thude. Sinh
kha dune thay ddi tir 30 dén 65% tuy theo loai mudi. Thude phan bé rong khip cac dich v mid. bao gdm ca dich
ri tai giia, dich tuyén tidn ligt, tinh djch. Erythromycin qua nhau thai, ndng do thude trong huyét tvong cia bao
thai thay déi khodng bang 5 — 20% ciia ngudi mg. Thude phan bd vao sita, nong 4o bing khoang 50% ndng do
trong huyét tuong. Nira doi vao khodng 1,5 - 2,5 gid, co thé kéo dai & nguoi bénh suy thin. Erythromycin mot
phin chuyén hoa & gan thanh dang bit hoat, va duge dao thai cha yéu & dang khong bién db1 qua mat va tai hip
thu @ rudt.

16. Quy cich déng goi:

Hép 1 tuyp 10g. Hop 1 tuyp 20g. Vi 1 tuyp 10g.

17. Pidu Ki¢n bao quin, han diing, ticu chufin chét lugng thube:

Bao quan noi khé rdo, tranh 4nh sang, nhiét 4§ khong qua 30°C

Han diing 36 théng ké tir ngay san xudt. Str dung trong vong 30 ngdy ké tir khi mé ndp tuyp lan diu.
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Tiéu chuin co sé. :
Y

18. Tén, dja chi cia co sé san xufit: .
CONG TY €O PHAN DUUC Pl-l!\MfQU ANG BINH

46 Hiru Nghi, Bic Ly, TP. Ding Hi, Quang Binh
; DT; 0232.3822475  Fax: 0232.3820720

Ngay 20 thang 8 nam 2018

Céong ty ¢ phan duge pham Quéng Binh
KT. Téng giam doc
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