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Techn. Redaktion

@ U?SAPH ARM IndustriestraBe 35 - Geb. E2

66129 Saarbriicken

Tel: +49 (0)6805 9292 175
Fax: +49 (0)6805 9292 163

Kunde: Lackierung: Dispersionslack (Standard)
Produkt: FS OFLOXACIN-POS 3MG/ML 5 ML ATRO VN Lackaussparung: (| seite 5 ganze Flache
Art.-Nr.: 90.XXXX Pharmacode: XXX
Format: 28 x 30 x 87 mm Lusatzspezifikation: /
Blindenschrift (FS): A / NEIN Sonstiges: /
Material: GC3 Milan / 300 g/qm
eberEH: / Farbtoleranz vorhanden:  |fA / NEIN Nr.: FTK_UPH
Farbe 1: M| Pant. 362 C Farbtoleranz fertigen: A [ NEIN Nr.: FTK_UPH_
Farbe 2: | pant. Cool Gray 10 C (6-fache Ausfertigung)
Farbe 3: M| schwarz
Farbe 4: Ly Korrekturabzug Nr.: 3 - Mock-up
Farbe 5: Ol Erstellt: 14.02.2017 | dlaudia Wunsch
Farbe 6: Oy Freigabe Kunde:
Farbe 7: Oy Endfreigabe/Gut zum Druck: [
1ml Au?entrppfen enthalt Verschreibungspflichtig
3 mg Ofloxacin. Nicht iber 30 °C lagern.
Enthalt Benzalkoniumchlorid, Natrium-  Flasche im Umkarton aufbewahren,
chlorid, Salzsaure und Natriumhydroxid-  ym den Inhalt vor Licht zu schiitzen. 4
Losung (zur pH-Einstellung), Wasser fir Nach Anbruch 4 Wochen verwendbar. ¢
Injektionszwecke. 2ul-Ne 86497.00.00
Packungsbeilage beachten. o o /
Arzneimittel fur Kinder unzuganglich
6 aufbewahren.
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Mai ml chua 3mg ofloxacin. Hop 1lo chia Smi
Chi dinh, cach dung, chdng chi dinh va céc thong tin khac: xin doc trong tiy hudng dan st dyng
S6 10 SX, HD, NSX: xem Batch no, Exp, Mfg date.
D8 xa tam tay tré em.Doc ky huong dan su dung trudc khi dung. Bao quan dudi 30°C
SBK:
DNNK:
NSX: URSAPHARM Arzneimittel GmbH, IndustriestraRe 35, 66129 Saarbricken,
& Germany (Buc)
T2 . ®
£ B Ofloxacin-POS
2 B 3 mg/ml Augentropfen
R S Ofloxacin
; g 5 ml Augentropfen
& < Anwendung am Auge.
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(S URSAPHARM

Techn. Redaktion
IndustriestraBe 35 - Geb. E2

Tel.: +49 (0)6805 9292 175
Fax: +49 (0)6805 9292 163

66129 Saarbricken
Kunde: Lackierung: /
Produkt: ET OFLOXACIN-POS 3MG/ML 5 ML ATRO VN Lackaussparung: Ly
Art.-Nr.: 90.XXXX Pharmacode: ohne
Format: 65 x 25 mm Lusatzsperifikation: /
Blindenschrift{Fs): JAFNERN Sonstiges: /
Material: Pharmagloss 65 q/qm
Kleber (ET): RP 31 Purus Farbtoleranz vorhanden:  [4A / NEIN Nr.: FTK_UPH
Farbe 1: | pPant. 362 C Farbtoleranz fertigen: #A [ NEIN Nr.: FTK_UPH_
Farbe 2: B | Pant. Cool Gray 10 C (6-fache Ausfertigung)
Farbe 3: M| Schwarz
Farbe 4: Oy Korrekturabzug Nr.: 4 - Mock-up
Farbe 5: Ll Erstellt: 29.03.2017 [claudia Wunsch
Farbe 6: Ol Freigabe Kunde:
Farbe 7: L)y Endfreigabe/Gut zum Druck: ]
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@ Augentropfen

Ofloxacin-POS®
3 mg/ml Augentropfen
Ofloxacin

Arzneimittel Gm

Batch no.:

5ml

Anwendung am Auge Exp:
Enthalt Benzalkoniumchlorid. ’
Nach Anbruch nicht langer als 4 Wochen
anwenden. Nicht aber 30 °C lagern.
Flasche im Umkarton aufbewahren,

um den Inhalt vor Licht zu schitzen.

Mfg.-date:
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Rx Thuéc ban theo don ¢ \PHAT TRIEN DUGC PHM) %

Doc k§ huéng dan trude khi ding

OFLOXACIN - POS 3mg/ml
THANH PHAN

Hoat chét: Ofloxacin. 1 ml dung dich nhé mét chtra 3mg Ofloxacin. 1 giot chira khoang 0.10 mg
ofloxacin.

Cdc thanh phan té dwge:
Benzalkonium chlorid

Natri chlorid /(M

/

Hydrochloric acid va dung dich natri hydroxid (dém chinh pH)
Nude cét pha tiém
TRINH BAY

Hop gém 1 1o chtra 5Sml dung dich nho mat trong sudt, mau xam nhat t6i vang xanh nhat.

“w M ¢ A

Sml thudc nho miat duoc chira trong lo nhya (LDPE) thé tich 10ml ¢6 dau nhé giot bing
polyethylene ti trong thip va nép xoay (HDPE).

CHI PINH

Liéu phép diéu tri tai chd cho trudng hgp nhiém tring bén ngoai mat, vi du viém két mac va viém
gidc mac do vi khuan ¢ nguoi 16n va tré em gy ra bdi vi khuan nhay cam véi ofloxacin.

Cén can nhéc tudn theo huéng dan chinh thirc vé viée str dung khang sinh mot cach hop ly.
LIEU LUQNG VA CACH DUNG

Nho mét giot Ofloxacin-POS vao tui két mac ciia bén mit bi viém mdi 2 dén 4 tiéng trong hai ngay
dAu didu tri, sau d6 nho 4 1an mdi ngay trong nhing ngay tiép theo. Thoi gian dot diéu tri khong
nén kéo dai qué 14 ngay.

Néu bénh nhan dang sir dung mot thude nhé mét khac, can gitr khoang thoi gian gitta lan sir dung
ctia hai thudc it nhét 12 15 phuat. Ludn dung thudc m& tra mét sau ciing.

Tré em

Khong can hi€u chinh liéu ¢ tré em.



Nguoi cao tubi
Khong can hiéu chinh liéu & ngudi cao tudi.
CHONG CHI PINH

Nhay cam véi ofloxacin hodc véi bat cir thanh phan ta dugce nao, hodc véi bat cir thude nao thude
nhém quinolon.

THAN TRONG PAC BIET VA LUU Y KHI SU DUNG

Khéng dung ofloxacin cho duong tiém.

Dit lidu an toan va hiéu qua cua thudc & tré so sinh dudi 1 tudi chua dugc thiét lap. /{é{&

Trong trudng hop xdy ra mdt phan tmg di img v&i ofloxacin, can ngung sir dung thude

Trong qua trinh di€u tri véi thudc nhd mat cé chira ofloxacin, can tranh ti€p xic 1au vGi 4nh sang
mit troi hodc voi anh sang tir ngoai (vi du, den cuc tim, nha tam nang v.v) (ti€ém an nguy co nhay
cam anh sang).

Da ¢6 bao cdo ve hoi chimg Steven-Johnson & bénh nhan sir dung thuoc tra mat cé chira ofloxacin,
tuy nhién, moi quan hé nhan qua van chua dugc thiét lap.

Léang céan trén giac mac da dugc ghi nhan trong qua trinh di€u tri vai thudc nhé mat cé chira
ofloxacin. Tuy nhién, moi quan hé nhan qua van chua duoc thiét 1ap.

Khi str dung thudc nhé mat Ofloxacin-POS, can can nhic nguy co thude chay xudng duong miii-
hau, diéu nay c6 thé gop phan gay ra va khuéch tan kha nang dé khang cta vi khudn véi khang sinh.
Tuong tur cac thude khang sinh khéc, viée str dung kéo dai thudc co thé dan dén phat trién qua mirc
céc loai vi khuan khong nhay cam.

Trudng hop sy nhidm tring tré nén tram trong hon, hodc néu khong thay c6 tién trién trén 1am sang
sau mot giai doan nhét dinh, nén ngimg thudc va sir dung liéu phép thay thé.

Can than trong khi str dung Ofloxacin-POS & bénh nhan d4 timg c6 biéu hién nhay cam véi cac
thudc khang sinh khéc thudc nhém quinolon.

P4 ¢6 bdo cdo vé phan tng nhay cam nghiém trong va doi khi dan dén tir vong (qua man/séc phan
vé&), mot s6 trudng hop xay ra sau liéu sir dung d4u tién, & bénh nhén str dung quinolon dudng toan
than, bao gdm ofloxacin. Mot vai phan tmg di kém véi truy tim mach, bat tinh, phit mach (bao gdbm
phu thanh quan, hong hodc mat), tac nghén duong thd, kho tho, may day va ngta.

Dit liéu thu duge han ché, khong du dé thiét 1ap hiéu qua va do an toan cua thudc nho mit ofloxacin
0.3% trong diéu tri viém két mac & tré so sinh.

N o N\



Khéng khuyén céo sir dung thubc nho mit ofloxacin & tré so sinh bi viém mét do Neisseria
gonorrhoeae hoic Chlamydia trachomatis do viéc sir dung nay chua dugc danh gia trén ddi twong
bénh nhan nay.

Viéc str dung trén ngudi cao tudi va tré em: Chua c6 dit liéu so sanh liéu dung tai chd & nguoi cao
tudi hodc tré em so v&i nhitng ddi tugng khac nhung do su hap thu toan than duoc cho 1a tbi thiéu
nén c6 thé dung vai liu tuong tu.

Nhirng tai liéu cong bd 1am sang va phi lam sang da cho thiy nguy co thung gidc mac & bénh nhén
c6 tién sir khuyét biéu mé giac mac hodc loét gidc mac, khi dugc diéu tri bang thudc khang sinh
fluoroquinolon dung tai chd. Tuy nhién, ton tai céc yéu td gay nhiu dang ké trong nhiéu béo cdo,
bao gdm tudi cao, xuat hién cac vét loét 16n, nhitng bénh khac vé mit xay ra dong thoi (vi du kho
mét nghiém trong), cac bénh viém hé thong (vi du viém khép dang thap), va sir dung dong thoi voi
céc thude khang viém tai mét gdc steroid hodc phi steroid. Dul sao, can than trong do nguy co thing
gidc mac khi diéu tri cho bénh nhan bi khuyét biéu md gide mac hoic loét giac mac. ///

Ofloxacin- POS chira chit bao quéan benzalkonium chlorid 13 chat c6 kha ning gay kich img mit va
c6 thé dugc hép thu boi kinh ap trong mém va lam ching mat mau. Khong khuyén céo str dung
kinh 4p trong & nhimg bénh nhan dang duoc diéu tri nhiém tring mat.

TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC

Ngudi ta thdy ring mot sé thude nhém quinolon ding dudng toan thén trc ché sy giai phong trao
dbi chét cua caffein va theophylline. Cac nghién ctru vé twong tac thude di duoc tién hanh véi
ofloxacin ding duwong toan than, két qua cho thay ofloxacin khong anh huong dang ké t6i su giai
phong trao dbi chét ctia caffein va theophylline.

Mic du da c6 nhitng bdo céo vé sur tang ti 1¢ nhiém doc than kinh trung wong véi liéu ding toan
than ctia cac thude thude nhém fluoroquinolon khi sir dung dong thoi véi céc thudc chdng viém phi
steroid dung toan than (NSAIDs), hién tugng nay chua xudt hién khi sir dung dong thoi dudng toan
than thudc chdng viém phi steroid va ofloxacin.

KHA NANG SINH SAN, PHU NU CO THAI VA CHO CON BU
C6 thai

Hién chua c6 nhitng nghién ctru d?iy du va duoge kiém soét chit ché trén phu nit ¢6 thai. Do cac
thudc nhém quinolon dung toan than da duge chimg minh gdy bénh khép trén dong vat chua truong
thanh, khuyén céo khong nén sir dung ofloxacin trén phu nit ¢6 thai.

Cho con bu
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Do ofloxacin va céc thudc khac thudc nhém quinolon khi ding dudng toan than duoc bai tiét qua
sita me, va ¢6 nguy co gdy hai t6i tré so sinh bu me, can quyét dinh hodc tam dimg cho con bt hoic
khéng sir dung thudc, tlly theo mirc d6 quan trong ctia viée ding thude dbi voi ngudi me.

Kha nédng sinh san
Ofloxacin khong anh hudng téi kha nang sinh san trén chudt.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chua c6 nghién ciru nao vé anh hudng cia thude trén kha ning 14i xe va van hanh may méc. C6 thé
xay ra hién tugng md tam nhin thoang qua khi nho thudc mat. Khong nén lai xe hodc van hanh may

méc nguy hiém trir khi tim nhin rd rang. /4
TAC DUNG KHONG MONG MUON /é_é/@
Téng quan

Hiém gap phan tmg nghiém trong sau khi sir dung ofloxacin ding dudng toan than va hau hét cac
triéu chimg déu c6 thé hoi phuc duge. Do ¢ mdt lugng nho ofloxacin duoc hép thu toan than sau
khi ding tai chd, nhimg tac dung khong mong mudn gip phai khi ding dudng toan than ciing c6 thé
xay ra.

Nhirng tac dung bat loi dd dugc bao co trong cac thir nghiém 1dm sang va dugc xép loai theo tan
sut sau day:

Rét phd bién (>1/10)

Phé bién (>1/100 dén < 1/10)

Khong phd bién (>1/1000 dén < 1/100)

Hiém (>1/10,000 dén < 1/1,000)

Rat hiém (< 1/10, 000)

Chua duge biét dén (khong thé ude tinh tir dir liéu hién co)

Réi loan hé théng mién dich
R4t hiém: Nhay cam (bao gdbm phii mach, khé thé, phan ting qua man/séc, sung tiy miéng —hau va
sung phong ludi)

Réi loan than kinh trung wong
Chua biét dén: Chéng mit

Réi loan vé mdt

Phé bién: Kich tmg mét, kho chiu mét

Chua biét dén: viém gidc mac, viém mang két, nhin md, chimg s¢ anh sang, phit mét, cam gidc c6
vét thé la trong mét, tang chay nudc mit, mit khd, dau mét, mit xung huyét, nhay cam (bao gbdbm
ngira mit va ngtra mi mit)

Réi loan da day- rudt



Chua biét dén: Budon ndén

Réi loan da va mé dudi da
Chura biét dén: Phu quanh héc mét, phu mét

QUA LIEU
Chura ¢6 truong hop qué liéu nao duge bao céo.
Trong trudng hop qua lidu dung tai chd, hay rira mét bang nudc.

Néu céc tac dung khong mong | mudn toan than xay ra sau khi sir dung thudc khong dung cach hoic

khi ding qua liéu mot cach ngiu nhién, can tién hanh diéu tri triéu chung. w
TINH CHAT DUQC LUC HQC

Nhém duoc tri liéu: Chéng lay nhiém, nhém khéng sinh fluoroquinolon. M ATC: SO1AE01

Co ché tic dong

Ofloxacin la dan xuat cta chinolonic acid va rc ché enzyme DNA-gyrase cua vi khuan, do d6 cé
tac dung diét khuan.

Co ché khéng:

Su tang dé khang vé6i khang sinh nhém fluoroquinolon ciia vi khudn nhay cam thudmg xay ra do su
dot bién cua gien gyrA ma héa cho khdi A cia enzym DNA-gyrase. Ngoai ra, su van chuyén chu
dong gay ra dé khang & mirc thip c6 thé xay ra trude tién khi lya chon tinh khang. Sy dé khang ¢
thé xay ra qua qua trinh nhiéu budc véi sy bién déi di kém, tao ra mirc dé khang cao dan 1én theo
timg bude. Cac loai ndm & ranh giGi nhay cam véi khang sinh c6 thé trd nén khang thude sau mot
budc dot bién duy nhét.

Sy khang thuc hinh thanh gian tiép thong qua plasmid di dwoc quan sat thiy & E. coli va vi khuén
Klebsiella.

Su khéng thudc cua vi khuén téi mot thube nhém fluoroquinolon cho thiy sw d& khang chéo véi cac
thudc khéc ciing thudc nhém quinolon.

Diém gi6i han

Trong nghién ctru vé su khang thudc dudi day, cac thé phan lap vi khudn duoc chia thanh cic nhém
nhay cam hozic d& khang theo khuyén cdo cia Hiép hoi chau Au xét nghiém chin doan tinh trang
nhay cam v6i khang sinh (EUCAST). Tai diém xac 1ap boéi EUCAST, gia tri ngudng dich € hoc
(ECOFF) dugc sir dung, mat khac diém gi6i han 1am sang ctia EUCAST cho céc thude khang
khuan ding duong toan than dugc ap dung nhu sau:



Nhay cam D¢ khang ECOFF
Staphylococcus spp < Img/l >1mg/l < Img/l
Streptococcus <0.125mg/1 >4mg/1 <4mg/l
pneumonia
Haemophilus <0.5 mg/l >0.5mg/I <0.064mg/1
influenzae
Moraxella catarrhalis | <0.5 mg/l >0.5mg/1 <0.25mg/l
Enterobacteriaceae <0.5 mg/l >1mg/l <0.25mg/l / [(/
Acintetobacter spp ND ND <1mg/l / i |
Pseudomonas ND ND <2mg/l
aeruginosa
Enterococcus faecalis | ND ND <4mg/l
Escherichia coli <0.5 mg/l >1mg/1 <0.25mg/1
Klebsiella pneumonia | < 0.5 mg/l >1mg/l <0.25mg/1
Klebsiella spp <0.5 mg/l >1mg/l <0.25mg/1
Serratia spp <0.5 mg/l >1mg/l < Img/l
Phé khéng khuan

Phé khang khudn cta ofloxacin bao gdm céc ching vi khun ky khi bt budc, vi khuan ky khi tuy y,
vi khudn hiéu khi va céc ching khac vi du nhu chlamydia. Gia dinh ring ofloxacin dugc hap thu
sau khi bdi tai chd nhung khong gay ra nhing thay dbi 1dm sang hodc bénh ly.

Su phé bién cua d& khang khang sinh thu duge 6 thé thay ddi theo timg ving hodc theo thoi gian.
Do do, thong tin vung lién quan téi tinh hinh khang thude can duge chu y, quan trong hon hét d6 1a
viéc didu tri day du céc tinh trang nhiém khudn nghiém trong. Trong truomg hgp nghi ngo c6 dé
khéng ofloxacin tai dia phuong, can tham khao y kién chuyén gia.

Dic biét d6i vdi cac nhiém tring ning hodc diéu tri thi€u hiéu qua, can tién hanh chan doén vi sinh
kém phén 1ap ching bénh va tinh nhay cam cua chung véi ofloxacin.
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Dit liéu vé tinh nhay cam trong bang cho thay dit liéu nghién ciru vé tinh khang khuén trén 1391
chiing phén 1ap tir mat (cht yéu 12 gac lau mét) tai 31 trung tim ciia Pirc. Cac ching hiéu khi duoc
dé cép trong nghién ciru mang tinh dai dién cho c4c chiing vi khuan gy nhiém tring mét & Duc.
Cén cén nhic t6i tan sut xuat hién cua cac chiing lién quan t6i mat khong gidng hét, nhung tuong
tu nhu nhau & cac qudc gia. Do d6 cac ching dwoc d& cap dudi day ciing sé 1a nhing chiing phd
bién nhét gay nhiém khuén tai cdc quéc gia khéc

Cic chiing nhay cam pho bién (ti 1& khang < 10%)

Cic vi sinh vit gram dwong hiéu khi

Staphylococcus aureus (MSSA)

Cdc vi sinh vit gram am hiéu khi

Haemophilus influenza

Haemophilus parainfluenza

Enterobacteriaceae (Escherichia coli, Proteus mirabilis, Klebsiella oxytoca, Serratia marcescens,
Enterobacter cloacae va Klebsiella pneumoniae)

Acinetobacter baumannii

Acinetobacter Iwolffii

Moraxella catarrhalis

Cic loai c6 tinh khang thu dwoge gy khé khin trong diéu tri (ti 18 khiang >10%)

Cic vi sinh vt gram dwong hiéu khi

Staphylococcus aureus (MRSA)

Streptococcus pneumoniae

Chung Staphylococci cho phan wng coagulase dm tinh

Enterococcus

Cdc vi sinh vit gram am hiéu khi

Pseudomonas aeruginosa

TINH CHAT DUQC PONG HQOC

Trong nghién ciru trén céac tinh nguyén vién khoe manh, ndng dd trung binh ofloxacin trong mang
nude mit do duoce sau 4 gio dung tai chd (9.2 p/g) cao hon so véi ndng do tdi thiéu 2pg/g cua
ofloxacin can dé trc ché 90% hau hét cac chung vi khudn tai mat (MIC90) in-vitro.

Nbng do cuc dai ofloxacin trong huyét twong sau 10 ngay dung tai chd kém 1000 14n so véi ndng
d6 cuc dai dat duge sau khi ding duong udng véi liéu tidu chuan ofloxacin, va khong quan sat thay
bét cir tac dung phu toan than nao dugce cho 1a do ofloxacin.

PIEU KIEN BAO QUAN



Béo quan dudi 30°C

Giir lo thudc trong trong hop gidy bén ngoai dé tranh anh sang

HAN DUNG

2 nam ké tir ngdy san xuét

Sau khi mé nép lo thudc lan dau, khong nén ding lo thude nay 1au hon 4 tuan.
CHU SO HU'U SO PANG KY LUU HANH SAN PHAM

Cong ty TNHH Phat trién Duoc phdm Minh Quén

48 Phan Van Tri- Quan Déng Pa- Thanh Phb Ha noi

NHA SAN XUAT

URSAPHARM Arzneimitted GmbH

IndustriestraPe 35, 66129 Saarbriicken, Germany- Dirc.
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