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Ciprofloxagin...... 500 mg

Excipients.g. 1 caplet

(Tapioca starch, sodium starch glycolate, hudipress, magnesium stearate, PVP K30, HPMC, PEG 6000, titanium dioxide, taic).

DOSAGE FORM: Film coated caplets.

PRESENTATION: Box of 2 blisters x 10 caplets.

PHARMACODYNAMICS: Cifga with the active ingredient ciprofioxacin is semi-synthetic broad-spectrum antibiotic and belongs to quinolones; it is also called DNA-gyrase inhibitor. Ciprofloxacin
acts by inhibiting DNA gyrase, preventing bacterial chromosome replication that making bacteria not reproduce guickly. Ciprefloxacin is highly active against bacteria which are resistant to
other antibiotic groups {aminoglycosides, cephalosporins, tetracyclines, penicilfins...), and is evaluated as one of the most effective drug of the fluoroguinolon group.

PHARMACGKINETICS: Giprofioxacin is well and rapidly absorbed from the gastrointestinal tract. Absorption of ciprofioxacin is delayed but is not affected significantly when ciprofioxacin is
given concomitantly with food or antacids, The absolute bioavaifability is about 70 to 80% and a peak serum concentration occurs 1 to 2 hours, The plasma half-life of ciprofloxacin ranged from
3.5 - 4.5 hrs in patients with normal renat function. Half-tife may be prolonged in renal impairment and to some extent in the elderly. Ciprofloxacin is widely distributed and is present in high
concentrations at the sites of infections (fluids and tissues). Generally, the drug penetrates well through in the body tissues, including cerebrospinal fluid. Ciprofloxacin crosses the placenta and
is excreted in human milk. Relatively high concentrations of the drug are present in bile. Ciprafloxacin is mainiy eliminated by the kidney.

INDICATIONS: Treatment of prostatitis, asteomyeiitis, severe bacterial enteritis, septicemia.

Uncomplicated urinary fract infections

Because i including cipl in, have been iated with serious adverse reactions (see Warnings and Precautions) and for some patients with uncomplicated urinary tract
infection is self-fimiting, reserve cip in for treatment of i urinary tract il fons in patients who have no alternative treatment options,

Acute exacerbation of chronic bronchitis

Because fluoroqui including cipl in, have been i with serious adverse reactions (see Warnings and Precautions) and for some patients with acute exacerbation of chranic

bronghitis is self-limiting, reserve ciprofioxacin for treatment of acute exacerbation of chronic bronehitis in patients who have no alternative treatment options.
Acute bacterial sinusitis

Because i including ¢ip in, have been i with serfous adverse reactions {see Warnings and Precautions} and for some patients with acute bacterial sinusitis is
self-limiting, reserve ciprofloxacin for treatment of acute bacterial sinusitis in patients who have no alternative treatment options.
CONTRAINDICATIONS: Hyper itivity to ¢i in or other

WARNINGS AND PREGAUTIONS:

Disabling and potentially irreversible serious adverse reactions including tendinitis and tendon rupture, peripheral neuropathy, and centra nervous system effects.

Fluoroqui have been iated with disabling and potentially irreversible sericus adverse reactions from different body systems that can occur together in the same patient. Commonly
seen adverse reactions include tendinitis, tendon rupture, arthralgia, myalgia, peripheral neuropathy, ang central nervous system effects (haliucinations, anxiety, depression, insomnia, severe
headaches, and confusion). These reactions can occur within hours to weeks after starting ciprofloxacin. Patients of any age or without pre-existing risk factors have experienced these adverse
reactions.

Dis i i in i i at the first signs or symptoms of any serious adverse reaction. in addition, avoid the use of fluoroquinolones in patients who have experienced any of these
serious adverse reactions associated with fluoroquinolones.

The drug should be used with caution in patients with a history of epilepsy or CNS disorders, renal or hepatic impairment, glucose-6-phosphate dehydrogenase deficiency, myasthenia gravis.
Long-term use of ciprofloxacin may cause a drug resistance; frequently monitor the patient and make an antibiotic regiment to adjust the therapy. Ciprofloxacin may cause a negative result in
Mycobacterium tuberculosis test. The use of ciprofloxacin in children and adolescents should be limited.

PREGNANCY AND LACTATION:

Ci| in should only be ini to pregnant women with severe infections, if there are no alternative antibiotics. Ciprofloxacin should not be administered to nursing mothers since
ciprofloxacin accumulates in breast milk and can reach a concentration which causes damage to children. if the mother is required to use ciprofloxacin, breast-feeding should be temporarily
discontinued.

VEHIGLE DRIVERS AND MACHINERY GPERATORS: Ciprofloxacin may cause dizziness or vertigo; so cautions shouid be taken when driving vehicle or operating machlnery

INTERACTIONS: Nonsterotdai anti- 1nﬂammatory drugs (including ibuprofen, indomethacin, etc.) enhance the adverse effects of i The i of ¢ip.

and i ions reduces the serum ions and the bi bility of cip (‘ i istration of cip in and the antacids
should be avmded The antacids should be taken at least 2 - 4 hours before ciprofioxacin admlmstranon The absorption of ciprofloxacin may be reduced by a half if concomitantly administered
with cytotoxm agents (e. g ide, vincristine, icin, cytosine arabinosi ). The sil inistration with di ine may induce a significant decrease
of cip Cip in should be taken at Ieast two hours before or six hours after dldanosme administration. Iron- (including fuma(ate gluconate and sulfate} or zinc-
containing preparations significantly decrease the intestinal of cip. in. Zin ining preparations give a less effect. G i of cip in and iron-
and zinc-preparations !s not recommended; the Interval between doses is as far as possible. Sucraifate decreases the absorption of ciprofloxacin. Giprofloxacin should be taken at least 2 - 6
before istration. Concurrent inistration of ciprofloxacin with theophylline may result in increased serum theophyliine concentration and other adverse reactions. If
concomitant use cannot be avoided, monitor serum levels of theophylfine and adjust dosage as appropriate. A transient rise in the concentration of serum creatinine was observed when
ciprofioxacin and ciclosporin ini icinal products were inistered si . Therefore, it is frequently (twice a week) necessary to control the serum creatinine concentrations
in these patients. Probenecid interferes with renal tubular secretion of ciprofloxacin and produces a decrease in the level of ciprofioxacin in the urine. Ciprofloxacin intensifies the action of
warfarin in concurrent administration. Monitor prothrombin time and make an adjustment of anticoaguiant doses.

ADVERSE EFFECTS: Frequent: nausea, vomiting, dlarrhea cohc Atemporary increase in transaminases.

Less frequent: fever, ecsi ilia, anaemia, leuk . Rash, itching, phlebms Jaints pain, |0|ntswe|!|ng
Rare: anaphylactic reaction or anaphylaxis. Hemolytic anemia, leukocytosi y , changes in p ion, insomnia, depression. Vision, hearing, taste and smell
disturbances. P: anous colitis. Lyell's y , erythema. Hepatms, obstructive jaundice. Joint pains, tendinitis (Achilles tendon) and paratenanitis.

Renal impairment, interstitial nephritis. Photosensitivity involving areas exposed ta sunlight, difficulty in breathing, bronchospasm.

Inform your physician about any adverse effects occur during the treatment.

OVERDOSAGE: Apply these following methods in case of ingestion of a large dose: induction of emesis, gastric lavage, diuresis. Patients should be monitored carefully and given supportive
treatment such as enough infusion.

DOSAGE & ADMINISTRATION: The drug shauld be orally taken with a lot of water and given 2 hours after meals.

Adutts: 500 mg twice daily for 7-14 days.

Uncomplicated acute urinary tract infections: 250 mg twice daily for 3 days. Acute sinusitis: 500 mg twice daity for 10 days.

Or as directed by the physician.

Read the directions carefully before use. Shelf-life: 36 months from the manufacturing date.
Consult the physician for more information. Storage conditions: Store in dry places, not exceeding 30°C; protect from fight,
This drug is for prescriptions only. Specifications: Manufacturer's.

Manufactured by: Customer Service
DHG PHARMACEUTICAL JOINT-STOCK COMPANY - DHG Pharmaceutical plant hranch in Hau Giang @ +84,292,3899000
Lot B2 - B3, Tan Phu Thanh industrial zone - phase 1, Tan Phu Thanh commune, Chau Thanh A district, Hau Giang province, Vietnam g pair. dhgpharma@dhgpharma.com.vn
Tel: (+84.293) 3953454 e Fax: (+84.293) 3953555 www.dhgpharma.com.vn
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CONG THUT: ~

Ciprofioxacin

T4 dugo vira di.

(Tinh bot sdn, sodium starch glycolat, ludipress, magnesi stearat, PVP K30, HPMC, PEG 6000, titan dioxyd, taic).

DANG BAD CHE: Vign nén dai bao phim.

QUY CACH BONG GOL: Hop 2 vI x 10 vign.

DUGC LYC HOG: Cifga vdi thanh phan hoat chét chinh 12 ciprofloxacin, khéng sinh bdn téng hep, ¢d phé khang khudn rong, thudc nhom quinolon, con diige goi 1 cdc chat dc ché DNA girase. Do

(I ¢h€ enzym DNA girase, nén thuéc ngan sy sao chép clia chromosom khign cho vi khudn khong sinh s&n duge nhanh chéng, Ciprofloxacin c6 tic dung tét véi cdc vi khuan khéng lai khang sinh

thubc cdc nhom khde (ami n, tetracyclin, penicilin,...) va dugc coi 12 mt trong nhitng thudc 6 tac dung manh nh&t trong rhdm fluoroquinolon.

DUUC BONG HOC: Ciprofloxacin hdp 1hu nhanh va d& dang & 8ng tigu hod. Khi 66 thie 3 va cée thue chong toan, hp thu thuiic bi cham lai nhung khéng bj anh huling mt cach dang k8. Sau khi

udng, ndng dg tdi da cla ciprofioxacin trong mau xust hién sau 1 - 2 gid véi kha dyng sinh hoe tuy8t ddi [ 70 - 80%. Nita déi trong huygt tang 12 3,5 - 4,5 gid i ngudi bénh ¢6 chifc nang than binh

thudng, thi gian nay dai hon & ngudii benh bi suy than va B ngudi cao tudi. Ciprofloxacin duge phan b rong khap va cd ndng d9 cao & nhiing nai b nhigm khudn (cdc dich g thé, cdc ma), néi

chung thudc d& ngédm vao mé, ké ca dich néo thy. Ciprofloxacin di qua nhau thai va tit qua sia me, c6 néng d6 tudng d6i cao trang mit, duge dao thai chi el qua than.

CHI DINH: Digu trj vigm tuy8n tién figt, viém xuang - tly, viém rudt vi khudn ngnag, nhidm khudn huy8t.

Nhiém khuzn dudng 1iét nigu kindng phifc tap

Do khang sinh fluoroguinolon, trong dé ¢6 ciprofioxacin lign guan dén phan fing cd hai nghiém trong (xem muyc Ganh bdo va than trong) va nhim khudn dubing 1St nigu khang phie tap & mot s§

bénh nhan cb thé ty khdi, chi nén sl dung ciprofioxacin che rhiing bénh nhan khong c6 Iya chon digu trj khac thay thé.

Bol nhiém khudn cap cia viém phé quén man tinh

Do khang sinh fluoroquinolon, trang d6 ¢ ciprofioxacin lién quan dén phan ng o6 hai nghism trong (xem muc Canh béo va than trong) va dgt nhigm khudn cdp clia viem phé quin man tinh §

mat sd banh nhan cd thé ty khai, chi nén st dung ciprofloxacin cho rhilng bgnh nhan khang c6 hia chon didu tri khac thay the.

Viém xeang cap tinh do vi khitdn

Do khang sinh trong d6 ¢6 cip in lién quan dén phan tng o6 hai nghiém trong (xem myc Canh béo va thin trong) v viém xoang cip tinh do vi khudn & mot s§ banh nhan c6

thé ty khoi, chi nén sif dyng ciprofloxacin cho nhiing bénh nhan khong 66 fa chon didutr] khdc thay the.

CHONG cHi BINH: Qua mn cm véi ciprofloxacin holc cac quinolon khdc.

CANH BAO VA THAN TRONG:

Céc phin iing cé hai nghigm trong co kha ning khong hdi phuc v gay tan tét, bac gm vigm gan, d(t gan, bénh Iy thdn kinh ngoat bién va cac tic dung bat igi trén thdn kinh trung vong.

Cac khang sinh nhom fluoroguinolon ¢6 lién quan d&n céc phén ting ¢ hai nghiém trong co kha ning gay tan tat va khong hdi phyc trén cic hé 6o quan khac nhau clia o0 thé. C4c phan lng nay

©6 thé xudt hién adng thdsi trén cling bénh nhan. Cac phan (ng 6 hai thudng duge ghi nhan gém viém gan, dit gan, dau khép, dau co, bénh 1y than kinh ngoai vi va céc tic dung bat lgi trén he

théng than kinh trung Long (3o gidc, lo u, trdm cdm, mat ngl, dau ddu ngng va 1 1&n). Cdc phan (ing nay o6 thé xy ra trong vong vai gity dén vai tudn sau khi st dung thudic. Bénh nhan & bt ky

tudi nao hodc khoing cd y&u 16 nguy co tn tai tir trutic déu cd thé gap nhiing phan dng ¢6 hal trén.

Ngitng sl dung thudc ngay khi ¢o ddu hidu hodc trigu ching dau tién clia bat ky phan ting c6 hai nghigm trong ndo. Tham vio do, tranh sit dung cac khdng sinh nhom fluoroguinolon cho céc bénh

nhan dd ting gdp cdc phan {ing nghism trong lién quan dén fluoroquinolon,

Than trong khi diing ciprofloxacin a6i vai ngudi co tién st dong kinh hay r8i loan hé than kinh trung uong, ngudi bi suy chlc nang gan hay chic ndng than, ngudi thigu glucose-6-phosphat

dehydrogenase, ngudi bi banh nhugc ¢o. Diing ciprofioxacin dai ngay cd thé [am c4c vi khudn khong nhay cAm véi thudic, phéi theo ddi ngudii banh va tam khdng sinh d6 thiting xuyén 8 c6 bién

phap diéu tri thich hgp theo khdng sinh dd.

Ciprofloxacin cd thé lam cho cdc xét nghiém vi khudn Mycobacterium tuberculosis bi am tinh. Han ché dung ciprofloxacin cho tré em, thigu nign dang tang trudng.

PHU NI 66 THAI VA GHO GON BO: Chi nén diing ciprofioxacin cho ngutii mang thai trong nhiing truting hgp rhidm khufin ndng mé khéng ¢ khang sinh khac thay the, bugc phai ding ti

Khang diing cip in cho ngudi cho con b, vi ciprofloxacin tich lai & trong stia va cé thé dat dén néng d9 ¢4 thé gay tc hai cho tré. NEu me budc phai ding ciprofloxacin thi

phai ngling cho con bil.

LAIXE VA VAN HANH MAY MOC: Than trong khi 14i xe va van hanh méay moc vi cd thé gdy hoa mét chdng mat hodic chodng ving.

TUGNG TAC THUDC: Diing déng thiii cac thudt chdng viem khong steroid (ibuprofen, indomethacin, ...) s& lam tang tac dung phy ciia ciprofloxacin. Diing d8ng thai thudic chding toan c6 nhom va

magnesi s& lam gidm ndng da trong huye’t thank va gidm khé dung sinh hoc clia ciprofloxacin. Khang nén ubng dﬁng thei ciprofioxacin vai cdc thudc chéing toan, cdn using thusc xa nhau (nén

ugng thusic chiing toan 2 - 4 gxctruﬁc khi udng ciprofloxacin). D hp thy ctproﬂoxacln 6 thé bi giam di mdt nffa néu diing déng thii voi mot s6 thuse gay dac 18 bao (cyclophosphamid, vincristin,
, cytosin i X }. Ding déng thdi didanosin, thi ndng do mpruﬂoxacm bi gidm di dang k&. Nén udng ciprofloxacin trudic khi ding didanosin 2 gid hodic sau khi diing

didanosin 6 gid. C4c ché phdm cd sat (fumarat, gluconat, sulfat) hodc k&m |am gidm dang k& sy hap thu ciprofioxacin & rudt, cdc ché phdm cd kem &ah hubng it han. Trénh ding dong thai

ciprofloxacin véi cac ch& phdm cd sit hodc kEm hay uGng cang xa nhau cang t6t. Sucralfat fam giam hdp thu ciprofioxacin, Nén cho ufing khang sinh 2 - 6 oid trudc khi udng sucralfat.

Ciprofloxacin tam ting ndng do theophylin trong huyét thanh khi ding dng thdi, gay ra cdc tac dung phy clia theophytin, C&n kidm tra ndng do theophylin trong méu va c6 thé gidm liéu

theaphylin néu bugc phéi ding 2 ioai thuGc. Ciprofloxacin va ciclosporin ding déng thiii c6 thé gy tang nhét thdi creatinin huyét thanh. Nén kifm tra creatinin huy&t mdi tudn 2 3n. Probenecid

{am gidm mic loc cdu than va gidm bai tigt & ong than, do d6 am gidm dao thai thudc qua nudc tidu. Ciprofloxacin 1am gia ting hoat tinh cla warfarin khi phdi hop chung. Cdn kiém tra thudng

xuyén prothrombin huy8t va didu chinh liu thudc chéing dong mau.

TAC DUNG KHONG MONG MUGH: Thuing gép: Budn ndn, ndn, tiéu chdy, dau byng. Tang tam thdi ndng dé cac transaminase.

{t gap: Nnifc d4u, st do thudc, ting bach cduua eosin, thigu méu, gidm tidu cdu. Nhip tim nhanh. NGi ban, ngita, viém tinh mach ndng. Dau & cac khdp, sung khép.

Higm gap: Phén ting phin v& hodc dang phan vé. Thigu mau tan mAu, ting bach cdu, tang tidu cdy, thay ddi nong 6o prothrombin, mat ngl, trdm c&m. Rai foan thi gidc, thinh gidc, vi gidc v khiu

gi4c. Vigm dai tring mang gid. Hoi chdng da - nigm mac, hdi chitng Lyell, ban dd da. Viém gan, vang da & mét. Dau co, vigm gan (gan gt} vi md bao quanh. Suy than, viem than k8. Nhay cdm

véi dnh sdng khi phai ndng, kho th, co tht phé quén,

Thong Qéo cho bac sTnhling ¢ dung khdng mong mubn gip phai khi sit dung thudc.

QuA LIEU VA CACH XU TRI: N&u 6 udng phai mot Jigu 1dn, thi cdn xem xét & ap dung nhilng bién phép sau: Gay ndn, rifa da day, loi niu. C&n theo dGi ngui bénh cdn than va diéu tri h trg vidy

nhgtruyén bi1 d4 dich.

LIEU DUNG VA CACH DUNG: Nén udng nhiéu nuéic trong qua trinh diing thudc. Udng thudic 2 gid sau bifa an.

Ngui 16r: Udng 500 mg/ 14n, ngay 2 14n, trong 7 - 14 ngay.

Nhi&m khudn dubing tiét nigu cdp khong phiic tap: 250 mg/ Idn, ngay 2 l4n, trong 3 ngay.

Vign xoang cap tinh: 500 mg/ ldn, ngay 2 Ian, trong 10 ngay.

Hoic theo chi din clia Thy thugc.

Boc ky hudng din sd dung trudc khi diing. Han ditng: 36 thing ké tif ngdy san xudt.
Néu cdn thém théng tin, xin hi ¥ kién bdc si. Didu kign bao quén: Noi khd, nhigt do khang qua 30°C, tranh dnh séng.
Thutc ndy ¢hi ding theo don cia béc st Tiéu chudn: TCCS.

Sa&n xuét tai:

* . . N . Tu Van Khach Hang
CONG TY CO PHAN DUGC HAU GIANG - Chi nhanh nha may duge phdm DHG tai Hau Giang 0292.3899000
L6 B2 - B3, Khu cong nghigp Tan Phd Thanh - giai doan 1, xa Tan Ph Thanh, huyén Chau Thanh A, finh Hau Giang E-mail; dhgpharma@dhgpharma.com.vn
BT: (0293) 3953454 ® Fax: (0293) 3953555 www.dhgpharma.com.vn
'
- —_—




