TROGE
@ HAMBURG
IBUPROFEN 200 mg / 400 mg

film coated tablets

COMPOSITION

TROGE” IBUPROFEN 200 mg contains in each film coated tablet:

Ibuprofen BP 200 mg

(Inactive Ingredients: Maize Starch, Colloidal Silicon Dioxide, Stearic Acid, Sodium Lauryl Sulphate, Talcum, Croscarmellose
Sodium, Opadry II Pink)

TROGE® IBUPROFEN 400 mg contains in each film coated tablet:

Ibuprofen BP 400 mg

(Inactive Ingredients: Lactose Monohydrate, Maize Starch, Microcrystalline Cellulose, Colloidal Silicon Dioxide, Magnesium
Stearate, Sodium Lauryl Sulphate, Talcum, Croscarmellose Sodium, Sodium Propyl Paraben, Polyvinylpyrrolidone, Hydrogenated
Castor Oil, Gelatin, Opadry II Pink)

PHARMACEUTICAL FORM
Tablets for oral administration.
Pink coloured film-coated tablets.

INDICATION

Ibuprofen is indicated for its analgesic and anti-inflammatory effects in the treatment of rheumatoid arthritis
(including juvenile rheumatoid arthritis or Still’s disease), ankylosing spondylitis, osteoarthritis and other non-
rheumatoid (seronegative) arthropathies.

In the treatment of non-articular rheumatic conditions, Ibuprofen is indicated in periarticular conditions such as
frozen shoulder (capsulitis), bursitis, tendonitis, tenosynovitis and low back pain; Ibuprofen can also be used in
soft tissue injuries such as sprains and strains.

Ibuprofen is also indicated for its analgesic effect in the relief of mild to moderate pain such as dysmenorrhoea,
dental and post-operative pain and for symptomatic relief of headache, including migraine headache.

DOSAGE AND ADMINISTRATION

Undesirable effects may be minimised by using the lowest effective dose for the shortest duration necessary to
control symptoms.

Adults

The recommended dosage of Ibuprofen is 1200-1800 mg daily in divided doses. Some patients can be
maintained on 600-1200 mg daily. In severe or acute conditions, it can be advantageous to increase the dosage
until the acute phase is brought under control, provided that the total daily dose does not exceed 2400 mg in
divided doses.

Children

The daily dosage of Ibuprofen is 20 mg/kg of body weight in 3-4 divided doses.

In juvenile rheumatoid arthritis, up to 40 mg/kg of body weight daily in divided doses may be taken.

Not recommended for children weighing less than 7 kg.

Elderly

No special dosage modifications are required unless renal or hepatic function is impaired, in which case dosage
should be assessed individually.

For oral administration.

CONTRAINDICATIONS

Patients with a history of, or active, peptic ulceration. Patients who have previously shown hypersensitivity
reactions (e.g. asthma, rhinitis or urticaria) in response to ibuprofen, aspirin or other NSAIDs.

Ibuprofen is contraindicated in patients with severe heart failure. Children under 12 years old.

TROGE® IBUPROFEN 400 mg contains Lactose monohydrate which is a milk sugar. Patients with rare
hereditary problems of galactose intolerance, the Lapp lactase deficiency or glucose-galactose malabsorption
should not take this medicine.

PRECAUTIONS AND WARNINGS

Undesirable effects may be minimised by using the minimum effective dose for the shortest duration necessary
to control symptoms.

Caution is required if Ibuprofen is administered to patients suffering from, or with a previous history of,
bronchial asthma since ibuprofen has been reported to cause bronchospasm in such patients. Ibuprofen should
only be given with care to patients with a history of gastrointestinal disease.

Caution is required in patients with renal, hepatic or cardiac impairment since the use of NSAIDs may result in
deterioration of renal function. The dose should be kept as low as possible and renal function should be
monitored in these patients.

Ibuprofen should be given with care to patients with a history of heart failure or hypertension since oedema has
been reported in association with ibuprofen administration.

Cardiovascular and cerebrovascular effects

Appropriate monitoring and advice are required for patients with a history of hypertension and/or mild to
moderate congestive heart failure as fluid retention and oedema have been reported in association with NSAID
therapy.

Clinical trial data suggest that use of ibuprofen, particularly at a high dose (2400 mg / daily) and in long term
treatment may be associated with a small increased risk of arterial thrombotic events (for example myocardial
infarction or stroke). Overall, epidemiological studies do not suggest that low dose ibuprofen (e.g. 1200 mg
daily) is associated with an increased risk of myocardial infarction.

Patients with uncontrolled hypertension, congestive heart failure, established ischaemic heart disease,
peripheral arterial disease, and/or cerebrovascular disease should only be treated with ibuprofen after careful
consideration. Similar consideration should be made before initiating longer-term treatment of patients with risk
factors for cardiovascular events (e.g. hypertension, hyperlipidaemia, diabetes mellitus, smoking).

DRUG INTERACTIONS

Care should be taken in patients treated with any of the following drugs as interactions have been reported in
some patients.

Antihypertensives: Reduced antihypertensive effect.

Diuretics: Reduced diuretic effect. Diuretics can increase the risk of nephrotoxicity of NSAIDs.

Cardiac glycosides: NSAIDs may exacerbate cardiac failure, reduce GFR and increase plasma cardiac
glycoside levels.

Lithium: Decreased elimination of lithium.

Methotrexate: Decreased elimination of methotrexate.

Cyclosporin: Increased risk of nephrotoxicity with NSAIDs.

Mifepristone: NSAIDs should not be used for 8-12 days after mifepristone administration as NSAIDs can
reduce the effects of mifepristone.

Other analgesics: Avoid concomitant use of two or more NSAIDs.

Corticosteroids: Increased risk of gastrointestinal bleeding.

Anticoagulants: Enhanced anticoagulant effect.

Quinolone antibiotics: Animal data indicate that NSAIDs can increase the risk of convulsions associated with
quinolone antibiotics. Patients taking NSAIDs and quinolones may have an increased risk of developing
convulsions.
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USAGE IN PREGNANCY AND LACTATION

‘Whilst no teratogenic effects have been demonstrated in animal toxicology studies, the use of ibuprofen during
pregnancy should, if possible, be avoided. Congenital abnormalities have been reported in association with
ibuprofen administration in man; however, these are low in frequency and do not appear to follow any
discernible pattern. In view of the known effects of NSAIDs on the foetal cardiovascular system (closure of
ductus arteriosus), use in late pregnancy should be avoided.

In the limited studies so far available, ibuprofen appears in the breast milk in very low concentrations and is
unlikely to adversely affect the breast-fed infant.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES
No effects known.

ADVERSE EFFECTS

Gastrointestinal

The most commonly-observed adverse events are gastrointestinal in nature. Nausea, vomiting, stomach upset,
diarrhoea, dyspepsia, abdominal pain, melaena, haematemesis, ulcerative stomatitis and gastrointestinal
haemorrhage have been reported following ibuprofen administration. Less frequently, gastritis, duodenal ulcer,
gastric ulcer and gastrointestinal perforation have been observed. Epidemiological data indicate that of the
seven most widely-used oral, non-aspirin NSAIDs, ibuprofen presents the lowest risk of upper gastrointestinal
toxicity.

Hypersensitivity

Hypersensitivity reactions have been reported following treatment with ibuprofen. These may consist of (a)
non-specific allergic reaction and anaphylaxis, (b) respiratory tract reactivity comprising asthma, aggravated
asthma, bronchospasm or dyspnoea, or (c) assorted skin disorders, including rashes of various types, pruritus,
urticaria, purpura, angioedema and, less commonly, bullous dermatoses (including epidermal necrolysis and
erythema multiforme).

Cardiovascular

Oedema, hypertension and cardiac failure have been reported in association with NSAID treatment. Clinical
trial and epidemiological data suggest that use of ibuprofen, particularly at high dose (2400 mg / daily), and in
long term treatment may be associated with a small increased risk of arterial thrombotic events (for example
myocardial infarction or stroke).

Other adverse events reported less commonly and for which causality has not necessarily been established
include:

Renal

Nephrotoxicity in various forms, including interstitial nephritis, nephrotic syndrome and renal failure.

Hepatic

Abnormal liver function, hepatitis and jaundice.

Neurological and special senses

Visual disturbances, optic neuritis, headaches, paraesthesia, depression, confusion, hallucinations, tinnitus,
vertigo, dizziness, malaise, fatigue and drowsiness.

Haematological

Thrombocytopenia, neutropenia, agranulocytosis, aplastic anaemia and haemolytic anaemia.

Dermatological

Photosensitivity (see 'hypersensitivity' for other skin reactions).

SYMPTOMS AND TREATMENT OF OVERDOSAGE

Symptoms include nausea, vomiting, dizziness and rarely, loss of consciousness. Large overdoses are generally
well tolerated when no other drugs are involved.

Treatment consists of gastric lavage and, if necessary, correction of serum electrolytes and appropriate
supportive measures.

There is no specific antidote to ibuprofen.

PHARMACOLOGY AND PHARMACOKINETICS

ATC Code: MO1AEO1

Ibuprofen is a propionic acid derivative with analgesic, anti-inflammatory and anti-pyretic activity. The drug’s
therapeutic effects as an NSAID are thought to result from its inhibitory effect on the enzyme cyclo-oxygenase,
which results in a marked reduction in prostaglandin synthesis.

Ibuprofen is rapidly absorbed from the gastrointestinal tract, peak serum concentrations occurring 1-2 hours
after administration. The elimination half-life is approximately 2 hours.

Ibuprofen is metabolised in the liver to two inactive metabolites and these, together with unchanged ibuprofen,
are excreted by the kidney either as such or as conjugates. Excretion by the kidney is both rapid and complete.
Ibuprofen is extensively bound to plasma proteins.

SHELF LIFE
3 years

STORAGE
Store protected from moisture, freezing and at a temperature not exceeding 25°C.
KEEP MEDICINES OUT OF REACH AND SIGHT OF CHILDREN.

PRESENTATION
Dosage form: Strength:
Film coated tablet 200 or 400 mg per tablet

Boxes with 10 blisters of 10 film coated tablets each

LEGAL STATUS

Without prescription

Manufacturer:

Medopharm, No 34-B, Industrial Area,
Malur - 563 130, Karnataka, India

Marketing authorization holder:
TROGE MEDICAL GMBH
Milchstrasse 19

20148 Hamburg

GERMANY
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TROGE
MIBYTIPO®EH 200 ur / 400 Mr

TABJIETKUY, TIOKPBITHIE INIEHOYHOM OBOJIOYKOM

COCTAB
Kaxcran noxperras rierouroit obonoukoit rabrerka TROGE® HM6ynpoden 200 mr comepxut:

Hb6ynpoden BP 200 mr

(BecriomorarenpHpie BEIECTBA: KPAXMA KYKyPY3HbIH, KDEMHHM JHOKCH/L KOJUIOMHBIH, CTCAPHHOBAA KHCIOTA,
HaTpusA MaypuiCyb(aT, Tanbk, HaTpHA kKpockapmennosa, Opadry IT posossiit

Kaxcan TROGE® Hbynpoden 400 mr tabrerka, MOKPBITAsS VIEHOYHOM OGONOUKOM CONEPIKHT:

H6ynpoden BP 400 mr

(BeriomoraTe/pHbIe BEMECTBa: JIAKTO3bI MOHOTH/IPAT, KPAaXMa/l KYKyPy3HbIH, LIE/I0N032 MHUKPOKPHCTAIMYECKAA,
KPEMHUs IMOKCHJL KOJUIOMIHBII, MATHKA CTCAPAT, HATPHA 1Ay PHICYIb(DAT, TA/IbK, HATPHSA KPOCKAPME/LIO3a,

HaTpHA MIPOTMINAPabeH, TOMMBIHIIIMPPOIHAOH, THIPOTEHM3MPOBAHHOE KACTOPOBOE Macno, xenatui, Opadry 11
PO30BBIFT)

JIEKAPCTBEHHAS ®OPMA:
TabneTku Ans npremMa BHYTPb.
TabeTku, NOKPBITHIE ICHOYHOI 06O0I0UYKOI PO30OBOTO LIBETA.

TIOKA3AHHA

3a cyer GOy TONAIOMIETO M IPOTHBOBOCHATMTENLHOTO AekicTBrs FIBynpoder nokasan npu nedeHum
PEBMATOMIHOTO apTPHTA (BKIIOUAA IOBEHHIBHBIN PEBMATOM/IHbII apTpUT M 6onests CTHILI), AHKMIO3UPYIOLIEro
CIIOHAMAOAPTPHTA, OCTEOAPTPHTA U APYTHX HEPEBMATOMAHBIX (CEPOHETATHBHAIX) APTPONATHIA.

Hbynpoden nokazan npu JICUCHAM HECYCTABHBIX PEBMATHUCCKMX COCTOAHMIT; OKOJIOCYCTABHAIX COCTOAHMEL, TAKHMX
KAK TUICUe/IONATOYHBIH TIEPHAPTPHT (KArICy/IHT), GypCHT, TEHAMHUT, TeHAOCHHOBUT M Tiombaro. Mbymnpoden taxke
MOJKET OBITh IPUMEHEH NPH TIOBPEK/CHHAX MATKMX TKAHEH, TAKHX KaK PACTAKEHHSA CBA30K M CYCTABOB.

3a cuer ananresupyromero addexra M6ynpoden Takxe nokasas npu c1abix MM yMePeHHbIX GO/IAX, TAKHX KaK
JMCMeHOped, 3yGHas 1 TI0C/IeOnepaMOHHas 50k, a TAKKE TIPH CHMITOMATHYECKOM OB/IErdeHMH TONOBHOM 601,
BKJIIOYAs MUTPEHb.

JO3UPOBKA M1 CTIIOCOB ITPUMEHEHUSA

Hexenarensrbie 5 (eKTs MOKHO CBECTH K MUHMMYMY, TPUMEHHUB HAMMEHBITYIO 9 (eKTHBHYIO 103y B TeYEHHH
H(iH](PaT'—lal:lLUC]'O Tiepro/Jia BpEMEHH, HCOGXOHHMOI‘O UL KOHTPOJIA CHMITTOMOB.

Bspocasie

PexomenpoBannas cyrounas 103a M6ynpodena — 1200-1800mr B apobrsix no3ax. Hekoropsiv nanpentam
nocratoyHo 600-1200mr/cyT. TTpu TaKeabIX MM OCTPBIX COCTOAHMAX PEKOMEH/YCTCA OBBICHTD 403y 10
KOHTPONTMPOBAHHS OCTPOF (ha3bl, C YIETOM TOTO, YTO MAKCMMANBHAA CyTOUHAsA 1032 He npusbimaet 2400Mr B
JPOGHBIX 403aX.

Hern

Cyrounas nosa M6ynpocdena — 20mr/xr maccs Tena, B 3-4 nprema.

le/l IOBEHHJIBHOM PEBMATOMIHOM apTPHTE 3a CYTKH MOXHO INMPHHHUMATh 10 40Mr/l(r MaccChel T€/1a B HPOﬁHMX A03ax.
H6ynpoden e pekoMEeHA0BAH ACTAM C MACCOH T€/Ia 0 7K.

TToxrusie

Ocobbix M3MEHeHHE T JO3UPOBKH He TPeGyeTcs IIPH YCIOBHH, YTO (DYHKLHH MOYEK WK MeYeHH He HapyueHsl. B
TIPOTUBHOM CJiydae H€O6XOHHM3 HMHAHUBHYa/IbHAsA JO3UPOBKA.

Jlns niprema BHY TP,

TIPOTHMBOITOKA3AHMA

HQHHCHT];I C AHAMHE30M WJIM HAJTMYHEM TIENTHYECKOM S3BBL. HQHHCHT];I, Y KOTOPBIX paHEE Pa3BUBATIHCH PEAKIIHA
THIEPYYBCTBUTEABHOCTH (HAIIP., ACTMA, PHHHT MM KPANMBHULEA) K uOynpodery, acrmpuny win apyrum HITBC.
I/I6ynpo¢eﬂ TIPOTHBOMOKA3aH TMalHeHTaM C TSKENON Cepﬂe'{lloﬁ HEAO0CTATOYHOCTHIO. ﬂeTCKHﬁ BO3pacT 10 12 ner.
TROGE® Hbynpoden 400 MI COAEPKUT JAKTO3bI MOHOTHAPAT, KOTOPBIE ABJAETCA MONOUYHBIM CAXaPOM.
TTaumenTs! ¢ peAKMMK HACACACTBEHHBIMH MPOBIEMAMH TAKMMH, KaK HETIEPEHOCHMOCTBIO [AIAKTO3bI, AeHHULUTOM
Lapp maKTassr MM rII0KO30-TalakTO35I MambabCcOpPOIIH He JOMKHBI IPUHMMATD STO JIEKAPCTBO.

MEPEI ITPEJOCTOPOXHOCTH U ITPEAYITPEXIEHKA

Hesxenarensusie 3hekTs MOKHO CBECTH K MUHUMYMY, TIPHMEHHB HAMMEHBITYIO 3 QEKTHBHYIO 03y B TeYeHHM
HaHKPATYAHIIEro NepHO/a BPEMEHH, HEODXOAMMOTO /1A KOHTPOJIA CHMIITOMOB.

TTaumenTer, crpajaome GPOHXHATLHOM ACTMOM HIIH C €€ AHAMHE30M, JOJUKHEI COB/II0AATH OCTOPOKHOCTH IPH
npueme MGynpodena, Tax kak nbynpoden Bri3piBaet y Hux 6porxocmasm. [Tanuentam ¢ HCTOPHERT Keaya0uHO-
kuieuHoi 6osesrn FIGynpoden HyKHO 1aBaTh ¢ OCTOPOKHOCTBIO.

TTaumeHTE C MOYEUHBIM, [EYEHOYHBIM HIIH CEPAECIHBIM HAPYIICHMEM JOJIKHBI COBIIONATS OCTOPOKHOCTD, TAK KAK
npumenenre HITBC moxer mpuBecTs K yXyAmenHio noyeunoi GpyHximm. ¥ Takux MarueHToB 7034 JOKHA
COXPAHATLCA HA BO3MOXKHO HH3KOM yPOBHE, 4 oueyrHas (PyHKIHs JOKHA OBIT [10]] KOHTPOIEM.

TTaumenTam ¢ MCTOPHEH CEPAEUHOM HEAOCTATOUHOCTH MK runeprensun Mbynpoden HyxHO gaBaTs ¢
OCTOPOKHOCTBIO, TaK KK €CTh COOBIIEHHsA O PASBUTHH OTEKOB Ha (hoHe mprema nbynpodena.
Cepneuno-cocyauctsie 1 niepebpoBacKysapHsie s(pexTst

TTaupmenTam ¢ MCTOPUEH THITEPTEH3HHM 1/ WM 3aCTOMHO CEPAECTHOIN HEOCTATOYHOCTH TPEOYETCs HaUIeKAL ki
KOHTPOJ/Ib M KOHCY/BTAI[MM, TaK KaK €CTh COOBIIEHMA O 3a/iepKKe KHUAKOCTH 1 oTekax Ha (ore HITBC-reparmu.
Jlasmbie KIMHUYECKUX MCCIEA0BAHMI MIPENONATaIOT, YTO NpUMeHeHHe HOynpodena, 0co6EHHO MPH BBICOKHX 032X
(2400Mr/CyT) 1 ATMTENBHOM JICYEHHH, MOKET CONPOBOMKAATHCA HEOOMBIIMM yBETMYEHHEM PHCKA APTEPHATBHBIX
TPOMGOTHUECKIX ABNEHMH (Harp., MHAPKT MHOKap/a MK HHCY/BT). B 1enom, snuaemuonornyeckme
HCCIIEI0BAHMA HE CBUAETENLCTBYIOT O TOM, YTO HU3KHe 103kl nbynpodena (Harmp., 1200Mr/cyT) cOMpoBOKAAIOTC
TIOBBILICHHBIM PUCKOM MH(pAPKTa MHOKapAa.

TTaumeHTEl ¢ HEKOHTPOMPYEMOF THITEPTEH3HEH, 3aCTOMHOM CePACYHOIM HEOCTATOYHOCTHIO, YCTAHOBICHHOM
MIIEMHYECKOE GOE3HBIO CepAa, reprihepuuecKkoit apTepHaIbHOL HONE3HBIO H/ kK 1epedPOBACKYIAPHOL
601€3HBIO 10/IKHbI IPUHUMATH MOYTIPOdEH TOIBKO TOCIIE TIaTeAbHOro 0beaeaoBanms. ITonobHoe obenenosanme
HEOBXOMMO MPOBECTH TAKXKE MEPE/l HAYATOM VTHTENBHOTO JIEYEHHA NALMEHTOB C (hAKTOPAMH PHCKA CePACUHO-
cocyaMCThIX 3a601eBaHMF (HAIID., THTIEPTEH3MA, THIIEPTHITHACMES, CAXapHBIi AuabeT, KypeHue).

B3AMMOJEMCTBHUE C IPYTHIMU JIEKAPCTBEHHBIMY CPEZICTBAMU

TTaupenTer, mpuHHMAIONIHE 050E M3 HHKETPEBEACHHBIX JIEKAPCTB, OKHBI COBMIOATS OCTOPOKHOCTD [IPH
npueme uGynpodeHa, Tak Kak ecTh COOBIIEHHs O JICKAPCTBEHHOM B3AMMO/CHCTBHH Y HEKOTOPHIX [ALIHEHOB.
AHTHTHIIEPTEH3HBHBIE CPEACTBA: OHFKEHHbIF AHTHTUIIEPTEH3UBHBIN 3D QEKT.

JleypeTrKe: MOHMKEHHBII [y peTryeckuil 3 dext. [[nypeTHki MOryT MOBBICHTS PUCK HEDPOTOKCHIHOCTH
HIIBC.

Cepneunsie rauxosuae: HITBC moryT o6octputs cepiedHyio HenocTaTouHocTs, nonnsuts CK® u nossicuts
KOHILEHTPALMIO CEPACUHBIX TTIMKO3H/IOB B ITa3Me.

JIuTuit: NOHMKEHHOE BBIBEICHHE JIUTHA.

MeToTpeKcar: MOHIKEHHOE BHBEICHHME METOTPEKCATA.

Luxrocriopys: noBkiteHHbIE prck HeppoTokcnunocti ¢ HITBC.

Mudenpucron: HITBC se pomkus npumenstsea 8-12 axeit nocie npuema mudenpucroHa, rak kak HITBC moryr
nonu3nTs 3 dexTs Mrpenpricrona.

Jlpyrue aHansreTHKy: H3beraTh COBMECTHOE puMeHenue AByx win Gonee HITBC.

KopTHKOCTEepOr/aBI: OBHILIEHHBII PHCK XKENYA0UHO-KHIIEYHOTO KPOBOTECUEHHMS.

AHTHKOATY/IAHTEL yCHJICHHbIF AHTMKOATYIAHTHBIHA 3 exT.

XUHONIOHOBBIE AHTUOMOTUKM: JAHHBIE UCCAE0BAHMIT Ha )KUBOTHBIX MOKasbiBaioT, uto HITBC mosker noBsicUTh
PHCK CyZIOPOT, CBA3AHHBIX C XMHOJIOHOBbIMM aHTHOHOTHKaMK. [Tanmentsi, npurumaromme HITBC u xuHoMOHSI,
MOTYT MMETh MOBKIIIEHHBIF PUCK PA3BUTHS CYOPOT.
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HWBVYTIPO®EH 200 mr / 400 mr

TABJIETKY, ITOKPBITHIE [NIEHOYHOM OBOJIOYKOM

TIPUMEHEHME ITPH BEPEMEHHOCTH Y JIAKTAITMH

XOT# B TOKCHKONOTHYECKMX MCITHITAHMAX Ha KMBOTHBIX TEPATOTEHHBIX 9((PEKTOB He BBIABACHO, IPUMEHEHHA
ubynpodena Bo Bpems GepeMEHHOCTH HyXHO 110 BO3MOXHOCTH H30erars.

Ectb coobuienus 0 BpOKIACHHBIX AHOMATMAX Y Jrofiei Ha PoHe npuema uGynpodena. OnmHako,

OHH HEYACTHIE U, BUAMMO, He MMEIOT ABHYIO 3aKOHOMepHOCTE. B rumane nssectrex apdexror HITBC na cepaeuro-
COCYIHUCTYIO CHCTEMY VIO (3AKPhITHE APTEPHATBHOTO MPOTOKA), IPHEMA B IO3AHHUX CTAAHAX GEPeMEHHOCTH
HY’KHO M30eraT NO3AHMX CTaAMAX GEPEMEHHOCTH HYKHO M3berars.

B nocrynmbix 10 HacTosIIero BpeMeHH OrpaHHYEHHBIX MCCAEAOBAHMAX TIOKA3aHO, YTO HOYTIPOdEH BhienseTCs ¢
TPYAHBIM MOZIOKOM B OYEHb HU3KOM KOJHYECTBE, K MATOBEPOATHO M0OOUHOE BO3AEHCTBIE Ha pebenka,
BCKAPMJIMBACMOTO IPY/BIO.

BIIMSIHUE HA CTIOCOBHOCTD BOXIEHWA 1 ITPUMEHEHMA MAIIIMH

Hewussecrro.

TIOBOYHBIE ABJIEHHA

Co CTOPOHEI MIEBAPUTENBHOM CUCTEMBI

H3H6OHCC 4acTo HaGIIIOﬂaeMblMl/I nOﬁOqulMl/I ABNEHUAMH ABIAIOTCA MO CYTH KETYyOUYHO-KHIIEYHBIE: TOUIHOTA,
PpBOTA, IHapes, TUCIIENCHs, 6D/Ib B KMBOTE, ME€/I€HA, KpOBaBas pBOTa, SA3BEHHBIA CTOMATHT K HKENMYyIOUHO-KHUIIEYHbIE
kpoBoTeucHns. Pexe HabMOAAIMCH TACTPHT, A3Ba ABCHAALATHIICPCTHOM KMUIKH, A3BA JKETY/KA M JKE/TyJ0UHO-
kumeyHsie nepdoparyn. DnuAeMHONOrYeCKHE JAHHbIE CBUAETELCTBYIOT O TOM, 4TO M3 CeMu Haubosee mUpoKo
HCTIONB3Y EMBIX TIEPOPANBHEIX, HeacrmpuHosbix HITBC, ubynpoden npeactaBaser HAMMEHBIIMH PUCK TOKCHYHOCTH
ansa BerHCl:l YACTH KCITYJOUYHO-KHILIEIHOT O TPaKTa.

Peakiyu runepYyBCTBUTENBHOCTH

Ecrb coobuienns 0 peakumsax runepyyBCTBUTEILHOCTH Moc/e edenns ubynpoderom. OHu MOTYT NpeACTaBIATS
cobori (a) HecrienmduUecKue AUIePruYecKue peakuu u aHaduIakcnio, (6) PeakTHBHOCTD ABIXATE/ABHBIX ITy TCH,
BKIIOYAIOIIYIO ACTMY, yCyTyDOmeHne acT™bl, GPOHXOCTIA3M MM OABIIIKY, MK (C) PAA KOXKHBIX 3260/1€BaHMIT, B TOM
YHCTIE CBITTh PA3TMYHOTO THIIA, 31, KPATTHBHMLLY, [y pITyPY, aHTHOHEBPOTHYECKHI OTEK H, Pexe, Oy/iesHbe
nepMaTo3bl (B TOM YKCIIE SMHACPMATBHBIE HEKPOIHM3 M My IbTH()OPMHAA SpHUTEMA).

Co CTOPOHBI CEPAETHO-COCYAUCTOM

OT€K> TUMNEPTEH3HUA U CEPAICTHAA HEOCTATOUYHOCTh 6bl/”/l 3apEervcTpUpPOBAHbI B CBA3H C JICYCHHEM HHBC
Kimnmyeckue uenpranus 1 SNMAEMHOIOIMYECKUE JAHHBIC CBUACTEALCTBYIOT O TOM, YTO pUMeHeHue ubynpodena,
0COBEHHO NMpH BBICOKKX 103X (2400 MI/CyT) M UIMTEIBHOM JICYCHHMH, MOXKET COTIPOBOKAATHCA HEGOMBIIIM
YBENTMUYEHHEM PHCKA APTEPUATBHBIX TPOMOOTHYECKHX ABIEHMI (Harp., MH(APKT MUOKAP/A MM MHCYIIBT). IEYCHHH,
MOKET COMPOBOKAATECA Hﬂ60!lbu.ﬂdM YBEJIMYCHHEM PUCKA apTCPHATBHBIX TPOM6OTH‘[CCKHX SABIEHUN (Hanpq
MHAPKT MHOKAPAIA MK MHCYJIBT).

Jlpyrue peaxie nobOUHbIE ABNCHMS, U1 KOTOPBIX YCTAHOBCHME NPHUMHHOM CBA3M HEOOA3ATEABHO, BKIIOYAIOT:
TToueunsie

Hedporokcnunocts B paznuusbix HopMax, B TOM YHC/IE MHTEPCTHIHATBHBIN HEPPHT, HeDPOTHUYECKHET CHHAPOM U
TIO4Y€YHasA HEAOCTATOYHOCTD.

TTeuenounsie
Hapywenne dyHkumu nedenn, renatit u xeryxa.
Hesponoruueckue u BHIBL 9y HOCTH

Hapymenns spenns, HEBPUT 3pUTETBHOTO HEPBA, FONOBHEBIC GO/IH, MAPECTE3NH, ACTIPECCHSA, CITy TAHHOCTH CO3HAHMS,
TUITIONAHALIAH, IIyM B yIlIaX, BEPTHUTO, TOJIOBOKPYKEHHE, HEAOMOTaHHE, YCTATOCTE H COHIHUBOCTE.
Tematonorudeckue

TpOMGOuHTOnEHHﬂ, HE!ZTPO"C!H/IH, arpaHyJyIONMUTO3, arlaCTUYECKas aHEMHA U FEMOTUTHYECKasA aHEMM A,
HCPMQTOJIOFH‘ICCKHC

CBeTOUYBCTBUTEABHOCTH (CM. «THIIEPUYYBCTBUTEABHOCTD» 1A APYTHX KOKHBIX PEAKLIMIL

CHIMITTOMBI ¥ IEYEHME ITEPEJTJO3MPOBKH

CHMHTO]\H:! BKJIFOYAIOT TOIIHOTY, PBOTY, FOJIOBOKPYKCHHE M PEAKO, MOTEPA COZHAHMA. Bonpme TIEPEIO3UPOBKH,
KakK MpaBHIIO, NMEPEHOCATCA XOPOIIO, KOTr/a He 610 npueMa JpyTrux JIEKapCTBEHHBIX CPE/ICTB.

Jleuenme BTIOUaET IPOMBIBAHFIE JKEMY/AKA H, P HEOGXOMMMOCTH, KOPPEKIIHIO CHIBOPOTOUHBIX STEKTPOIUTOB I
COOTBETCTBYIOUME BCIOMOTATE/IBHBIC MEPBL.

Crienpdrueckoro aHTHAOTA /UTA IEYeHHA OTPaBIeH A MOYNPODEHOM He CylIeCTByeT.

OAPMAKOJIOTHA U PAPMAKOKMHETHKA

Koa ATX: MO1AEQ1

Hbynpoden apiseTcs NPOU3BOAHHIM MPONHOHOBOM KUCAOTH! ¢ 06€3601MBAIOIIMM, [POTHBOBOCTIAIMTENLHBIM H
SKAPOTIOHMKAIOUIMM JCHCTBHEM.

Cunraercs, uto Tepanestnyeckumii s dexr npenapara, kaxk HIIBIT, passuBaerca B pesysnbrate €ro TopMO3ALIEro
Z[CI:ICTBHH Ha q]EPMCHT LHKJIOOKCHTEHA3y, YTO MPUBOAUT K 3AMETHOMY CHHIIKECHHIO CHHTE3a MPOCTAr/IAHAHHOB.
I/Iﬁynpod)eﬂ 6l:lCTPD BCACBIBACTCA U3 KCIYAOIHO-KHILICYHOI O TPAKTA, MAKCHUMa/IbHAA CBIBOPOTOYHAS KOHLEHTPALHA
BO3HHKAET Yepe3 1-2 vaca mocne Tipuema. HCPHOI{ TIOJTYBBIBE/IEHHsA COCTaBAET OKOJIO 2 qacos. I/I6ynp0cbe}l
MeTaboM3UPYeTCs B MedeHn ¢ 06pa3oBaHMEM JIByX HEAKTHBHBIX METAGOIUTOB, KOTOPHIEC BMECTE C HEM3MEHHBIM
nbynpod)eHOM BHIBOAATCA MTOYKAMH KK TAKOBBIME MJIH B BHICKOHBIOTaTOB, DKCKPELHA IOYKAMH OHOBPEMEHHO
GpicTpas 1 MonHaA.

HGynpoden HHTEHCHBHO CBA3BIBACTCS C HEMKAMM IIIA3MBL.

CPOKTOJTHOCTH
3 roma

VCIIOBHA XPAHEHUA
XpaHHTh B 3aIIMILEHHOM OT BIarH, X0JI0/a MECTe, TIPH TeMIIepaType He npessimaromiert 25°C.

XPAHUTD B HEAOCTYITHOM JJIsI IETEN MECTE.

®OPMA BBITTYCKA
Jlexapcrsennan dopma: Josa:
Ta6nerka, IOKPHITAsA TIIEHOYHOM 0BOIOUKOM 200 mmm 400 Mr Ha TabreTky

10 Tabnerok B Gavctepe, 10 GAUCTEPOB B KAPTOHHOR YIIAKOBKE

VCJIOBHA OTITYCKA M3 ATITEK
Bes penenra

TTpomssoaurens:
Menodapm, Muans Tpomeniennas 3ona No.34-B,
Manyp-563 130, Kapnaraxa, Maans

Buagesnen perucTpalOHHOTO Y0CTOBEPEHHMS:
Tpore Megukan TMBX

Munxmrpacce 19

20148 T'ambypr

TEPMAHHA

TROGE MEDICAL GMBH

Milchstrasse 19 - D-20148 Hamburg - Tel.: +49 40-44 18 44 0 - Fax +49 40- 410 73 03
eMail: info@trogemedical.de



