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1.3.4 SUMMARY OF PRODUCT CHARACTERISTICS

1. NAME OF THE MEDICINAL PRODUCT
DOBUTAMINE 50 MG/ML INJECTION

. QUALITATIVE AND QUANTITATIVE COMPOSITION
Each mL contains 50 mg of Dobutamine (as hydrochloride).

3. PHARMACEUTICAL FORM
Solution for Injection

4. CLINICAL PARTICULARS

4.1 Therapeutic Indication

Dobutamine is used to increase the contractility of the heart in acute heart failure, as occurs in
cardiogenic shock and myocardial infarction. It is also used in septic shock. Other circumstances
in which its inotropic activity may be useful are during cardiac surgery and positive end-
expiratory pressure ventilation.

4.2 Dosage and method of administration

It 1s given by intravenous infusion as a dilute solution (0.25 to 5 mg/mL), in glucose 5% or
sodium chloride 0.9%. In the management of acute heart failure, Dobutamine is given at a usual
rate of 2.5 to 10 micrograms/kg per minute. In the use as cardiac stress testing, a solution
containing 1| mg/mL is given via an infusion pump in a dose of 5 micrograms/kg per minute for 8
minutes. The dose is then increased by increments of 5 micrograms/kg per minute up to a usual
maximum of 20 micrograms/kg per minute, with each dose being infused for 8 minutes before
the next increase; doses of up to 40 micrograms/kg per minute have sometimes been used.

4.3 Contraindications

Hypersensitivity reactions have been reported in patients receiving dobutamine infusions,
possibly due to sodium sulfite in the formulation. Redness, swelling, itching, and a sensation of
warmth developed around the infusion site in a patient receiving dobutamine; the reaction
recurred when the infusion was repeated a week later. Eosinophilic reactions have also been
reported, including hypersensitivity myocarditis and asthma.

4.4 Special warnings and special precautions for use

Dobutamine has primarily inotropic effects and should be avoided or used only with great
caution in patients with marked obstruction of cardiac ejection, such as idiopathic hypertrophic
subaortic stenosis. It should also be used with caution in patients with acute myocardial
infarction, and in cardiogenic shock complicated by severe hypotension. Hypovolaemia should
be corrected before treatment.

4.5. Interaction with other medicinal products and other forms of interaction
Most interactions with Dobutamine are due to its direct betal agonist effects on the heart, but use
with beta blockers may allow its alpha- and beta2-agonist effects to become apparent.
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4.6. Pregnancy and lactation

Reproduction studies in rats and rabbits have revealed no evidence of impaired fertility, harm to
the fetus, or teratogenic effects due to Dobutamine. As there are no adequate and well-controlled
studies in pregnant women, and as animal reproduction studies are not always predictive of
human response, Dobutamine should not be used during pregnancy unless the potential benefits
outweigh the potential risks to the fetus.

4.7. Effects on ability to drive and use machines
Not applicable in view of the indications for use and the short half-life of the drug.

4.8. Undesirable effects

Dobutamine has mainly betal-agonist properties and its principal adverse effects include dose-
related increases in hear rate and blood pressure, ectopic beats, angina or chest pain, and
palpitations; dosage should be reduced or temporarily stopped if they occur. Ventricular
tachycardia may occur rarely; cardiac rupture has been reported rarely during dobutamine stress
testing.

4.9. Overdose

Overdoses of Dobutamine concentrate have been reported rarely. The symptoms of toxicity may
include anorexia, nausea, vomiting, tremor, anxiety, palpitations, headache, shortness of breath
and anginal and non-specific chest pain. The positive inotropic and chronotropic effects of
Dobutamine may cause hypertension, tachyarrhythmias, myocardial ischaemia and ventricular
fibrillation. Hypotension may result from vasodilatation. The duration of action of Dobutamine
concentrate is generally short (half-life, approximately 2 minutes).

Dobutamine concentrate infusion should be temporarily discontinued until the patient's condition
stabilized. The patient should be monitored and any appropriate resuscitative measures initiated
promptly. Forced diuresis, peritoneal dialysis, haemodialysis, or charcoal haemoperfusion have
not been established as beneficial. If the product is ingested, unpredictable absorption may occur
from the mouth and gastrointestinal tract.

5. PHARMACOLOGICAL PROPERTIES:

5.1. Pharmacodynamic propertics

ATC code : COICAOQ7

Pharmacotherapeutic group : Adrenergic and dopaminergic agent

Although Dobutamine is usually considered to be a betal agonist, animal studies suggest that its
ability to stimulate alphal- and beta2-adrenergic receptors may be as great as its betal-stimulant
properties. It has been proposed that the inotropic action results from a combination of alpha-
stimulant activity on myocardial alphal receptors, a property residing mainly in the (-)-
enantiomer, with betal stimulation by the (+)-enantiomer; peripherally, alpha-mediated
vasoconstriction would be opposed by the beta 2-agonist properties of the (+)-enantiomer,
resulting in the net inotropic action with relatively little effect on blood pressure seen with the
racemic mixture used clinically. Dobutamine has a thermogenic effect increasing oxygen
delivery and utilisation in healthy individuals. However, using it for this purpose in critically ill
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Dobutamine is a sympathomimetic with direct effects on betal-adrenergic receptors, giving it a
prominent inotropic action on the heart. It also has some alpha- and beta2-agonist properties.
Although it is structurally related to dopamine, it has no specific dopaminergic properties;
however, like dopamine, the inotropic action of Dobutamine on the heart is associated with less
cardiac-accelerating effect than that of isoprenaline.

5.2. Pharmacokinetic propertics

Like adrenaline Dobutamine is inactive when given orally, and it is rapidly inactivated in the
body by similar processes. It has a half-life of about 2 minutes. Conjugates of Dobutamine and
its major metabolite 3-O-methyldobutamine are excreted primarily in urine, with small amounts
eliminated in the faeces. The primary mechanism of clearance of Dobutamine appears to be
distribution to other tissues, and not metabolism or elimination. It has a half-life of about 2
minutes and plasma concentrations of Dobutamine reach steady state about 10 to 12 minutes
after the start of an infusion. Dobutamine is used mainly for the short-term treatment of heart
failure and any pharmacokinetic changes in this condition have no clinical implications in dosage
titration.

5.3. Preclinical safety data
Not available.

6. PHARMACEUTICAL PARTICULARS
6.1. List of excipients

Sodium Hydrogen Sulfite 39%

Ascorbic Acid

Disodium Edetate

Polyethylene Glycol 400

Water for Injection

6.2. Incompatibilities
Not applicable.

6.3. Shelf life
2 years

6.4. Special precautions for storage

Store at controlled room temperature (below 30°C) and protect from light. Diluted Dobutamine
infusion solution remains effective for 12 hours at room temperature and 24 hours in a
refrigerator. Unused concentrate must be discarded.

6.5. Nature and contents of container

5 mL clear, colourless to yellowish and odourless steril solution for injection in a 6 mL Type |
clear glass vial with grey rubber stopper, and 20 mm yellow {lip off seal.

Pack Size: Box, | vial @ 5 ml
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6.6. Special precautions for disposal
Any unused medicinal product or waste material should be disposed of in accordance with local
requirements.

7. MARKETING AUTHORIZATION HOLDER

Novell Pharmaceutical Laboratories

J1. Pos Pengumben Raya No. 8 Sukabumi Selatan, Kebon Jeruk
Jakarta Barat 11560, Indonesia

8. MARKETING AUTHORIZATION NUMBER
DKLO0233507343A1 (Indonesia)

9. DATE OF FIRST AUTHORIZATION / RENEWAL OF THE AUTHORIZATION

10. DATE OF REVISION OF THE TEXT
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Iepekaj yKpaiHCbKOI0 MOBOIO, ABTEHTHYHICTE SIKOT0

miATBEpIKEeHa YIOBHOBAXKEHOI0 000010, IHCTPYKUII MPO

3aCTOCYBaHHS JiKapchbKoro 3acody, abo indpopmauii npo
3aCTOCYBaHHH JIiKapChKOro 3aco0y,

3aCBiYEHMH MTAMHCOM YIIOBHOBAXEHOT 0COOH, 110 BUCTYIAE Bijl IMEHI
3asBHHUKA




THCTPYKIIA

U1 MEJUYHOTO 3aCTOCYBAHHHA JIKapChKOro 3acoly

JOBYTEJI
10’ eK1isg

Cknao:
Koxen mit mictuth Jlo6yraminy HCI exsisanenTtso 50 Mr JloGyTaminy.

®@apmakonoziuni enacmusocmi.

Dapmaxonozia.

Jo6yTaMiH € CHMIIAaTOMiMETHKOM, SKHM IpPOSBIAE CUIBHHHA CTHMYIIOOYHH eekT Ha cepuesi
penentopu B2 i al. InoTponHuit edext JlobyTaMiny BUKIMKaHUH MPAMOIO CTHMYJISILIIEIO CEPLIEBUX
B2-penentopis. 1le miaBHIIye CKOPOUYBaHICTh MiOKap/ia, HE BUKIHKAIOUHA HOMITHOTO 301IbIIEHHA
YaCTOTH CepLEBHX CKOpOYeHb (xoya Taxikapii iHOMI CIoCTepiraioThes), ab0 apHTMOTEHHHX abo
nepudepuuHux cyauHHEX edekTiB. JJoOyTaMiH 36iIblIye YaCTOTY CEPLEBUX CKOPOYCHE, 0Cco6IIHBO
IpH 3aCTOCYBaHHI BHCOKHMX [J03. PH3MK BHHHUKHEHHA Taxikap/ii Ta CcepleBoi apHTMil,
crpoBokoBaHui J[06yTaMiHOM, € BiIHOCHO HEBEIHMKHM. Y MAlli€HTIB 13 3HHXEHUM CEPLEBHM
BHKMIOM, $K IIPaBHJIO, IIiBHINYEThCS yAAapHHH 06’€M KpOBi, a TaKOX 3MEHIIYETHCH ormip
JIETEHEBUX CYIUH.

JloGyTamMiH NpU3HAYeHHW# /Ui KOPOTKOYAaCHOI iHOTPOMHOI MiATPHMKH Cepus Yy maimieHTa 3
HEJOCTATHIM CEPUEBHM BHKHIOM i BUCOKHM THCKOM HANOBHEHHS JIBOTO LITYHOUKA, alle JIMLIE 3
HEBENMKAM ab60 IOMIPHO 3HIDKEHMM apTepiaibHuM THCKOM. Jlo6yTamiH He MiAXOMTH UL
MOHOTepamii mp¥ BaXKii rinoToHii abo momi, mo moTpedye Ba3OIpPE30POB. V uux mami€HTiB
Ha{KpaIHii pe3y/IbTaT, MaGyTh, ONIEPKyEThCS 3a JONOMOTOK0 I06yTamMiHy Ta 0NaMiHy 0OJTHOYACHO.

Dapmaxoxinemuxa.

Jlis mpemapaTy MOYMHAETHCS 4Yepe3 2 XBHIMHH IMICIs MOYATKy BIHBaHHS, ajne NOCTiHHUM piBEHBb
n06yTamiHy y IIa3Mi KpoBi MpH Ge3nepepBHOMY BBEJECHHI PEECTPYETHCsS IPHOIH3HO Hepes 10
XBHJIMH. 3pOCTaHHSA DiBHA H06yTaMmiHy y IIasMi KpoBi € JiHIHHAM BIJHOCHO JIO3H Ta IIBHIKOCTI
BBeZIeHHA. [lepio/ HaniBBUBEICHHS CTAHOBUTH NPUOIU3HO 3 XBHIIHHH.

[IpsMuii i IMBHAKEM KOPOTKOYACHHH CTHMYIIOIOUMH edeKT nobyraminy Ha [j-penentopu
3abe3redye BUpaKeHe CKOpPOYEHHS Miokapia. B Moxere 3MIHCHHTH DEryJIOBaHHS IIBHJIKOCTI
iHdy3ii. Lle Moxe 6yTH 3iiCHEHO [UILXOM PeryIOBaHHs BHIKOCTI iHOY3il.

ITokazanua.

[HOTpOIHA MiATPEMKa MiOKap/a IpH KOPOTKOYACHOMY JIIKyBaHHI XBOPHX 3 JEKOMITIEHCALIIEI0 CEepIIs
yepes [ENpPECHBHY KOHTPAKTHIIBHICTh, IO BHHMKJIA AK 3 OpraHiuHoi XBOpoOM cepus, Tak 1 3
XipypriuHMMHM OTepallisMy Ha CEpII.

V nNami€HTiE 3 IIBHAKOK BEHTPUKYISAPHOK BiANOBI/UMO, AUriTaNi3amilo CiiJ NPOBOAUTH [0
oyaTKy Teparii 100yTaMiHOM.

Cnocib 3acmocy8anna ma 003u.
[lIpuakicts iH(Qy3ii, sxa HeoOXimHa Ui 30INBIIEHHSA CEPLEBOrO BHKUIY, CTaHOBHUTDH 2,5-10
MKI/KI/XB. YV PIAKICHMX BHIAAKax IJisi AOCATHEHHs 0a)xaHOro edexry HeoOXimHi iHOY3ii mo 40
MKI/Kr/XB. Jlo3yBaHHsA CIij migOWpard iHOMBIZYalbHO, BIANOBIAHO [0 YacTOTH CEPUEBHX
CKODOYEHbh Ta peakilii MamieHTa, THCKYy Ta Jiypesy. Y BHIaIKax Oe3lepepBHOrO BBECICHHS
npotsarom 6iibire 72 TOAWH MOXE BUHHKHYTH TOJEPAHTHICTH [0 Mpenapary iy 3B’S3Ky 3 LHM
3’ IBUTUCH HEOOX1IHICTH 301TbIIEHHS JO3H.

Josysanns npemnapary Jo6yren 50 mr/ mit (250 Mr/ 5 Mit) TMBHTHCH Y HIKYEHABEICHIN

e PR
7O AP *OO \
Jlo3yBaHHs [IBuaxicTs iHy3ii (MKI/KI/XB) /{—»0,/@ ‘:,A; IN\%
(MKI/KI/XB) 250 mr gobyraminy y | 500 mr moGyraminy y | 1000 Mgi*(ﬁ(){yT ‘\/{1 E
1000 M1 ingysii 1000 Mt indysii 1000 Mt Py A RNV |

2,5 0,01 0,005 00025 5

?%/Z/é/ﬁ’/ﬂco

Va7 ot S

A\

L
w’:{/ N, 2

RAlna, w2

=7



5,0 0,02 0,010 0,0050
Ty 0,03 0,015 0,0075
10,0 0,04 0,020 0,0100
14,5 0,05 0,025 0,0125
15,0 0,06 0,030 0,0150

InTencuBHicTh iHQY3ii, fAka BiomoBimac KOXHiM 1031, 3aleXHTh Bi Bard nauieHra. Bix mei
3aJIEeKUTH MBHIKICTE iH(DY3il B MI/XB.

IIpuzomysanns posuuny: 1ia iHQy3il KOHIEHTPAT PO3YUHSIOTH y $i31070rYHOMY PO3YHHI HATPIIO
XJIOpUAy abo y pO3uHMHi IIFoKo3u. IIpu 30epiradHHi mpu KiMHATHIM TeMIiepaTypi T'OTOBHH PO3YMH
IIOBMHEH OYTH BUKOPUCTAHMM IIPOTAroM 12 roiuH, a npu 36epiraHHi B X0JI0JHIBHUKY OPOTAroM 24
TOJHH.

He nopaBatu nobytamin 10 5 % posumuny GikapGoHaTy Harpiro abo O iHIIHX JIYXKHHX PO3YHHIB.
Yepes MOXIMBY (Di3HKO-XIMi4HY HECYMICHICTH HOOyTaMiH He DPEKOMCHAYETHCS 3MilllyBaTH B
OJIHOMY PO3YHHi 3 IHITMMH JTIKapCHKUMH 3aC00aMH.

Ingysilide BBeNEHHS HE BUKOPUCTOBYETHCS Pa3oM 3 IHINMMM areHTaMH YU Ji€TaMH, IO MICTATh
HaTpio Cynb(iT, Y4 €TaHOIL

Ocobaueocmi 3acmocy6aHHtA.

[Tepen moyaTKOM JIiKyBaHHS H00YTaMiHOM HEOOXITHO BiIKOPHUTYBAaTH IilOBOJIEMIO.

[Tix yac BBeneHHS mpemapaTry MOTPIOHO PETENbHO CTEKUTH 3a YaCTOTOK CEPIIEBHX CKOPOYEHB,
apTepiallbHUM THCKOM, Jiype30M, IBUAKICTIO iHQY3il i, AKIIO MOXIMBO, KOHTPOIIOBATH CEPLIEBHIMA
BUKH/I, IEHTPAIbHUYN BEHO3HHM THCK 1 TUCK Y JIETEHEBUX KallJIipax.

VY Bunaaky HeGaXaHOro 30iNBIIEHHS YacTOTH CEPLEBHX CKOPOUYEHb Ta apTepiaJbHOrO THUCKY, a
TAKOX Yy pasli NpOrpecyBaHHs apuTMii o3y noOyTramiHy CIii 3MEHIIMTH ab0o THMYacoBO
NPUIIUHUTH 1HDY3i10.

JloGyramin, sk i Oynb-aKHM KarexojaMiH, MOXE CIPOBOKYBAaTH OuIb y IpyAsx y TAIi€HTIB 3
ilmeMigHOO XBOpo6OI cepid. ToMy [03yBaHHsS CJiJ NpPHMMATH IMicis roctporo iHdapkTy
MioKap[a, HaJMipHOl IHOTPOIHOCTI Ta TaxXiKap/il, TOMy LIO L€ MOX€ MPU3BECTH N0 30LIbLIEHHS
CIIOYKMBAHHS MIOKapa, a OTxke, 1 iIHpapKTy.

JloOyTaMiH BHKJIMKA€E CHIBHE IIJIBHUINEHHS CHCTOMIYHOro THCKy (10-20 MM pT. CT.) i 4acTOTH
cepueBux ckopoueHs (5-10 ymapis / xB). [ToBimoMIIsITOCS TPO BUCOKHUH PIBEHD ITiABUIIEHOIO THCKY
y NAli€HTIB 3 apTepiabHOO rinepTeH3icro. [HoII MoXKe BHHUKATH Cepito3Ha Taxikapis.

JoOyTaMiH nigBUIIy€e aTPiOBEHTPUKYJISIPHY IIPOBIIHICTD.

[Tauientam 3 Gibpuismicro mepeacepap i 3 MPUCKOPEHUM MPOBEACHHSAM IMITYJIbCY 10 IUTYHOUKIB
nepe] MoYyaTKkoM BBeIeHHs A00yTaMiHy CIIiJi IpH3HAYaTH MpEernapaTd HalepCTSIHKH.
['inep4yTiMBICTh: MOBIIOMIIAJIOCH MPO pPeakiii, M0 CBiAYaTh MPO TiNEPUyTIHBICTb, MOB'SA3aHY 3
BBEJCHHAM 1H'€KIii H00yTaMiHy, BKJIFOYAIOYM BHCHUIIAHHS Ha IIKipH, MiJBUILIEHHS TeMIEpaTypH
Tia, €03UHOGIIIII0 Ta GPOHXOCTA3M.

[Tpenapar Jlo6yTen iH'ekiil MICTUTh HATpPiiO CyabGIT, SKUM MOXE BHKIHKATH peakilii HeraWHoro
TUIY, NOB's3aHi 3 aHaiTaKTHYHUMH CHMIITOMAaMH Ta 3arpo30i0 Uil JKUTTS abo BaXKHMHU
aCTMATHYHMMH elli3ofaMH. VIMOBIpHO, MiJBMINEHA UYTIMBICTh CIIOCTEPIracThCs YacTile y
MALi€HTIB 3 aCTMOIO, Hi)K Y HEaCTMAaTHYHHX IAI[iEHTIB.

3acmocysanns y nepioo eazimnocmi abo 200y8anus epy0oio:
yepe3 BIJCYTHICTH IOCTaTHBOTO [OCBIAYy 3acTOCYyBaHHS m0OyTamiH y Mepioj BariTHOCTI HOro

nepel NOTEeHIIHHUMH PH3UKAMH.

o

3acmocysanhs Oimam:
Ge3nexa Ta eheKTHBHICTE 3aCTOCYBaHHS H0OYTENy JiTIAM He BCTAaHOBJIEHA.




ITobiyni peaxyii.

[To6iuni peakiuii CyTTEBO 3aJIeXkaTh Bil JO3H, TOMY iX MOXHa KOHTPOJIOBATH 32 PaXYHOK 3HHKCHHS
HIBHAKOCTI iHQY3il.

Ockinbku 106yTaMiH Ma€ KOPOTKHM Iepio] HaliBBUBEACHH:, MOOIYHI €()EKTH MIBUIKO 3HHUKAIOTH
IpH 3MEHIIEHHI [03yBaHHs ab0 NPUIUHEHH] 1HQY31i.

HaiinommpeHimuMy MOGIYHMME pEaKIisiMH € HyHOTa, IOJIOBHHH OLIb, MaJbIiTallis, 3aJMIIKa Ta
6ime y rpynsx.

VTpyaHeHe AMXaHHs, BACHIIAHHS Ha IIKipi, rapsyka, eo3uHO(LIA Ta OpoHXOCTasM.

36iIbIIeHHS YAaCTOTH CEPIEBHX CKOPOYEHb, KPOB'SHOrO THCKY Ta BEHTPHKYJAPHOI €KTOMIYHOI
AKTUBHICTh IIUTYHOYKIB.

lnoten3sis.

Peakuiii ta ¢uie6iTi y Miciii BBEJCHHS.

IIpomunoka3zanHa.
O6cTpykTHBHA Kappiomiomatis. [imepdymimsicts n0 noOyTamidy. IlamienTd 3 igiomaTi4HEM
rinepTpodiyHuM cy6aopTaIbHAM CTEHO30M.

B3aemooin 3 inmumu nikapcokumu 3acobamu.

YV KIHIYHEX JOCHiIKEHHAX He OyJ10 BHABIEHO B3aeMoii MK HoOyTaMiHOM Ta IHIIAMH
npenapaTaMy.

OnHOYacHe 3acToCyBaHHS J00yTaMiHy Ta HITPOIPYCHAY CYyIPOBOIKYETHCA 30LIBLIICHHIM
CEpIIEBOrO BHKHJY, OLIBII BHPaXEHHM 3MEHINEHHSM NepH(EpHYHOro OIOpy CYAMH 1 THCKY
HAIOBHEHHS IIyHOYKIB, HK IPA OKPEMOMY 3aCTOCYBaHHI IIMX IIpeNaparis.

Jlo6yTaMiH MOXe BHSBMTHCS Hee()EKTHBHHM y IAU€HTIB, AKi OCTaHHIM 4YacoM OTPHMYBAlH
6nokaTopu P-aapeHopenenTopiB. Y TakuxX BHIAAKax NepHbEepHYHHH BaCKyJAPHHH OIMIp MOXe
30LIBIITYBATHUC.

YMoBH 30epiranss.

36epiratu npu TeMnepatypi He Buiie 25 ° C, B 3aXUIIEHOMY BiJ] CBiTJIa MiCIIi.

I[puroroBanmit po3uuH M iHQY3iH 3aIHIIAcTECS e)EKTHBHAM IPOTSTOM 12 roIHH NpH KiMHATHIH
TeMIepaTypi Ta 24 TOAUHHU Y XOJIOAMIBHUKY.

YnakoBka.
Kopob6ka, 1 ¢makon mo 5 mir.

Reg. Ne.: DKL0233507343A1

Bupo6uuk: Hosen ®apmacrorikan Jlaboparopis, borop-Innonesis
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JOBYTAMIH 50 mr/ma gast in’ ckuii

1.3.4 KopoTka XxapakTepHCTHKA NPOJYKTY
1. Ha3zBa npenapary
HJOBYTAMIH 50 Mr/mn nng in’exitii

2. AIKICHUH TA KUIBKICHH 1 CKJIAJT
Koxen mn Mictuts S0 Mr 106yTaMiny y BHTJIAI TIAPOXTIOPHIY.

3. Jlikapcbka gopma.
Po3uun ang 11’ ekuii.

4. Kaniniyui xapakTepucruxy

4.1 Ilokazanws

JloGyTaMiH 3aCTOCOBYETLCA s 30LIBIIEHHS CKOPOYYBJIBHOI 3JaTHOCTI CepUs IpH TIOCTpiH
CepleBil HEJOCTATHOCTI, 10 BiAOYBaeTHCS IPU KapIiOreHHOMY LIOKY Ta iH(bapKTi MioKap/a.
Tako0X 3aCTOCOBYETLCS MPH CCIITUTHOMY ILOKY.

[nimi o6cTaBumy, B AKMX HOrO iHOTPOIHA aKTHBHICTH MOXKe OyTH KOPUCHOIO, - TIiJl 4ac XipypridHux
omepaliif Ha cepli Ta Iifi Yac BEHTHUJIALII JIEreHiB NPH MO3MTUBHOMY 3aIHIIKOBOMY THCKY B KiHIII
BUJUXY.

4.2 Cnoci6 racTocyBaHIIfl TA JO3H

3acTOCOBYETLCA Ul BHYTPILUHLOBEHHMX iHQY3id y Bursial posumsy (0,25-5 mr / wmn),
possefeHoMy y 5% rmokosi a6o 0,9% waTpito ximopuay. [Ipu roctpii cepreBiii HEIOCTaTHOCTI
no6yTaMiH 3aCTOCOBYIOTh 31 IIBMAKICTIO Bia 2,5 10 10 MKr / Kr Ha XBHIMHY. [Ipy BUKOPHCTaHHI B
SKOCTI CEPLEBON0 CTPECOBOrO TCCTY PO3YMH, LIO MICTHTH 1 MI / MII, 3aCTOCOBYIOTH 4Yepes
iHQy3iinuii nacoc y 1031 5 MKT / KI' 3a XBUJIMHY IpOTsiroM 8 XBHIMH. [ToTiM 1032 361IbLIYETHCS 3
KPOKOM 5 MKT / KT Ha XBHJIMNY [0 3BUYaifHOro MakcuMyMmy 20 MKI / KI' Ha XBHJIMHY, [IPH LbOMY
KOXHY 103y RBOIATEH NPOTArOM & XBHJIMH J0 HACTYMHOTO 30ibIIEHHS; 1HOAI 3aCTOCOBYIOTh JI03H
110 40 MKT / KI' Ha XBUJIHHY.

4.3 IlpoTunoxazanns
IIpu 3actocypauni HoO6yTAMiHY RMHMKAIH peakiil rinepyyTIMBOCTI, MOXIIHBO, Yepe3 CymboiT
Hatpito y cknaai. Ilpu 2acrocyrandi mo6yTaMiHy MOMJIMBE MOYEPBOHIHHA, Habpsk. cBepbixk i
BiIUYTTS kapy y MicLi BBeJenis; MOXJ/IMBE IOBTOPEHHS peakiii nMpH 3acTocyBaHHi iH(}y3il yepe3
TiwkaeHb. TaKK  HOBIAOMIIOCS Npo  eo3uHo(BimiuHi peakiii, BKIIOYAIOUH TiNEpUYyTIMBICTH
MIOKapaMTy Ta acTMYy.

4.4 OcoOIHBOCTI 32CTOCYBANKS TA 3AX0/I4 HAJIEKHOT OE3NMCKH

JlobyTamin mac B mepiy Hcpry 110TponHi edexTd 1 Horo cliji yHHMKaTH abo 3aCTOCOBYBaTH 3
06epeKHICTIO Y NALiCHTIB i3 BUPAKENOI0 OOCTPYKUICIO BHKHIY CEpILS, TAKMMH AK LIIONATHIHHHA
rimeprpodiiii cybaoprannimii cTeno3. Takox ClIijl 3acTOCOBYBATH 3 0OEPEKHICTIO y MALIEHTIB 3
rocTpUM 11(apKTOM MIOKap/ia,Ta [PY KapAioreHHOMY LIOKY, YCK/IAIHEHOMY BaXKOIO iOTOHIEL.
Ilepen noyaTkoM HiKyBatis 106y TaMilioM HEOOXIAHO BIIKOPHIYBATH TiMOBOJIEMIIO.

4.5 B3aemoyisi 3 iIHIHMH JiKADCHKHMH 3ac00aMH TA iHINI BBIM B3aEMOJIT
Bisbluicts B3aeMoiil 3 1o6yraminoM nop'a3ani 3 6e3nocepeaHiv BIIMBOM aroHictis B1 Ha cepue,
ajle BUKOPHCTAHH 3 B-610KaTopaMi MOKE JI03BOJIUTH BUABUTH €)EKTH 0- Ta 2-aroHICTIB.

4.6 BaritnicTs Ta JaKkrauis
JlocmiKenus penpoayKTHRITOCTI 1A LIYpaxX Ta KPOJMKaX HE BUSABHIIA HOIHHX
GepTUABHOCTI, IUKOMH 0Ly ADO TepaTOreHHUX e(eKTiB, 3yMOBIEHHX A00YT
icHye ajekpaTHMX Ta J06pe KOHNTPONLOBAIMX JOCIIKEHb y BariTHUX



no6yTaMill He CJlijl 3aCTOCOBYBATH T1ifl 4ac BAariTHOCTI, KpPIM BHUIIAJKIB, KOJIM IOTEHIII#HI nepeBark
IIEPEBEPLIVIOTH MOTEHWIHHI PURMKH T8 TUIOZY.

4.7 3paTHICTH BIVIMBATH 1A YIIPABJIINUA ABTOTPAHCIOPTOM Ta iHIIIMH MeXaHi3MaMH
He Bnumpac 3 ypaxypanunsM DOKa3aHb 0 3aCTOCYBalilis Ta KOPOTKOTO Mepiojly HalliBBHBEIEHHS
npenapary.

4.8 [1o6iuni peakuii

Jlo6yTamin Mae B OCHOBHOMY [3|-AroHiCTHYHi BIACTHBOCTI, OCHOBHUMH NMOOIYHHMH pEaKIisIMH €
36iNIbLIEHHS YaCTOTH CEPHEBHX CKOPOUYEHb i KPOB'SHOTO THCKY, EKTOIMIYHI ypakeHHs, CTEHOKap/lid
ab6o 6inp y rpyasax; y pasi nosnu MOGIYHHX peakiliif CiiJ 3MEHLIMTH J03yBaHHS ab0 THMYacoBO
NPUIMHKATH  3acTocyBamia. DiIk0 MOXE BMHHKATH [UIyHKOBOYKOBA TaxiKapaif; —piako
HOBIZOMIIAIOCS TIPO PO3PHB CEPLs T Tac CTPEC-TeCTiB A00yTaMiHy.

4.9 IlepepozyBanusg

I[lepenosypanns kouuentpaty JloGyraminy piako mnosigommsiiocs. CHMOTOMH TOKCHYHOCTI
MOJYTh BKJTIOYATH aHOPEKCIIO, NY/0TY, BIIOBOTY, TPEMOp, TPHBOTY, CEpLEOUTTS, roJIOBHUH Oib,
3aMUIIKY Ta auriny, a Takox necnenudiuni Gomi B rpyasx. [To3uTHBHMH I1HOTPONHMH Ta
XpoHOTponiHi cekty JloOyTaminy MOXKYTh BHKIMKATH T[ilEpPTOHIIO, TaxiapuTMii, imEMii0
Miokapna Ta (ibpunguiro maydoukis. [inoTensis Mmoxe OyTH pe3ynbTaToM Ba3o[MIIaTallii.
Tpusanicts il no6yTaminy, sK NpaBuio, KOpOTKa (Iepioji HaIliBBHBENEHHS, NpPHOMM3HO 2
XBHUJIMHH ).

Iudysito mo6yTaminy ciif ucraiino npumuHMTH A0 crabimizauii crany manienta. Heobximxo
pEeTeNbHO KOWTPO/OBATH CTaHOM TNallieHTa Ta HeraHo posmodatH Oyab-fKi BiANOBIAHI
peanimaniini  3axomm. BekTHRICTL  opcoBaHOro  Alypesy, INEPHTOHEAIBHOTO  Jiaiisy,
reMozianizy a6o remorepdvaii Hepe3 aKTHBOBAHE BYriuld MPH I1Epefo3yBaHHI N0oOyTaMiHy HeE
BCTAaHOBJIEHA. SIKUIO MPOMYKT RCMOKTYETHCH, HEMPOrHO30BaHE BCMOKTYBAaHHS MOXe BilOyBaTHCAH
4yepes LUyHKOBO-KMUIKOBUH TPaKT,

5 @apmaxkoioriviyi BAACTHROCTI

5.1 ®apmaxoaunamika

Kon ATX COIC AO7.

dapmaxoTrepaneBTHYHa rpyna: AJIpCHEepriuHi Ta nonamuepnqm 3acobu.
HoOGyTtamiil, gx MPABHIIO, BBAKACTI-CH aronictom B1- pcuenTopm JOCIIIKEHHS] TBApUH noxa3y10T1>
o HMOro siatHicTh cTuMysnosatit «l- Ta [2-agpeHcprivuni peucnTopH MoKe OyTH TaKHMMH K
BIACTHBOCTAMHM, #AK i [l-penertopu. BBaxkaeTbes, 10 IHOTpOMHA [isi BMHUKAE BHACIIIOK
TMOEHAHHS aKTHBHOCTI -penenTopis, npu cTumyJanii Bl (+) - enanTioMepa; nepudepudHo anbda-
OIOCEPENKORANA BA3OKOHCTPHKII# OyE NMPOTUCTOATH GeTa 2-aroHiCTHYHUMH BIaCTHBOCTAMH (1) -
€HaHTIOMCpY, 110 MPH2BCAC [0 'TMCTOT IHOTPOMHOI il 3 BIAHOCHO HE3HAYHHUM BIUIMBOM Ha
apTepianbHuii THCK, BHABICHY ~ pAlEMIYHOIO CyMILIIIIO, IO BUKOPHCTOBYEThCS KIIHIYHO.
Jlo6yTamin Mac Tepmoren it chexT, 110 MiJIBUILYE NOCTABKY | BAKOPUCTAHHS KHUCHIO Y 3J10POBHX
mogeit. TIpoTe nUKOpHCTanLA Horo Ui Uici METH Y KPHTH'IIO XBOPHX MAli€HTIB HE MOJIMUIMIO
PEe3yNLTATIB NALICHTA, a B ICIKIX RHIANKaX 1 Oyno JUKIIUTUBHM.

Jlobytaminn - e cuMOmaToOMIMETHK, AKHH Oe3rocepeHbO BIUIMBAE Ha Geral -anpeHepriuti
PELENTOPH, HAAIOUM HOMY BHPAWCHY IHOTpOIIMY Aif0 Ha cepue. BiH Takox Mae meski anda- ta
GeTa2-aroHiCTHUHI BAACTHROCTI. XOYa Bil CTPYKTYPHO [IOB'M3aHMM 3 NONAMIHOM, BiH HE Mae
crienupiunux  10(amMinepritiux BAACTMBOCTEH; OfHAaK, MOAIGHO momaMiHy, iHOTpomHa s
JobyTaminy Ha cepue AacomilofThCA 3 MEHIIMM [PHCKOPEHHSM CEpHEBOro  e(eKTy, Hixk
130MpEHANIIHOM.

5.2 @apmarkokineTHKa

Sk agpenanin  poByTamin npu NCPOPATIBLHOMY  ?acTOCYBaHHI HEAKTHBHMH
iHaKTUBYEeTLCS B opramiami.  Tlepion  wWaniBposnany - ONM3BKO 2 XBHII
MeTabOMI3yETHCH NEPEBAKHO Yy TKAHHHAX Ta MeYiHll 3 YTBOPEHHAM KOH IOrOBaHH

c%pf%// Ja 2 ey




Ta (apMaxo/ioriyHo HeakTupHoro 3-O-MeTu100yTaMiny | BUBOAUTLCS TOJIOBHUM YHHOM i3 CEYerO.
Hese3nauna xifnbkicTh BUBOAMTHCH 3 KaloM. [IepBHHHMM MeXaHi3MOM KIipeHCy Ho0yTamiHy, €
PO3MO/IN B IHIIMX TKaHHIAX, a le MeTaboii3M abo BuBeaeHHs. [lepion HaniBBUBEIEHHS CTAHOBHUTD
npubIIM3HO 2 XBUIIMHH, a KOHLCHTpalis nobyTaMily B Iiasmi gocsrae cTabiIbHOrO CTaHy udepes
10-12 xpusin picng  vovatky iudysii. JlobyTaminl BHKOPHCTOBYEThCS B OCHOBHOMY MUis
KOPOTKOYaCHOIO JIIKYBailHs CEePIERCL HENOCTATHOCTI, 1 OyAb-AKl ()apMaKOKIHETHYHI 3MIHH y LBOMY
CTaHl HE MalOTh KJIIHIYHUX HACNIAKIB IPH THTPYBAHHI 103.

5.3. JJokmivivowi gayd mojio feancwy.
BigcyTHi nani.

6. ®apmancnTiana ingopmaris.
6.1. Jonmomixwi periounn
HaTpiIo rizpocyabhit 39%
ackopbinoBa KicjoTa

JUHATPIIO eaeTaT
nonierunenraikons 400

BOJA IS 11’ €KIIH

6.2 Hecymicuictn
He 3actocoriio.

6.3 Tepmin npripaTrocT
2 pokH

6.4 Ocobuni 3anmobixui 3axo/r oo 36epiranug

36epirats 1pH KONTPONKOBaHili KiMHAaTHIH TemnepaTypi (Hmkue 30 © C) y 3aXHIIEHOMY BiJl CBITNIA
Mmicui. Possepenuit poszuuu ang indysii 3anvuiacthes e(QeKTHBHMM NpoTAroM 12 roauH mpu
KIMHaTHIH TemiepaTypi 1 24 roiuuu y XOJOJHIbHHKY. HeBUKOpHCTaHUH KOHLEHTpAT IOBHHEH
OyTH yTHIIIRORAHHUIT.

6.5 Trn 1A »MicT MEPBWHIOT VITAKOBKH

5 M mpozoporo, rin 6e30aprREOra 10 3JErKa MOBTYBATOro Ta 6€3 3amaxy CTEPHIBHOIO PO3YHHY
IUIS IH'exif v drakoni 6 Mii 2 mpo3oporo ckia | Tuiy i3 cipoio TymMoBoro mpobOkoro Ta 20 MM
YKOBTOIO OkarnTonkoro. Po3mip yraxvopku: kopobka, 1 dnakon, 5 mir.

6.6 Cnieniasnpi 3axopu Gednexy apy mOBOUKEHNT 3 HEBHKOPHCTAHHM JIIKADCbKHM 3acobom
abo Bigxonapmu niKapcehkore 3acody.

Hesukopucraiunii nikapebkuii 2acii abo HOro 3ajMIIKY MOBHHHI OyTH yTHIII30BaHi BIAMOBIIHO 10
MICLIEBHX BUMOT.

7. Baacuux pecctpauiiiioro mocrigucuus

Hogenn ®apmackroTikan JIabopatopia

Jlxn. Tloc TMenrymben Pas No 8§, Cyxabymi Cenaran, KiGou lxepyk, [xakapra bapar 11560,
Innonesis

8. Homep pecerpanifinoro nocrinriepnsg
DKL0253507343A1 (Jndonesia)

9. JlaTa peccrpanit/nepepeccrpanii

10. JaTa ocrapunLore neperiisy




