JlucToBKAa: I/lH(l)OpMaIll/Ifl 3a manMeHTa

JOIMAMUH WZF 40 mg/ml koHueHTpaT 3a nH(Qy3HOHEH Pa3TBOP
JIOTTAMUHOB XUPOXJIOPHU]

DOPAMIN WZF 40 mg/ml concentrate for solution for infusion
dopamine hydrochloride

IIpoyereTe BHUMATEIHO LAIATA JUCTOBKA, IIPEAH 1A 3alI0YHETE 1a H3110JI3BaTe TOBA

JIEKapCTBO, Thil KaTO THA ChAbP:Ka BaskHa 3a Bac undopmanus.

- 3amasere Ta3u JUCTOBKA. MOXe Aa ce HAJIOXKH J1a S IPOYeTeTe OTHOBO.

- AKXO0 “MaTe HSIKaKBU JONBJIHUTEIHN BBIIPOCH, onuTaiTe Bammsa nekap, uiu GpapmanesT.

- ToBa sekapcTBO € npeanucaHo Ju4Ho Ha Bac. He ro npeorcrsnBaiite Ha npyru xopa. To moxe
Jla UM HaBpeIH, He3aBUCUMO Y€ TIPU3HAINTE Ha TAXHOTO 3a00JsBaHe ca ChIIUTE KaTo BamuTe.

- AKO MoNTyunTe HIKaKBU HEXEJIaHU JICKApCTBEHU peaklyy, yBeaomere Bamus nekap, uiu
¢apmaneBT. ToBa BKIIIOUBa M BCHYKH BB3MOXHH HEKENIaHU PEAKLUH, HEOIHCAHH B Ta3H
nucToBKa. BmxTe Touka 4.

Kakso CbAbpPiKa Ta3u JTUCTOBKA

Kaxso npencrasnsisa JJOITAMUWH WZF

Kakso TpsiOBa ma 3raere, mpean aa nznomsBate JOITAMUH WZF
Kax ga m3nonssare JJOITAMUWH WZF

BBb3M0KHM HEXETaHU pEeaKLUU

Kak ga cexpanssate JOITAMUH WZF

ChbabppkaHue Ha ONIaKOBKATa M JOIBIIHUTEIHA HH(POPMALIUS

oM

1. Kakso npeancrasasipa JJOITAMWH WZF u 3a kakBo ce U3I0J13Ba

JloraMuH e KaTexoJaMHH, AeHCTBAIl Ha alpeHePTUYHHUTE KaKTO U Ha JOIMaMHUHEPTUIHHUTE PELETTOPH.
Toli nunarupa ObOpeyHHTE, HA BETPEIIHUTE OPTaHH, Ha ChbPACYHHS MYCKYJ U B MO3bKa KPbBOHOCHHU
ChJIOBE.

Crnen mpuiioxeHue Ha HUCKH 103U J{omaMuH, TeKkapcTBOTO AeiicTBa Ha MbPBO BpeMe Ha
JONIaMMHEPTHYHHUTE PELETITOPH, B PE3yTaT Ha KOETO Ce MOBHIIaBa ObOpeuHus 1eduT (rmoMepyiHara
¢duiTpanys), MoBHILAaBa ce HaTpUeBaTa eKCKpeLus U auypesara. [IpunoxeHneTo Ha yMepeHH 031
BOJIM JIO CTUMYJIAIMS Ha P1-alpeHEPTHYHHUTE PEETITOPH, JOKATO BUCOKUTE JI03U CTUMYJIMPAT 0.
aJIpeHepPTUYHUTE PEIENTOPH MPUIMHSABANKY CBUBaHE Ha nepudepHruTEe KPHBOHOCHH CHIIOBE U
[TOBHILIABaHE HAa apTEpUATHOTO HAJATAHE.

[penapaThbT ce ynoTpeOsiBa Mpu XeMOIUHAMUYHU HAPYIICHHS, TIPOSIBSIBAIIH CE [0 BpeMe Ha IIIOK,
MpeIU3BUKaH OT MHUOKap/eH HH(APKT, TpaBMa, CETICUC, ChpICYHA XUPYPIHs, TIPH 000CTpsiHE Ha
XPOHMYHA 3aCTOMHA ChpJeUHa HEAOCTATHYHOCT, KAKTO U IIPH IIOK, BOAEL 10 ObOpeuHa
HEJ0CTaThYHOCT.

2. Kakso TpsdBa na 3Haete, npeau Aa usnouassare JOITAMHH WZF

He u3noaspaiite JOITAMMH WZF, ako e ¢cb001IeHO HAKOE OT CJIeIHNTE CHCTOSTHUS:
®  AKO CTE AICPTUYHM KbM JONMAMHMH WJIH WM KbM HSIKOS OT OCTAHAJIUTE ChCTaBKH HA TOBA
JIeKapcTBO (M30pOeHU B TOUKa ),
®  (heoXpoMOIIHTOM,
®  TEXKH PUTHMHHU HApYIIECHUS: KAMEPHO MBXKJIEHE, HEKOPUTHPAHHU TaXHAPUTMHUU.



Ipexynpeskaenns u npeanasHu MepKU
I'oBopete ¢ Bamms mekap wmm papmaneBt, npean na usnonssare JOITAMUH WZF.

Mznomnzpaitte JJOITAMUH WZF ¢ noBuiiieHo BHUMAaHUE:
. MIPY MAIUEHTH ChC ChAOBU 3a00sBaHYsI (HANp. aTepoCKiiepo3a, OosiecT Ha PeliHo, apTepuancH
eMOOJIN3bM, 3acsiTaHe Ha ChIOBETE B X0Ja Ha nuabeT u Oonect broprep).

Koraro npunarate JOITAMWH WZF:

. no3ara TpsiOBa Jia ce HaMajlH aKo JUACTOJUYHOTO KPBBHO HAJISTAaHE CE MOBUINY WM ChpjcYHaTa
YyecToTa ce 3a0aBu,
. HE crMpaiiTe BHe3amHo HHpy3usTa.

[IpemapaTbT TpsiOBa 1a ce ynoTpedsBa ¢ BHUMaHKE IPY TMAIIMEHTH ¢ YepHOIpOOHa nin 0b0pedHa
HEI0CTaThYHOCT.

Jeua u roHomu
BbezomacHocTTa Ha ynotpeda mpu nena mox 12 ToanHu He € yCTaHOBeHaA.

Apyru nexkapcrea u JOITAMUH WZF
HNudopmupaiite Bamms nexap, ako H3M0I3BaTe, HACKOPO CTE M3IMOI3BATHN HIH € Bh3MOXKHO J1a
U3I0JI3BaTe APYTH JIEKapCTBa.

Nuxubutopn Ha MoHoamuHOoKkcuaa3ata (MAQ) ycunBar neiictsuero Ha gonamuH. [lanuentn
npuemanu MAO HHXHOUTOPH Tpe3 MocaeTHUTE 2—3 CeAMUI TPsIOBa Jla MOJTyyaT MbpBOHAYATHA
no3a, He no-roisiMa ot 10% ot oOuuaiiHo ynorpebsiBaHaTa 1032 JOIAMUH.

EnHOBpeMEHHOTO MPUIIOKEHHE Ha LUKJIONPOINAH MM XaJOr€HUPAHU XUIPOKapOOHOBU aHECTETULIH
(xanoraH) 1 Jo0MaMHH MOJKE /1a IPEeIU3BHKA BEHTPUKYJIapHa TUCPUTMUS. JefiCTBIEeTO Ha JOTITaMUH ce
aHTaroHU3Mpa oT B-aAPEHONUTHLIN KAaTO IPOIPAHOJION WIK MEeTONposon. Jlomamul He TpsOBa 1a ce
yHoTpeOsiBa ¢ €proToBH ANKAJIOUAH, Thil KATO € Bb3MOXKHO 1a HACTHIIH Ba30KOHCTPHUKIIHA.
TpUIUKINYHNTE aHTUCTIPECAHTH M TBAHETHINH MOTAT Jia 3aCUJIST JIOTIAMHUHOBHUTE €EKTH KaTo
MOBHIIEHO KPHBHO HANISATAHE.

[Ipu naumenTr ynorpedsBamy GEeHUTONH 1 TOTIAMUH ca HAOJI0AaBaHU XUIIOTOHHS U OpaguKapaus.
JonamMuH MOXe a 3aciiii e(eKTUTE Ha AUYPETHLIUTE.

BpeMeHHOCT U KbpMeHe
AKxo cTe OpeMeHHa WM KbpPMUTE, CMsITaTe, Y€ MOXKeE Ja CTe OpeMEeHHa WM TUIaHUpaTe OpeMEeHHOCT,
nochBeTBalTe ce ¢ Bamus nekap npeau ynorpebara Ha TOBa JIEKapCTBO.

HpenapaTLT MOXKE Ja C€ yHOTpe6;[Ba I10 BpEMC Ha 6peM6HHOCT, CaMoO KOraTto, 1o MHCHHUEC Ha JICKap,
MoJi3aTa 3a MaiiKaTa HaJJesIsIBa HaJl MOTCHIIMAIHATa 3aIljlaxa 3a IJIojia.

HeKapCTBOTO € IIOKa3aHOo B ClIy4ad Ha HCIOCPEACTBCHA OITACHOCT 3a )XUBOTA. HpI/I HO,Z[06HI/I
00CTOSTEICTBA KbpPMCHCTO HE € MPOTHBOIIOKA3aHUE 3a IIPUJIOKCHUC HA IIpCriapara.

Hlodupane u padora ¢ MAIIUHHA
He e npmiiosxxumMo — JIekapcTBOTO ce YIIOTpeOsiBa P HEMOCPEACTBEHU )KUBOTO3aCTpaIIaBaIlN
CBbCTOAHUS.

JOITAMMUH WZF cbabp:ka HATpHeB MeTa0MJIyc(puT, HATPHIi
JOITAMUH WZF chabpxa HaTpHeB METaOUCYI(UT, KOWTO B PEJKHU CIy4and MOXKE J1a TIPUUUHH
TEXKH PEaKIMH Ha CBPbXYyBCTBUTEITHOCT U OPOHXOCIIA3bM.



Topa nekapcTBo chabppika 12,27 mg HaTpuii (OCHOBHA ChCTaBKa Ha TOTBapcKaTa/Tpare3Hara cojl) BbB
Bcsaka amiryna 5 ml. ToBa kommdecTBO € ekBuBaneHTHO Ha 0,61% oT mpernopbUnuTeTHAS MaKCUMAJICH
JTHEBEH XpaHUTEJICH PUEM Ha HATPUH 3a BB3pacTeH.

ToBa nekapcTBO MOXKE Ja ce pa3pek/ia - BUXKTe MM0-10y Touka 3. ChIbp)KaHUETO Ha HATPHUM

B Pa3TBOPUTENS TPSOBA 1a ce NMa MPEABHI, KOTATO Ce MpecMsTa 00IMIOTO ChAbPIKaHUE HAa HATPUH

B IPUTOTBEHUS pa3TBOP Ha MPOAYKTa. 3a Mo-NoApoOHa HHPOPMAIHs OTHOCHO HATPHEBOTO
ChIbp)KaHUE B Pa3TBOPA, M3MOJ3BaH 3a pa3pekaHe Ha MPOIYKTa, OTHECETE CE 10 KpaTKaTa My
XapaKTepPHUCTHKA.

3. Kak na uznoassare JOITAMUH WZF

[MpenapatbT TpsOBa Aa ce MPHIOKHU Ype3 HHTPABEHO3HA HH(Y3HUS CIIE PEIX0XKAAIIO0 Pa3pekIaHe.
IIpenapaThT ce mpuIara B ToJsAMa BeHa WM [IEHTPAIHATA BEHO3HA CHCTEMA, 32 J1a C& HaMaJli PUCKA OT
EKCTpaBa3alus.

ToBa niekapcTBO TpsIOBA a ce pa3penr Npenu ynorpeoa.

Honamun WZF Moxe na ce pa3tBopu ¢ 5% rimoko3eH pa3TBop 3a uHdpy3us uiau 0,9% pa3tBop Ha
HaTpHeB XJIopH[ 3a HH(Y3us. Pa3TBapsiHeTo TpaOBa 1a ce M3BBPIIM B CTHKJICH, ITOJIHETHICHOB
(LDPE) unu nonunponunenos (PP) konrelinep.

3a j1a ce mpuroTBU pa3TBop 3a uHpy3ust, pazrBopere 100 mg mwim 800 mg nomamun B 250 ml ot
pastBoputens (5% rimoko3eH pa3TBop 3a uHMy3usa wan 0,9% pa3TBOp Ha HATPHEB XJIOPHU] 32
uHpysus). 1 ml ot monydenus paszrBop chabpxa chorBeTHO 400 Mukporpama i 3200 Mmukporpama
JOTIAMUHOB XHAPOXJIopua. Pa3TBapsHeTo Ha IekapcTBOTO TPsIOBA J1a ce MPOBEXk/Ia B KOHTPOIUPAHH U
BIUIUPAHH ACEITUYHH yCIOBHSI.

Cpok Ha rOZHOCT Ha pa3pencHus 3a yrnorpeda NPOAyKT: BIKTE TOUKA 5 OT JIMCTOBKATA 32
JOI'BJIHUTENHA HHPOpMALIKSL.

2 1031/1[ DOBKa

Bwspacmuu, nayuenmu 6 cmapuecka evs3pacm, oeya Hao 12 200unu:

[IbpBoHavanno, 1-5 pg/kg Tenecna maca/mun B uHdy3us. B mocnencTere no3ata Moxe 1a ce
yBennuu ¢ o 1-5 pg/kg renecna maca/mMuH Ha Bceku 10-30 munyTH MakcumanHo a0 20-50 pg/kg
TenecHa Maca/MuHyTa. CpeiHara J103a ynotpeOsBana npu nanueHTy e 20 pg/kg tenecHa Maca/MuH.
[Tpn HanpeHANIM CTAAMY HA HApYIICHHS B IUPKyJIanusaTa ce ynorpeossar no3u Hag S0 pug/kg renecna
Maca/MUH.

I[Tpu manueHTy ¢ TeXKKa, HEMoAATIMBa Ha JICUCHUE XPOHMYHA ChPJICYHA HEI0CTAThYHOCT, JICUCHUETO
Tpsi0Ba n1a 3amoyne ¢ go3a ot 0.5 o 2 pg/kg TenecHa Maca/MHH. KaTO BIIOCJIEACTBHE CE YBEIMYaBa C
1-3 ug/kg TenecHa Maca/MuH. 10 HapacTBaHE Ha TUYPETHUHUS €(PEKT.

BHuMaHKe: KpbBHOTO HaJISATaHe, ChpleuHaTa YeCTOTa U Auype3ara TpsOBa Jia ce KOHTPOJIUpAT 1O
BpeMe Ha MPUIIOKEHUETO Ha JIEKAPCTBOTO.

AKo cTe mpueu nmoseye otT HeodxoqumaTta n103a JOIIAMUWH WZF

BB3M0OHO € a HacTHIM MOBUIIEHUE HA KpBBHOTO HajsiraHe. Jlo3ara Ha qonamuHa TpsiOBa z1a ce
HaMali Wik UHQy3usTa BpeMEHHO J1a ce CIpe JI0 HACThIIBaHE HA CTAOMIM3aLusl B ChCTOSIHUETO Ha
narpenTa. Thi KaTo JeficTBUETO Ha JIOTIAMUH € KPaTKOTpPaiHO, He € He00X0IMMO Jia ce TIpeArnpreMaT
JOTBJIHATETHY JIEUCTBUSL. AKO ChCTOSIHHETO Ha TAIFeHTa He ¢e TT0I00pH, € TIPETTOphUnTEITHA
ynoTpebata Ha o-aJlpeHepruYHH OJIOKEPH C KpaTKOTpaiHO AeHCTBHE, HAIP. PEHTOIaMUH.

4, Bb3MOKHYU HeKeJIaHU peaKkuu

KakTto Bcmuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia IPECAU3BHUKA HEKECIIaHN pCaKINU, BBIIPEKU Y€ HE
BCCKU I'1 IOJTy4aBa.



HabarotaBaHu ca HEXEIAHM JIEKAPCTBEHHU PEAKIIMHU C YECTOTA .

Heuecru (3acsrat ot 1 1o 10 Ha 1 000 namuenTn):

- rimaBoOosme, 6e3MOKONCTBO, TPEBOKHOCT, TPEMOP Ha TIPHCTUTE

- cTeHoKapaHa 00Jka, chpleOneHe, MOBUIIaBaHe Ha KPHBHOTO HaJSTaHe
- rajieHe, TIOBpBIIaHE.

Penxu (3acsarar ot 1 go 10 ma 10 000 manuerTn):

- abepanyu B MPOBOAMMOCTTA, Opamukapust, mpojgourupan QRS komruteke

- XUIIEPTOHUS, TPOBOKKPAHE HA APUTMHHU (CHHYCOBA TaXUKap/¥s, HaJKaMEPHHU U KaMEPHU
ApUTMHH), TIOBUIIIABAHE HA JICBOKAMEPHOTO KPAHO JTUACTOJIHO HAISTaHE, XUTTOTOHHS

- MUTOCPEKITHS

- a30TEeMHUsI, TIOTHYPHUS

- (haramHa KaMepHa apUTMUS.

Mtoro penku (3acsarar mo-maiako ot 1 ot 10 000 manuenTn):
- HEKPO3a Ha MEKHUTE ThKaHH.

C HensBecTHa yecToTa (OT HATMYHHUTE IaHHHU HE MOKe Ja ObJic HalpaBeHa OLICHKA):
- CKTOIIMYCH ITYJIC, MaJllTallui, Ba3OKOHCTPUKI A

- TucTiHes (3a4yX)

- Muzpuasa (pa3upsBaHe Ha 3CHHUIIATA)

- raHrpeHa npy MalueHTH ¢ TPEeAIIecTBAIIO ChI0BO 3a00sBaHE.

Cro01aBaHe HA HeXKeJIaHU JIeKAPCTBEeHU peakiuu

AKO MoNyuynTe HIKaKBH HEXETaHU JICKApPCTBCHU Peakiuy, yBeaoMere Bamust gekap uinu hapMariesr.
ToBa BKJII0UBa BCUYKH B3MOKHH, HEOIIMCAHH B Ta3H JIUCTOBKA HEXKEJIAaHU peakuuu. Moxere chio Ja
ChOOLINTE HEXETAHN PEaKLMH AUPEKTHO Upes3:

WznbiHUTEHA areHnus 1Mo JIeKapcTBaTa

yi. ,,Jlamsa I'pyeB” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiit: www.bda.bg

Kato cpo0miaBare HexxenaHu peakiy, MOXKETe Jia aJleTe CBOS IPUHOC 3a [10Jy4YaBaHe Ha IOBeYe
nHpOpMaLUS OTHOCHO 0€30I1aCHOCTTA Ha TOBA JICKapCTBO.

5. Kak na cexpansiate JOITAMWH WZF

[a ce cpxpansiBa ce npu temmneparypu noj 25°C. CpxpaHsABaiiTe aMITyJINTE B KApTOHEHAaTa OMAaKOBKa,
3a J1a T¥ TIpeAna3uTe oT cBeTiinHa. [la He ce 3ampassBa.

Jla ce cbxpaHsABa Ha MsCTO, HEJJOCTBITHO 32 JIeLa.
He m3nosn3BaiiTe TOBa JIEKapCTBO CIIE CPOKA HA TOJHOCT, OTOETSI3aH BEPXY €THKETa U KapTOHeHaTa
onakoBka cie EXP. CpokbT Ha TOIHOCT OTTOBAps Ha MOCIEAHMS IEH OT MOCOYEHHS MECEII.

Cpok Ha rOZIHOCT Ha TOTOBUS 32 YIOTpeda MPOIYKT:

[pu ynorpeba e nokazana XxuMu4Ha ¥ Gr3ndHA cTaOMIHOCT 3a 24 yaca nipu 25°C.

Ot MuKpoOHOIOTYHA TJIeIHA TOYKa, Pa3TBOPEHUSAT MIPOAYKT TPsIOBa Jla ce M3MO0I3Ba BeAHara. AKo He
ce M3I0JI3BA BEJJHAra, BpEMETO U YCIIOBHUSATA 32 ChbXpaHEHHE MPEIH YyIoTpeda ca OTTOBOPHOCT HA
W3I0JI3BAIINSL.

Axo e He00X0IMMO, IPUTOTBEHATAa CMEC MOJKE JIa Ce ChXpaHsBa 10 24 yaca npu Temneparypa 25°C,
aKo € CHTYPHO, Y€ Pa3TBOPHT € MPUTOTBEH B KOHTPOJIMPAHU U BAJHIMPAHU ACCTITHYHHU YCIOBUSL.


http://www.bda.bg/

Bceku Hensmon3Ban 10 24 gaca pa3TBOp TPSAOBa a ce U3XBBHPIN. PaspeeHuTe pa3TBOPH HE H3UCKBAT
3alKTa OT CBETJINHA.

6. Chabp:kaHue HA OMAKOBKATA M JOMbJIHUTETHA HHpOpMATHA

Kakso cbabpxa JOIIAMUH WZF

- AKTHBHOTO BEILIECTBO € AONAMUHOB Xuapoxyuopua. Enun ml konueHTpat 3a nH}y3uoHeH
pa3TBOp chIbpka 40 My JOMaMHHOB XUAPOXIOPHI.
1 ammyna cpappaxka 200 My 10MaMUHOB XUAPOXIOPHI.

- Jlpyrurte cbCTaBKH ca: HATpUEB METaOUCYN(UT, TUHATPUEB €ETaT, BOJA 3a HH)KEKLIUH.

Kak usraexna JOITAMUH WZF n kakBO ChABbPKA ONAKOBKATAa
JOITAMUMH WZF 40 mg/ml e Ge31BeTHa mitn OJIe0KBITCHUKABA, TPO3pAaYHA TCUHOCT.
OmnakoBku: 10 ammysu ot 5 ml.

HpI/ITe)KaTe.TI Ha pa3pelicHuETo 3a yHOTpeﬁa U IIPOU3BOAUTE/
[IpurexxaTen Ha pa3pemeHHeTo 3a yrnorpeda

Zaktady Farmaceutyczne POLPHARMA S.A.

ul. Pelplinska 19, 83-200 Starogard Gdanski, [Tosria

[IpouzBoauten

Warsaw Pharmaceutical Works Polfa S.A.

22/24 Karolkowa Str.; 01-207 Warsaw, IToimma
Zaktady Farmaceutyczne Polpharma SA

19 Pelplinska Str.; 83-200 Starogard Gdanski, [Tomma

JlaTa Ha MOCJIeHO Mpepa3sriexaane Ha sucroBkaTta 02/2024



