R T
T DT AT e AR, T Tt O kel W L e ot MR £ T T o R Y b e

= .-"

. ¢AJOf3Jf7

JIncroBka: nupopmanusn 35 llatmem‘a B T S s ot
. | 16//9/?7/7/4 ..r\fgs/

JONAMMH WZF 40 mg/ml mouuen'rpar ia Hmt:y?.noﬂen paamopu & Dﬁ i
NONAMUHOB XHAPOXIOPUA - M

- - B
S i e

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

ceieE i

-, A
P tre e e L .t

IIpoyerere BHHMATE/HO UAJIATA JHCTOBKA, APEAX A2 3aI0YHETE 12 H3N0JI3BATE TOBA

JCKAPCTBO, ThH KaTo T8 ChABPKA BAXKHA 3a Bac nudopmanns, )

- 3anasere Ta3zu JHCTOBKA. Moxe Aa ¢e HAJIOWH A 1 TIPOUETETE OTHOBO.

- AKO UMAaTe HAKAKBH JOIBIHHUTEIHHE BBIIPOCH, IONHTaliTe Bawnsg nekap, nin dpapmauesT.

- Tosa nexaperso e npeanucano auuHo Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To Moxke
Ja HM HaBpeIH, HE3aBHCUMO Y€ MPH3HALKTE HA TAXHOTO 3a004BaHe ca ChUMTE KaTo Baure,

- AKO nonyusTe HIKaKBH HEXEIaHH JISKAPCTBEHU peakuuvH, yreaomere Baiug nekap, unu
(papmanenT. ToBa BKIXOYBA U BCUYKH BE3IMOKHH HEXEJIAHW PEAKIMH, HEONTUCaHU B Ta3H
nucroBka. Bywxkre Touka 4.

KakBo coabpxa Tasu JIHCTOBKa

. Kaxeo npeacrasnasa JOITAMHWH WZF

Kakeo Tpabpa na 3HaeTe, NpeaH Aa H3ION3BATE ,ILOHAMHH WZF

Kak pa mznonssare JJOIIAMWH WZF

B13MOKHH Hexke/laHH peaxkyHu a.
Kak na cexpanseare JOINAMUWH WZF

CreappkaHue Ha ONAaKOBKaTa W AOMBAHUTEIHA HHGOpPMALKA

R

1.  Kakso npeacrasnasa JOITAMIH WZF u 3a kakBo ce #310,/13B2a

JOonaMHH e KaTexonaMuH, ASHcTBAall HA aipeHePruMHUTE KaKTO H Ha JOTTAMHHEPTHYHHTE PELENTOPH.
Toit punatrpa 6L6peuHKTE, HAa BETPEIIHATE OPraHH, HA ChPISYHHA MYCKYJ 1 B MO3bKa KPbBOHOCHH
CBJIOBE. |

Crnen npunoskeHre Ha HUCKK 1034 J[onaMuH, TIEKAPCTBOTO AeHCTBA HA MBPBO BpeMe Ha
NOTMIAMUHEPTHYHUTE PELSNTOPH, B PE3YJITAT HA KOETO ce NoBuLlaga ObOpeyHns gedut (rnomepynHaTa
duntpauus), MOBHILIABA CC HATPUESBATA CKCKPEUMS K Auype3ata. TIPHNOKEHUETO Ha YMEPEHH J103H
BOJH IO CTUMYJalMa Ha [i-aApeHEPTHYHHTE PELIETITOPH, 10KATO BUCOKHTE AO3H CTHMYJIHPAT o~
AJIPCHEPIHYHHUTE PEUENITOPH NMPHYMHABAUKHA CBHBAHE Ha NEPUPEPHUTE KPBBOHOCHH CHAOBE M
[I0OBHILABAHE Ha apTePHATHOTO HAIATAHE,

IlpenapareT ce ynotpe6aBa npy XeMOAHHAMHYHH HAPYILISHHA, IPOABABALLH CE IO BpEMe Ha IHOK,
MPEAH3BHKAH OT MHOKAapAECH WH(APKT, TpaBMa, CEIICHC, ChpAeYHA XHPYPrus, NpH 000CTpAHE Ha
XPOHWYHA 3aCTOlHa ChpAEYHAa HEAQCTATHUHOCT, KAKTO M MPH IIOK, BoAEL] 10 Op0peyHa
HEAOCTATBYHOCT.

2. Kakso TpaGBa na 3naere, npeaun aa uznoassare JJOINAMHAH WZF

He n3nonzpaiite JOINTAMMPH WZF, axo € ¢bo0IIeH0 HAKOE OT CJIEAHHTE CLCTONHHSA:
®  AaKO CT€ AJIEPrHYyHH KbM AONAMHH WIK MJIIH KBM HAKOS OT OCTAHAJINATE CHCTABKH Ha TOBA
AexapeTBo (M36poeHU B TOUKA 6),
$PeoXPOMOLIUTOM,
TEXXKH PHTBEMHH HapYLISHHSA: KAMEPHO MBXK/IEHE, HEKOPHTHPAHH Tax




IIpeaynpexaeHns B npeANa3HH MEPKH
['oBopete ¢ Bamug nekap wid gapmanesT, npeau Aa uznoassare JJOITAMMH WZF.

Hznonaeaitre JIOITAMHWH WZF ¢ nosHilIeHO BHHMaHHE:
. [PH NALKMEHTH CbC ChAOBH 3a0onABaHUA (HANp. aTepockiiepo3a, bonect Ha PeiHo, apTepuaneH
eMOOJTH3BM, 34acAraHe Ha CLIOBETE B X0/1a Ha AHa0eT U 6oiecT Broprep).

Koraro npunarare JIOIIAMHWH WZF:

- nosata TpAGBa Aa ce HAMAJIH aKO JHACTONHMYHOTO KPBBHO HANATaHE C€ MOBHIIH HIIH CHPJAEYHATA
yecToTa ce 3adaBH,
° HE CITHpaiTe BHE3aHO HHPY3HATA.

IIpenaparsT TpabBa aa ce ynotpedapa ¢ BHUMaHUE NPH NaLMEeHTH ¢ YepHOoApoOHa uiK OBOpeuHa
HeAOCTATHYHOCT.

Jlena # J0oHOIIH
bezonacHocTTa Ha ynotpeda npu Aclia nox 12 rogMHH He € YCTaHOBEHA.

Apyru jgexapersa B JOIIAMUWH WZF
Wudopmupaiire Bamms nekap, ako M3non3eare, HACKOPO CTE U3NON3BAIN WIH € BE3MOXKHO /1a
H3[I0JI3BaTe APYTH JCKAPCTBRA.

Huxuburopu Ha moHoamuHokcHRazata (MAQ) ycunear neicTBHeTO Ha A0NaMuH. [lanHeHTn
npHeMand MAO HHXUOWUTOPH Npe3 NOCTeaHUTE 2—3 CeAMULM TpAOBa Ja I0Ny4aT [TbpBOHAYaTHA
n03a, He no-ronama ot 10% ot obnuaiino ynorpebapraHaTa /03a J0NAMHKH.

EnHOBpEMEHHOTO NpHIOKeHHE HA LHKIONPONaH WIH XanoreHHpaHH XHAPOKapOOHOBH aHECTETHLIH
(xanoran) ¥ qoNamMHH MOXKe Aa NPEAM3BHKA BEHTPHUKYJIapHa AMCPUTMHMA. JIeHCTBHETO HA IONAMHEH Ce
AHTArOHU3Hpa OT P-aiPSHOMUTULIMA KATO MPOTIPAHOJIO WIH MeTonpoion. JonaMuH He TpaOea na ce
ynorpedABa ¢ €proToBU AJKAJIOUIH, Thil KaTo € Bh3MOXKHO /1a HACTBITH Ba30OKOHCTPUKLIHA.
TpuuMknuYHKTE AaHTHAESNPECAHTH U rBAHETHAHH MOTAT J1a 3aCHJIAT JOMAMHHOBHTE €(EKTH KaTo
[IOBHIICHO KPBBHO HAJIATaHE.

[Ipu naumenTH ynorpebasaimy GeHUTOHH H IONAMHH ¢a HaOMIo1aBaHy XHIIOTOHHUSA U OpaaMKapaHa.
JOMnaMHH MOXKe 2 3aCWIH ePEKTATE HA JUYPETHLHMTE.

bpeMeHHOCT H KbpMene
AXoO cTe OpeMEHHA WM KEPMHTE, CMATATE, Ye MOXe 4 ¢Te OpeMeHHa HITH TUTaHHpaTe OpeMEeHHOCT,
NMOCHLBETBANTE ce ¢ Bauing nekap npeau ynorpedara Ha TOBa JIEKapCTBO.

[IpenapaTeT MOKe Aa ce ynorpedaBa no BpeMe Ha OPEMEHHOCT, CaMO KOraTo, 1o MHEHHE Ha JIeKapH,
N0JI3aTa 3a Maitkara HaAne aBa Haj NOTeHLUMATHATA 3aljlaxa 3a [oaa.

JlexkapcTBOTO € MOKa3aHo B CJIy4aH Ha HENIOCPEACTBEHA OMAcHOCT 3a KMBOTA. [ Ipy nogobHu
00CTOATENICTEA KEPMEHETO HE € NPOTHBOIOKA3AHHE 3a IPHIIOKEHHE Ha Ipenapara.

IMlodupane 1 paboTa ¢ MAIIHHHA
He e npunoxumMo — nexapcTeoTo ce ynotpebaea NpH HEMOCPEACTBEHH XKHBOTO3aCTpallaBallH

CBECTOAHHNA.

JOINNAMHWH WZF chbabpxa HaTpHeB MeTAOHIYCPHT, HATPHIi

HONAMMWH WZF cpanpxka HatpHeB MeTaGHCYI(PUT, KOHTO B peIKK ClIy4an MOXKeE j
TEXKKH pPE€aKLIMH{ Ha CBPBXUYYBCTBHTEITHOCT H OpPOHXOCNIA3bM.



Toea nekapcTBO chabpka 12,27 mg HaTpui (OCHOBHA CLCTABKA HA FOTBAPCKATA/TPANE3HATA COJl) BbB
BCaka amnyia 5 ml. Tora konu4ecTBO € eKBHBANEHTHO Ha ,61% oT npenopbyUTEIHHI MAaKCHMAIEH
JHEBEH XPAHHTENEH NPHEM HA HATPKH 32 BH3PACTEH.

ToBa nekapcTBO MOXe Oa ce paspexa - BUXXTE No-101y Touka 3. ChIbpXKaHUETO Ha HATpuUii

B pa3TBOPHTENS TPAORA Aa c€ MMa NpeaBui, KOraTo ce npecMaTa ob1oTo CbAbPyKaHUE Ha HATPHH

B [IPHTOTBECHUA Pa3TBOP HA MPOayKTa. 3a no-noapodra undpopMaLpd OTHOCHO HATPUEBOTO
CbAbpPXKAHHE B Pa3TBOPA, H3MOJI3BAH 32 pa3pexk/IaHe HA MPOAYKTA, OTHECETE Ce 0 KPaTKaTa My
XapaKTePUCTHKA.

3. Kak za m3noussare JOIIAMHAH WZF

I1penaparsT TpAOBa 1a ce MPUI0KH Ype3 HHTPABEHO3HA HH(Y3MA ¢Ie/l NPeIX0KAAII0 pa3pekaaHe.
[IpenaparsT ce npunara B rojisMa BeHa WA [IEHTPATHATA BEHO3HA CHCTEMA, 32 A & HAMATH PHCKA OT
€KCTpaBa3aLus.

Toea nexaperso TpaOBa Aa ce paspeay npeny ynorpeba.

Honamun WZF Moxke aa ce pa3TBOpH ¢ 5% IIIOKO3€H pa3TRop 34 HHGY3HA HWiH 0,9% pasTeop Ha
HATpHEB XJIOpPHJ 3a HH(y3Ha. PazTBapaHeTo Tpabea Ja ce H3BBPILM B CTHKIIEH, NOTHETATCHOB
(LDPE) wnm nonunpormnedos (PP) kouTeiinep.

3a 1a ce IPHIOTBH pa3TBOp 3a HHY3us, pasTeopere 100 mg wnu 800 mg nonamun B 250 ml ot
pasTBopurens (5% rmokoseH pasTeop 3a HHPY3ua ninu 0,9% pasTBop Ha HATPHER XJIOPHA 34
vHQYy3ua). 1 ml oT nonyueHus pasTBop cbabpka croTBeTHO 400 Muxporpama munu 3200 mukporpama
ZOTIAMHHOB XHAPOXNOpHA. PasTBapsHeTo Ha aekapcTBOTO TpAOBa f1a ce NPOBEXKAa B KOHTPOJIMPaHH H
BATHIHUPAHU aCeNITHYHH YCIOBUA.

Cpok Ha rOZHOCT Ha pa3peAeHHA 3a ynorpeda NpoayKT: BIXKTE TOYKA 5 OT JIMCTOBKATA 34
AOIIBJIHHTENHA HH(OPMALIHA.

ﬂOSH POBKa

Bovapacmnu, nayuenmu 6 cmapuecka ev3pacm, deya nao 12 2oounu:

[ IspBonauanto, 1-5 pg/kg TemecHa Maca/MuH B HH(Y3HA. B nociencreie qo3ara Moxe Ja ce
yBeJHYIH ¢ TIo 1-5 pg/kg renecHa Maca/muH Ha Beekn 10—-30 MuHyTH MakcuManHo go 20-50 ug/kg
TejlecHa Maca/MuHyTa. CpeaHata ao3a ynorpedasana npu nauuenty € 20 pg/kg tenecna maca/mMum.
[Ipu HanpenHany cTaauK Ha HApYLIEHHS B LIMPKYJaLMATa ce ynoTpedapat no3u Haj 50 pg/ke TenecHa
Maca/MHH.

Ilpx nauMenTH ¢ TexKa, HEMOAATIIMBA Ha ICUCHHE XPOHUYHA ChPACYHA HEIOCTATHYHOCT, JICYEHHETO
TpsAbea na 3anoune ¢ fo3a ot 0.5 no 2 pg/kg TenecHa Maca/MMH. KaTO BITOC/ICACTBHE CE YBEIHYABA C
1-3 pg/kg TesrecHa Maca/MHH. 10 HapacTBaHe Ha AMYPETHHHHASA €(EKT.

BiinMaHye: KppBHOTO HaIAraHe, ChpAevHaTa YECTOTa M Auype3aTa TpA0Ba Ja ce KOHTPOIHPAT [0
BpeMe Ha MPHJIOKEHHETO Ha JISKAPCTBOTO.

AKO cTe NpHeaH NoBeue oT Heobxoaumara nosza JOMMAMUH WZF
B13MO0XHO € Aa HACTBIH NOBUIICHHE HA KPBBHOTO HaysiraHe. Jlo3ara Ha ZoMaMHHa TpA6Ba ja ce
HaMaNi WK HHY3UATa BPEMEHHO Ja ce CIpe /IO HACTbIIBaHE Ha CTa0WIM3aIMA B CHCTOSHHUETO HA
nauHenTa. Toi KaTo nelicTBHETO Ha AONIAMHH € KPaTKOTPaiHo, He € HeoOXOaUMO J1a ce mpeanpueMar
AOIBJTHMTEIIHA JEHCTBHA. AKO ChCTOSHHETO HA MALMEHTA HE CE MOA00pH, € MPenopbYUTENIHA
ynorpebara Ha a-aApeHepruuHH OJI0KEepH ¢ KpaTKOTPaiiHoO AeHcTBHE, HAlp. PeHTOIaMHH.

4. BL3iMOKHH HeXxe/IaHH PeaKIHH

KakTo BCHYKH JIEKAPCTRA, TOBA JICKAPCTBO MOXKE Aa MPEAN3BHKA HEKETaHH pes
BCEKH 'H NOJ1y4aBa.



HﬂﬁJ’llOgﬁBaHH Ca HCHCIIAHH JICKAPDCTBEHH PCAKIIHH C YECTOTA.

HeuectH (3acarar or 1 ao 10 va 1 000 naumenTH):

- raBodonme, 0e3MOKOUCTBO, TPEBOKHOCT, TPEMOP HA IPBCTHTE

- CTeHOKap/Ha OosKa, chpuedHeHe, TOBHLIABAHE HA KPHBHOTO HAJIATAHE
- ragcHe, NoBpbIlaHe.

Penxu (3acarar or 1 1o 10 na 10 000 naipeHTH):

- abepaluH B MPOBOAUMOCTTA, OpafgHKapaus, nporoHrdpaH QRS komiuiekc

- XMMNEPTOHHA, NPOBOKHUPAHE HA apUTMUM (CHHYCOBA TAXUKAPAWA, HAAKAMEPHY B KAMEPHH
apUTMHH), MOBHILIABAHE HA JICBOKAMEPHOTO KpaHHO JHACTOHO HANATaHE, XMIIOTOHHSA

- NHJIOCPEKLIMSA

- a30TeMHA, MOJIMYPHA

- tharanHa kKamepHa apHTMHUA.

MHoro peaku (3acarat no-manko ot 1 or 10 000 nauuenTn):
- HEKPO3a Ha MEKUTE ThKaHU.

C HensBecTHA YyecToTa (OT HAIMMHHUTE JaHHYU He MOXe Ja ObJie HanpaBeHa OLCHKA):
- CKTONHUYEH MyJIC, MAINUTALIUH, BA30KOHCTPUKIIHA

- adcnHes (3aayx)

- MHApHa3a (pa3llMpABaHe Ha 3€HHLIATA)

- raHrpeHa MnpH NaUHSeHTU ¢ NpeAecTBALLC ChROBO 3a00NaBaHe.

Cro0maBane HA HeXXEJAHH JIEKADCTBCHH PEAKIHN

AKO MOTYYHTEC HAKAKBH HEXKE/IAHM JICKaPCTBEHH PeaKUHH, yBeaomeTe Baniua nekap wiu ¢apMaleBT.
ToBa BKJIFOYBA BCHUKH BE3MOXKHH, HEONIMCAHH B Ta3H JIMCTOBKA HEXKEIAaHU peakuy. MoxeTte cbIIo Aa
ChOOIIMTE HEXKESNAHH PEAKIIMH JUPEKTHO Ype3:

HM3nbnHUTeNHa areHnda No JleKapcTBaTa

yi. ,.JlamaH ['pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiit: www.bda.bg

KaTo crofiLaBaTe HeXeNnaHH peakuMH, MOKeTe J1a 1afieTe CBOs IPHHOC 3a MoJyHaBaHe Ha NoBeye
HH(OPMAaLMA OTHOCHO 0E€30MacHOCTTa Ha TOB2 JIEKAPCTBO.

5.  Kak pa cexpapasare JOIIAMUH WZF

Ja ce ¢cbxpansBa ce npH temneparypu nod 25°C. CexpaHaBaiTe aMITyJIMTe B KAPTOHEHATA OIIaKOBKA,
3a Aa TH Nnpejnasyure oT CBeTIHHA. [/{a He ce 3amMpa3ssBba.

Jla ce cexpaHsBa Ha MACTO, HEJIOCTHIIHO 34 Aeua.
He u3nonseaiiTe ToRa IEKapCTBO ClieA CpoKa HA TOAHOCT, OTOCS3aH BBPXY €THKETA H KAPTOHCHATA
onakoeka cnea EXP. CpoksT Ha rogHocT OTroRaps Ha NOC/IEAHHA OA€H OT MOCOYEHHA Mecell,

CpoOK Ha roAHOCT Ha rOTOBHA 3a YNOTPe6a NPOAYKT:

ITpr ynotpeba ¢ nokazaHa xuMHuuHa U (pH3U4HA cTaGHHOCT 3a 24 yaca npu 25°C.
OT MAUKpOOHOIOrHYHA TTIeIHa TOYKA, Pa3TBOPEHUAT NPOLYKT TPAOBA a Ce H3MN0N3BA pf
¢¢ H3NON3Ba BeAHara, BPEMETO 1 YCIOBHUATA 3a ChbXpaHEeHHE MpeaM yroTpeda ca or
H3T10JI3BallHA.

AKO € He0DX0AUMO, MPHUPOTBEHATA CMEC MOXE J1a C€ ChXpaHABa 10 24 yaca NpH Te
aKO € CHI'YPHO, 4€ Pa3TBOPBT € NMPUTOTBEH B KOHTPOJIHPAHH U BAJIMIMPAHH acETTH




Beeku Hen3non3eaH Ao 24 yaca pa3TBop TpsOBa j1a ce M3XBbPIH. PazpeaeHHTe pasTBOPH HE H3MCKBAT
3a1UTA OT CBETIIHHA.

6. Chabpxalie HA OMAKOBKATA H J0NBLJIAHTETHA HEPOpMANHA

Kakso coabpxa JOINAMMAH WZF

- AKTHMBHOTO BELIECTBO € ACMAMHUHOB XMApOoXJIopua. Eana ml KOHUEHTpAaT 32 HHPY3HOHCH
pa3TBOp chABpKa 40 mg AONAMHUHOB XHAPOXJIOPHI.
| amnyna cbabpxa 200 mg JONaMHHOB XHIPOXJIOPHA,

- HApyrure CbCTaBKU ca: HATPHEB METaOHCYN(PHT, AMHATPHER E€IETAT, BOJA 33 HHKEKLHH.

Kax m3raexaa JOIMAMWH WZF H KakBO ChABPXKA ONAKOBKATA
NOITAMHH WZF 40 mg/ml e 6e3uBeTHa win Ofe 0K bJITEHHKABA, IPO3pavHa TEYHOCT.
Onakosku: 10 ammynu ot S ml.

IIpaTexaTe HA pa3spelIeHHEETO 32 YOIOTPeOA H IPOH3BOAATE
[IpuTexaren Ha paspelleHHETo 3a yrnoTpeda

Warsaw Pharmaceutical Works Polfa S.A.

22/24 Karolkowa Str.; 01-207 Warsaw, [Tonma

[Iponsoauren

Warsaw Pharmaceutical Works Polfa S.A.

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

19 Pelplinska Str.; 83-200 Starogard Gdanski, INonma

I[HTR HA DOCICAHO NpepasrjIckKIaHe HA JHCTOBRATA




