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1. HME HA JEKAPCTBEHHUA NPOAYKT

TOMAMMH WZF 40 mg/ml koHIeHTpaT 3a nHdy3uoHeH pasTsop | Kbae Pee. M ..........
DOPAMIN WZF 40 mg/ml concentrate for solution for infusion

Al arpranndaddrEragd i FFFFEF AT R

2. KOJMAYECTBEH H KAYECBEH CHCTAB

Bceky ml OT KOHIEHTpATa 32 MHPY3MOHEH pa3TBOp Chabpika 40 mg J0NaMHHOB XHAPOXJIOPHA
(Dopamine hydrochloride).

1 aMnyna ceaepka 200 mg qonaMUHOB XUAPOXJIOPUA.

[MoMOLIHH BEmECTBA C M3BECTHO JICHCTBHE: HATPHER metabucynduT (10 mg/ml), HaTpHHA.
3a ITBJIHAA CIMCHK HA MOMOIIHHMTE BELIECTBA BHXKTE To4kKa 6.1.

3. ®OAPMAINEBTHYHA ®OPMA
KonneuTpar 3a MHPY3HOHEH pa3TBOD.

Besuperna wiv OJegoXbITEHUKABa, PO3PavHa TEYHOCT.

4. KJHWHHYHH JAHHH

4.1 TepaneBTHYHH MOKA3ZAHHA
[penapaThT ce yNoTpeGABa NpH XEMOANHAMHYHH HapyMEHWs, NPOABABAIIHA CE HO BpeMe Ha LIOK,
[peNM3BHKAH OT MUOKapAeH HHpapKT, TpaBMa, CENCHC, ChpAEYHA XHPYPIUA, TIPH o0oCTpsHE HA

XPOHHYHA 3aCTONHA CHPACTHA HEAOCTATHYHOCT, KaKTO K MpPH IICK, BOACIH RO 610peuHa
HEAOCTATHYHOCT.

4.2 Jlo3upoBKa ¥ HAYHH HA NPHJAOKEHHE

Ho3upoBKa

Bw3pacmuu, nayuenmu € HanpeOrana vapacm, deya Hao 12 200unu:

[TspBoHaqaIHO, 1-5 pg/kg TenecHa Maca/MiH B MHGy3us. B nocneACTBAE A03aTa MOXKE na obae
yBeuueHa Ha Bcekd 10-30 muHyTH ¢ o 1-5 pg/kg TenecHa maca/mMuH MakcuManto ao 20-50 ug/kg
TenecHa Maca/MuHyTa. CpefiHaTa 1032 YoTpeOABaHa Npy NaluueHTH € 10 20 pg/kg TenecHa Maca/MHH.
[Ipu HanpeHANU CTaAWH Ha HAPYIIEHHS B LIMPKYalHiATa CC yrnorpe6sBar no3d Hal 50 pg/kg TenecHa
Maca/MHH.

[Ipy NALKEHTH € TEXKKA, HEIOAATIMBA Ha JICUCHUE XPOHI'THA ChPACHHA HEAOCTATBYHOCT, JICUCHUETO
Tpsi6Ba aa 3anouse ¢ go3a ot 0,5 no 2 pg/kg TenccHa MACa/MHH. H BIOCJIEACTBHE YBETHIEHa C 1 -

3 ng/kg TenecHa Maca/M¥H., 10 HAPACTBaHE Ha AWYPETHHHA epeKT.

Buumanue: KpbBHOTO HAIAMAHE, CHPACYHATA YECTOTA W AMype3aTa TpabBa jJa ¢& KOHTPOJIUPAT 1o
BpEME HA MPHNOKEHHE HA JIEKAPCTBOTO.

Heya nod 12 zoounu:
Be30MacHOCTTa M e(pMKAaCHOCTTA Ha JONAaMHH NpH Jela He ¢ yCTAHOBCHA.




HauuH Ha [IDHITOKECHHE

[IpenaparsT ce npunara 4pe3 HHTPABEHO3HA MHOY3HA cael MpeAX0KIalL0 paspexaane — B TOUKa
6.6.

4.3 [IIpoTHBONOKA3aAHHA

e CBpBXYyBCTBHTEIHOCT KbM aKTHBHOTO BELIECTBO WIIH KbM HAKOC OT IMOMOIIHUTE BEUICCTEA,
H30poeHM B TOUKa 6. 1.
. DecOXPOMOLIHTOM.

TeXKH PETBMHH HApYILIESHHA: BEHTPUKYIapHO GUOPHIALNO, HEKOPHTHPAHH TaX#apUTMHH.
4.4 CneuuaJHH NpeAyNpPeXKACHHA U Npeana3HH MePKH NpH ynoTpeda
XwunosonemusTa TpabBa Aa ce KOpHTrupa npeay “Hdy3usra ¢ JoTIaMHH.

[IpenapateT TpA0Ba Ia ce mpwiara C/i¢ pa3pesk/iaHe B rojiiMa BeHA MK LCHTpalHaTa BEHO3HA
CHCTEMa, 32 [1a C6 HAMAIM PUCKa OT eKkcTpasasanus. Ja He ce npuiara MHTpaapTepHaTHO Wi 6oyC.
B cmyuali Ha exCTpapa3alMs Ha Npenapara, CpeaCTRO HA H300D IpH JISUEHHUETO, OrpaHHHAaBalIo
HEKPOTUYHATA 30Ha € MEQUITPALMI HAa MACTOTO Ha eKCTpaBa3aluA ¢ YeHTONAMHH pasTBOp (5-10 mg
B 10-15 ml 0,9% pa3TBOp Ha HATPHEB XJIOPHA) C THHKA HITIa 3a NOAKOXHO HHXKCKTHPAHE.

Hudy:uara ¢ npenapara TpaOBa Aa ce CrHUpa HOCTENEHHO, 3a 1a ce NPEeAOoTBPATH XHUITOTOHHA.
T[MalMEeHTH ChC ChAOBY 3ab0saBaHuUs (HATIP. ATEPOCKIIepo3a, BonecT Ha PeHHO, apTepHaIcH
eMOONH3BM, BE3INANECHHE Ha CHAOBATa UHTHMA NTpH avaber u Gonect Ha bioprep) TpadBa na ce
HaGMoAaBaT BHUMATEITHO 32 TIPOMEHH B LIBETA WIH TEMIIEPATYPATa Ha KO)KaTa Ha KpaHHHIIATE.

B cnyuail Ha HCXeMHs, TBIDKAIIA Ce HAa BA3OKOHCTPHKLIMA, TpAOBE Ja ce MPELCHH Nant Aa ce
NPOJBIIKH ¢ AOMAMHHOBATA WHY3HUSA, Thil KATO TOBA MOXKE [a NOBEAS 10 HEKPOTUYIHH JIC3HH.
CucTossHHeTO MOXeE fa Obie oOpaTHMo upe3 peayKUHs Ha J03aTa JOTIaMHH HWIH HErOBOTO CIIHPAHC. 3a
[1a ce NPOTHBOACHCTBA Ha MCXEMHMATA MOraT Aa ce npuwioxkar 5—-10 mg peHTonaMHH.

ﬂpu CHMIITTOMH HA MOBHILCHO AUACTONHYHO HANIATaHe, 3HAYHTE/IHO HAMAJICHHC B ChpACYHATA HECTOTA

(MOKa3aTeTHO 3a Ba3OKOHCTPHKLIMS ), 103aTa Ha AOMaMHH TpAOBa na ce peAdyLmpa, a MalHeHThT
BHUMATEJIHO 12 ce Hallroaasa.

BHUMATENHOTO NPOCAEASBAHE € TIPENOPbUYUTEIHO, KOTATO Ce npuara ACNaMuH Ha MalHeHTH ¢
O616peuHa win HepHOAPOOHA HEAOCTATHYHOCT.

[IpenapaThT CHOBPKA HATPUEB MeTAOUCYNGHUT, KOATO B PEIKH CTyYad MOKE [a NPHIHHH TCHKKH
pEaKLMKM Ha CBPBXYYBCTBHTEIHOCT H OPOHXOCIIATEM.

To3u nexapcTBEH NPOAYKT Chabpxa 12,27 mg HAaTpUH Ha aMIyna 5 ml, KOHTO ca €eKBHBAJICHTHH Ha
0,61% OT MpenopLUMTENHNA MAKCHMAJIEH IHEBEH NMPHEM OT 2 g HATPHH 33 BH3PAcTeH.

To3u JlekapcTBEH NPOLYKT MOXKE Ja Ce Pa3pex/ia - BHXKTE To4Ka 6.6. ChABPKAHHETO Ha HATPHH B
pPa3TBOPUTEN TPAGBA [a Ce MMa TIPEBHI, KOTATO Ce MPECMATa 061LI0TO ChABPKAHHE HA HATPHH B
MPUIOTBEHMA PA3TBOP HA NPOAYKTa. 3a no-noapofHa HHGOpPMALHA OTHOCHO HATPHEBOTO CHABPAAHHE
B Pa3TBOPA, M3NMOI3BAH 32 Pa3peXXIaHe Ha IPOAYKTa, OTHECETE Ce A0 KpaTKara My XapakTCPHCTHKA.

4.5 BiaumMozeiicTBHE ¢ APYrH JeKAPCTBEeHH NPOAYKTH H APYrd (popMH HA B3aHMOAeHCcTBHE
Hnxuburopu Ha MoHoaMHHOKcHAas3aTa (MAQ) ycunsar aeficTuero Ha gonaMuH. [TannenTa

npueMand MAO HHXHOHTOPH Npe3 MOCAENHATe 2—3 CeAMHUM TpAOBa Ja NoNydar TbpBOHAYAIHA 1034
ge no-rongMa ot 10% ot obuyaituo ynorpebasanaTa A03a A0MAMHUH.




JleticTRHeTO Ha JONaMHH C€ aHTArOHM3Mpa OT B-aApeHOIHTHIIM KAaTo MPONPaHOJION WIH METONPOJIO.
JlonaMuH He TpAOBa fa ce ynoTpedapa eAHOBPEMEHHO ¢ €proTOBH ATKATOMAIM, ThH KaTo € Bb3MOXKHO
Ia HACTBITH Ba30OKOHCTPUKIHUA. TPUUHUKIHYHUTE aHTUACIIPECAHTH M MBAHETHIHH MOTaT Ja 3aCHIAT

AONMAaMHHOBOTO AEMCTBHE KaTO MOBUILIEHO KPBBHO HANATAHE.
[Tpu naukenTy ynorpebspamy heHUToud H JIonaMKH ca HaGoJaBaHH XHIIOTOHHA H OpaguKapaus.

,I[GIIHMHH MOXKE 1A 3aCHJIH JeNCTBHETO Ha JAYPETHLNTC.

IIpu HacTeNBaHe Ha nepudiepHa BA3OKOHCTPHKIIMA CE Npenopbs4Ba yrnorpedara Ha aapeHepruiHy
bsiokepu, Hanp. geHronamuH. [Ipenopryusa ce 1 BHUMATENHO NPOCNCAABAHE Ha TIALMCHTA.

4.6 @eprHaAHTET, (PEMEHHOCT H KBPMCHE

DpeMEHHOCT

[IpenapaTsT MOke aa ce ynorpedasa no BpemMe Ha OPEeMEHHOCT, CAMO KOraTo, 10 MHCHHE Ha JICKap4,
[MoJ3aTa 3a Maikara HaJJensBa Ha/l MMOTeHIIHANHATA 3aIltaxa 3a (eryca.
[IpoyuBaHus MPH XKHBOTHH HE CA YCTENH 114 JEMOHCTPHPAT TEPaTOTEHHH €(EeKTH.

KbpMmeHe

He e #3BeCTHO JainH JOIaMHUH NPEMHUHABA IUTAIEHTAaTa WM HaBjIK3a B KbpMata. JloraMHH € MOKasaH B
CJIydad Ha HENOCPEACTBEHA ONTACHOCT 3a xHBoTa. [Ipn noa06HH 00CTOATENICTBA KBPMEHETO HE €
MPOTUBOTIOKA3aHUE 3a MPHIIOKEHUE Ha penapara.

4.7 Bausinue Bppxy cnocobHocTTa 32 ModKpaHe H padoTa ¢ MAWIMHH

He e npunoxumo. JIekapcTBOTO ¢e yrnoTpedsea Mpy HETIOCPEACTBEHH X HBOTO3acTpallIaBalliH

ChCTOAHHA,

4.8 HexelaHH NeKapCTBEHH PeAKUHHA

Ha6moxaBaHH ca HEXXENaHH JEeKapCTBEHN DEAKIIHH C YeCToTa: MHOTO 4ecTH (>1/10); decTH

(=1/100, <1/10); Heuectr (>1/1000, <1/100); peakn (=1/10 000, <1/1000); muoro peaxu (<1/10 000);
C HEM3BECTHA YeCcTOTa (OT HATUYHUTE NaHHM HE MOXE [z Oble HanpaBeHa olieHka).

Cucremoopra | Muoro | Yectu Heuectu Penku MHoro HeunssectHa
HEH KJac YeCTHU (=1/100, | (=1/10040, (>1/10 000, peaKH YyecTOoTa
c1/10) | <1/10) | <1/100) <1/1000) (<1/10 00
0)
HapyimeHus ['maBobonie, Abepalnuy B
HA HEPBHATA 6e3NoKOUCTBO, | MPOBOAHMOCTTA,
CHCTEMA TPEBOKHOCT, OpazukapaHs,
TPEMOD Ha MPOJIOHrMPaH
IIPECTUTE QRS xomnaeke
Hapynienus Muapunasa
Ha O4YHTE
HapywieHus CTeHOKapaHa XUrnepToHud, ExTonHueH
Ha ChpACHHO- OoIKa, IIPOBOKUPAHE HA myJic,
CBA0BaTa cbpuebHeHe, apUTMHM MaIIIHTALIMH,
CHCTEMA nMoBHILIABAHE HA | (CUHYCOBa BA30KOH-
KPBBHOTO TaXHKapoud, CTPHUKIINA;
HaJIATaHE HaJIKaMEPHU H raHrpeHa
KaMEpHH npH
ApUTMHH), MalHEHTH ¢
TOBHIIIABAHE HA NMpeALIecT-
JIEBOKAMEPHOTO BALIO CHIOBO
KpanHO ) :
THACTOJHO

HaJATaHC,




XUIIOTOHUA.
QaranHa
KaMepHa
aApHTMHA.

Hapymmenus [Tunoepekuys KoxHa

Ha KOXKaTa u HeKpo3a,
MOAKOKHATA raHrpeHa
THKAH

PecriupatopH HucrHes
H, TPBAHH H
MeIUacTh-
HaJTHH
HapyLUICHHUS

Hapyicuus I'aneHe,

Ha MOBpPHIIAHE
raCTPOHHTEC-
THHATHHA
TPaKT

Hapywmenus Azoremus,
Ha MOJIKY pHA
OTAC/MTENHA-
T4 CHCTEMA

Hapyluenus
Ha
MYCKYJIHOCKE-
JeTHaTa
CHCTEMA H
CHEOUHUTE-
HaTa ThKaH

8/3)1137 Hexpo3a
HApYIHEHUA H Ha
edeKTH Ha MEKHTE
MACTOTO Ha TbKaHH
MPHJIOKECHHE

Cro0ImaBase Ha NOOO3UPAHU HEXKEIIAHW PEaKIUK
Ch0611aBaHETO HA MOO3KPAHM HEKETAHH PEak (MM CJlell pa3peiasaHe 3a ynotpeba Ha IeKapCTBEHHUA

MPOAYKT € BaxkHO. ToBa MO3BONABA 4 NPOIBIKH HabI0AEHHETO Ha CHOTHOLIEHHETO M0/133/PHCK 33
nekapcTBeHHA NPOAYKT. OT MEAMLIMHCKHATE CIIELHATHCTH €€ H3KMCKBa 1a ChOOMABAT BCAKA
MOJO3UPAHA HEXETAHA peaklMa Ypes

H3mpiaHdTETHa areHIuUs 110 JIEKapCTBara

yi1. ,.,Jamsan ['pyes” Ne 8

1303 Cobma

Ten.: +35 928903417

yeOcaiiT: www.bda.bg

4,9 IIpeao3npane

OCHOBHHAT CHMIITOM Ha NIPEIO3MPaHE € [IOBUILIEHO KPhBHO HansraHe. Jlo3aTa Ha ZONaMHH TpAOBa 1a
Ce HaMasTH WK WHQY3HATa BpEMEHHO [1a Ce CHpe, 00 HAacThIIBAHE HA cTaOWIH3ALMS B CHCTOAHHETO Ha
naupeHTa. Thif KaTo NPOIBIKNTENIHOCTT Ha IeCTBHE Ha A0MTaMHHA € KPaTKOTpaHHa, TO HE €
HeoOX0AMMO Aa ce npeanpueMaT JOMbJIHHTENHH IeHCTBUR. AKO CECTOSHHETO Ha NALHEHTE HE CC
noaoOpH, € OpeNopbhuUTENHA YIIOTpebaTa Ha a-aapeHepruuHy 6A0KepH ¢ KpaTKOTpaiHO RCHCTBHE
Hanp. ¢eHTOoIaMHH.




5. DAPMAKOJJOFHYHH CBOHCTBA

5.1 dapMaKogHHAMHKA

(dapMakoTepalleBTH4YHa rpyna: aApeHepPru4Hy 1 JOTIaMUHEPTHYHH ATrEHTH,
ATC xon: C 01C A04.

JlonaMuH € KatexonaMuH. Toll cTuMynHpa aipeHepruusUTE PELENTOPH Ha CHMITATHKYCOBATa HEPBHA
CUCTEMA, Hall-Be4e P1-aJpeHEPruYHUTE PELIEITTOPH, CBILO TaKa HHIHPEKTHO NpEean3BHKBA
ocBobOXaBaHe Ha HOpenHHepHH oT Aenata. JonaMuH aunatupa 6v0peHHHTE, BUCIICPAITHHTE,
KOPOHAPHHUTE ¥ HHTPAKPaHHAIHUTE KPBBOHOCHH CHJOBE, KATO pe3ysTaT OT AEHCTBHETO BBPXY
IOTIAMHHEPrHYHHTE PELENTOPH, 0COOEHO KOraTo ¢e npuiiara B HUcKka o3a. JlonaMuH He € [3; aroHHCT
HJTH HEr0BaTa aKTHBHOCT e ciabda.

Cnen npunoxeHue Ha HUCKH 103K ponamus (0,5-2ug/kg TenecHa maca/MHHYTa), IEKapCTBOTC Ha
[IbPBO BPEME AEHCTBA Ha JONAaMHHEPTHYHHUTE PELIENTTOPH, B pe3yATaT Ha KOETO Ce MOBHIIABA
6b0peuHns nebur (rnoMepyiHata GpHITpalka ), IOBHILIABA C¢ HATPHEBATA EKCKPELHA H AWy pe3ara.

[TpunoxkenneTo Ha yMepeHH no3u (2—10 pg/kg TenecHa Maca/MUHYTa) BOAH A0 CTUMyNauMs Ha P)-
aJIpEHEPTHUHUTE PELICITTOPH C MOCIEABall] MO3UTHBEH HHOTPOMNEH eeKT.

ITpm Bucoxu no3M (Han 10 pg/kg TenecHa mMaca/MHHyTa) ZONaAMUH CTUMYJIHpa O-aiPEHEPTUYHHTE
peuenTopH, NPUYHHABAHKY KOHCTPUKLNA Ha NepU(pEpHUTE KPBBOHOCHH CHA0BE H MOBHIICHHE HA
ApPTEPUANHOTO HANArAHE.,

Bpw3kara n03a-epeKT MpaBM BE3IMOXKH2 YnoTpedara Ha TO3H [Ipenapar B ICYCHHETO Ha IHOK C
Pa3IHYHa ETHONOTHS, MPO(HIAKTHKA HA YCIOokKHeHHaTa (Hanp. 0b0pevyHa HeZOCTaThYHOCT) IIPH
YCJIOBHE, Y€ Ce MOAIbPXKA aleKBaTHa XHApaTalliA Ha NMAaLHECHTA.

5.2 @DapMaKOKHHETHKA

BpeMeTo Ha TTONY)KHBOT Ha BBBEIEH UHTPABEHO3HO AOMAMUH € OKONO 2 MHHYTH, IOA0OHO € ! NpH
BHBEX(IAHETO MY B HHTpaBeHo3Ha HH}y3us. CTabrina wia3MeHa KOHUEeHTpauus ce noctura 3a 3—10
MUHYTH. Korato nHdysuara npuknoyu, A0NaMKH ce eTHMHHUAPA OT IU1a3MaTa ¢ MOJTYKHBOT OT OKOJIO
9 MuayTH. PasnpocTpanspa ce B TeNneCHUTE THKAHU, HO He IpeMUHaBa KPbBHO-M03b4HAaTa OapHepa.,
[Tono6GHO Ha BCHUYKH KaTeXONIaMHHH ce MeTabonusupa 4pe3 MoHoaMuHookcugasara (MAQ) u
katexon-O-merunrpancdepasara (KOMT) B uepHua npob 6p06peunre u nmasMara.

Okono 80% ot no3ara ce eNHMHHMPA ¢ YPHHATA 3a 24 4aca KaTo HeAKTHBHH METabOoMHTH

(XOMOBaHWIOBA KHCeNHHA B 1,4-muxuapokcH-GeHUIoUeTHa KHCENHHA), H CAMO MHHUMAJTHO
KOJIMYECTBO B HEMPOMEHEHA GopMma.,

5.3 IIpeak1HHHYHH JaHHH 32 0e30MaCHOCT

Cnen MHTpaBeHO3HOTO MpHIOKEHHE Ha aonaMiH LDsoe ycraHoBena - 290 mg/kg TenecHa Maca IpH
MHUIOKH U 38,8 mg/kg TenecHa Maca npu rwbxose. [Ipy >XMBOTHH ¢a HabI0NaBaHU MaCHBHA
XEMOparus U KpbBeH 3acToi B Oenure apobose. TecToBe 3a MOoAOCTpa TOKCHIHOCT MOKa3BaT
[MPOCTATHA XHNEPTPOPHA CBLP3aHA C YIOJEMABAHE HAa IIMKOUHAA MEXYp B XHIPOHe(dpO3a.
JleMOHCTpHpaHO €, Y€ TernmoTo Ha cupuero, 6vOpernte U Henure ApoOOBE MPH KUBOTHH, HA KOUTO Ca
MpHIaraHy BUCOKH Ko3u aoramuH (570 mg/kg TesecHa Maca JHEBHO) € 3HAYHTEITHO [10-BHCOKO B
CpaBHEHHE C KOHTPOJIHATA TPYyId, JOKATO TEMVIOTO Ha CJIe3KaTa € 3HAYHTE/HO HAMAICHO B CPABHCHHC
C KOHTPOJIHATA I'PyTia. YIOPHUTO MOBPELIAHE CE € Pa3sBHIIO MPH Ky4eTa, NoMyyasand JOTIaMHH 3a 2
ceaMHLH. [IpoyuBaHHs MOKA3BAT NOBULIEHO TEMIO HA HANOBOPEUYHHUTE KNe3H NPH BCUUKH XUBOTHHU U
MOBULOICHO TCT1O HA NPOCTATA NP Ky4YeTa, MoJyYaBajid HaH-BHCOKH A03H, [IpH HAKOH KUBOTHH Ca
YCTAHOBEHH CIIa0H HEKPOTHYHH H3MEHEHHUA B MUOKapAa.




6. GOAPMAINIEBTHYHHA TAHHH
6.1 CnHCLK HA NOMOLNHHTE BelllecTBAa
Harpues Metabucyndur

JluHaTpues eaerar

Boaa 3a yHxeKUMH

6.2 HecbBMECTHUMOCTH

JonamuH He TpaOBa J1a e CMECBa ¢ AIKAIHH Pa3TBOPH HAMp. ¢ HaTpHeB OHKapOOHAT, 321I0TO MOXKE
[a ¢€ HHaKTHBUPA.

6.3 Cpox HA rOAHOCT

3 rOOHHH

CpoOK Ha roIHOCT Ha MOTOBHA 34 U3NOM3BAHE PA3TBOD:

[Tpy ynotpeda ¢ nokazana XxuMu4Ka U ¢uzMdHa cTabumHocT 3a 24 waca npH 25°C.

O1 MUKPOGHONOTHYHa IJI/IHA TOYKA, Pa3TBOPEHHAT NPOAYKT TpA6Ba Aa ce M3MON3BA BeAHAra. AKO HE
Ce M3TMOJI3BA BEIHAra, BPEMETO M YCIIOBHATA 33 ChXPaHEHHE Mpeax ynorpeda ca oTroBOPHOCT Ha
H3MON3BalIu.

AKO € HeoGX0IUMO, IPUTOTBEHATA CMEC MOXKE J1a CE ChXpaHssa 10 24 uaca npH Temnepatypa 25°C,
aKo € CUTYPHO, Y€ pa3TBOPET € IMPUIrOTBEH B KOHTPOJIMPAHU H BaAHAHPaHH aCEITHYHH yCJIOBHA.
BeekH HeMsmon3BaH g0 24 gaca pa3rBop TpAOBa Aa ce H3XBBPIH. PaspelcHNTe pasTBOPH HE H3HCKBAT
33L0UTA OT CBCTIIMHA.

6.4 ChnenHaJlHH YCJIOBHS HA ChXPaHEeHHE

Ja ce cpxpaHaBa NpH Temeparypa nog 25°C, CeXpaHaBaWTe aMITyJIHTE B KapTOHEHATA OIIaK0BKa, 3a
Ia I'M IpeanasuTe OT CBeTIMHA. Jla He ce 3ampa3saBa.

6.5 BuaH cLIABPXKAHHE HA ONMAKOBKATA
10 amnynm ot 5 ml B kapTOHEHA KYTHA.
6.6 CrneuHa/HH NpeANna3zHH MEPKH NPH padoTa H H3IXBBLPJISHE

[IpenapatsT TpAOBa Aa ce pa3rBOpH npeau ynorpebda.

Honamu WZF Moske a ce pasTBOpH ¢ 5% rimoko3eH pasteop 3a HHby3us uiu 0,9% pa3Tsop Ha
HaTPHMEB XJIOPHI 3a HH]Y3nA. PazreapaHeTo TpAOBA 1a C€ H3BBPLIH B CTHKIICH, NOTHCTHICHOB
(LDPE) unn nonunponuneHoB (PP) koHTelinep.

3a za ce npUroTBU PasTBOp 3a HHGY3uA, pastBopere 100 mg nnu 300 mg AOaMHH B 250 mi ot
pazteopuTens (5% rmoxo3eH pa3Teop 3a nHpy3usa unu 0,9% pasTBop Ha HATPHEB XJIOPHA 32
uudysms). 1 ml oT nonyyeHns pasTeop chAbpxa choTBeTHO 400 Mukporpama wim 3200 MHKpoOrpama
AONAMHHOB XUPOXJIOPH]L.

PasTBapAHETO HA JIEKAPCTBOTO TPAOBA Aa CE APOBEXA B KOHTPOIUPAHHU H BATHANPAHH aCCITUIHH
YCJIOBHUS.

CpoK Ha rOJHOCT Ha paspeacHus 3a yrnorpeba NpoAyKT: BHXTE To4Ka 6.3.

7. NPHTEXATEJ HA PASPEILIEHHUETO 3A YIIOTPEBA

Zaklady Farmaceutyczne POLPHARMA S.A.
ul. Pelplinska 19, 83-200 Starogard Gdanski, [Toma




8. HOMEP HA PAZPEHMIEHHUETO 3A YHOTPEBA

Per. Ne: 20030251

9., JATA HA ITBPBO PAZPEIIEHHE/TIOJHOBSIBAHE HA PASPEHIEHHUETO 3A
YIIOTPEBA

Hara Ha mbpBO pa3pewmapaHe: 1989 r.
JlaTa Ha nocneaHo noaHoBaABaHe: 16.03.2009 r.

10. JATA HA AKTYAJNHN3IHPAHE HA TEKCTA




