KPATKA XAPAKTEPUCTUKA HA ITIPOJIYKTA ,Zo /3 | 9 2 6‘/

——

1. UME HA JIEKAPCTBEHMUA ITPO/IYKT | e —
Cccrr-8  U3-10- 0
Acnupun Kommneke Tonna Hanurka 500 mg / 30 mg rpanysiu 3a riepopaJjiHa CycreH3us orneenn]

Aspirin Complex Hotdrink 500 mg / 30 mg granules for oral suspension

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

Besiko cawe epabpka S00 mg auerwicanuumioBa kucesnnna (acetylsalicylic acid)
1 30 mg ncesaoedeapuHoB xuapoxiaopu (pseudoephedrine hydrochloride)

| loMOLIIHO BELIECTBO C U3BECTHO JICHCTBUE:
Besiko calue cbabpka 2 g 3axaposa.

3a MbJIHUA CITUCHK HA NMOMOLLIHUTE BELeCTBA BHIKTE TOYKA 6.

3. JIEKAPCTBEHA ®OPMA

| panyJ/iv 3a nepopaJjiHa CyCrneH3us

besu J10 KbJITEHUKABH IpaHy.JIH

4. KJIMHUYHU JAHHU

4.1 TepaneBTHYHH NOKA3AHHA

CUMNTOMATHYHO JIEYEHUWE HA Ha3aJlHA/CMHYCHA KOHrectus (pPUHOCHHYMT) ¢ OOJKa WU [OBHILLIEHA
TeMmrieparypa, CBbp3aHu ¢ OOLIM MPOCTY/AHU U/ KWK MPHUITONOA0OHH CHMITTOMM.

Acnupun Komruieke Toria Hanurka e nokasaH npu Bb3pacTHH U IOHOLIM OT 1 6-rojiMiiHa Bb3pacT.

4.2 Jlo3upoBKa H HAYMHH HA NPHJIOKEHHE

J1lo3upoBKa

CbabpkaHueTo Ha 1-2 calnera 3a Bb3pacTHHU U FOHOLWM OT |1 6-ro/iuiiHa Bb3pacT.

AKO € HeoOX0JMMO, €/IMHWYHATa /103a MOXE Jla C€ IOBTapH, Crope/ Hy»)/jara, Cjie/l MUHUMAaJICH
nepuoj oT 4 yaca. He TpsabBa na ce HaaXBbpJis MaKCUMaJIHA JIHEBHA /103a OT 6 caluera.

Koraro eJIuH OT CUMIITOMHTE € CHUJIHO U3pa3eH, € Mo-MoAX0AALI0 JIEYEHHE C MOHOTEpaIts.
Acnupun Kommieke Tornna Hanurka He TpsaOBa ja ce npuema noseye ot 3 AHU 0€3 KOHCy/TALUA C

neKap.

leduampuuna nonyrayus




Acnupun Komnnexc Tonna Hanutka He ce npenopbuBa 3a ynoTpeba npy AeuUa M KHOLK HAa Bb3pacT
noa 16 roaMHHU ocBeH NMo cbBET OT nekap. [lopaan orpaHu4eHus onut ¢ AcnupuH KoMruieke Toma
HanuTka npu aeua v IOHOLK He MOXE Ja ce gaae crneurudHyuHa npenopuka 3a JO3upaHe.

Iayuenmu ¢ veproopobro yspexcoane
ALIETHUNCAIIMLIHNOBATA KUCENHHA TpabBa na ce M3noJi3Ba BHUMATENHO NPH MNALMEHTH C YBpeAcHa
yepHoapoOHa PyHKUHA. (BXK. TOUKA 4.4)

[TanueHTH ¢ 666peuHo yBpeXxaaHe
AUETWICAUTHLIMIOBATA KWCEIWHA Tpa0Ba Aa ce M3NOA3Ba ¢ NOBUILIEHO BHHMAHHME INPH MNALMEHTH C
yBpeaeHa ObOpeuHa GyHKUMA WM YBpPEACHA ChPACYHO-CHAOBA LMPKYalHua. (BX. Touka 4.4)

Ha4yuH Ha NPpUJIOKEHUE

ACI’IHPHH Komnnexc Tonna Hanurka TpﬂGBa Ad CC CYCINICHAHWpPAa B Halla ropeéija, HO HC KUMialla Boaa.

Ja ce npueMa camo clnei OXAaKAaHE A0 TEMNepaTtypa, noaxoasiwa 3a nueHe. ['paHyadre He ce
pa3TBapAT HaNbJIHO.

4.3 IlpoTHBONOKAZAHHN

* CBPbXUYyBCTBUTETHOCT KbM AUETHICATIMUIMIOBA KHCEIMHA UMK APYrH CAMIMIATH, KbM
nceBgoedeaprH WK HAKOE OT MOMOUIHUTE BELLECTBA, H30poeHH B TouKa 6.1

o AHamHe3a 3a acTMa, NMpeaU3BHKAaHA OT MPHJIOKEHHETO Ha CATMLMNATH WIIH BELLECTBA C
nonobHo accTBHE, 0CODEHO HECTEPOUIHHU NMPOTHBOBLINAIUTENHHU CPEACTBA

AKTUBHH f13BH Ha CTOMALIIHO-UPEBHUA TPAKT

XeMoparuyHa auaresa

Texka yepHoapoOHa HEAOCTATBLUYHOCT;

Tex ko ocTpo AW XpoHHYHO ObOpeuHo 3abonasaHe/ ObOpeYHa HEAOCTATBYHOCT
Texka cbpaeuHa HEAOCTATBYHOCT

Texxka XHNepTOHHUA WIH HEKOHTPOJIMPaHA XHIIEPTOHUSA

Texko 3abonsgBaHe HA KOPOHAPHUTE apTEPUH

KombuHaums ¢ merorpekcar B 4034 OT 15 mg/cenmMuua Uiy no-BUCOKH (Touka 4.5)
bpemeHnHoCT

KnpMmeHe

Jleuense ¢ HHXHOHUTOPH HA MOHOAMUHOOKCHAA3A Npe3 NMPEALUIECTBALLUTE BE CEAMHLIH;
TecHOBIbNHA rNaykoMa

3anbpKaHe HA YpHHA

4.4 CnenHa/ind npeaynpexicHns B NpeXNA3HHE MEPKH Npa ynorpeda

e CBPBLXHYBCTBUTEJIHOCT KbM AHAJITETH LI / NMPOTHBOBB3NANUTEIHH HIIH
MPOTHBOPEBMATHYHH JIEKAPCTBEHH NMPOAYKTH WIH APYrY anepreHu

* AUETWICATHUMIOBATA KHCE/IMHA MOXE Oa OTKAKUYKA OpOHXOCHassM M Aa NpPEaAH3BHKA
[MPUCTBLIIH Ha ACTMA WJIH APYTH peakilHH Ha CBPbXUYBCTBUTENHOCT, PuckoBU dakTopH ca
HanMuue Ha OpoHXxHAaMHA acTMa, CEHHa XpeMa, Ha3allHY [MOJHMMU HAH XPOHHYHO
pecnupaTopHo 3abongsaHe. ToBa ce OTHACS CbLIO H 3@ MAUMEHTH C AICPTHUYHU PEaKLIHU
(Hanp. KOXKHH peakumu, CbpOexk, ypTHKapHa) KbM JPYrH BEIMECTBA.

° aHAMHEe3a 33 CTOMALIHO-YPEBHH A3BU, BKJIOYUTE/IHO XPOHHUYHA WIH pELHIMBHpalLa
A3BeHa OoNnecT, WM aHaAMHE3a 3a CTOMAIIHO-YPEBHO KbPBEHE

. CBIIBLTCTBALLO JIEHEHHUE C AHTHUKOATYJIAHTH (BXK. TOUKa 4.5)

o [lopanyu HHXHOMTOpHHUA edeKT BbpPXY arperaluaTa Ha T‘pﬂMﬁDuHTH{m,\Iﬂ: ’
Y

HAKOJIKO AHH CIEA MPHIOKEHUETOAUETHACAIMLMIOBATA KHCETHHE 1a_NnoBvel
TEHOCHUHA KbM 3aCHJICHO KbPBEHE MO BpeMe Ha MU chnef ]
(BWJIKOUKTEHO MAJIKM ONepaLiiy, Hanp. eKCTpakuus Ha 310).

. NAUHEHTH C YBpeaeHa YyepHoapoOHa GpyHKUMA

!
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. [TauneHTH ¢ yBpenesHa 6ubpeuna ¢pyHkuus unu GONHKM ¢ yBpEIEHA ChpAEYHO-CHI0OBA
¢yHkuusa (Hanp. OpOpeuHo cbaoBo 3abonABaHe, 3acTOWHA ChpAEYHA HEAOCTATBYHOCT,
HamaneH obeM Ha KpbBTa, roisMa OMNeEpalHa, CEeNcUC HIH FoNeMH XeMoparuuHH
CbOMTHsA), T KATO NPOAYKTa MOXE AOITBJIHMTENHO Aa YBEJU4YH pUCKAa OT 6bOpeuHOo
YBpeXaaHe ¥ ocTpa 6bOpeyHa HeaOCTaTbYHOCT

e B HuckH AO03H, aUCTHINICANTHLUHNNOBRATA KHCC/ITHHA HaManaBa CKCKPCLIMATA HA NMUKOYHATA
KucesiuHA. ToBa MOXKe Ja OTKAIOUM noaarpa npyv AallUCHTH, KOUTO HMAT CKIIOHHOCT KbM
NOHHXKCHA CKCKPCLHA HA NMHKOYHA KHUCE/HWHA.

o Ilpy nauMeHTH, cTpajalilH OT Texka IKo30-6-docdar nexuaporeHazHa (['6D])
HELOCTATBYHOCT, aUETHIICANIMLMIIOBATA KUCEIHHA MOXe Ja NPEedu3BHKa XEMOJIH33a MU
XeMONUTHYHA aHeMUA. DaKTOPH, KOUTO MOXE J1a YBEJIMYAT PHCKa OT XEMOU3a, ca Hanp.
BHCOKH 103H, NOBUUICHA TEMNEPATYpa HNK OCTPU HHQEKLIMH.

° XpoHHuHata ynorpeba Ha aHanretiud (ocobeHo kKOMOMHALMH Ha PpPa3HYHM
obe3bonapawiM JekapcrBa) Moxe TpaHO na yepead OnOpeuute (aHanreruyHa
HedponaTusg).

° XHNEPTHPEORAHIBM, JIEKA 10 CPEAHO TEXKAa XHNEPTOHHA, 3axapeH auaber, ucxeMHuHa
Oonect Ha CBHpPUETO, MOBHUIEHO BBLTPEOHHO HanAraHe (riaykoma), XHneprpodHs Ha
NpocTaTaTa WiH YyBCTBUTE/NHOCT KbM CHMNAaTHKOMHMETUYHHU CPEACTRA

° O6v6peuna Tybynna aunno3a nopaan HatpyneaHe Ha PSE ¥ noBUllIeH PUCK OT HEXXENaHH
peaKuHH

¢ TexXKH KOXKHH peakLMu KaTo OCTPa NreHEPAIM3HPaHa €K3aHTEMATO3HA ITYCTYJ/103a
(AGEP), Moxe na Bb3HMKHE NPH NPOAYKTH, CbabpaKally ncesaoedeapuH. To3u ocTbp
MyCTy/103¢H OOPHB MOXeE /1a C€ NOABH B PAMKHTE Ha MbPBHUTE 2 IHU OT JIEYEHHETO, C
MOBHULLEHA TEMNEPATYPa H MHOIOOPOHHHU MaslKH, NpeAHMHO He(ONUKYJIAPHU TTYCTYIIH,
Bb3HHKBALIH BLPXY OOLUMPEH €1eMaTO3€eH EPUTEM H JIOKAJIU3UPAHH MMAaBHO B KOXKHUTE
IbHKH, 10 TOpca U ropHUTE KpahHUuuM. Ilaunenture Tpadsa xa ce nabmopasar
BHUMATENTHO. AKO C€ NOABAT MPU3HALIK U CUMIITOMH KATO NMUPEKCHUA, EPHTEMA WITH
MHOXECTBO MaKH ITYCTYJIH, NpUaoxkKeHHeTo Ha AcnupuH KoMmneke Tornna Hanurka
TpAOBa a C€ NMPEYCTAHOBH U ako € HeoBxoaKMMOo, Na ce B3eMaT MOAXOIALIH MEPKH..

. McxemuueH konut: CboOlIEHH ca CiyyaM Ha MCXEMMYEH KOMMUT IMpH ynorpeba Ha
ncepaoedepuH. AKO C€ pa3sBHe BHE3AMHAa KopeMHa O0NIKa, peKTATHO KbPBEHE WM APYTH
CUMINTOMH Ha HCXEMHUYEH KOIHT, JIeMeHHEeTO ¢ nceBnoedenpuH Ttpabea fa ce
MPEYCTAHOBH M [a CE€ NOTHPCH KOHCYJITALMA C Jiekap.

. Ucxemuuna ontuuHa HepponaTus: [TonyueHu ca choOLIEHHA 3a CNyYad HA MCXEMHUYHA
ONTU4Ha HeBponaTua npu ncepacedeapuH. IicesanoedpenpuH Tpsadea na ce npekpaTH, ako
C€ NOABH BHe3anHa 3aryba Ha 3peHHe WIN HaMalleHHE Ha 3PHUTENHATA OCTPOTa, KaTo
CKOTOMa.

J CunapoM Ha 3anHa obparuMma eHuedanonatua (posterior reversible encephalopathy
syndrome, PRES) u cunapom Ha ofparuma uepeOpanHa Ba3zokoHCTpukuMs (reversible
cerebral vasoconstriction syndrome, RCVS)

Cpobuienu ca cnydyan Ha PRES n RCVS npu ynorpeba Ha npoxyKTH, ChabpXalliH
nceaoedenpuH (Bxk. Touka 4.8). PUCKBT € MOBULLEH NPH NALMEHTH C TeXKKa WK
HEKOHTPOIHPAaHAa XUNIEPTOHHUS UITH € TEXKKC OCTPO UJIH XpOoHUYHO OBOpedHo
3a00s1sraHe/6bOpeyHa HenOCTATBYHOCT (BXK. TOUKa 4.3).

[MpuembT Ha nceBaoedenpuH TpaOBa 1a ce NMpeyCcTaHOBH H Ja ce NMOTbPCH He3abaBHO
JeKapcka NoMolll, aKO ¢e NOABAT CAEAHHUTE CUMITTOMHU: BHE3AMHO CHJIHO rnasobonue unu
»IPBMOTEBHUYHO rnaBobonne, rageHe, MOoBpblUAHE, OOLPKAHOCT, I'bpYOBE W/HUIHM
HapyuleHHs Ha 3peHHero. [ToBewero chobiuenn cnydan Ha PRES u RCVS oTwymsaear
CNejl NpeycTaHoBsiBaHe Ha ynoTpebara U MoaAXOASHIO JIeUEHHE,

Jonuur

CnoprucTute TpabBa ga 3HaAT, Y€ TO3YW JIEKAPCTBEH NPOLYKT MOXE 1a Tpen
peakLMs Ha "aHTH-AONHHIOBH" TECTOBE.




Acnupud Komnnekc Torna Hanutka cbampaa 2 g 3axapoza B caue (ekBHBaneHTHa Ha 0,17
BbriaexuapaTii eamHuuM). Tosa TpaOBa Aa ce MMa NpeaBUA NPHU NAUMEHTH CHC 3axapeH auaber.
[TauMeHTH ¢ peakH HaCJeACTBEHH NpobneMH HA HEMOHOCHMOCT KbM QPYKTO03a, MIOKO30-ralakTo3Ha
manabcopOLus wiun cykpasa-u3oMaliTa3Ha HEAOCTATBYHOCT He TpabBa Aa npyeMaT TOBa JIEKAPCTBO.

IlauneHTH B crapyecka Bb3pacT
[TauMeHTHTE B CTapuecka Bb3pacT MOXe Ja ca OCOOEHO UYBCTBHUTENIHM KbM €(QEKTHTE HA
ncepaoedeprHH BbPXY UEHTpaIHATa HEPBHA CHCTEMA.

[leauaTpyuHa nonynauus
ChbluecTBYBa Bb3MOXXHA BPb3Ka MEXIY ALECTUICATMLWIOBATA KHCENUHA H cUHApoMa Ha Reye, koraro
ce MpuJjiara nNpMv Aela ¥ I0HOIUMW 3a BUPYCHA HHPEKUHUA cbe UK 6e3 nosueHa Temneparypa. [lopaau
TOBa, He¢ aaBahTe AcnupuH Kommiekc Torna HanvTka Ha geua W IOHOWH noa 16-roauiuHa Bb3pacT
OCBEH M0 CLBET Ha JIEKap.

4.5 Bianmope#cTBHE ¢ APYIH JIEKAPCTBEHA NMPOAYKTH H APYrH GOpMA HA B3IAHMOACHCTBHE

[TpoTuronokazanu koMOHHatMK (BUXK Touka 4.3):

MeToTpekcar, npuaarad B 1034 OT 15 mg/ceaMuua HIKH NO-NONEMHU: _
[ToBHIIEHA XEMATONOrMYHA TOKCHYHOCT Ha METOTpeKCcaT (HaManeH OrbpeueH knMpBbHC Ha
METOTPEKCAT OT MPOTUBOBB3NANKTENHUTE CPEACTBA MO NPUHLUMIN U U3MECTBAHE HA METOTPEKCAT OT
CBbP3BAHETO MY C IJ1a3MEHUTE NPOTEUHH OT CATHLMUIIATHTE ).

[Ipunoxenue Ha uHXHOHTOPH Ha MOHOaMHHO oxcuaazata (MAOQOI) npes npeawecTeammTe 2 ceAMHLUM
NOBHILABA PUCKA OT CLPACYHO-CHAOBH HEXKENAHH CHOUTHA (HANp. apUTMHUA, XHNEPTEH3HBHH PEAKLIMH)

KomMOWHalMKW, Hanarauy npeana3sHyd MepKy NpH ynorpeda:

MeToTpekcar, npunarad B 1034 noa 15 mg/ceamuua:

[TosMuieHa XeMaTONOTHYHA TOKCHYHOCT Ha METOTpeKcaT (HaManieH 6b0peueH KIMPBbHC Ha
METOTPEKCAT OT MPOTUBOBBL3NATMTEIHHTE CPEACTBA NO NPHHLMIT H H3MECTBAHE HA METOTPEKCAT OT
CBBP3BAHETO MY C MN1a3MEHHUTE NMPOTEUHH OT CATMUMUJIATHTE).

AHTHKOAryJiaHTH, TpOMOOIMTHLH/APYTY HHXHOUTOPU Ha arperauusTa Ha TpoMbouuTHre /
XEMOCTa3aTa:
[ToBuilieH pUCK OT KbpBEHE.

ﬂpyl‘l‘l HECTCPOHUAHH MNPOTHBOBLIINATHUTCNHH CPCACTBA ChC CATHUNWNATH
[loBHiueH PHCK OT A3BH U CTOMALLHO-4YPEBHO KbpPBEHE NOpaaH CHHCPrUu4cH E(be}ﬂ'.

CenexruBHH HHXHOUTOPH HA OOpPaTHOTO NoeMaHe Ha cepoToHUHa (SSRIs):

[MoBHLIUEH pHUCK OT KbpBEHE OT FTOPHHUTE OTAECIH Ha CTOMALUIHO-YPEBHHS TPaKT MNOpPaau €BEHTYAIEH
CHHEpruyeH egekr

AHTHAENPECAHTH
3acunedn edexrTu.

JIUrOKCHH:
[Ina3sMeHHTE KOHLEHTPALMKH HA JIHTOKCHH ¢a MOBHLUEHH Nopaay HaManeHa 6u0pey
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AHTHANAOETHU cpelicTBa, HANP. HHCYJIHH, CYN(PaHUTYPEHHH NPOAYKTH:

3acHUNeH XHNOrjMKEMUYEH €(EKT NPH BUCOKH AO3H HA aLIETUACATULILNOBATA KYCEIHHA NTOCPEACTBOM
XUMOTJHKEMHUYHO ACHCTBHE HA ALICTUICA/IULMIOBATA KUCEKWHA U U3MECTBAaHE HA cyNdaHunyperHus
NPOAYKT OT CBBP3BAHETO MY C IUIA3MEHUTE NPOTEHHHU.

I[H}’pﬁTHI.],H B KOMOMHAUMA C aLIETHICANHLHIOBA KHCENHHA!
Hamanena romcepyliiHa C])HJ'ITPHLI,HH [IOCpCACTBOM HaMaliCHa ﬁ'bﬁpeqﬂa CHHTC3a Ha NpoCTariiaHAHHHA.

CHCTEMHH INTIOKOKOPTHKOWAM C H3K/IIOUEHHE HA XHAPOKOPTH30H, U3NO0JI3BAH KAaTO 3aMECTUTEIHA
Tepanus nNp1 AIMCOHOBa bonecT:

HamaneHd kpbBHH HUBA Ha CANTHLIMIIATHTE NO BPEME HA NEHEHHE C KOPTHKOCTEPOUIM U PHCK OT
NpeAo3HpaHe Ha CAJTHUMIATHTE C/IE] KATO ce CNPE TOBa JIEUeHHEe NOCPEACTBOM 3aCUIICHO
€NUMHHUPAHE Ha CATULUHIATUTE OT KOPTHKOCTEPOUIUTE,

HurxubnTopu Ha aHrHOTEH3UH-KOHBEpTHpalna eH3uM (ACE) B kOMOMHAaUMA ¢ aLETUICATHLIMIOBA
KHCENHHA:

Hamanena rnomepynta ¢uatpauys nocpeacTBOM HEXHOHpaHe Ha Ba3OOUNATATOPHUTE
npocrarnaHAnHUu. OCBEH TOBA, HAMANEH aHTHXUIIEPTEH3HBEH €EKT.

AHTHXHIIEPTEH3UBHH JIeKapCTBa KaTo rBaHETHAWH, MeTruiaona, B-6nokepu:
Hamaneuun edexru.

Bannpoesa kucenuHa:

[ToBHLIEHA TOKCUYHOCT HA BANNIpOEBaTa KUCEAWHA NOPaJdnd U3MECTBAHE OT CBBLP3BAHETO C I1a3MEHHUTE
[MPOTEHUHH.

YpUuKko3ypuLK, KaTto Hanp. 6eH30poMapoH, npobeHeuuna;
HamaneH ypukozypHnueH edexT (KOHKypUpaHe 3a eNMMHHHpPAHE Ha MUKO4YHATa KHCENWHA npe3
6nOpeunuTe TYOYNH).

Anbyrepon Tabnerku:
3acuneaHe Ha eekTHTe (ek3auepbalns Ha CHpAEHHO-CHAOBHTE HexXeNlaHu eeKTH); ToBa He
W3KTIOYBa NpeAnalikea ynorpeda Ha aepo3oieH OpOHXOAHNATATOP OT aAPEHEPTHUEH THII.

Hpyru cuMmnaTrOMHMETHYHH JIeKapCTBa.
3acCHNeHH eeKTH.,

AJIKOXOon:

[loBnmeHo YBpPCXKIAaHC Ha CTOMALLIHO-YpCBHAaTA JIMraBHUa U YADBIAKCHO BpEME Ha KBPBEHC NOpP4AaH
aAHTHBHH ecbelcm Ha aUCTWICATTHUHITOBATa KHCEJIHHA B aJIKOXO0JI4.

4.6 @epTHANTET, OpEeMEHHOCT H KbpMeHe

bpeMeHHOCT

Twit kKaTo HAMA JAaHHH OTHOCHO KOMOHMHALMATA HA JBETE JIEKAPCTBEHHU BeliecTBa, Ags
Tonna HanuTka e npoTHBONOKa3aH NpH OPEMEHHOCT.

Uuxubupane Ha npocTarnaHaMHOBATa CHHTE3a MOXe J1a nopiause Hebnaron
Wunu embpuo/deranHoTo pazpuTHe. JJaHHUTE OT €NnUAECMHONIOTHUYHMUTE
MOBHUIUEH PUCK OT abopT M OT cbpaeuyHa ManGopMaLHa U raCTPOCXH3IUC ciiel YN
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Ha NpocTarfaHAMHOBATA CHHTE3a B paHHATa OpeMEHHOCT. ADGCOMIOTHUAT PUCK OT ChPAECYHO-CHLAOBH
MandgopMauru ce yrenunyuasa ot noj 1% ao npubnusurento 1,5%. Cuura ce, ue pUCKET ce yBenU4asa
C A03aTa H NPOABL/DKMTEIHOCTTa Ha Tepanuarta. [Ipn »XHBOTHH € A0Ka3aHO, Y€ MPHIIOKEHHETO Ha
MHXUOWTOpP HAa NPOCTarnaHAWHOBATA CHUHTE3a BOAM [0 YBE/HYEHHU Ipell- U NOCTUMIUIAHTALIHOHHH
3arybu U emOpuo-¢eranHa cmbpT. OCBEH TOBa, ce cboOUIaBa 32 MOBHLUEHA 4€CTOTA HA Pa3/IHYHH
MaIQOPMALIMKH, BKIKOUUTENHO ChPACYHO-CHAOBH AePEKTH, NPH MUBOTHH, TPETHUPAHH C UHXUOUTOP Ha
npocrarjaHAWHORATA CUHTE3A NPE3 NEPHOIA Ha OpraHOTrcHE3A.

Ot 20-Ta ceaMHLa HA OPEeMEHHOCTTA HATATLK ynoTpebaTa Ha aUCTHICAIHLWAORA KHCETHHA MOXE Ja
NPHYUHHK ONUTOXHAPAMHKOH B pe3ynTaTt Ha ObOpeyHa aucpyHkuMa Ha oza. Tosa MOXe Aa ce CNyUH
CKOpO ciel 3anouBaHe Ha JeuyeHweTo M oOMKHOBEHO € oOpaTHMO chen npeycraHoBsBaHe. B
JOITBJIHEHHE, UMa CBLOOWIEHUS 33 CTeCHABAHE Ha AYKTYC apTepHO3yC Clied JIEYEHHE Npe3 BTOpHA
TPUMECTDP, MOBEYETO OT KOMTO OT3BYHYABAT CJie[l NPEKPATABAHE HA JIEUEHHETO

flo BpeMe Ha TpeToTO TpUMeceune Ha OpeMEHHOCTTa BCHYKM MHXMOUTOPH Ha npocTarjiasidHOBaTa
CHHTE3a MOXKE 1a M3JI0XKAT NJI0JAa Ha:

L KapIUO-MyAIMOHApHa TOKCHYHOCT (NpEXIECBPEMEHHO CBUBaHE / 3aTBapsHE Ha AYKTYC
apTepno3yc ¥ 6enoapobHa XunepreH3us)
o 6bv6peuHa gucdyHKLUMS (BHXK NO-rope)
MaiikaTa ¥ HOBOPOJICHOTO, B Kpas Ha OpeMEHHOCTTa, Ha:

® BEBE3IMOXKHO YIB/KABAHC HA BPCMCTO HAa KhpBCHC, aHTHArpCraHTCH queI{T, KOHTO MOXE aa
CC NpOsABH OOPH NpH MHOI'C HACKH Q03H.

. HHXUOHpaHe HA MATOUYHHWTE KOHTPAKLKMHK, BOAELLO 10 3a0aBEHO UM YABIKEHO paXKaaHe.

OrpaHUYeHUTE JAHHK OTHOCHO ncespoedenpud npu OpeMeHHOCT He NoKa3eaT AaHHM 3a MOBHILEH

pUcK OT mandopmauud. Bvnpexn TtoBa, ncesaoedenpvH He TpabBa na ce npueMa no BpeMe Ha
OpeMEeHHOCT.

B wu3cneaBaHuATa BbLPXY KMBOTHH [BETE JIEKAPCTBEHHM BELIECTBA Ca MOKasalM penpOaAyKTHBHA
TOKCHYHOCT (BHXK TOuKa 5.3).

KbpMeHe
U canuuunature, U ncesaoedeIpUHBLT MPEMHHABAT B KbpPMaTa B MaJIKM KOJMYeCTBA. THH KaTO HAMA

JAHHH 3a KOMOWHALMATA Ha JABETE NleKapcTBeHW BellecTBa, Acnupud Kommieke Toruna Hanmutka e
NPOTHBOMOKA3aH MPH KbPMELIH XKEHH.

DEepTUIIHTET

HMmMa naHHM, 4ye NekapcTBEHHUTE BEIECTBA, KOUTO HHXWOHpaAT nNpocTarnaniHHOBATa CHHTE3a, MOXKE 1a
NpeAH3BHKAT YBpexaaHe Ha GEePTWINTETA NPH AKEHUTE NOCPEACTBOM edexr BbpXY oBynauusaTa. ToA e
obpaTHM npu nNpeycTaHOBABaHe Ha JedyeHueto. [lpoydBanuATa nNpM KMBOTHHM  IMOKA3BAT
HebnaronpHATHU ePeKTH BLPXY (PEPTUIMTETA NPH MBXKETE H XKEHHUTE (BXK. TOUKa 5.3).

4.7 EdexTH BBLpXY cnnocobHOCTTA 32 WwodHpane B paboTa ¢ MAIIHHA

Acnupud Kommnekc Tonna HanuTka uMa He3HAYMTESIHO A0 YMEPEHO BIUAHHUE BBPXY C /, OOHRETA
3a WodHpaHe W paboTa ¢ MAUIMHHA. PHCKBT MOXKE 1a Ce YBE/IHYM AOMBJIHUTENIHO NPH efAoRPeMener ;.
MpHUEM Ha aJIKOXOJI.

4.8 Hexe1anH JJeKAPCTBEHH PEaKIHH T s
YectoTa: ¢ HEH3BECTHA 4ecTOTA (0T HANHYHHTE JAHHH He MOXKe Aa ObAe HANpABE) foﬂmx_g) g/

A '?‘/?l, B‘D"i‘ -
‘\5__ % o '/
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B13MOXKHK HEXKEMAHH PEAKLIMH HA ALETHICATMUWIOBATA KHCENTHHA Ca;

HapyuieHus Ha HMyHHaTa CHCTEMA
Peakunn Ha CBPBbXUYYBCTBHUTENHOCT CbC ChOTBETHHTE 1A00OPATOPHHU M KTMHHYHH NPOABH,
BKIJTIOUHTESTHO PECITUPATOPHO 3a00/9BaHE, ODOCTPEHO C ACITHPHH, JIEKH 10 YMEPEHH PEAKLIWH,
NOTEHUHANHO 3aCATALUM KOXKATA, PECTTHPATOPHHUA TPAKT, CTOMAILIHO-UPEBHHA TPaAKT H
ChpPACYHO-CHAOBATA CHCTEMA, BKIIOMHTENTHO CUMIITOMH KaTo Hanp. oOpHB, ypTHKapHa, OTOK,
CcbpOeXk, pUHHT, Ha3aIHA KOHMECTUR, KAPAUO-PECTIHPATOPEH AUCTPEC H MHOTO PAAKO TEXKKH
PEAaKLMH, BKJIIOYUTENTHO aHAQHIAKTHYEH LHOK.

CToMalHO-4peBHY HapyLUEHHUS
CTOMalIHO-AYOHEHATHH OIUIAKBAHMS (raCTpAIrua, AUCTIENCHSA, TACTPHT);
["'ageHe, moBpbUIaHEe, THAPHA;
CTOMAaLIHO-4YPEBHH A3BH, KOUTO MOTAT Ja AOBeAAT A0 nepdopalys B H30JIMpaHH Clydau.
HUuTpanyMeHHo cerMeHTHO cTecHeHHe Ha uepBaTa (Intestinal diaphragm disease (ocobeno npu
NPOOBL/DKUTENTHO JIEYCHHE ).

XenaTto-OuIHapHA HapYyLLICHHS
[TpexoaHo uepHoapoOHO YBpeXxaaHe ¢ NOBUILIABAHE HA TPAHCAMMWHA3ZUTE.,

HapylieHus Ha KpbBTa ¥ NIMM@HATA CUCTEMA
[ToBHMUIABaHE HA PHCKA OT KbPBEHE, KPBBOMIIMB KATO HANp. KPbBOU3JUB IPH
MPOUEAYPH, XEMATOMH, EMTUCTAKCUC, KPLBOW3/IMB OT MAKOYO-TNOJIOBUTE MBTHLLA
KbpPBEHE OT BEHLIUTE;
XEMOMN3a K XeMOJIMTHYHA aHEMHUA NPH MaLUEHTH € TeXKKH POPMHU Ha INIOK030-6-
docar aexuaporenasHa (I'6d /1) HeaoCcTATHHHOCT;
KpbBOU3/IUBBLT MOXKE 33 JOBEAE A0 XEMOPArH4Ha aHeMUs / KeNa30Re(PULIWTHA AaHEMHA
(Hanp. NOpaxH OKYJTHO MHUKPOKbPBEHE) CbC ChbOTBETHUTE J1ABOPATOPHHU U KIMHHUYHH
MPU3HALK U CHMIITOMH, KaTO Hanp. acTeHHA, OnieIHOCT, xunonepdy3na.

HHPYHIEHHH Ha HCPBHATA CHCTEMA H HAPYLUEHHA HA YXOTO H J'IaﬁHPHHTﬂ
CBETDB'I:pTe}K'bT MOXe Ja ObJ1e CHMNTOM Ha Nnpcao3nupaHC.

Hapyuwenus Ha yxoto u 1abupuHTa
LLlyMbT B yLIHTE MOXeE J1a ObAc CUMINTOM Ha NPeao3HpPaHeE.

Hapyuwenuns Ha 61x0peunTe  NUKOYHHUTE NBTHLLA
Mma crobuieHua 3a 60peuHo yepexaaHe, octpa 60peuHa HeAOCTaTBYHOCT.

B1L3MOXHH HexeJlaHW peakiiiy Ha ncesaoedeapyH ca:

Cb10BY HapylLEHHA
3ayepBRABAHE HA KOXKATA,;
[TosHlIaBaHE HA KPBLBHO HANATAHE, MAKap H HE B KOHTPOJIMpaHa XHMEPTOHHA.

CbpaedHH HapyLUEHHA
CopaeuHu edekTH (Hanp. Taxukapiaui, cbpuedbueHe, apuTMUn).

HapylieHus Ha HEpBHATA CHCTEMA
CTHMynHpaHe Ha LEHTPa/lHATa HEPBHA CHCTEMa (Hanp. O€3CbHUE, PAIKO X2
Cunapom Ha 3aaHa obpatuma eHuedanonarus (PRES) (Bx. Touka 4.4)
CuHapoM Ha ofpaTuma uepedpaina BazokoHCTpHKUMA (RCVS) (Bxk. Toukalyf.

Hapyuwienna Ha 6L0peuUTe 1 NMKOYHHUTE MBTHILA
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3aapbiKKa HA YPHHA, 0COOEHO NPH NAUMEHTH ¢ XUnepTpodud HA NpocTaTara.

Hapyluerua Ha KOXaTa U NOJAKOXHATA ThKaH
Edexrn Bopxy koxkara (Hanp. o6pus, ypTHKapui, cbpoex).
TexKkH KOXKHH PEaKLtM, BKITIOUHTENHO OCTpa reHepaIM3upaHa eK3aHTeMAaTOo3Ha Iy CTyJ/103a
(AGEP) ca crobuienu npu npoaykTH, ChbaAbPKALIH NCeBAOeDEAPHH.

CroMalllHO-YpEBHH HAPYLLECHHUS
NcxeMUueH KOMUT
CyxoTa B ycTara

HapylieHUs Ha ovuTe
HMcxeMHuyHa ONTHYHA HEBPONATHA

CrobulaBane Ha NOI03MpPAHU HEXKETAHN PEaKLHH

CbobuiaBaHeTO Ha NMOAO3UPAHHU HEXKENAHHM PEAKUIMH ClE], pa3pelliaBaHe 3a ynotpeba Ha jiekapcTBEHHUSA
MPOAYKT € BaxkHO. ToBa nNo3BonsBa aa npoabL/ky HabNOAEHHETO Ha CbOTHOLLEHHETO N0J13a/pHUCK 32
NIEKapCTBEHHUA NPOAYKT. OT MEAMUMHCKHTE CIIELIHATUCTH Ce M3IXMCKBA Aa ¢hoOulasar Bcaka
MOJO3UpaHa HEXeENlaHa peakumsa upe3 UanvaHurenHara areHUuMs no JeKapeTaara

yi. ,,Jlaman ['pyes” Ne 8

1303 Codua

Ten.: +35 928903417

yebcaliT: www.bda.bg

4.9 Ilpenosupane

AUETHUJICATHUHKIIOBA KUCENHHA:

Mma pazndka MEXIYy XpOHUYHO Npeao3Hpane ¢ npeobnajaBalli HapyLI€HUA HA LEHTPATHATA HEPBHA
cucrema ("catMUMIM3BM") H OCTPAa MHTOKCHKAaUHA, OCHOBHATA XApaKTEPHCTHKA Ha KOATO € TEXKKO
HapyLIEHHE HA KHCENHWHHO-AIKATHOTO PABHOBECHE.

OceeH HapylueHHs HA KMCENMHHO-AJKANHOTO M Ha €JIEKTPOJIMTHOTO paBHOBecHue (Hanp. 3aryba Ha
Kanuil), XUNOTIIUKEMHA, KOXKHH OOPUBH W KPBLBOM3NIMB OT CTOMALUHO-UPEBHHUA TPAKT, CUMIITOMHTE
MOXE [a BKJIKOUBAT XUMEPBEHTUNALNUA, LUYM B YUIKUTE, rajieHe, NOBPLIUAHE, YBPEKIAHE Ha 3PEHHETO U
cnyxa, rnasobonue, 3amaiiBaHe U o6bpKBaHe.

[lpy TeXXKa HHTOKCUKALIMA MOKE JIa Bb3HUKHAT AENHp, TPEMOP, AUCIIHEA, M3NOTABAHE, AeXHApaTaLHs,
xuneprepMus U koma. [lpH HHTOKCHKAIIMA C NeTaneH U3X0A CMLPTTa OOMKHOBEHO Ce Ob/DKM Ha
JANXAaTENHA HEAOCTATHYHOCT.

[lceBaoedenpun:

Cnen MHTOKCHUKALIUA MOXKE Aa BB3HUKHAT 3aCHIEHU CUMITATOMUMETHYHH peakuHH, Hanp. TAXHKapAu,
Oonka B bpAMTE, AKUTALIMA, XMUTNIEPTOHHS, CBUPKALLA XPHITOBE WIM HEAOCTHUr HA BB3AYX, MbPUOBE,
XaOLHHAIHH,

HauuHBT Ha nedeHne Ha HHTOKCUKauvsaTa ¢ AcnupiH Kommneke Tonna HanKMTKa 3aBUCH OT CTEMNEHTA,
CTaAHA H KIMHHYHHTE CHMITTOMHM Ha MHTOKCHKAaUMATA. T€ CLOTBETCTBAT Ha OOHuaiiHUTE MEpKH 3a
HamanaBaHe Ha alcopOuMATa HA NEKApPCTBEHOTO BEIIECTBO: YCKOPABAHE HAa EKCKPELHMATA,
NPOCAEASBAHE Ha BOJAHO-CNEKTPONUTHUA OanaHc, HapyllieHaTa perynauus Ha T ;
AYLUAHETO H ChPAEYHO-CHAOBATA H MO3bYHATA (YHKLIMA.

He3abaBHOTO MEOMUMHCKO BHUMAHWE € KPHTHYHO, AOPH KOrato HAMa BHAM
CUMNTOMA.

CTpaHHuél 8orll



5. G®APMAKOJIOT'HYHH CBONUCTBA

3.1 PapmMakoaIHHAMHYHH CBOHCTRA

@dapMakoTepaneBTU4Ha rpyna: Adaaretum, [pyru aHaaretduv W avTtundperdud, Canvuunora
KUCETHHA M MPOHU3BOAHHM

ATC kon: NO2B A0l

QapmakoTepanesTHuyHa rpyna: Haszanuu npenapatd, HaszanHu aekoHrectaHTh 3a CHCTEMHO
npunoxerue, CUMNATOMHUMETULH

ATC kon: ROIB A02

ALETWICATHLMIOBATA KMCEJIHHA TNPHHAAJIEXKH KbM Tpynata HAa  KHUCEIIMTE  HECTEPOUIHH
AHANreTHUM/TIPOTHBOBb3NANUTEIHH cpeacTBa  C obe3bonasaliiy, AHTHITHPETUYHH 1
MPOTHBOBRBL3NANIWTENIHH CBOACTBA. MexaHu3MbT Ha JAEHCTBMETO H ce OCHOBaRa Ha HeoOpaTtumo
UHXUOUpaHe of UNKIOOKCUreHa3HUTE EH3WMH, YHacTBAaLUM B MpocTariiaHguHOBaTa CHHTE3A.
ALETHACATTHLWIOBATA KMCENMHA MHXHOUpa cbuwio TpoMmbouuTHAaTa arperaums 4pes OjiokupaHe Ha
CHHTEe3aTa Ha TpoMOOKcaH Az B TpOMOOLUTHTE.

[lcesnoedeApUHLT € CHMNATOMUMETHYHO CPEACTBO ¢ alda-arOHUCTHYHA aKTUBHOCT. Toil €
AEKCTPOU3OMEPBLT Ha cdeapuHa, KaTo ABETE€ CPEACTRa Ca €AHAKBO €(PEKTHBHH KATO HAAIHH
NEKOHrecTaHTH. Te cTUMynHpaT anda-aapeHepryiHUTE PELENTOPH HA CbOBATA FNIaJIka MYCKYJaTypa,
KaTO MO TO3X Ha4YHH CBHBAT pasLIMPEHHTE apTEPHOJIH B HAa3ajiHATA JIMTaBHLIA 1 HAMAJIABAT KPbBOTOKA
KbM H3MbJIHEHHTE C KPLB YYaCTBLIH.

5.2 DapMAKOKHHETHYHH CBOHCTBA

ALETWICANHLKI0OBA KMCEJIUHA:

Crnea nepopanHo NpHNOKEHHE, alEeTUICAIHLMNOBATA KHCEIHMHA ce abcopOupa Obp30 W HanbAHO OT
cTOMAallHO-4peBHHUA TpakT. [lo Bpeme Ha M cnen abcopbumaTa aueTmncanMUWIOBaTa KUCEIHWHA CE€
Npespbllda B OCHOBHUA CH MeTabonuT canvunwnoBa kucendHa. MakcumanH4 I1U1a3MeHH HHBa ce
pocrturar ciaea 13 - 19 MuHyTH (Avana3oH Ha MeQHaHH) ¢ MAKCHMAJIHH MNNa3MEHH KOHLEHTpALHUH OT
11 no 15 pg/mL (anana3on Ha reoOMeTpUYHHU CPEAHH CTOHHOCTH), KAKTO € NMOKa3aHO B NPOYUYBaHUATA
Ha Bayer. Kakro aueruncanyuunoBata KHCEJIMHA, Taka U CaIMLIMNOBATA KUCEJIMHA, Ca CBbP3aHH B
rojgsMa CTENEH ¢ IJa3MEHHUTE MPOTEUHH B OBbP30 C& pasnpedeNAT BLB BCHYKH 4Y4AaCTH Ha THJOTO.
CanduuyiopaTa KMCEeNMHA ce NOABARA B KbpMaTa M MpEMUHABA B IL1ALICHTATA.

CanduuioBara KWcellMHa ce eIMMWHHpa riaBHO 4pe3 yepHoApobeH MerabonmzbM. Mertabonurure
BKJIOYBAT  CAMHUWINHKOYHA  KHCENMHA, CATHUWIQEHONIOB  TIIOKYPOHUI,  CalWLMNALMIOB
FJIKOKYPOHHU, TEHTH3WHOBA KUCEIHHA H MEHTH3UHITHKOYHA KHCENIHHA.

KnHeTHKaTa Ha €THMHHUpAHE Ha CATHUMIOBATA KHCENMHA € 1030-3aBUCUMA, Thil KaTO METAbONH3M BT
¢ OrpaHW4deH OT KanauuTeTa Ha uepHOApoOHMTE €H3WMHM. Taka, €NUMHHALMOHHUAT MNOJYXXUBOT
Bapupa Mexay 2 A0 3 yaca cnell HUCKHW JIO3H 10 OKOJo 13 yaca npu BUCOKM A03H. Canvuunosata
KHCE/IMHA U HEHHUTE MeTabONIMTH C€ EKCKPETHPAT rMaBHO upe3 ObOpeuuTe.

IlcesnoedenpuH:

JlexapcTBOTO ce pe3zopbupa Oup30. MakcumanHy nnasmeHu HUBa ce aocturar cnea 40 no 50 MuHyTH
(nMana3oH Ha MEAHAHHTE) C MAKCMMAJIHH IL1a3MEHHW KOHUEHTpauuK ot 122 no 147 ug/L (amana3on Ha
reOMETPHYHUTE CPEAHH CTOMHOCTH), KAKTO € MNOKa3aHC B npoy4BaHuATa Ha Bayer. ObembT Ha
paznpeneneHne Ha rcesaoedenpu e 2.4 no 3.3 L. [Mpubnusurenno 70% a0 90% o1 BesaoetegpuH
CE eKCKpeTHpa HenpoMeHeHo B ypuHata. OCHOBHMAT aKTHMBeH Mertabonut HO )-/ '

eKCKpeTHpa B ypyHaTa B 0koJio 1% oT ao3ara Ha nicepaoedeipiHa Npy HOpMaE P
O6bae okono 6% OT npunokeHaTa 40334 NPH NMALKEHTH ¢ XPOHUYHO ankanHa yYmug. /AxM
Ha YPUHATA MOXE [12 HAMaJIH EKCKpeuuaTa, ocodbeHo npu pH ran 5.5. Ilcepnoerher) M :
B KbpMaTa NpH YOBEKA. 2




[MTonyxxHBOTHT Ha JiekapcTsBoTo € S a0 6 uaca npd pH Ha ypunata 5 no 6. [lonyxuBOTBT Ha
nexapcTBoTo obaue 3aBucH ot pH Ha ypuHaTa: crobwasa ce 3a 50 yaca npu NaUMUeHT ¢ NEPCUCTHPALLO
AJIKANHA YpHHa ¥ 1,5 yaca npy NaUKEHT C MHOTO KHUCEIa YpHUHA.

KouBeHUIHOHATHATA XEMOAHa/IH3a € CaM0 MHHUMQIHO €(EKTMBHA 3a OTCTpaHABaHE Ha
ncepgoeenpuHa.

5.3 IIpeaxknaHHuHH JAHHH 33 Be3onmacHoCT

[TpeAKNUHUYHUAT npodgun Ha O€30MacHOCT Ha AaLEeTWICATHUMNOBATA KUCENMHa € ao00pe
AoKyMeHTHpaH. [IpH H3cneaBaHHS Ha XXUBOTHH CallMLUMNATHTE yBpexaaT OvOpeunre U npeaAU3BUKBAT
CTOMALIHO-YPEBHY A3BH. ALIETHNCANHLWIOBATA KMCENIHHA € AIEKBATHO TECTBAaHA 3a MYTArcHHOCT W
KaHLUeporeHHocT. He ca yCTaHOBEHH peNieBaHTHH JaHHH 33 MYTAreHEH WIH KaHLEpPOreHEeH MOTEHUHWa.
YCTaHOBEHO €, ye CAIMLMWIATHTE WMAT TepaToreHHW e(eKTH B peavla >XUBOTHHCKM BHAOBE. Hma
CLOONIEHHA 33 HApYyUIEHHS HA WMMNAHTalHATa, €MOpPUOTOKCHYHH H (PETOTOKCHUYHH edEKTH H
HAPYLUEHUA Ha Bb3MOXHOCTHUTE 3a O0YUYE€HHE Ha NOTOMCTBOTO CJie[ NpeHaTatHa eKCno3ruLMs.

[lceBnoedeapuH e HasaneH AEKOHIECTAHT ¢ NPOABIDKHUTENEH OMHUT OT NPUWIOKEHHUE NpH YoBeka. Hama
JJAHHHW 3a MyTareHeH NoTteHuuan Ha ncepaoedenpuH. B TokcHuHa 3a Mailkata ao3a ncesnoegeapuH

HHAYUHUpPA PeToToKCHUYHOCT (HamaneHo detanHo Terno U 3abaBeHa ocudMkanma) npy rbxose. He ca
MPOBEXNaHH NMPOYYBAHUA HA QEPTHIMTETA WIH NEPU-NOCTHATAIHU H3CNEABAHUA C NCEeBoehEAPHH.

6. PDPAPMAILIEBTHYHH JAHHH

6.1 Cnuchk HA NOMOIMHHTE BEHIECTBA

3axapo3la

XHUMIPOMEN03a

Cykpanosa

Bauunos apomar

ApOMAaT MEHTa-MEHTOJ-EBKAJTUNT (ChAbPXKa MEHTO U LIMHEON)
6.2 HeCcLBMeCTHMOCTH

Henpunoxumo

6.3 Cpox Ha rogaoct

3 roaAHHW

6.4 Chnennanns ycnoBHA Ha ChbXpaHeHHE

To3u nexapcTBeH NPOAYKT HE H3MCKBA CNELIHA/IHN YCIIOBUA Ha CbXPaHEHHUE.

6.5 Bua ¥ cnLaALpKAHHE HA ONIAKOBKATA

10 n 20 cawera (CbCTABEHH OT XapTUA-ANYMHHUR-NOMHETUNICH), ONAKOBAHU B KAPTOHEHH ONAaKOBKH.

He BcHukH BHI0BE 0NakoBKK Morat Aa 6baart nycHaTtv B npoaaxda.
6.6 Cnenunanam npeana3Hn MepKH MPH HIXBLPJAHE

Heusznon3saHUAT JNEKAPCTBCH MNPOAYKT WIH OTNadABYHHUTE MATCPHAIIH OT HETO
B CBOTBETCTBHE C MECTHHUTC U3UCKBaAHHA.

-
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7. TNPHTEXATEJ HA PAZPEHIEHHUETO 3A YIIOTPEBA

baitep brnrapus EOO/]

6yn. ,,Liapurpancko woce* Ne 115M, naprep

1784 Codus

bbarapus

8. HOMEP(A) HA PABPEHIEHHETO 3A YIIOTPEBA

Per. No 20130361

9. JATA HA [I'BPBO PA3ZPEINIABAHETIOAHOBABAHE HA PA3PEUHIEHHETO 3A
YIIOTPEDBA

Harta Ha mbpBO paspewsapate: 29 okromepu 2013 T,
Jara Ha nocneaHo nogHoBsaBaHe: 05 centemepu 2018 1,

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA

08/2024
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