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1. MUME HA JIEKAPCTBEHUS NMPOAYKT

ACITUPHUH KOMITJIEKC 500 mg / 30 mg rpaHyJiy 3a nepopajiHa cycrieH3us
ASPIRIN COMPLEX 500 mg / 30 mg granules for oral suspension

2. KAYECTBEH H KOJITHYECTBEH CbCTAB

Besiko caue ebabpika 500 mg auerwncanuumioBa kucenuna (acetyvlsalicylic acid) v
30 mg ncesnoedenpuHOB Xuapoxiopua (pseudoephedrine hydrochloride).

[ToMOLIIHK BELIECTBA C U3BECTHO AEHCTBHE:
Besiko caune cbabpika 2 g 3axaposa.
Besiko cawie ebabpxka 3,78 mg OEH3HOI0B aJIKOXOJ1.

3a MbJIHUA CITUCHK HA NMOMOLIHUTE BELIeCTBA. BUXKTE Touka 6.1,

S JJEKAPCTBEHA ®OPMA
[ 'panyiim 3a nepopajiHa CyCrneH3us
benu 10 KbITEHHKABH IpaHyJIH

4. KJUHUYHHU JAHHH

4.1 TepaneBTHYHH NOKaA3aAHHS

CHUMIITOMATUYHO JICYEHHE Ha Ha3aJIHA/CUHYCHA KOHIeCTHUsl (PUMHOCHHYHT) ¢ DOJIKA U MOBHILLIEHA
TEMIepaTypa, CBbp3aHH ¢ 00K NPOCTY/AHU W/ WITH FPUIIONOA00HH CHMITTOMM.

ACITUPHUH Komniieke € nokasai npy Bb3pacTHH U FOHOLLM HaJl | 6-rouiuHa Bb3pacr.

4.2 Jlo3npoBKa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

CobabpkanueTo Ha 1-2 cawera 3a Bb3pacTHH U FOHOLWIHK Hall 16 roJiInHu
AKO € HeOOX0/AMMO, €JIMHUYHATA /1032 MOJXKE J1a C€ MOBTOPH CMOPE/1 HYXK/1aTa CJie/l MUHUMaJeH
nepuoj ot 4 yaca. He TpsabBa na ce HaaBHILIABa MAKCHMAJIHA JIHEBHA 11032 OT 6 caulera.

Koraro eJinH OT CHMIITOMHTE € CHUJIHO M3Pa3eH, € NMO-NMOJAX0/M1110 JIEeYEHHE C MOHOTEpATusl.
ACITMPHUH Kommiekc He TpsaOBa aa ce npuema noseue ot 3 AHM 0€3 KOHCYJITaums ¢ jekap.

Ieduampuuna nonyrayus

ACITUPHUH Komnnekc He ce npenopbysa 3a ynorpeda rnpu aeua v loHowu noa 16-roauiHa Bb3pacT
OCBEH 1o c¢bBeT Ha Jiekap. [lopaan orpannyenus onut ¢ ACIITMPUH Komneke npu aeua v oHOLIH
HE MOIKE J1a C€ HanpaBAT ClieUH(PUUHH NTPENOPHLKHU 3a N03UPaHE,

[Tayuenmu ¢ uepnoopobHo yepescoane
ALeTHJICATULIMIOBATA KMCE/IHHA TpsaOBa J1a ce U3I10J13Ba BHUMATE/IHO MPH MaLMEHTH C YBpEIeHa
yepHoApoOHa GpyHKUMA (BK. TOUKA 4.4).




Ilayuenmu ¢ 6voOpeuno yepexcoane ALETHICATUIIAIIOBATA KUCE/IMHA TPAOBa Jla ce U3M0J13Ba ¢
MOBMILIEHO BHUMAaHHWE MPH NMalUMEHTH ¢ yBpeaeHa Ob0peuHa pyHKuus UK yBpeaeHa
CbhpJIEUHO-CH/I0BA LIUPKYJIauus (BXK. Touka 4.4).

HauuH Ha NpUJI0KECHHUE

ACITUPHUH Komnneke TpsabBa j1a ce cycrnieHimpa B yaila cbC CTy/IeHa BoJla, WK B Yallla ¢ ropetia, HO
He Kunsiia Boja. ['opelara cycrnensus TpsadBa j1a ce npuema camo e/l KaTo € oxJiajaeHa 10
[MoJAXO0/si11a 3a nueHe temneparypa. llonyyenara cycrneH3ust UMa BKYC Ha MopToKall.

4.3 IllporuBonokasaHus

—  CBpPbX4YBCTBHUTEIHOCT KbM ALIETHJICAIHLIMIOBA KMCE/IMHA MJIK APYTH CATMLIMIIATH, KbM
ncepaoedeiPUH MK HAKOE OT MOMOLLHHUTE BeLecTBa, H30poeHH B TOoUKa 6. |
AHaMHe3a 3a acTMa, Npe/In3BUKaHa OT NPHJI0KEHHETO HA CAIIMUMIATH WK BELLECTBA C
no100HO JieicTBHE, 0CODEHO HECTEPOHIHH MPOTUBOBBINAIIUTENIHU CPE/ICTBA
AKTHBHM $13BH HA CTOMAIIIHO-YPEBHUSA TPAKT

—  XemoparvyiHa audaresa
Texka yepHOApOOHA HE1OCTATBYHOCT

—  TeXkKO 0CTPO WIKH XPOHHYHO OBOpeuHO 3abonsaBane/ ObOpeyHa HEAOCTATHLYHOCT

~  Texka cbp/ieuHa HEAOCTATbYHOCT

= Texka XUINepToHUs HIH HEKOHTPOJIMpAHA XUTIEPTOHHSA
Texko 3abossiBaHe HA KOPOHAPHUTE apTEePHUH

- KomOuHauus ¢ merorpekcar B 1034 15 mg/ceamuua uim noseye (touka 4.5)

— bpemennoct

—  KbpmeHe

—  JleyeHne ¢ MHXUOMTOPHU HA MOHOAMMHOOKCH,1a3a Npe3 MPEALECTBALLMTE J1BE CEAMHULIM

—  TecHOBI'bJIHA I1TAyKOMa

—  3aabprkaHe HA ypUHA

4.4 CneunajHu npeaynpexaeHHs H npeanasHu MEepKH npu ynorpeoa

~  CBPBXUYYBCTBUTEJIHOCT KbM QHANTETHLIM / TPOTUBOBB3NAJIUTEIHH UKW NTPOTHBOPEBMATUYHH
NEKApCTBEHH MPOAYKTH WJIM APYTH allepreHm

~  AueTHICaNHIMIIOBaTa KMCEJIMHA MOJKE J1a Npeu3BuKa OpOHXOCNa3bM M Jla MHAYLMpa
ACTMATHYCH NPUCTBI WK IPYTH peakilliK Ha CBPbX4YBCTBUTEIHOCT. PUCKOBM hakTOpHM ca
HaJMYyMe Ha OpOHXMAIHA acTMa, CEHHA XpeMa, Ha3aIHW MOJIKIH WK XPOHUYHO 3a00/1sBaHe Ha
AUxaTtesiHaTa cuctema. Tosa ce OTHACcs M 10 NALMEHTH C aJIEPrUYHH peakMH (Harnp. KOXKHH
peakimnH, CbpOexK, YPTUKAPHUs) KbM JIPYTH BELLIECTBA.
aHaMHE3a 3a CTOMALLIHO-YPEBHH A3BH, BKJIIOUHTEIHO XPOHHYHA WM peLUMAMBHUpALLA A3BEHA
OosieCT, WM aHaMHe3a 3a CTOMALLHO-YPEBHO KbpPBEHE
CBITbTCTBAILO JICYEHHE C AHTHKOArYJIaHTH (BX. TOYKa 4.5)

—  Tlopanu nuxubupaimns edekt BbpXy arperaumsara Ha TPOMOOUMTUTE, KOATO MEpPCUCTHpa
HAKOJIKO JIHHU CIe MPUIOKEHHUETO, alleTHIICAIMLIMIIOBATA KMCETMHA MOXE J1a JIOBE/IE 10
MOBUILIEHA CKJIOHHOCT KbM KbPBEHE 10 BPEME M CJIe/l XUPYPruyHHU ornepaumr (BKIOUYHTETHO
MAJIKH OMNEpaLrH, Hanp. 3Bax/aHe Ha 3b0).

~  MalMEeHTH C YBpeJeHa YepHoaApoOHa GyHKLMS

~  [auMeHTH ¢ yBpeaeHa Ob0peuHa GpyHKUMA UM OOJTHHU C yBpeleHa CbpACeUHO-CbA0BA (PyHKILNS
(Hanp. ObOpeuHo cbAOBO 3a00NsABaHE, 3aCTOHA ChbpACYHA HEJ0CTATHYHOCT, HaMalleH 00eM Ha
KpbBTa, rojismMa ornepaums, Cerncuc WiH rojleMu XxeMoparuuiu cbOuTHs ), Thil Kato
alleTHJICAJIMIIMIIOBATA KMCEIIMHA MOKE JIOMTBIIHMTEIHO J1a YBEJIWYH pUCKa OT OBbOpEeYHO
yBpex/aHe U octpa 0bOpeyHa He10CTaTbYHOCT
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— B Huckw 1034, aleTHICATTUIIMIIOBATA KMCE/IMHA HamMalisiBa EKCKpellUsTa Ha MUKOYHa
kucenuHa. ToBa MOXkKe J1a OTKJIIOUM nojaarpa npy rnauMeHTH, KOUTO BEY€ ¢a CbC CKJIOHHOCT
KbM HamaJleHa EKCKpELMs Ha MMKOYHA KUCEJIMHA.

— |lpu naumeHTH, CTpajaiuy oT TeKKa roko30-6-pocdar nexuaporenasna (I'6d /1)
HE0CTATBbYHOCT, AUCTHJICATMLIMIIOBATA KHCEJIMHA MOXKE J1a MPeAH3BHKA XeMOJIM3a HIH
XeMOJUTHUHA aHeMHA. DAaKTOPH, KOUTO MOXKE Jla yBEIMYAT PUCKA OT XEMOJIM3a, ca Harp.
BUCOKH J103H, NTOBHIIIEHA TEMIIEpaTypa WiH OCTPH HHPEKLIMH.

—  PenoBHOTO M31on3BaHe Ha aHareTuuu (0codbeHo KOMOMHAUMK OT Pa3/IMUHK aHAJITETHYHH
MPOAYKTH) MOXKe J1a yBpeaH HeoOpaTtuMo Ob0OpeuunTe (aHanrernuHa HeponaTus).

~  XHMINEPTUPEOU/IN3bM, JIEKa /10 CPE/IHO TEKKA XUIIEPTOHHMS, 3axapeH a1uadeT, ucxemuvHa 0onecTt
Ha CbPLETO, NOBULIEHO BbTPEOUYHO Halisrane (riaykoma), xuneprpodus Ha npocrarara uiu
4YBCTBUTEJIIHOCT KbM CUMITATHKOMUMETHYHHU CPEACTBA

—  ObOpeuna TyOysiHa aumao3a nopaiu HarpynsaHe Ha PSE U noBuileH puck oT HexeJlaHu
peakLHM

—  TexkKH KOKHM peakllii KaTo 0CTpa reHepajim3upana ekzanremarosma nycryiosa (AGEP)
MO’K€ J1a Bb3HUKHE MPH NPOAYKTH, ChAbpKALILK rncesaoedenput. To3u ocTbp nycrylio3eH
O0OpHB MOKE J1a CE€ MNOSBH B PAMKHTE Ha NbPBUTE 2 JIHK OT JICYEHHUETO, C MOBHUILLICHA
TeMneparypa ¥ MHOroOpoitHu Masiku, NpeaANMHO He(OIMKYJIAPHHU MYCTY/IH, Bb3HUKBALLH
BbPXY OOIIMPEH €1EeMATO3EH EPUTEM H JIOKAJIM3UPAHH I1IABHO B KOKHHUTE I'bHKH, 110 TOPCA U
ropHuTe KpaiHuuu. [launenrure TpsdBa ja ce HabM01aBaT BHUMATENHO. AKO C€ MOSABAT
MPU3HALM U CUMIITOMH KAaTO MUPEKCHUA, EPUTEMA MM MHOKECTBO MAJIKH MMYCTYJIH,
npuiaoxennero Ha ACITMUPHUH Komnnekce tpsOBa aa ce npeyctaHoBH M ako € HeoOX0auMo, a1a
CE€ B3EMaT MOAXO0AALLIN MEPKH.

—  HcxemuueHd KouuT: CboOLIeHH ca cllydyan Ha HCXEMHYEH KOJIMT MpH ynorpeda Ha
ncepaoedenput. AKo ce pa3Bue BHe3alnHa KopemHa 00s1Ka, peKTalHO KbPBEHE WK JIPYTH
CUMIITOMM HA UCXEMHUUEH KOJIUT, JICYEHHETO ¢ ncesaoedenpuH TpadBa 1a ce npeycTaHoBH H
J1a Ce MOThbPCH KOHCYJITALM C JIeKap.

—  Mcxemuuna onruuHa HeBponatus: [lonyueHu ca cboOIeHHMs 3a Clly4an HAa HCXEMHYHA
onTUyHa HeBponaTtusa npu ncesaoedenpun. [cepnoedenpun TpadbBa aa ce npekparu, ako ce
NOSIBM BHe3arnHa 3aryba Ha 3peHHue WM HaMaJleHWE Ha 3pUTEe/IHaTa OCTPOTa, KaTo CKOTOMA.

—  CuuHapom Ha 3ajHa oOpatuma enuedanonarus (posterior reversible encephalopathy
syndrome, PRES) u cunapom Ha oOpatuma uepebpajiHa Ba30KOHCTpHKLIMS (reversible
cerebral vasoconstriction syndrome, RCVS)

Cpobuienu ca cnyuan Ha PRES u RCVS npu ynorpeda Ha npoayKTH, CbabpiKallH
ncepaoedeaput (Bx. Touka 4.8). PUCKBT € NOBHUILIEH IMPH MALMEHTH C TEKKa WIH
HEKOHTPOJIMPAHA XHUIEPTOHUS HITH C TEKKO OCTPO MK XPOHHUYHO OBOpeuHOo
3a00ss1BaHe/ObOpEUHa HELOCTATBYHOCT (BXK. TOUYKA 4.3).

[IpuembT Ha nceBnoedenput TpsOBa 1a ce NPEyCTAHOBH M Jla C€ NOTbPCH HE3a0aBHO
JleKapcKa MoMolil, ako Ce MOSBAT CJI€AHUTE CHMITTOMM: BHE3AIMMHO CHITHO IJ1aBODOJIHE WK
,,FPbMOTEBUYHO™ r1aBOOOJINE, Iaj/IeHE, NOBPbLIAHE, 00bPKAHOCT, MPYOBE W/ HWJIH HAPYLLEHUS
Ha 3peHueto. [loBeuero cbobienu cnyuan Ha PRES u RCVS oTtmymssar cnen
peycTraHoBsiBAHE Ha yrnorpedara H noaAXoAs1o JieueHHe.

gDIIHHF

CrniopTHcTHTE TPSOBA J1a 3HAAT, Y€ TO3M JIEKAPCTBEH NPOAYKT MOXE Jia MPeJn3BUKA MOJIOKHTENHA
peakLus Mpu , aHTH-JI0NMUHIOBH™ M3CJIC/IBAHHSI.

ACITMPHUH Komnaekc cbabpka 2 g 3axapo3a 3a caule (ekuBasieHTHa Ha 0,17 BbriiexuaparHu
eMHuuM). ToBa TpsaOBa 1a ce uMa npeiBr NMpH NALMEHTH ChC 3axXapeH 14Haoer.

[TauneHTH ¢ peIKu HacleACTBEHH NpodaeMHu Ha (pPYKTO3HA HEMOHOCHMOCT, IIHOKO030-raJlakTO3Ha
ManadbcopOLMs MK CYKpa3a-u30MasiTazHa HEI0CTaTbYHOCT He TpAOBa 1a npUeMar ToBa JIEKapCTBO.

ACITUPHUH Komnnekc cbabpka 3,78 mg OEH3MI0B A/1IKOXO0J1 HA BCAKO calle. beH3HI0BHAT aJIKOXO
MOE 1a MPUYHHH AJIEPrUYHH PeaKIiH.




[MTanmenTure ¢ yepHoapoOHU Unu OLOpeuHu 3abosisiBaHus TPsiOBA J1a €€ CBbpXKAT ChC CBOs JIEKap,
3a1110TO I'OJIEMH KOJIHYecTBa OEH3WIIOB AJIKOXO0JI MOTaT J1a Nnpe/In3BUKaT MeradosinTHa almnao3a.

[laumeHTy B cTapyecka Bb3pacT
[TaumeHTHTE B CTapuecKa Bb3pacT MOXKeE 1a ca 0COOEHO YyBCTBUTEIHU KbM e(heKTHTE Ha
ncepnoede/IpuH BbPXY LICHTpasiHaTa HEPBHA CUCTEMA.

[leanarpryHa nonynaumus

ChllecTBYBa Bb3MOXHA BPb3Ka MEK/y alleTHUIICAIMIIAI0OBATA KUCEIMHA M CHHIpOoMa Ha Reye, koraTo
ce rnpujiara npu AeLa v KHOILLM 3a BUpYCHa HHPEKUH cbe MK O0e3 nosuiueHa temneparypa. [lopaam
toBa, He napaiite ACIIMPUH Komnaeke Ha aeua v roHowu noa 16-roauiHa Be3pact OCBEH MO ChBET
Ha Jiekap.

4.5 B3aumoaeicrBHe ¢ APYIrH JIEKAPCTBEHH NPOAYKTH H APYTrH GOPMH HA B3aHMO/IEHCTBHE

[IpoTuBONnoka3zaHu KoMmomHauMu (BHxK TOUka 4.3):

MeTtoTpekcar, npujiarad B 1031 oT |5 mg/ceamMuua UM no-rojieMu:

[ToBuuIeHa XeMaToNI0OrH4Ha TOKCHYHOCT Ha METOTpEKcaT (HaManeH 0bOpeUeH KIHPBLHC Ha
METOTPEKCaT OT NMPOTHUBOBL3MAJIUTEIIHUTE CPE/ICTBA 110 NMPUHLIMI U U3MECTBAHE HA METOTPEKCAT OT
CBbP3BAHETO MY C IUIA3MEHUTE NMPOTEUHHU OT CAIIMLIMIIATHTE).

[Tpunoxkenne Ha MHXMOMTOPH HA MOHOAMUHO Ookcuaasata (MAOI) npe3s npeawecTBaluTe 2 ceAMULM
MOBULIABA PUCKA OT CbP/JICYHO-CH/I0BH HEXKENAHU CHbOUTHSA (HAMNp. apUTMHUS, XUNIEPTEH3UBHHU PEAKIIUH)

KomOuHalmMy, Hajaraium rnpeana3sii MEpKH npu ynorpeoda:

MeroTpekcar, npuiarat B 1031 noja 15 mg/ceamuua:

[loBHILIEHA X€MATOJOrHYHA TOKCHYHOCT HAa MEeTOoTpeKcaTt (HaMasieH ObOpeyeH KIUpPBHC Ha
METOTpEKCaT OT MPOTUBOBBL3NAIUTEIHUTE CPEJ/ICTBA 110 MPUHLIMIT U U3MECTBAHE HA METOTpPEKCAT OT
CBBP3BAHETO MY C IUIa3MEHHUTE NPOTEHUHH OT CATULIMIIATHTE).

AHTHKOAryaaHTH, TPOMOOJIMTHLIN/APYTrH HHXHOMTOPH Ha arperauusaTa Ha TpoMmooumnTuTe /
Xemocrasara:
[ToBHILIEH PUCK OT KbpBEHE.

,[prru HCCTCPOHUIAHH NMPOTHBOBBL3INMAJIHUTCIHHN CPCJIICTBA CbC CAJTMLIHIIATH
[ToBMILIEH PUCK OT SI3BH U CTOMALIIHO-YPEBHO KbpPBEHE NMOpan CHHEPrHueH eeKT.

CesleKTUHBHU MHXMOUTOPH HA 00paTHOTO NoemaHe Ha cepoToHUHa (SSRIs):
[ToBuLIEH PUCK OT KbPBEHE OT FOPHUTE OT/AE/IH HA CTOMAUIHO-YPEBHHUA TPAKT MOPAJAHN €BEHTYalIEH
CUHEPruYeH eeKT

AHTHIETNPECAHTH
3acuieHH e eKTH.

JIMroKCHH:
[[na3MeHHUTEe KOHUEHTPALIMK Ha AMIOKCHH ca MOBHILIEHH NMOpaand HaMmasleHa ObOpeyHa eKCKpeums.

AHTHIHAOETHHU CPeCTBA, HAMP. MHCYJIHH, CyJI(aHuIypeiHH NpOaYKTH:
3acuneH XUIMOorjaukeMUUeH eexkT Npu BUCOKH 1031 HA aUCTHIICAIMLIMIOBATA KUCEIIMHA NMOCPEICTR

NPpOAYKT OT CBBP3BAHCTO MY C TUIA3MCHHTC MPOTCHHH.
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Jlnyperuin B KoMOMHaUMs € aleTHICAIIMIIHIIOBA KHCEJIMHA:
Hamanena rnmomepyinna gpuiarpauus nocpe/cTBoM HamajieHa ObOpeyuHa CHHTE3a Ha npocTarjiaHainHH.

CHCTEMHH ITIOKOKOPTHKOM/IM C U3KJIIOYEHHE HAa XWIPOKOPTH30H, H3MO0/3BaH KaTO 3aMECTHTETHA
Tepanus 1npu AaucoHona 0osecT:

Hamasienn KpbBHM HUBA HA CAJIMLIMJIATHTE 110 BPEME HA JIEUEHHE C KOPTHKOCTEPOUAN M PUCK OT
[pe103upaHe Ha CATMLIMIATHTE CIIE/L KaTO Ce CIPe TOBA JIEYEHHE MOCPEACTBOM 3aCHIIEHO
eJIMMMHUPAHE HA CAIMLIMIIATUTE OT KOPTHKOCTEPOUIIHUTE.

Huxuburopu Ha aHrHoTeH3UH-KoOHBepTUpallms eH3um (ACE) B koMOKMHaLMs ¢ alleTHIICATUIIMII0BA
KHCEJIMHA:

Hamanena rnomepyinsa Gpuarpanus nocpeacTBOM HHXHOUpaHe Ha Ba30AH1aTaATOPHUTE
npocrarjnaianHu. OCBEH TOBA, HAMAJIEH AHTUXHUIEPTEH3UBEH e(EeKT.

AHTHXHUINEPTEH3UBHH JIEKAPCTBA KATO IBaHETHAWH, MeTU0Na, B-0nokepu:
Hamanenu edexry. |

BannpoeBa KucenHa:
[ToBHILIEHA TOKCHYHOCT Ha BAJINMPOEBaTa KMCEIIMHA MOpaan H3IMECTBAHE OT CBBP3BAHETO C IJIA3MEHHUTE
[IPOTEUHM.

Y PpUKO3YpHLIH, KATO Hanp. OeH30poMapoH, NMpoOEHELHL:
HamaneHn ypuko3ypuueH eekTt (KOHKYpHpaHe 3a eIMMUHUPAHE HA NMMKOYHATA KUCEJIMHA 1Tpe3
OLOpeuHuTe TYOYJIH).

Anbyrtepon tablIeTKH:
3acunBane Ha edexTuTe (ex3auepdaums Ha CbPACHHO-CbAOBUTE HEXKENaHU eeKTH); TOBA He
M3KJIKOUBA Npe/ina3anBa ynorpeda Ha aepo3osieH OpOHXOAMIATATOP OT aJAPEHEPrHYEH THII.

Jlpyru cMMnaToMMMETHYHH JIEKApCTBa.
3acHIIEHHN eeKTH.
AJIKOXO:

[ToBuILIEHO YBpEXKaaHE HA CTOMALLIHO-YPEBHATA JIMTAaBHLIA U YIBJIKEHO BPEME HAa KbPBEHE MOpaiu
AAMTHBHM e(PEKTH HA ALETHIICATIMLIMIIOBATA KMCEJIMHA W allkKoXoJ1a.

4.6 @epTHAHTET, OPEMEHHOCT H KbpPMeHe

bpemMeHHOCT
KaTto ce uma npeiBuil, ye HiMa JaHHM 3a koMOuHauusTa ot asere cbeanHenus, ACITMPUH
Kommniekc e npoTuBonokasaHi npu OpemMeHHOCT.

[ToTuckaHeTo Ha CHHTE3aTa Ha NMPOCTarjJaHJIuHK MOXKE J1a NoBJAMse HeO1aronpusaTHO OPEMEHHOCTTA

W/WITKH pa3BUTHETO HA eMOpuoHa/ruioaa. JJaHHUTE OT €NMAEMHOIOTHYHUTE NPOYUBaAHUS MOKa3BaT, ye
MMa MOBHILEH PUCK OT a0OPT M CbpaeUHH MaIPOpPMALIMH, U FACTPOCXH3A MPH NPUEM HA HHXHOUTOPH
Ha NpOCTarjiaHAMHOBUS CUHTE3 B HAUAJ0TO HA OpeMeHHOCTTA. ADCOMIIOTHUAT PUCK OT ChpACYHO-

Cb0BH Mandopmaumu ce nopuwana ot noa 1% no npudnusurento 1,5%. Cuura ce, 4e pUCKDBT Ce
MOBHILIABA C 103aTa M MPOJAb/DKUTEIHOCTTA Ha JicueHHeTo. [1pu )KHBOTHH € J0Ka3aHo, Ye npuiara
Ha MHXMOMTOP HA CHMHTE3aTa Ha NpOCTarJiaHJuHKU BOJM J10 Npe- U NOCTUMJIAHTAlIMOHHA 3ary0a
JeTtanuTeT Ha eMOpHoHa-nioaa. OCBeH TOBa MNOBHUILIEHATA YECTOTA Ha pa3IMuHUTE Maihopmal
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BKJIFOYHUTEIIHO ChPACUYHO-ChI0BH, € HabJIl01aBaHa NMpH KUBOTHH, 110J1y4aBaii HHXUOUTOPH Ha
npocTarjiaHinHOBaTa CUHTE3a Mpe3 Neprojia Ha opraHoreHesara.

Ot 20-Ta cenmuiia Ha OpeMEHHOCTTA HATATHK, yrnoTpedara Ha aueTHIICAJIMLIMIIOBA KUCEJIMHA MOJKeE J1a
MPUYUHKN OJIMIOXHUIPAMHUOH B pe3yiTaT Ha ObOpeuHa AncdyHKIMs Ha ruioaa. ToBa MOXKe Jia ce cnyuu
CKOpO CJie/l 3aro4YBaHe Ha JICYEHUETO U OOMKHOBEHO € 00paTuMO ciiejl npeycraHossBaHe. B
JIONbJIHEHHE, UMa CHLOOLLIEHHUS 3a CTECHABAHE HA JlYKTYC apTEPHO3YC CIIe/ JICUEHHUE T1TPe3 BTOPHS
TPUMECTBP, MOBEYETO OT KOUTO OT3BYU4aBaT ClIe/l NpeKpaTaBaHe Ha JICUEHHETO.
[Ipe3 TpeTus TpuMecTbp Ha OpEMEHHOCTTA, BCHYKH MHXHOUTOPH Ha npocTarjiaiJmHoBaTa CHHTe3a
MOrarT J1a W3J10%KaT IJ1o/a Ha:
—  KapJMOonyJIMOHApHA TOKCHYHOCT (NMPEek/1EBPEMEHHO CBUBAHE / 3aTBAPSHE HA JIYKTYC
aprepuo3yc u 0enoapoOHa XUINEpPTOHHUS ),
—  ObOpeuHa auchyHKuUHA (BXK. N0-rope)
— maiikaTa ¥ HOBOPOJEHOTO, B Kpasi Ha OpeMEHHOCTTA, Ha:
—  BbB3MOXHO YJIb/KaBaHE HA BPEMETO HA KbPBEHE, aHTH-arperaHTeH eexT, KOUTo Moxe J1a
CE MOSABH JIOPH U B MHOT'O HUCKH J103H.
—  MOTHUCKAHE Ha MATOYHHUTE KOHTPAKLIMH, BOJCILO /10 32a0aBEHO WJIK MMPOABIIKHTETHO
paxaaHe.

OrpaHu4eHUTE JIaHHH OT NPUIOKEHHETO Ha rnceBoedeprH pu OPEeMEHHOCT He npeanoJiara
ChLIECTBYBAHETO Ha NMOBUILEH pUCK 0T Masipopmaunu. Hezasucumo ot tosa, neesuoedenpu He
TpsaOBa J1a ce B3eMa 110 BpeMe Ha OpeMEHHOCT.

[I[poyuBaHusiTa NPU JKMBOTHH HA ABETE AKTUBHU BELLECTBA MOKA3BAT AAHHM 3a pPEeNnpojyKTUBHA
TOKCHYHOCT (BkK. TOUka 5.3).

KbpmeHne

Canuuunarure, a Cbulo U ncesaoede/IpuH nNpeMrMHaBaT B KbpMarta B MaJlKM KoJiHuecTBa. 1'bH KaTo
HiMa JaHHMW 32 KoMOMHUpaHeTo Ha nBere BeulecTsa, ACITMPUH Komnnekce e npoTuBonokasaH rnpu
KbPMELLH KEHH.

deprunurer

Mma naHHHM, ve JiekapcTBaTa, KOMUTO MOTHUCKAT CUHTE3aTa Ha NpoCcTarjiaHJauHUTe MOrar J1a NpUYUHAT
YBpEXkJ1aHe Ha JKEHCKUsA PepTUIIMTET Ype3 MOBAUABAHE HA OByJlauusTa. ToBa € 0OpaTUMO MpH
npeKpardaBaHc HA JICHYCHHUCTO. l_[p()}“IBﬂHHﬂTﬂ MNpH KHBOTHH IMOKa3Bar HBﬁﬂﬂI‘OﬂpHﬂTHH E(beI(TH BbpPXY
(epTHINTETA NTPU MBIKETE H KEHUTE (BXK. TOUKa 5.3).

4.7 EdexkTH BbpXY cnnocodHOCTTA 32 InopHpaHe H padoTa ¢ MALIHHH

Acnupun KOMITJIEKC nma He3HauMTeIHO 10 YMEPEHO BIMSIHUE BbPXY CMOCOOHOCTTA 3a odupaHe
u paboTa ¢ MaUIMHU. PUCKBT MOXKe [1a ce YBETHYM NOMBJIIHUTEHO IIPH ChITbTCTBALL [TPUEM Ha
aJIKOXO0J1.

4.8 Hexenanu JiIeKapCTBEHH peaKlHH

YecroTa: ¢ HEU3BECTHA YeCTOTa (DT HAJIMYHHUTE JJaHHW HE MOXe J1a Obae HAlnpaBCHa OI_IEHI{B)

Bb3MOKHH HEXKETaHH pPCakKuUHUH HA alUCTHJICATTHIHIIOBATA KHCCJIHHA Ca:

HapyulieHust Ha UMYHHaTa cucTema
Peakumu Ha CBPbXYYBCTBHTEIIHOCT CbC CbOTBETHUTE J1TA0OPATOPHHU M KIIMHUUYHHU MPOSBY
BKJIKOUMTEJIHO PECnUpaTopHO 3adonsaBaHe, 000CTPEHO ¢ aCIUPHH, JIEKH /10 YMEPEHH
MOTEHIIHAIHO 3acsrallyd KoKaTa, peCrupaTopHUs TPAKT, CTOMALIHO-YPEBHUS TPAKT
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CbPACYHO-CHA0BATA CUCTEMA, BKJIIOUHUTEIIHO CUMIITOMH KaTO Harnp. OOpUB, YPTHKapHs, OTOK,
CbpOEkK, pUHUT, HA3aJIHA KOHT'€CTHUS, KapAHO-PECITUPATOPEH JIMCTPEC U MHOTO PAJIKO TEKKH
peakurH, BKJIFOUUTETHO aHA(HUIIAKTUYEH LIOK.

CTOMAIIHO-YPEBHH HAPY LLIEHHUS
CToMalHO-1yOA€HAIHU OIJIaKBAHUA (racTpasirus, JAUCIENCHS, TaCTPHT);
["anene, noBpbLIAHE, JIHAPHS;
CToMalllHO-YPEBHHU SA3BH, KOUTO MOrar Ja aoBeaar 10 nepdopauus B H30JUPaAHH CIIyUau.
MHuTpaiyMeHHO cermMeHTHO cTecHeHue Ha vepsarta (Intestinal diaphragm disease) (ocobeno
MPH MPOABIKHUTEIIHO JICHEHHE).

Xenato-OMIHapHU HapyLLIEHHS
[TpexoaHO 4epHOPOOHO YBPEkK/1aHe ¢ MOBUILABAHE HA TPAHCAMUHA3UTE.

Hapyiuenust Ha kpbBTa M JIMM(HATA CUCTEMA

[lToBuinaBaHe Ha pUCKa OT KbPBEHE, KPbBOU3JIUB KATO HAlp. KPbBOU3IIUB MMPH MPOLELY PH,

XEMAaTOMHM, €MUCTAKCHC, KPbBOMU3JIMB OT MMUKOYO-ITOJIOBHUTE IMbTULLA U KbPBEHE OT BEHIIMTE,
XeMoIM3a U XeMOJIMTHYHA aHEMHUS TTPH MALIMEHTH C TeXKKH (OPMH HA IIIHOK030-6-

dochar nexuaporenasua (I'6M /1) HenocraTbYHOCT:

KpbBOM3JIMBBLT MOKE J1a JIOBE/IE XEMOparnuHa aHeMus / kenszoaeuumTHa aHeMus (Hanp.
MOpajn OKYJTHO MUKPOKBPBEHE) CbC CbOTBETHUTE JIADOPATOPHH U KIIMHUYHH TPHU3HALIK H
CHUMIITOMH, KaTO HArp. acTeHus, OJeIHOCT, Xunonepgysus.

HapyiueHus Ha HEpBHATa CUCTEMA M HAPYLLIEHUS HA YXOTO U JlJaDMpUHTA
CBeTOBBLPTEKBT MOXKE J1a ObJIE CHMIITOM Ha NPEA03HPAHE.

HapywieHust Ha yXoTo v jabupuHTa
[LIyMBT B yuiuTe Moxe J1a Obae CUMIITOM Ha Npeao3upaHe.

Hapywenus Ha ObOpeumnTe U NMKOYHHUTE MbTHILA
Mma cboOuenns 3a 0b0peuHo yBpexkaaHe, octpa Ob0peyHa HEeA0CTaTbYHOCT.

Bb3MOXKHHM HEKENaHU peakuuu Ha rncesaoedenput ca:

Cba0BH HApPYLLIEHUS
3auepBsiBaHE HA KOXkKaTa;
[ToBuLIaBaHE HA KPLBHO HaJIAraHe, Makap M HE B KOHTPOJIMpaHA XUIIEPTOHHUS.

CbpaeyHu HapyLIeHHUs
CbpaeuHu edekTH (Hanp. TaxuKapaus, CbpueOHeHe, apUTMHH).

HapyiueHus Ha HepBHaTa cucTema
CTuMyJIMpaHe Ha LEHTpaJiHATa HEPBHA cUCTEMA (Harnp. Oe3CbHHUE, PAIKO XaTIOLUHHALIHKA).
CunapoM Ha 3aaHa oOpatuma eHuedanonarus (PRES) (Bxk. Touka 4.4)
CuHapom Ha obpartuma uepedpanta BazokoHCTpuKLUMsA (RCVS) (Bk. Touka 4.4)

HapyuieHust Ha ObOpeLUTe U MMKOYHUTE ITbTULLIA
3apbiKKa HA ypUHA, 0COOEHO MPH NMALMEHTH C XUIIEPTPO(HUs HA IpocTaTaTa.

HapyuieHus Ha Kokara U NoJIKOokKHaTa TbKaH
EdekTn Bbpxy koxkara (Hanp. oOpuB, ypTHKapHs, CbpOex).
TexKH KOXKHHM peakLMm, BKIKYHTEIHO OCTpa NeHepaIM3MpaHa eK3aHTeEMaTo3Ha Iyc
(AGEP) ca cboOuieHm npu npojiykKTH, Chabpkallu ncesjaoedeapun
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CTOoMaIIHO-YPEBHH HAPY LLIEHUS
McxeMHyeH KOJIHT
Cyxora B ycrara

HapyuieHus Ha ounTe
McxeMuuHa onTuyHa HEBpPOIaTHs

CnoluiaBaHe Ha 1oJ03MPAHU HEXKEJIAHW PEaKLMi

CboO1aBaHeTo HA NMOJI03MPAHN HEXKEIAHW peakiiMK ClIe] pa3pelliaBaHe 3a yrnorpeda Ha J1IeKapCTBEeHM S
MPOJIYKT € BaxkHOo. ToBa no3soJisiBa aa NpoaAb/IKH Ha0NIOAECHHETO HA ChOTHOLLIEHUETO M0JI3a/PUCK 3a
NIeKapcTBEeHUs NPOoayKT. OT MEIMLIMHCKHTE CNELIMAIMCTH Ce U3MCKBA A choO1I1aBaT BCAKa
M0/103MpaHa HexkenaHa peakuus upes M3nbiHuTenHara areHuus 1o jekapersara

yi. .Jamsu ['pyes™ Ne 8

1303 Codus

Ten.: +35 928903417

yeOcanT: www.bda.bg

4.9 Ilpeno3upane

ALETHICAJTUIIMIIOBA KHCEJIMHA:

Mma pa3znnka Mexay XpOHUYHO NMPE03HpaHe ¢ HapyLIEHHUs NMPEIUMHO Ha LIEHTpaJlHaTa HepBHa
cucrema ("calMunan3zbM') U OCTpa UHTOKCUKALLMS, OCHOBHATA MPOsiBA [TPU KOSATO € TEKKO HapyLIeHHe
Ha KUCEJIMHHO-AJIKAJIHOTO paBHOBeCHE. B 10MbJIHEHUE KbM HApPYLLIEHHUsATA HA KUCEJIMHHO-AJIKAJIHOTO
paBHOBECHE M JICKTPOJIMTHOTO paBHOBECHE (Hamnp. 3ary0da Ha KaJiuii), XMNorjauKeMHus, KOXKHH OOpHUBH,
M CTOMALIIHO-YPEBEH KPbBOU3JIMB, CHMITTOMHUTE MOTAT [1a BKJIKOYBAT XHUIIEPBEHTHIIALIUSA, LLIYM B YIIUTE,
rajeHe, NMoBpblllaHe, yBpeK1aHe Ha CyXa U 3peHHUETO, rnaBo0oIue, CBETOBLPTEK U 00bPKAHOCT.

[1pu TeKKa HHTOKCHUKALIUS MOTaT J1a Ce€ Pa3sBUAT JACIIMPUYM, TPEMOP, 3a/1yX, H3TOTABAHE,
AeXuapaTalus, XuneprepMus 1 koma. [ [py HHTOKCHKALKA C JIeTalleH U3XO0/1, CMbpTTa OOMKHOBEHO
HACcTbIBA MOPAJAX AUXATE/IHA HEOCTATHLYHOCT.

[lceBnoedenpuH:

3acuJieHH CUMITATUKOMUMETHYHH PEaKLIMK MOraT J1a C€ pa3BHAT CJI€]l HHTOKCUKALIUA, Harp.
Taxukapaus, 00Jika B rbpaAnTe, Bb30yACHOCT, XHIIEPTOHUS, CBUPKALLLO JMILIAHE W HEIOCTUI HA BB3YX,
bPYOBE, XAITIOLMHALIUH.

MeToauTe, U3noJi3BaHu 3a JieueHue Ha uHTokcukalmsara ¢ ACITMPHUH Komnnekc 3aBucar ot
CTeNneHTa, CTaJus U KJIMHHYHHUTE CUMIITOMH HA UHTOKCHKaLMs. Te chboTBeTCTBAT HA OOHuaiiHHUTE
MEpKH 3a HaMaJisBaHe Ha abcopOuMsATa HA AKTUBHUTE CHCTABKH: YCKOPABAHE HA EKCKpeLMsTa,
MOHHTOPHUpPAHE HA BOJIHUS M €JIKTPOJMTEH OasaHc, HapyLlIeHa TeMNepaTypHa peryjiatus, JuiiaHe,
CbPAEYHO-CHA0BA U MO3bUYHA QYHKUMSA. bbp30 npeanpueMaHe Ha CrietiHW MEPKH € OT OCHOBHO
3HAYEHHUE, JIOPU aKO HSIMA BUAUMHU NPOSIBU U CUMIITOMATHKA.

5. G®APMAKOJIOT'MYHU CBOUCTBA
5.1 @®apMakoAHHAMHYHH CBOHCTBA

dapmakorTepanesTuuHa rpyna: HepsHa cucrema, Jlpyru aHajireTHiln U aHTUITHPETHULLN
aleTHJICAJIMLINIIOBA KHCE/IMHA

ATC-kon: NO2B A0

PapmakoTepaneBTHuHa rpyna: JluxarenHa cucrema, /leKOHrecTaHTH 3a CHCTEMHO TMPHITIOKEHHE .~

cuMmnatukoMumetTuuu — [lcesnoedenpmun
ATC-xon: ROIB A02




ALETHIICAIMLIMIOBATA KUCEIMHA NMPUHAUICKH KbM rpyna KUCEJIMHHU HECTEPOMIHH
aHAJIFeTULIM/TIPOTHBOBB3NAIUTENHH JIEKAPCTBA C AHAITETUYHH, AHTUITHPETHYHU U
MPOTHBOBB3NAIUTENIHK CBOMCTBA. HeliHUAT MexaHu3bM Ha eiicTBHE ce OCHOBaBa Ha HEOOpaTUMO
MOTHCKAHE Ha LIMKJI0-OKCUI€HA3HUTE €H3UMH, YHaCTBalllK B CHHTE3a Ha NnpocTarjiaH/IHHHTE.
ALETHICATNIIIOBATA KHCEJIMHA MOTUCKA ChLLO W arperaumsaTa Ha TpPOMOOLIMTUTE, KaTO OI0KHUpa
CHHTe3aTa Ha TpoMOoKcaH A2 B TpPOMOOUMTHTE.

[TceBnoedenpuH € CHMNAaTHKOMUMETHK ¢ alda-aroHMCTUUHa akTUBHOCT. Toil € 1IeKcTpor3omep Ha
edeipyH, U ABaTA NPOAYKTA Ca €1HAKBO €(PEeKTUBHHN KAaTO HA3a/IHHU JIEKOHreCcTaHTH. Te cTumynupar
anda-apeHepruuHUTE PeLEeNnTOp! Ha Ch/10BATa I1ajika MyCKyJaTypa, C KOETO CBUBAT HWIaTHPAHUTE
apTEepHOJIM B Ha3a/lHaTa JIMraBUlla U HAMaJIBaT KPbBOTOKA KbM 30HATA Ha 3arlyLlBaHETO.

5.2 @®apMaKOKHHETHYHH CBOHCTBA

AueTHiicaMLMIOBA KMCEIMHA:

Cniej1 OpaliHO MPHIIOKEHHE, ALETHIICATTULIMIIOBATA KUCE/IMHA ce abcopOupa ObpP30 U HAITBIIHO OT
CTOMALLHO-YpEeBHUs TPakT. [0 Bpeme u cien abcopdumsTa aueTHicaIMiMIoBaTa KUCe/IMHa ce
[NpeBpbIUA B HEHHUS OCHOBEH META0OIUT CATMLIMIOBA KUCeMHA. MakCUMalHM 1j1la3MeHu HHUBa ce
pocturar cien 13 - 19 MUHYTH 3a aueTHJICAJTMLIMIIOBATA KMCEIIMHA M Cie/l (AMana3oH Ha MEJIHaHK) ¢
MaKCHMaJHM IJ1a3MeHH KoHueHTpauuu ot 11 10 15 pg/mL (1nana3zon Ha reOMETpUYHHN CPEeJIHU
CTOHHOCTH), KAKTO € NMoKa3aHo B Nnpoy4yBaHusTa Ha Bayer..

AlleTHICAIMUMIOBATA KUCEIMHA KAKTO M CaJIMLIMIIOBATA KMUCEIIMHA CE CBbP3BAT HU3LAJIO C IUIA3MEHUTE
MPOTEHHHU K OBLP30 Ce Pa3npoOCTPAHABAT /10 BCHYKH 4AaCTH Ha Tss10TO. CanuumnoBara KMCEIMHa ce
NosiBsABa B KbpMaTta U NMpEeMUHABA 1pe3 rJialeHTara.

CasmuuioBara KMCE/IMHA CE€ €JIMMHUHMPA OCHOBHO € 4epHOAPOOEH MeTadoJIn3bM; MeTabDOoJIMTUTE Cca
caJMLMIypeiiHa KHCETMHA, CaTHLnI (PEHOJCH ITHOKOPOHHUL, CAITHLIMIT ALUIT IIFOKOPOHH,
FeHTUCHKOBA KMCEJIMHA U NEHTUCYPHKOBA KHUCEJTHHA. |
EnumuHauMoHHaTa KHHETHKA HA CAJIMLIMIIOBATA KUCEJIMHA € 3aBUCUMA OT J103aTa, KaTo MeTabOoIM3MbT
Ce OrpaHHuYaBa OT KarnauuTeTa Ha YepHOApPOOHUTE eH3uMH. [Ipu TOBa eJIMMUHALMOHHHUSAT NMOJTYKHUBOT
Bapupa Mex1y 2 J10 3 yaca ciel HUCKH /1034 M 0Kos10 15 yaca npu Bucoku a03u. Canuuunosara
KHCE/IMHA U HEHHUTE MeTaDOJIMTH C€ EKCKPETHpAT OCHOBHO Npe3 0ObOpeuuTe.

[IceBnoedenpun:

JlekapcTBOTO ce abcopOupa Obp30. Makcumanum riiazmeHu HuBa ce nocrurar ciea 40 1o 50 MUHYTH
(AMana3oH Ha MEAMAHUTE) ¢ MAKCUMAJTHH TJ1a3MEHH KOHLEeHTpauuu ot 122 no 147 pg/L. (anana3oH Ha
reOMETPUYHHUTE CPE/IHH CTOHHOCTH), KAKTO € NMoKa3aHo B npoyysaHusita Ha Bayer. O0emMbT Ha
pasrnpejenenue Ha ncesnoedeaput e 2,4 no 3,3 L. [Tpudnuszurenno 70% no 90% ot ncesnoedenpuna
C€ EKCKpEeTHpa HEIPOMEHEHO B ypHHaTa. OCHOBHMAT aKTHBEH METaDOJIUT HOpriceBaOE(EIPHHCE
EKCKpeTHpa B ypuHaTa Kato okos10 1% ot jo3ata ncesaoedeaput npu HOpMaaiHH MHAWBH/IH, HO MOXKE
na e okono 6% oT npuaokKeHaTa /103a NPy NAUKEHTH ¢ XPOHUYHO aJIKa/IHA YPHHA. AJIKAJIU3UPAHETO
Ha ypHMHaTa MOXKE Jla HAaMaJIM eKckpeumsaTa, ocodoeHo npu pH Han 5.5. IlceBnoedenput ce ekckpeTupa
B KbpMara rnpu xopa.

BpemeTo Ha noayKHBOT Ha JiekapcTBOTO € 5 10 6 yaca npu pH Ha ypunarta ot 5 10 6. B cbuioro
BpEMe BPEMETO Ha MOJIYKHUBOT Ha JIEKApPCTBOTO 3aBUCH OT pH Ha ypuHara: npoabkuTesHOCT 0T 50
yaca e J10KJlaJiBaHa Mpu NMalMeHT ¢ NepCUCTUpalla ankaiHa ypuHa v 1,5 yaca ca jokj1anBaHu npu
MalMEeHT C MHOTO KHCeJla ypHHa.

KoHBeHLMOHAIHATA XeMO/IMAJIU3a € CAMO MUHUMAJTHO e(pEKTUBHA MO OTHOLIEHHE NpeMaxBaHe Ha
rncesaoedepH1H.

5.3 IlpeaAKJHHHYHH JaHHH 324 0e30nacHoCT

[TpeakauHuuHusaT npodus Ha OE30NMaCHOCT Ha alLETUICAIMLIMI0OBATA KUCETUHA € 100pe
nokymeHtupat. [1pu u3cineBaHus ¢ J)KMBOTHHU CAJIHLIMIIATHTE NPHYHHABAT YBpEXKaaHe Ha ObOp
CTOMAILIHO-YPEBHH S3BH.
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AleTuicaiMuuiioBaTa KMCE/IMHA € a/IEKBATHO M3CJI¢/IBaHa 3a MYTArcHHOCT M KaHLICPOIrECHHOCT, HE Ca
YCTAHOBCHH MYTAICHCH WJIKH KAHLICPOICHEH TOTCHLIHAJL.

YCTaHOBEHO €, Ye CaluLMIaTHTE UMaT TepaToreHHH eeKTH NMpU HAKOM KUBOTHHCKH BU10BE. Mma
CbOoOIIIeHHs 3a HapylleHa HMIUIAaHTHPaHe, eMOPHOTOKCHYHH U (PETOTOKCHYHH e(DEKTH, U HApYILEHHS

Ha KanauurerTa 3a 06}“10““@ Ha HOBOPOJICHUTEC CJIC]1 NPEHATAJTHO Bb31EHCTBHE.

[lceBnoedenput € Ha3aeH AEKOHIeCTaHT C MPOAb/DKHUTENIEH Ma3apeH OnuT npu xopa. Hsama naHHu,
ye ncesoedepHH UMa MyTareHeH noreHunas. [1pu TokcuuHa 3a maiikara 103a, ncesnoede1pHH
HH1yuupa GeToTOKCHYHOCT (HaMalIeHO TerJ10 Ha ruioaa v 3adaBeHa ocH(HUKaLMA) MPH MITbXOBE.
[TpoyuBanusTa Ha hpepTHIIMTETA WM NEPU-TIOCTHATAIHU NMPOYUBAHUS 34 MceBloeEePUH HE ca
NPOBEKIAAHH.

6. GOAPMALUEBTUYHHU IAHHHU
6.1 CnucbK HA NOMOUIHHTE BeLleCTBA
JIuMOHEeHa KucellnHa

3axapo3a

Xunpomesnosa

3axapuH

[TopTokanoB apomat, BKIIOYMTEIHO OCH3HJIOB IKOXO0JI, OLETHA KUCEIHHa, anda Tokogepo,
MoJinpuumpano Huwecte E1450 1 ManTonekCTpHH.

6.2 HecbBMecTHMOCTH

Henpunoxumo.

6.3 Cpok Ha roaHocT

2 rOJIMHH

6.4 CpneuHajiHHM yCJI0BHS HA CbXPAHEHHE
Jla He ce cbxpansia Han 30°C.

6.5 Buan chabpKaHHe HA ONAKOBKATA

5x2un 10 x 2 cawiera (CbCTaBeHH OT XapTHUS/ATYMUHHI/TIOJIMETUIIEH ), NAKETUPAHHU B KAPTOHEHA
OMnaKkoBKa.

He BCHUKM BHAOBE ONAaKOBKK MOrar jia Obaar rnycHarH B rnpojaaxoa.
6.6 CneuHaJHH NpeanasHu MEPKH NMPH H3IXBLPJIsIHE H padoTa

Heun3non3sauusT NpoayKT WK OTNAAbLYHUTE MATePHATIH OT HEro TPsOBa J1a ce U3XBBPJIAT B
CbOTBETCTBHE C MECTHUTE U3MCKBAHMS.
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