1. AME HA JIEKAPCTBEHMS ITPOAYKT

Kapaudpenn-Ko 5 mg / 25 mg tabnerkn
Cardifriend-Co 5 mg / 25 tablets

2. KAYECTBEH M KOJMYECTBEH ChCTAB

Bceaka TabneTka chabpka 5 mg pamunpan / 25 mg xuapoxaoporaasua (5 mg ramipril / 25 mg
hydrochlorothiazide).
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Jleuenue Ha XUNEPTOHUA
KomOHHaumara ¢ puxcupanu 1o3u € noxasaHa NpH MalfMeHTH, YHETO KPHBHO HAISN2HE He €

AOCTATBYHO A00pe KOHTPONKMPAHO NPH CAMOCTOATENIHOTO PUIIAraHe HAa PAMMITPIL M
XUAPOXIOPOTHASHA.

4.2. 103HpOBKA H HAYHH HA NPHICKEHHE

[lepopanuo npunoxedune

[Tpenoprusa ce Kapaubpenn-Ko na 6bae npueman Beabk AHEBHO, 110 €IHO M ChILO BPEME BCEKH
AeH, 0OHKHOBEHO CYTPHH.

T'pi KaTO NpHEMBT Ha XpaHa He npoMena GuoHanuyHocTTa MY, Kapaudpenn-Ko moxe na 6bae
NpuemMaH npeay, No BpeMe Ha WM Clielt XpaHeHe (BXK. Touka 5.2.).

Kapau¢penn-Ko tpabsa aa ce nornbina ¢ reuHoct. He TpsaGpa aa ce gbBYe M pasTpolLasa.

Buv3pacmuu
Hlozata TpaOsa na 6bae HHAMBUIYaNnN3UpaHa COOPe] NPoduia Ha nauKeHTa (BXK. Touka 4.4.) u
KOHTpOJa Ha KPbBHOTO Ha/viraHe. Ilpynaranero Ha dukcupanaTa KOMOMHALKA OT PAMHOPUI H

XUApOoXNopoTHA3NA OOHMKHOBEHO ce npenoppusa CACH THTpanua Ha Jo3ara ¢ €4HH OT OTASNHUTEe
KOMITIOHCHTH.

Kapandpenn-Ko Tpa6sa na Obae 3anousas ¢ Hail-duckaTa Bb3MOMKHA 103a. AKO € HE0BX0aUMO,
A03aTa MOXE 13 Ob/ie MPOrpecHBHO YBENHYUABAHA 0 AOCTHIAHE HA KENAHOTO KPHBHO HAJArAHE,
MaKCHMaIHO AonyCTUMuUTe A03H ca 10 mg pamunpun u 25 mg xuapoXa0poTHa3nz, AHEBHO.

Cneyuannu nonynrayuu

Hayuenmu nexyesanu c Quypemyu
[Ipn nauneHTH, €AHOBPEMEHHO NIEKYBAHHK ¢ AUYPETHLIH, CE NPENOPHYBA [TOBHLIEHO BHUMAHME, Thil
KAaTO MOXE 1a Bb3HUKHE XHNOTOHHUA Clle]| 3aNo4BaHe Ha ieyeHuero. Tpabpa aa ce uMa npeasua

HaMalliBaHEe HA N03aTA HA AUYPETHKA HJIY CIIMPAHETO MY MPSAM 3aN04YBaHE Ha JICHESHHE C
Kapaugppena-Ko.

Ilayuenmu c 6vbpeuno ygpescoane

Kapandpenn-Ko e nporusonokasas npu texxo 656peuno yBpexkaane nopaau
HAPOXJIOPOTHA3MAHATA KOMITIOHEHTA (KPSaTHHHHOB KnupbHe < 30ml/min) (Bik. Touka 4



llaupenTu ¢ Hapywenue Ha Ob0peuHara dynxuMs Morar Aa H3HCKBAaT Hamanenu A034 Kapaudpenn-
Ko. [launenTs ¢ nupa va KpeaTMHHHOB KNHPBHC MeKAy 30 1 60 ml/min morar aa 6bAaT neKyBaHu
CamMO ¢ HAH-HUCKHTE 1031 HA HPUKCUpaHaTa KOMOHHALMA PAaMUIIPHII H XHAPOXJIOPOTHAZHU, Caen,
CaMOCTOATE/IHO MpHiaraHe Ha paMunpui. MakcuMaaHiTe JOMYCTHMM 1034 ca 5 mg paMunpun ¥ 25
mg XMAPOXJI0POTHAZUR JHEBHO.

Ilayuenmu ¢ veprodpobno yepeacdane - |
EHpu nanMeHTH ¢ 1EKO 10 yMEpEHO YepHOAPoOHO yBpexaaHe nevenueto ¢ Kapaudpenn-Ko tpa6ea na
ObAe 3aMOYHATO CaMO NOJ CTPHMKTHO MEOQHLIMHCKO HAO/MOAeHHE 1 MAKCMMATHUTE AHEBHH A034 ca 2,5
mg paMunpwit 1 12,5 mg xunpoxnoporuasua,.

Kapaudpena-Ko e nporusonokasan npu Texko depHoapobHO yspexnae (Ba. Touka 4.3.).

{Tayuenmu & nanpeonana ev3pacm

Hauannute no3n 1pabsa ga 6baatT No-HUCKU ¥ NOCIEABALIOTO THTPUPAHE HA A03aTa TPAGBa na Guae
no-6aBHO NNOpazM NO-roJAMaTa Bb3MONHOCT OT HEXENaHu peakiuu, 0cobeHo TPy MHOTO Bb3PACTHM 1
HEMOLIHU TALMEHTH.

Hleduampuyna nonyrayus
Kapantdpenn-Ko He ce npenopbusa 3a ynorpe6a npu aeua u ronows no 18 roaunu, nopaau
HEIOCTaTbYHU JAaHHM 33 6e30nacHOCT U ePUKACHOCT. |

4.3. HpoTHBONOKAZAHAA

- CBPbX4yBCTBUTENHOCT KbM AKTUBHOTO BELLECTBO WIH KbM APYT ACE-unxuburop (maxuGurop na
AHCHOTECH3MH KOHBEPTHPALMAA €H3UM), XHAPOXJIOPOTHA3H], APYr THA3HUACH AUYPETHK, Cyn(oHaMuIm
MM HAKOE OT noMolHKTe BewiecTea Ha Kapaudpena-Ko (Bx. Touxa 6.1.);

- AHaMHe3a 33 aHrHoeneM (HacleACTBEH, AMONATHYCH MK BCEACTBHE jleYeHue C ACE-unxubutopu
HIH anruotedsuH 1l peuenropuu anraronncti (AIIR As));

- ExcTpakopnopanto snevenne Boaenio A0 KOHTAKT HA KPbBTA C OTPHLATEIHO 3aPeAeHH NOBBPXHOCTH
(Bx. TOuka 4.5.);

- 3HaunMa AByCTpaHHa cTeHo3a Ha 6n0peunara aprepus unm cTeHo3a Ha HuOpeyHa aprepus Ha
eAHHCTBEH QyHKUMOHupa 6hOpex;

- BTopu WM TpeTu TpumecTsp Ha GpeMeHnocTTa (Bx. Touku 4.4. 1 4.6.);

- Knpmene (Bx. Touka 4.6.);

- Texxko yspexnane Ha GbGpeynara GpyHKuHa ¢ KpeaTHUHOB KnMpBHE ioa 30 ml/min npu
HEAHAIH3HPAHH NALHEHTH;

- KNHHUYHO 3HAYMMH €NEKTPONMTHA HAPYLIIEHH, KOHTO MOFAT AA CE BJOLUAT Cle/ NeYSHHE C
Kapaundpena-Ko (8. Touka 4.4); |

- Texxo yBpexaane Ha yepHoapoOHaTa yHKUMS, YepHOAPOGHA eHlehanonaTKs.,

4.4. Cnenuassu npenynpexcieHns H OpeNnA3HA MEPKH NpE ynoTpeba

Creyuanny nonyaayuu

bpemennocm: Jlevernue ¢ ACE-naxuburopy kato pamMunpwn wid auruorenzu 11 peLenTOpHM
aHTaroHMCTH (AlIRAs) He Tpabsa na ce 3anousa no Bpeme GpeMeHHOCT.

I1pu nauuenTkure, nitanupanwm na 3abpemeesT, Tepanuara c ACE-nnxuburopu /AlIRAs Tpa6sa na
C€ 3aMEHH C aNTEPHATMBHO AHTHXHUNEPTEH3UBHO JISYEHHE, KOETO UMA YCTAHOBEH Npohiul Ha
besonacrocT npu ynorpeba no Bpeme Ha SpeMEHHOCT, OCBEH 4KO HE Ce CUMTA 3a KpaHHO HeoOX0aHMa.
[Ipu ycTanosspate Ha GpeMeHHOCT, TEUYEHHETO ¢ ACE-uaxuturopn/ AIIRAs tpabea na 6bae '

He3abaBHO K, aKko € yMeCTHO, Tpabpa aa 6bae 3amo4HaTa ANITEPHATUBHA Tepanus (BXK. ToY




* [layuenmu c ocoben puck om Xunomonus

- Hayuenmu ¢ nosumena axmuerocm Ha PEHUH-AQHZUOMEN3UH-ANO0CIEPOH CUCTIEMAMA
[laumeHTH ¢ NOBHIISHA AKTUBHOCT HAa PeHUH-AHTHOTEH3HH-AAOCTEPOH CUCTEMATA Ca M3I0KEHH Ha
PHCK OT CHIHO H3pa3€HC NOHIKABAHe HA KPBBHOTO HAJIAraHe v BioliaBaHe Ha OpOpevunara GyHkums,
nopaau ACE-unxubupane, ocobeno korato ACE-uHXnOMTOp HIM CBNIBTCTBAL AMYPETHK CE NPHEMA
33 NIPBB BT WK NPH HAYATHO NOBHIIABAHE HA J03AaTA.
3Ha4uMMa aKTUBHOCT HA PCHUH-aHMMOTCH3UH- ANZ0CTEPOH CHCTEMATAa MOKE 4 CE OYaKBa M €
HEO0XO0AMMO MEAULIMHCKO HabMIOAEHHE, BKIIOYBALLO NPOCIEAABAHE HAa KPHBHOTO HaNAraHe,
HanpHMeEp MpH:

- NALKEHTH C TEKKA XUIEPTOHHS;

- NaUMEeHTH ¢ 1EKOMIICHCHPaHa 3aCTOMHA ChPeYHa HEAOCTATBYHOCT;

- NAUUEHTH ¢ XeMOAMHAMHUYHO BJOMICH JISBOKAMEPEH M3XOAUL WK BXOAAL KPbBOTOK (Hanp.

CTeHO3a Ha a0PTaTa WM MUTPAIHATA KNamna);

- NaLMEHTH C eNHOCTpaHHa CTeHO3a Ha Gp0pednaTa aprepud ¢ BTOpH QyHKUHOHHpALL

6B0pek;

- NALMEHTH, NPU KOUTO HMA HIIM MOXKeE Ja HacTBITM HamMalleH 00eM Ha TeleCHUTE

TEYHOCTH MJN COMH (BKNIOYKTENHO NANVEHTH, NPUEMAILH AHYPETULIM);

- NALMEHTH ¢ YEPHOAPOOHA MPO3a KW/ UK ACLIUT;

- NAUMCHTH, NOAI0XKEHH HA rOJAM& XUPYPriiHa HHTEPBEHLMA HIIM AHECTE3UA CbC CPEACTRA,

KOHTO NPENH3IBUKBAT XMNOTOHMS. |
OOUKHOBEHO CE NPENopbYBa KOPUTHpPAHE HA AEXUAPATALHATA, XUNIOBOIEMUATA WK COIEBUA
AepUUMT OpeaH HAYANOTO Ha JIEYEHHETO (IPU NALMEHTH CbS ChPAEYHA HENOCTATBYHOCT, 06aue,
KOpexunaTa Tpabea sa 6bae BHUMATENHO NPELECHEHA CIPAMO PHCKA OT 0GEMHO HATOBApBaHe).

Xupypzuunu unmepeenyuu
[Ipenopwusa ce, KOraTo € Bh3MOXHO, NEYEHUETO ¢ MHXMGHTOPK HA AHTMOTEH3HH KOHBEPTHPALLMUS
€H3KM KaTO PaMHIPHIL, 22 ObAE NPEKBCHATO €AMH A€H NPEAM XHPYPrH4Ha poLeAypa.

- llayuenmu, uznoocenu Ha puck om copOeuHa Il MOILUHA UCXEMUR 8 CAYYAT HA OCMpa XUnOMOHUS
HauyanoTo Ha TepanuaATa M3UCKBA CTPOr MEAMIMHCKHA KOHTPOI.

* [fupeuven xunepandocmeponuzom

KoMbnhaunsTa pamunpui + XuapoxnopoTHasua He e u30op 3a eueHue NpH bPBUYEH
XHIIEPANAOCTEPOHMIEM. AKO PAMANPUI + XHAPOXAOPOTHAZML C€ M3NO0/38A MPH NALMEHTH C NbPBAYEH
XHNEPANAOCTEPOHU3IBM C€ M3UCKBA BHHMATE/IHO IPOCIeAABaHe Ha [U1a3MEHUTE H1MBA HA KANHAL.

* [layuenmu e cmapuecxa ev3pacm
Box. Touka 4.2.

* Hayuenmu c yeprodpobio 3aborasane
Enexrponurhu Hapyiesns nopaau AuypeTHYHA TePanus, BKAIOUHTETHO XHAPOXIOPOTHA3H, MOFAT
Aa NPHUKHAT 4EPHOAPOOHE cHuedanonaTHa Npy NalUEHTH ¢ YepHOApoSHO 3aGonsBaHe.

{Ipocaednsane na Gvbpeunama dynxyus

bnOpeunara dyuxums Tpabea na 6ae oueHena npeau 1 no BpeMe Ha TepanusiTa ¥ 103aTa Tpadsa 1a
Obae Kopurupana, 0cOGEHO 1pe3 MbPBHTE CEAMHLM OT NeYeHHeTO. JcOBEHO BHUMATEHO
HpOCNeinBaHe C& U3UCKBA NPU NalMeHTH ¢ Ou6pedHo yBpexnane (k. Touka 4.2.).

Hma puck ot Bnowasaxe Ha 6b6peunarTa pyHKuUHA, 0cOGEHO NPK NALMEHTH Che 3aCTOMHA LF
HEAOCTATLYHOCT MM criel ObOpedHa TpaHCIIaHTALMA.

bvbpeunu yepeacoarun
I1pn naunenTu ¢ 6u6peuHo 3abGonasane, THA3MAKMTE MOrAT A8 npeAu3BUKAT ypemui. i

€eKTH Ha AKTHBHUTE BELECTBA MOTAT Ja CE POABSAT MpH MALUEHTH ¢ HapyIleHa O.E




AKo0 HacTBNH nporpecus Ha 6L6PeUnOTO YBpeKAaHe, YCTAHOBEHO YpPe3 NOBHILEH HEGENThMEH a30T, €
He00X0nMMa BHUMATEIHA IPEOLCHKA HA TEPANURATA C OLMIE] HA NPEYCTAHOBABAHE HA NHYPETHYHATA
Tepanus (Bx. Toyka 4.3.). -

Enexmponumen ducbanranc
Heobxonnmo e aa ce u3sbpiliBa REPHOAHUHO HICASABAHE HA CEPYMHHTE CNEKTPOJMTH Npe3

OAXOALM HHTEPBAIIM, KAKTO NPH BCEKH NALMEHT, NPUeMall AMYPEeTHYHA Tepanns. Tuazuaure,
BK/IHOYMTENHO XHAPOXJIOPOTHA3M, MOraT Ja [APHUMHAT AHcOATaHC Ha TENECHHATE TEYHOCTH WK
eNeKTpoanTeH anchananc (XunokaaHeMHs, XUNOHATPUEMMS H XHITOXJI0PEMHYHA ANKAN03a).
Bhnpexu, ye XHIOKANMEMHA MOXKE /1 CE pa3BHE NPH ynoTpe6ara Ha THA3HAHH AHYPETHLM,
ChITbTCTBALLATA TEPANUA C PAMUMIPHI MOXE 132 HAMAIM JUYPETHK-HHAYLIMPAHATA XHIOKATHEMHA.
PHCKBT OT XHNOKANMEMHS € HAH-TONAM NP MALMEHTH ¢ YEPHOAPOGHA MPO3a, NPH NALMEHTH C
thopcupana auypesa, NPy NALKMEHTH, IPHEMALIY HETIOAXOAALLM €/IeKTPOIHTH M DU MALMEHTH,
NpreMally CbIBTICTBALILA Tepanus ¢ kopruxkocTepouan WiH AKTX (Bx. Touxa 4.5.).

IIbpBOTO ONpesenaye Ha NIA3MEHHTE HMBA HA Kayus TPAGBa 12 ce U3IBLPIUM Npe3 MbPBATA CEAMMLA
Cnen 3ano4Bade Ha eyeHHeTo. [lpenopbuBa ce xopurupase, ako ce YCTAHOBY HHCKO HUBO HA Ka/nA.
Mooxe Zja HACTBIM AMIYTALMOHHA XMIIOHATPHEMHA. B HAYANOTO NOHWKEHOTO HUBO HA HATPHA MOKE
A1a Ob/ie aCMMOTOMHO W NOpaJM TOBA € BAKHO PEIOBHOTO My M3caeasake. UscnensaHero Tpabsa na e
N0-4€CTO NPA NALUKEHTH B CTAPYECKA BE3PACTH M LIMPOTHYHM NalHeHTH. THasHaure BOAAT a0
NOBHIUEHA EKCKPELMA HA MarHe3ui B YpHHATA, KOETO MOXKE Aa JOBeAE A0 XMIOMArHe3HeMus.

Xunepranuemus

[1pn Hakou nauwmesTy, nexysanu ¢ ACE-nuxuGuropu, Bkmountenso ¢ Kapnudpenn-Ko, ce
HaOnoaasa XxMnepKaiveMus.

Puck ot xunepkanuemusa umMa npH nauuesTy ¢ Gu6peyHa HeROCTATEYHOCT, HA Bb3pacT > 70 roauEH, ¢
HEKOHTPOIMPAH 3aXapeH AualdeT M TAKMBA IPUEMALLY KATHEBH COJIH, KATHH-ChXPaHIBaLIy
ARYPETULIM H JPYTH aKTHBHH BELUECTBA, MOBHUIABALH MIA3MEHMTE HUBA HA KANUA WK ChCTOAHUA
KaTo ACXHApaTalMd, OCTpa ChpAeyYHa NEKOMNEHCauMA, MeTab0IHTHA auuno3a. AKO eAHOBPEMEHHATA

YNOTpeba Ha MOCOYCHUTE CPEACTBA CE CUMTA 3a MOAXOASANIA, IPENOPHYBA CE PEAOBHO npocnensapaHe
HA CePYMHHA Kanuii (Bac. TOuKa 4.5.). - |

Yeprnoopobua enyedaronamusn

ENeKTponnThy HapyICHHs NOpaay AMYPETHYHA TEPanus, BKIIOYHTENHO XHAPOXJIOPOTHA3NA, MOraT
7@ NPUKMHAT 4ePHOAPOOHA eHuedanonaTia NpH NaLMEHTH ¢ YepHOAPO6HO 3a6onspane. B cay4ail na
4epHOApOOHa eHuedanonaTHa neyeHHeTo TPAGBa Aa ¢e NpexpaTH He3abaBHo.

Aunepranyuemus
XnpoxnopoTuasuia cTumyupa 6s6peunata peabcopOLma Ha KaIuUs 1 MOKe Aa NPHYHHH
xunepkanuuemus. Toea Moxe 5a nonpeun Npu M3CHeNBaHe HA NAPATHPEOUAHATA DYHKLMS.

Anzuoedem

AHruoeziem e CboOLIaBaH NPH MALHEHTH, ekyBaHu ¢ ACE-HHXuGUMTOPH, BKIIOUMTENHO pamMunpun
(Bx. TOUKa 4.8.).

B cnywaii na anrnoenem npuemst na Kapaugpenn-Ko Tpsa0Ba na ce npexkpaTH.

TpabBa HezabaBHO na ce Ha3HAYM COelHa Tepanus. IlauueHTbT TpAGBa 21a OBOE NOCTaBEH NOA
nabnronerue nowe 3a 12 10 24 yaca ¥ U3NMCAH Cled HAMBAHO OTWYMABAHE HA CHMITTOMMTE.
HuTecTnanex anrnoenem e cx001aBal Npy NALKEHTH, nexyBanu ¢ ACE-unxuburopu,

BrtOunTEAHO0 Kapangpena-Ko (8. Touika 4.8.). ITpu Te3n nauuenTn ce Habmonasa abao
Oonka (¢ win Ges raseHe u noBpbILaHeE).

Anaduraxmuynu peaxyuu no epeme xa deceHcubuURuzUpane

BeposatHocTra OT nosea u TexectTa Ha aHaWIAKTHYHY H aHa(HIAKTOHOHHU pe
Ha HACCKOMH U NpYry anepredu ca nopuwenu npy ACE-unxubupane. Tpabsa na ¢
BpeMeHHO npekreBale Ha Kapaudpenn-Ko npean aecencnbunmzanms. |




Heymponernus/azpanynrouumosa
Panxko ca HabnronaBalM HEYTPONEHHA/arpaHyIOLMTO3a, ChoGaBaHa € ChIND H KOCTHO-MO3bYHA

cynpecui. [Ipencpbysa ce npocneassane Ha 6pos Genn KpbLBHH KIETKH, 3a AA CE YCTaHOBH
€BeHTYyanHa nepkonenns. Ilo-yecto npocnenssate ce npenopbyBa B HAYAIOTO HA JICYEHHETO U NPH
nauMeHTH ¢ HapyiueHa On0pedna pyHKUMA, NPK TAKMBA CHC CHITETCTBALLA KONAreHo3a (Hanp. JyIyc
EPUTEMATOACC HWIH CKIEPOACPMHA) M NPHA NNIEKYBAHH C APYTH JIEKAPCTBEHH NPOAYKTH, KOMTO MOFaT J1a
NPUYMHAT MPOMEHN B KPBBHATA KapTHUHa (BXK. To4Ka 4.5. u 4.8.).

Emnuvecku paznunus

ACE-uHxnOuTOpHTE HPHYMHABAT AHTHOCAEM C [0-BUCOK YECTOTA NPH YEPHOKOKH NALMEHTH,
OTKOJIKOTO NIPU OCTAHAJIHNTE.

Kakro » apyrute ACE-unxuGuropu, pamunpun Moxe na 6bae no-majko egeKTuper npu
NOHAKABAHE HA KPHBHOTO HANATAHE [PH YEPHOKOXKHM NALMEHTH, OTKOJIKOTO [IPH OCTAHAJIMTE, NOPagH
N0-4€CTOTO HAIMYHE HA XUIIEPTOHHA C HUCKH DEHHHOBHM HHBA IIPH YEPHOKOXKATA MOy IaLis.

Cnopmucmu
XWApOXNOPOTHAZKA MOXKE 13 Aae MOMOKHTENCH aHAJIMTUYEH PE3Y/ITAT NPH AHTHAONUHT TECTOBETE.

Memaboaumnu u endoxpunnu ehexmu

Thasuaxata Tepanua MOXe Ja HAPYIUH MIIOKO3HWA Tonepaxc. IIpn nanuenTn ¢ quaber moxe na ce
HaN0XKH KOPMIrHpaHe Ha 103aTa Ha HHCYJIMHA MK nepopajHuTe anTuauabeTHu cpeacrpa. JlaTenres
3axapeH auabet Moxke 1a ce fIPOABH [0 BPEME HA THA3MHATA Tepanus.

[loBKiueHH HHBA HA XONECTEPO/Ia M TPHITIHLCPHAUTE C¢ CBBP3BAT C THA3UIHA AUYPETHYHA Tepanu.
Moske A2 HACTHNM XKOEPYPHUKEMHA HIIH A2 C€ YCKOPH BB3HMKBAHETO Ha NIOAArPa MPH HAKOM
NaLUeHTH, NPHEMAllH THA3MHA Tepanus.

Kawnuya
[Ipu ynotrpebara na ACE-unxuburopu e cpobluasana kanunua. XapakTepHo €, ue 14 €

HENPOAYKTUBHA, NPOABIDKUTENHA U OT3BY4aBa ClIe/l NpeKpaTaBaHe Ha Tepanuata. Muayuupanara ot

ACE-uuxubutop kauuiuua, TpabBa a ce pasriieskaa KaTo 4acT OT AM(EPEHIMANHATA AMArHO3a Ha
KalUTHLA.

Hdpyeu
Peakiinn Ha ceHcHOWIM3aLUMA MOTAT Aa C¢ MPOABAT NPU NALUMEHTH ¢ UM 6€3 aHaMHE3a 38 aneprus

wnu bporxnanta actMa. Crobuiaea ce 33 Bb3MOXHOCT OT 0GOCTpAHE Wiu aKTMBHPaHE Ha CUCTEMEH
€PUTEMATO3EH JIYNYC. |

[leanarpuyHa nonyjaauus

Hama nauum.

4.5. B3aumopeiicTBHe ¢ APYrH AeKapcTBeHA BPOAYKTH H JPYrH ¢opma Ha B3aumoaeiicTBue

[IpoTtusonokazany koMOHHALMK

Excrpakopriopanto neyense, BOAEILO A0 KOHTAKT Ha KPBLBTA C OTPHLATE/HO 3ape/icHH NOBbLPXHOCTH
KaTO HANPHMED AHATIH3A WM XEMOQHATPALHS C ONpe/eNeHH BUCOKONPOIYCKIHBH MemMGpaHH (nanp.
NONHAKPHIOHHTPHIKK MeMOpaHu) 1 ahepesa HA TUTNONPOTEHHH € HUCKA IUTLTHOCT C ACKCTpaH
CyA(aT NOPaAM NOBHIIEH PHCK OT TEXKA aHAQUNAKTOMNHA PeakLus (BK. TOUKa 4.3.).

AKo ce u3snuckBa noaolHO neuenne, HeoOXOIMMO & Aa ce OOMHCIIM M300A3BAHE HA PAIIUYEH THI
AMANH3HA MEMOpPaHa WM Pa3MYEH KIAC AHTUXUIEPTEH3HBHO CPEACTEO.

[Ipeanasum mepku npu ynotpeda

Kanueeu coru, xenapun, kanuii-coxpanseauyu ouypemuyu u Opyau axmueHU 8eyecmed, ' C
Az MEHUME HUGA HA Kanua (6KuIoNUmenHo anzuomensun Il anmazonucmu, mpumemonp




MAKPORUMYC, YUIIOCNOPUH): Bb3MOXKHO € 113 Ce POABH XUIlepKaJIMeMus, Nopaiy KOeTO C& H3HCKBA
CTPHKHO OPOCNEAABAHE Ha CEPYMHMSA KaJuii.

Anmuxunepmenzusnu cpedcmesa (Hanp. Ouypemuyu) U Opyeu seuecmsd, KOUMO Mo2am Oa ROHUNCAm
KPbEHOMO HAAZAHE (RAND. HUMPAMU, MPUYUKIHYNU AHMUCENPECAHMY, AHECMEMUYU, NPeKOMepeH
npuem Ha ankoxon, baxnogen, angy3o3un, OOKCA303UH, NPA3O3UH, MAMCYAO3UH, MEMPAZO3UR). MOKE
Aa C€ 04YaKBA YBENUYABAHE HA PUCKA OT XUIOTOHMA (BiK. TOUKA 4.2. 32 NMYPETHLM).

Bazonpecopru cumnamuxomumemuyu u Opyau éeugecmsd (enunedpun), Koumo mMo2am 0a HamMansm
AHMUXUNCPMER3USHUR eheKkm A paMunpun; NPENopbYBa Ce CTPHKTHO NPOoC/e]dBaHe HA KPLBHOTO
Hanaraxde.

Anonypunon, UMyHOCYRpecopHU, KOPMUKOCMEPOUOU, RPOKAURAMUD, Yumocmamuyyu u opyau
geujecmea, KOuUmo mozam Oa npoMeHAm Opos Ha KpveHume KAEMKY, TOBUIICHA BEPOATHOCT OT
NOABAHA XEMATOJOCHYHHM peakiin (Bx. Touka 4.4.).

Jlumuesu conu: ekckpeuyara Ha AMTUA MOXe Aa Opae nonrwkena ot ACE-uuxuOuTopure u nopaau
TOBa TOKCHYHOCTTA Ha IUTHA MOXe Na ce ysenuqu. Husara Ha autHsa TpaOBa Aa ce npocneasBar.
EnnospemenHara ynorpeba Ha THA3UAHU AMYPETHIIM MOXE Aa MOBHUIIH PUCKA OT NUTHEBA TOKCHYHOCT
U 712 ycuiin Beue nopauieHHa oT ACE-uHxuburopa pHcK OT AMTHEeBa TOKCHYHOCT. [lopanu ToBa
KOMOMHAaLMATA OT PAMUIIPWI M XHAPOXJIOPOTHAZH C TUTHIL HE CE NPENOPbYBA.

Anmuouabemuu cpeocmea, 6KAIOYUMEAHO UHCYAUH. MOTAT Na Bb3HHKHAT XUNOTTIMKEMHYHHN PEaKLMH,
XUAPOXTOPOTHAZUALT MOXKE 3 0Tcnabu edexra Ha aHTuAnabernure nekaperea. [lopaau Tosa ce
npenopbyBa 0cO0EHO CTPUKTHO NMPOCIEASBAaHE Ha HUBATa Ha KPHBHATA 3aXap Npe3 HayalaHUA Nepuos
Ha €HOBPEMEHHOTC NMPpHJlaraHe.

Hecmepouonu npomueoev3narumennu cpeocmea u ayemulCartuyiilosq KUCeAUNd: MOXE 14 CE OMaKBa
HamanaBaHE HAa aHTHxHepTeH3uBHUA edexkt Ha Kapnudpenn-Ko.

OcBeH TOBa, CHOBTCTBAOTO Neuenue ¢ ACE-unxuduropu n HCIIBC moxe Aa nosene 0 NOBHILEH
PHMCK OT Bj1IoIIaBaHE Ha ObOpeuHaTa GyHKUMA KU Ja YBEINYUHM KAIMEMHATA.

llepopannu anmuxoazyranmu. aHTRKOAryNaHTRUAT edexT Moke Ja 6bae HaMaNeH nopaax
eAHOBpEMEHHATa ynorpeda Ha XHAPOXIOPOTHAZKA.

Kopmuxocmepoudu, AKTX, aughomepuyun B, xapberoxconon, 2onemu xoauyecmsa caadvk Kopen,
aaxcamusu (B cnyyai Ha npoab/DKHTENHA YnoTpeda) U Apyry CPeACTBa, KOMTO YBEINYABAT YPHHHATA

CKCKPELMA HA KAIU Ul HOMANREAM NAGIMERWT KA. OBULIEH PHCK OT XWUIOKAIMEMHSL.

Hueumanucosu npenapamu, axmuenu eewyecmeaa, 3a KOUmMo e usgecmno, e yovuicam QT unmepsana
U anmuapummMuyy; TAXHATA NPOAPUTMUYHA TOKCHYHOCT MOKE Ad C€ NOBHIUH MM aHTHAPATMHYHHAT

UM epexT Na HaMasiee NpY HaNMYMe Ha eNIEKTPOMMTHH HapylueHus (Hanp. XMIOKaineMus,
XHMOMarHe3ueMus ).

Memundona: BbIMOMXKHA € XeMOJIM34.

Xorecmupamun uny Opyeu nepopaine npunazany Gonoobmennu seyecmsa: namanexa abeopbums Ha

xuapoxnopotvasua. Cynponamuanute nuypernuu tpabsa na GbIaT B3EMaHKU NOHE eMH Yac NPeau
HJIM YETUPH [10 LLECT Yaca CIeH TE3H JEKapCTBa.

Kypape-no0obru muopenaxcanmu. Bb3IMOXEH € YCHIEH U YAB/DKEH MHOpEJIaKkcHpaL eeKT.

Kanyuesu conu u nosuuasauju nrasmenus Kanyuu aexapemeenu npodykmu: B ciy4ail Ha
SAHOBPEMEHHO NpHNaraHe ¢ XuApPOXJAOPOTHA3H/ MOKE Jd C€ OMAKBA MOBUILEHA CepyMHa
KOHUEHTPaUMA Ha KaJIUKA, NOPagH KOETO ¢€ H3HCKBA CTPUKTHO NPOCeAiBaHE HA CEPYMHMSA



Kapbamasenun: pucK OT XHNOHATPHEMHS MOPaiM alHTHBHA% €PEKT C XHAPOXIOPOTHAIHA.

Hod-cvovpacauo kosmpacmno éetgecmao: B ciiydail Ha AEXUAPATALAA, IPEIUIBUKAHA OT
IAYPETHLIM, BIUIIOUMTEHO XHAPOX/IOPOTHA3M, HMA [IOBHILEH PUCK OT ocTpo 610peuHo yspencnane
ocobedo npu ynorpeba Ha 3HAYHMH 10341 HOA-CBABPKALIO KOHTPACTHO BELIECTBO.

Henuyunun: XapoOXJI0POTHA3K] C€ EKCKPETHPA B AUCTAIHHTE TYOY/IM M HAMANABA €KCKPELMATA Ha
NEHHUMAMHA.

Aunun: XMApoxXopoTHa3H] HAMAJIABA EKCKPELIMATA Ha XHHHH.

Ileauarpyuna nonynaumg
[IpoyuBaHni 3a B3aMMOACHCTBHATAE ca MpOBEXJaHH CaMO NPA BH3PACTHH.

4.6. PeprunnTeT, 6peMEeHHOCT H KbPMeEHe

Kapaubpenn-Ko ne ce npenopbusa no BpeMe Ha 1sPBUsA TPUMECTBP Ha OpeMeHHOCT (Bk. Touka 4.4.)
H € NIPOTHBONOKA3aH N0 BpeMe Ha BTOPUA M TPETHA TPUMECTHP Ha OpeMeHHOCTTA {BX. TOouka 4.3.).

EnuneMHONOrM4HMA J2HHM OTHOCHO PHCKA OT TEPaTOreHHOCT ciref| ekcnosuuua Ha ACE-uHxn6uTopn
10 BpeMe Ha ITbPBUA TPUMECTHP OT BpeMennocTTa He ca yGeauTenHH, HO 1EKO MOBHILABAHE Ha PHCKA
HE MOXKe 13 Dbae HIKIFOUEHO.

[Tpu naumenTruTe, nianupawmy GpemenHocT, Tepanuara ¢ ACE- uuxuburopu Tpalea aa ce 3amenu ¢
a1TCPHATHBHO AHTHXHMIICPTEH3HBHO JI€YEHHE, KOETO HMAaYCTaHOBEH npodun Ha Ge30MacHOCT npu
ynotpeba no speme Ha GpeMEHHOCT, OCBEH aKO HE Ce CYMTA 3a KpaiiHo Heobxoauma.

ITpu ycraHosasane Ha OpemesHocT, neyennero ¢ ACE-uuxuGuropu tpsbea na 6bae cnpsHo
He3abaBHO K, aKo € ymecTHo, TpabBa Aa Obae 3anouHaTa anTepHATHBHA TEpaiuA.

H3BecTHO €, 4e Tepanuara ¢ ACE-unxuburop /anrnorensus Il peuentopen anraronuct (AlIRA) no
BPCME Ha STOPUA M TPETUA TPHMECTHP NpHUKHABA (PETOTOKCAYHOCT NP Xopa (HaManeHa Gubpeuna
(byHKuMn, ONMrOXKUAPaMHHUOH, 3a0aBeHa ocH(DHUKALIMA HA YePENa) H HEOHATAIHA TOKCUYHOCT
(0bOpeuHa HeJOCTATHLYHOCT, XUIIOTOHMS, XMIIEPKATHEMHS) (BXK. CBLIO 5.3. »L IPENKIMHUYHM AaHHH 34
OezonacHocT”).

B ciyuaii ha excnosuuus va ACE-anxubutop npes Bropus TpuMecTbp Ha GpeMeHHOCTTa, ce
npenops4ea nposepka Ha 6L0peunaTa QyHKIMA H Yepena upes ynrpassyk.

HoBoponenu, uunto makiku ca npuemanu ACE-unxuburopu, Tpabsa na GbaaT CTPUKTHO
HaONORaBaHM 3a XMIOTOHMA, OJIMTYPHA U XHOEPKATHEMHs (BXK. CbIIO Touk# 4.3, n 4.4.).

XHIpOXTIOPOTHAIHABT, B Cy4ail Ha NPOAB/DKMTENHA EKCOO3MULMA N0 BPEME Ha TPETHA TPMMECTHP Ha
OpemenHOCTTa, MOKE A2 OPUYMHH (ETOINALEHTAPHA CXEMMS M PHCK OT M30CTABAHE B PAacTeKa.
OcBeH TOBa, PEAKH CIIyYaH HAa XHIOIIMKEMUs M TPOMOOLMTONEHMA [IPH HOBOPOAEHH ¢a ChOGIABAHM
B CIly4ai Ha eKCIO3MLINAA HENOCPEACTBEHO MPEAH TEPMHHA. XHAPOXIOPTHATHALT MOXKE 22 HaMau
obema Ha n1a3mara, KakTo M BLTPEIUIAUECHTAPHHUA KPBBEH TOK.

Kapauppena-Ko e npoTusonokasan no BpeMe Ha KbpMEHe. |
IIpu npunaraneTo Ha TepaneBTHYHH 03U PAMMAPHI H XMAPOXIOPOTHA3H] HA KEPMELUM JKEHH €

Eb3MOXHO PAMHIIPHI H XMAPOXJIOPOTHA3U Aa CE EKCKPETHPAT B KbPMATA B TAKOB2 KOAHYECTEBO,
KOETO 1a 0Ka3Ba eeKT BLPXY KbPMayeTo.

llopann nenocrarbuna nudopmauma otHocHo ynorpebara Ha paMHIpu NCe BpeMe Ha KbPMEHE (BaxK.
TOYka 5.2.) 32 NPEANOYUTAHE € ANTEPHATHBHO NEYEHMe ¢ no-n06pe yeTaroBeH npodun Ha

ObesonacHoct no Gpeme Ha KbPMEHe, 0OCOGEHO MPH KbPMEHE HA HOBOPOASHO HJIH HENOHOCK
KbpMavye.

XHNOpOXNOPOTHA3K]L CE EKCKPETUPA B KbpPMa.



Tnasnaute, npueMaty or MaliKi KbPMAYKH, Ce CBBP3BAT C HAMANABAHE, HIH NOPH NOTHCKAHE, HA
NAKTAUUATA. |

Moxe na ce NposBH CBPbXYYBCTBUTEHOCT KbM aKTHBHHUTE BEIIECTBA - JEPHBATH HA CyNpoHaAMUAMTE,
XHIIOKanineMus 1 uxrep. llopagn BE3MONKHOCTTA 32 CEPHO3HM peaKLMM [IPH KbPMaYeTaTa M OT JIBETe
aKTUBHM BELIECTBA TPAOBa Na ObJe B3eTO pelleHHe AajH Aa 6bAe NPeKpaTeHo KbPMEHETO WK Ja
Obae npekpaTeHa TEPANMATA, KATO CE B3EMe IPEABHA 3HAYEHHETO Ha TepanyaTa 3a Makkara.

4.7. Edextn BbpXY cnocoGuocTTa 32 modmpane u pabora ¢ Mamaun

Hukou cTpannynu edextu (Hanp.cHMOTOMM Ha NOHHKABAHE HA KPbBHOTO HANATAHE KATO 3aMaiBaHe)
MOrAT Aa HapYILaT CocOOHOCTTA Ha MALMEHTa 38 KOHUEHTPALMA H PEaKkLMa, €TO 3aL0 NpeacTaBiIABa
PUCK B CHTYalIlH, NPH KOHTO Te3H CNOCOGHOCTH ca 0T 0cobeHo 3HaueHue (Hanp. wodupaxe u pabora
C MaLIXHM).

Topa moxe na ce cnyun ocobeno npu Hauano Ha JIeYEHUETO MU NpH NpeMUHaBaHe OT APYru

npenapary. Cnen nbprara 103a WiM OCAEBAIO NOBHLIABAHE HA 1034Ta HE e NpenopbYUTEIIHO
wodHpane Uiy paboTa ¢ MaillMHH 33 HAKOMNKO 4aca.

4.8. Hexxenanm JIeKapeTBeHd peaknHy

[IpodunbT Ha GezonacHocT Ha pamunpui + XHAPOXJIOPOTHA3UA BKIIIOYBA HEXKENAHH JIEKAPCTBEHH

PeaKLIMH, IPOABABALIM C€ BbB BPB3KA C XHNOTOHU W/HIH C HAMAIABAHE HA TENECHUTE TEHHOCTH
[10paju IOBHILEHA AMYPE3a.

AKTHBHOTO BELLECTBO PAMMNPHII MOXKE Ja NPHYMHA YNOpHTA CyXa KaUUIMLA, J0KATO AKFUBHOTO

BELLIECTBO XAPOXJIOPOTHAZHA MOXKE 12 NOBEAE A0 BAOIIABAHE METAGOMM3MA HA MIOKO3ATa, JIMIIHANTE
H MUKOYHATA KNCEIHHA.

JBETe aKTMBHM BEIECTBA UMAT IPOTHUBOMONIOKHM e(exTH BBEpXY I1a3sMeHHs kanuit. CepuosHuTe
HEKCI2HH JIEKapCTECHH peakiMy BKIIOYBAT AHTMOEAEM WM aHa(DrIaKTHYHA peakuus, 6B6peuHo nu
4EPHOAPOOHO yBpEKNAHE, MAHKPATHT, TEAKH KOIKHH PEaKLUH 1 HEYTPONCHHA/arpaHy/ioLUTo3a.

YecTorara Ha HCXKENAHHUTE peaKliti ce onpeacnd, Ype3 uinoJ3BaHe Ha ciaeagHara KOHEBECHLIHA:

Mmuoro yectu (> 1/10);

yectH (= 1/10 000);

Heuecty (= 1/1 000 o < 1/100);

penka (= 1/10 000 no < 1/1 000); muoro peaxu (< 1/10 000),

C HEM3BECTHA 4ECTOTA (OT HAIMYHHUTE JaHHU HE MOXe Aa Obe HanpaBeHa OLIEHKA).

IIpx BeaKo rpynupaHe B 3aBUCHMMOCT OT 4ECTOTATA, HEXENAHUTE JIEKAPCTBEHH peaKkuuu ce uzdpossar
B HU3XOZAAL PEA 10 OTHOLIEHHE HA TAXHATA CEPUO3HOCT.

Yectu Heuectu MHoro penxu C HeusBecTHa yecTOTA

CbpaeyHu . MHokapaHa Hcxemus, Muokapaen undapxr
HaPYIUEHHS BKJIIOMMTENIHO AHMMHA

NEKTOPMUC,

TaxuKapaus,

APHTMMH,

nannuTaLmy,

nepuipepet egem




Hapyuwenus Ha

[Tonnzken Opoif Ha

KoCcTHO- MO3BYHA

KPBETA H Oenute KpbBHU Cynpecus,
aumMtHarta KJIETKH, IOHMXKEH HEYTPONEHM,
CUCTEMA Opoii uepBenu BITIOUYMTE/IHO
KPBbBHH KIIE€TKH, arpaHynonRMTo3a,
HAMAaJICH AaHLMTONCHHK,
XxeMornobuH, €O3HHOPHANA,
XEMOJIMTHYHA XE€MOKOHLUeHTpatuns,
aHeMus, HaMaleH CBBbp3aHa ¢ HamMalAaBaHe
6poit rpomGoLuTH HA TEAECHU TEYHOCTH
Hapywuenuus na Fnasobonue, CBeToBLpTEXK, Mo3bpuHa HCXEMMA,
HepeHama 3amaiiBaHe MapecTe3us, TpeMop, BKJIIOYHTEIHO
cucmema HAPYLUEHO HCXEMMUYEH HHCYIT H
paBHOBECHE, yCEluaHe TPaH3uTOpHA
32 napese, HCXEMHYHa aTaxa,
RUCTrey3us, arey3us IICHXOMOTOPHH
HapyLLIEHHUs, NAPOCMHKA
Hapyuwenus na 3purenHy cMyILEHH, Kcanroncus,
oyume BKJIIQUMTE/IHO HaMaJeHa JaKpUMalHa
3aMBIIEHO BHXKNAHE, [opaau
KOHIOKTHBHT XHAPOXAOPOTHAZNAA
Hapywenuwn na TuauTyC YBpexnase Ha cnyxa
YXOMO U
aabupunma
Lecnupamopnu, | Henponykrus | Cunysur, nuciHes, bpouxocnazbm,
ZPbONY U Ha Jpa3Hela | 3anyueH HOC BKJIFOYHTENRHO
Meduacmunarny | kaunMua, obocTpena acTma
HAPYVIEHUR OpoHXHUT
Anepru4eH anBeosIuT,
HEKapAHOTreHEH
denonpoben ook
nopaau
XUIpOXJIOPOTHASHIA
Criomaiurio- CTOMaLIHO-4YpEeBHO IToBpsiuane, Ilankpearur (ciayvan
YpesHu Bb3MaJICHHE, a¢rozen ¢ daranen uzxon ca
HADYVIHCHUS XpaHOCMMNATEIHM CTOMATHT, cbobLasanu
CMYIIEHUA, KOpEeMeH rMOCHT, AHapHA, | H3KNIOYHTERHO PROKO
AMcKombopr, Oonka B ropuata | mpu neyenue cAEE

NMCIENCHSA, TacTPHT,
raacHe, 3anex

["MHIMBHT CBBLP3aH C

4acT Ha KopeMa,
CYXOTa B ycTara

MHXUOUTOR
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XHAPOXJIOPOTHA3KIA

YEPBO .

CuHanoaseHur, cBbp3aH
C XHAPOXIIOPOTHAIUI

brbpeuno

Hapywenun na Bnomagaxe Ha
bvOpeyume u yBpeXIAaHe, ChlUECTBYBAlla
HUKQYHUME BKAFOUUTE/HO OCTpa NpOTEeHHYPHS
HomMua 61n6peuHa :
HEeQOCTATEYHOCT, Hurepcruumanen
NONKYPUA, IOBUIICHA HEDPHUT, CBLP3aH C
ypes B KPBBTa, XHAPOXJIOPOTHAZHAA
NOBHILNEH KPEAaTHHUH . -
B KPbBTa
Hapvuenus na AHruoenem; TokcHuna
KoJcama u H3KIIOMHMTENHO PALKO enuaepManHa
HOGKOJNCHama oOCTpyKUMA HA HEKPONH3a, CHHAPOM
MbKaH BBL31YXOHOCHHTE Ha Stevens-Johnson,
NbTHILA B PE3YATAT epuTeMa MynTudopme,
OT QHIHOEEM MOXKE nemuryc, odocTpen
Aa uma daTtajieH NCOpHA3UC,
M3X0A; NCOPHUATHYEH excdonuarupeH
AEPMATHT, IEPMATHT, peaKums Ha
XHIOEPXHAPO3a, OOpHB ¢oTOuYBCTBHTENHOCT,
B YACTHOCT MaKyJIO- OHMXO0JI13a,
NAanyJ03ed, aJonenmus nemgpuronaeH win
JIHXEHOHAEH €K3aHTEM
WIH €HAaHTEM,
YPTHKApUA;
Cucremen
€PHTEMATO3EH AYNYC
nopanu
XMAPOXNOPOTHA3KHAA
Hapyuenusn na Mmnanrus Aprpanrus,
MYCKVAHO- MYCKYJIHH CHa3MM
CKERACTNHAMI
cucmema u Myckynna cnabocr,
chedunumenna CKEIETHO-MYCKYJHA
ma MuKaK CKOBaHOCT, TETAHKA
nopaau
XHIPOXJIOPOTHAIHAA
Hapywenua na | Hepobpe Anopexcns, nosmwxerd | INosmeHo [lonikeHo HUBO Ha
memabonuima ¥ | koutponupan | Anermt HHMBO Ha KaJIMif B | HATpUA B KPbBTA
XDaHeHemo 3axapeH KPBBTA NOpaaK
auader, ‘HaManeH kanuii 8 paMunpui I'nroxko3ypua,
HamasieH KPBLBTa, JKax 4
rNIOKO3eH nopanu
TOJNEPAHC, XMAPOXJIOpOTHA3HAA
TOBHILEHO
HHBO Ha
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KPpbLBHATA
3axap,
NOBHUUIEHO
HHBO Ha
NHKO4YHATA
KMCeNnHHa B
KpbBTAa,
obocTpeHa
nozjarpa,
NOBMILEHH
KPbBHM HHUBA
Ha

XHOPOXJIOPOTHA3ZHAA

paako ¢ daraneH
H3XOZ), NOBUILEHH
HHBA Ha
“YepHOAPOOHMTE
€H3UMH K/ HWIH

Xojecrepona
W nam
TPUIIIHLIEPHAN
T€ OOpaiu
XHAPOXJIOPOTH
azuna
Cudosu XHAOTOHMA, Tpombo3sa cBbp3aHa
HApYweHus OPTOCTATH3IbM, CHC CHIIHO HAMANEH
CHHKOI, 334¢pBABAHE 00eM Ha TelecHUTE
TEYHOCTH,
CTECHABAHE Ha
ChAOBETE,
xunoneppysua,
(QeHOMEH Ha
Raynaud, sackynut
Q6Guu YMopa, ['pbana Gonka,
HADVULEHUA U acCTEeHUS NHPEKCHA
epexmu na
MACMOMO Hil
HpUAQJICerue
Hapyiuenus na AHa(pUNAKTHYHM UK
UMYHHAMA aHa(PHNAKTOMAHH
cucmema peakLUHH, CBBP3aHH
KAKTO ¢ paMUnpui1, Taka
¥ C XHPOXJIOPOTHA3HA,
HOBUIIEHH
aHTUHYKJIEAPHU
aAHTHTENA
Xenamo- XonecrtardyeH Hiu Octpa 4eproapoOHa
bunuapuu LMTONHTHYEH HEAOCTATbYHOCT,
HAPYUIEHUS XCHaTHT KbATEHULIA,
(n3xmounTenHo XONECTATHYHO
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KOHIOTHpaHWA
Ounnpyoun
Kankynosa
XOJIELMCTHT MOPaJH
XUAPOXIOPOTHA3HIA
Hapywenus na IIpexonHa epexTiiIHA ITonmxeno nubuno,
8b3NpU3EOUMEN HMIIOTEHIUA ['urexkomacTus
Hama _cucmema
U
E'b@ﬂmﬂ
Hcuxuunu [loHmwxkeno ChcTOgHME HA
HADYVIUERUR HaCTPOEHHE, anaTHA, O0BPKAHOCT,
TPEBOKHOCT, 6e3nokoiicTeo,
HEPBHOCT, HAPYLIEHHE HAPYINEHO BHUMAHHE
HA ChbHS, BKJFOYHMTETHO
CHHINBOCT

Ieanarpuana NONy/JJAUHA

Hama nanum.

Cphobluasane Ha 00A03HPAHY HEKEIAHW PEAKIIM

Ch0o011aBaHETO HA NONO3MPAHIE HEXENAHH JICKAPCTBEHH PEAKUMH ClE paspeliasane 3a ynorpeba Ha
IEKAPCTBEHHA NPOAYKT € BAXHO. ToBa No380ABA Ja NPOABDKH HabIOAEHHETO HA ChOTHOLLEHMETO
10/132/PHCK 33 IEKAPCTBEHMA MPOAYKT. OT MEIMUMHCKHTE CIIELHANHCTY CEe H3UCKBA na cpobuiapear

BCAKA MOAO3HpaHa HEXEMaHa peaKuKs Ype3 HAUHOHANHA CUCTEMa 3a chobiaBare, na M3nsauurenna
arcHuUMA Mo JIeKapcTBaTa. |

KonTaxrn:

H3nbnHuTEeNnHa areHuMs No NeXapcTBaTa.
bbarapus

ya. Jdaman ['pyes” Ne 8

1303 Cocduan

Ten.: +35 9289503417

yeOcaiiT: www.bda.bg

4.9. lIpenozupane

CumrroMuTe, CBLP3aHH ¢ NpeJo3UpaHe Ha ACE-uaxuburopu morat aa Bxiarousat NpEeKOMepHa
nepudepta BasoAKIATALNA (C 0QYEPTAHA XMIIOTOHMA, LIOK), Opanukapauns, eNeKTposHTHN
HapyleHHs, ObOpeYHa HEAOCTATBYHOCT, CHPCHHA APUTMH, HapylieHHe Ha Cb3HAHHETO,
BKIIHOYHTENHO KOMA, Uepedpanty KOHBYIIMH, NAPE3H H NAPANHTHYEH HIeycC.

IIpu npeapasnonoxeHu naudenTy (Hanp. npocTaTHa XMNepIa3ua) Npeso3npaHeTo na
XHIPOXJIOPOTHA3HI MOXE 13 NpeAM3BUKA OCTPa PETEHUMA HA YPHHA.

[launenTsbT TpAGBa na 65,4e CTPUKTHO HAGMIONABAH, JICYEHHETO TpAOBa na ObJe CUMTOMATHHMHO U
noanvpxaiio. [lpennaranure Mepkn BkntoUBaT NbpBOHAYANHA NETOKCHKALIMA (cTOMamIHA NpoMMBKA,
npuiarase Ha ancopOeHTH) H MEPKH 3a Bb3CTAHOBABAHE Ha XeMOOHHAMHYHATA CTaOHIHOCT,
BKJINYHTENHO fipuiarade Ha anda 1-agpeHepruYHy arOHMCTH WK aHTHOTeH3uH 1]
(anrnoreHsunamun).

Pamunpunar, aktusnust Metabonut Ha pamunpun, ce OTCTPaHABA HE3aA0BOJIMTENHO Ypes
XEMOAHAIN3A OT O0LIOTO KPBBOOOPEILEHHE.
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5. PAPMAKOJIOIHYHA CBOMCTBA
3.1. ®apMakoJHHAMHYHH CBONHCTBA

MapmakoTepanesTnyHa rpyna: pamuapii 4 auyperausd, ATC kon : CO09BAOS
Mexanuzom na deiicmeue

Pamunpuni

PamMunpuiat, akTnBHUAT METAGOIUT Ha NPEUICKAPCTBOTO PaMHIIPII, HEXHOHpPa eH3uMa
aunenTuaunkapboxcunentuaasa I (cuHoHuMu: AHIHOTEH3HH-KOHBEPTHPALL SH3HM; KuHHHa3a 11).

B nna3mara u ThKaHUTE TO3H EH3UM KATAM3UPA KOHBEPTHPAHETO HA AHTHOTEH3MH | 10 akTHBHMS
Ba30KOHCTPUKTOpP aHrHOTEH3HH I, KakTo H MHxuGupa pasrpaxnaHeTo Ha aKTHBHUS BA30AMIATATOP
Opanukuiui. [lonmxenoTo obpasysase Ha aHrHoTensuH 11  uxubupane Ha pasrpakaaHeTo Ha
OpaauKHHMH BOZAT 40 Ba3sOAMIATALIMAL

T'vii kaTo aHrorensut 1l crumynrpa ocBo60KAaBAHETO HA ANAOCTEPOH, PAMHIIPIAAT BOLH 10
HAMaNABaHE HA aNA0CTEPOHOBATA CeKPena. CPeIHOCTATHCTHYECKH NIOBJMABAHETO OT MOHOTEpanHs ¢
ACE-nnxuburop e no-cnabo npH yepHokoxu (agpo-kapubicka paca) XHNEPTOHUYHN NALMEHTH
(OOHKHOBEHO MOIMY /AL C XMNEPTOHHA C HHCHK PEHHH), OTKONKOTO NPH HEYCPHOKOXKH NALHEHTH.

XHAPOXIOPOTHAIIAL

XHApoXJIOpOTHA3K] € THa3KAEH AMYPeTHK. MexaHM3MbT Ha aHTHXHNIEPTEH3UBHUA eexT Ha
THA3UAHHTE TUYPETHLIM HE € HANBIHO U3AcHeH. Te uHxuOupar peabcopObumara Ha HaTpmii u xa0pHAKM
B AMCTATHUTE TyOyam. -

[losuienara 6L0peyna exckpeuus Ha Te3H HOHM ce ChbITBTCTBA OT NOBHLIEHO OTAENAHE HA ypuHa
(nopanu oCMOTHYHOTO CBLp3Bane Ha Boaa). Kannesara u Martesnepa eKCKpenus ce OBMILABAT,
HaManABa C€ EKCKPELMATA Ha MUKOMHA KHCETHHA, Bb3MOXKeH MeXaHN3bM HA @HTHXHIIEPTEH3HBHO
ACHCTBHE HA XUAPOXIOPOTHA3KIA MOXKeE Ja Oblie: NpOMEHEH HATpueB 6anaHc, HaMaNABaHe
KOMHUECTBOTO Ha EKCTpaLelyIapHaTa TEMHOCT U IUIa3sMeHus obeM, npoMaHa B Ou0peunara cLaoBarTa
PE3HCTEHTHOCT, KAKTO W NOHWKEH OTTOBOP KbM HOpenuHePPHH H aHruoTeH3uH I1.

DapmakouHamuury eexmiu

Pamunpun
[lpunaraneTo Ha paMMOPHI BOAU A0 ZHAMMTEIHO NOHHKABAHE HA nepugepuara aprepuanta

PE3HCTEHTHOCT. B nose4eTo cayyan HAMA 3HAYMMMK NPOMEHH B 6B0pedrna KPbBOTOK M CKOpOCTTA Ha
rnomepynHata puntpaumsa. [IpniaraHeTo Ha paMUnpUA NPU NALMEHTH C XHIMEPTOHHA BOAH A0
TMIOHMKABAHE HA KPHBHOTO HAJLAFAHE B M3NPABEHO H JIECHANO NOJOKeHHe, Ge3 KOMNEHcaTopHo
NOBHINAB3HE HA CHPAEYHATA YESCTOTA.

IIpu noBe4eTO NAUMEHTH HAYATIOTO HA AHTHXKIEPTEH3UBHHS eQ)eKT H2 €AHOKpATHATA A03a CE
nposBasa | 1o 2 yaca cnen nepopanto ppuioxeHue. [TMkoBHAT e(eKT Ha eAHOKpATHATA J03a
OOHKHOBEHO ce nocTHra 3 10 6 yaca criell NepOPATHO NPLUIONKEHHE. AHTHXMIIEPTEHIUBHHUAT ¢EKT HA
€HOKpaTHa 1032 OOMKHOBEHO NPOABb/LKABA 24 yaca.

MaKCHMaNHHAT aHTUXKNIEPTEH3HBEH eDEKT Ha NMPOTBIKHATE/HO JCUYSHHE C paMUOpu OOMKHOBEHO
HacTLOBa cnef 3 1o 4 ceamuuu. JIokazaHo €, Ye AHTHXHIEPTEHIHBHUST epexT e nocrogHeH npu
ABLAroTpaiina Tepanui, NpoabKABaLLA 2 FOAUHH.

PAa3Kk0TO npexncBane npuemMa Ha paMHIPWI HE BOAM [0 OBp3 U npexomepen peSayHa edexr Ha
NOBHLIABAHE HA KPBBHOTO HAJIAAHE. | |

XuApoxnopoTHasina

C XHRpoX/I0pOTHAZHA HAYANOTO HA AHYPE3aTa HACTEIIBA 10 2 YaCa H IMKOBUAT e(hEKT HACTHIBA
yaca, KaTro ACHCTBHETO npoaAbpKara npubnuzurenuo 6 10 12 yaca. ¥,
Hauanoto na anTMxuneprenzusnna edext HacTbNBa ciext 3 10 4 JIHU U MOXE 1A DPOXBIKH 4G
CeAMMLA C/EN, NPEKPaTABAHE HA TEPANNATA. *
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EdexreT Ha notmkasaHe Ha KPHBHOTO HANACaHE CE MPHAPYKABA OT JICKO NOBMINABAHE HA ¢pakumusaTa
Ha guntpupaue, GpGpeyHara ChAOBATA PESHCTEHTHOCT H AKTHBHOCTTA HA MTA3MEHUA PEHUH,

EnHopeMenHo npuaarane Ha paMHIPWI-XAAPOXIOPOTHA3HA
[IpH KxNMHAYHHM U3NUTBAHKNA KOMOHHAUMATA BOOM A0 NO-TOSIMO HAMAIABAHE Ha KPBBHOTO HanAraHe,

OTKOJIKOTO NpH CaMOCTOATE/IHOTO NIPHJIarane Ha nOpoAyKTuTe. BepoaTHo upes Gnokupane wa penun-
AHrMOTEH3IUH-ANNOCTEPOH CHCTEMATA, €AHOBPEMEHHOTO NpUIIATaHe Ha PAMRNPWI H
XMAPOXNOPOTHA3K]L BOAM A0 0OpaTMa 3arybara Ha Kauuif, CBhLP3aHa C TO3H KNac NHYPETHUM.
KoMbunaimara or ACE-HHXMGHTOp ¢ THa3HAEGH AMYPETHK Na5a CUHEprUYeH edeKT B HaMansBaHe Ha
pHCKa OT XHNOKaRHEMNA, IPOBOKHPAHA fIPH CAMOCTOATE/IHA YIOTpeba Ha AMypeTHKa.

5.2. PapMakoOKHHETHYHH CBOlicTBA

DQapMaKkoKuRe nNUKa U Mamaboruzem

PaMunpun

AbcopOuus

Cnen nepopanso npuwioxkenue paMunpi ce abcopbupa 65p30 B CTOMAILHO-YpEBHIS TPAKT: IMHKOBA
NAasMEHa KOHLEHTpALUA HA paMHIIPHII Ce AOCTHIa B pAMKHTE Ha eaMH vac. Bs3 ocHoBa Ha
BL3CTAHOBABAHETO B YPMHHATA, CTENEHTA HA abcopOLus e none 56% M He ce NOBNHABA 3JHAYUMO OT
NPUCHCTBHETO HA XPpaHa B CTOMAUIHO-YPEBHMA TPakT. BHOHANMYHOCTTA HA AKTHBHUSA MeTaboIUT
PAMHUIIPHJAT Ci€] NepOpaIHO NPHICKEHHKE Ha 2,5 mg ¥ 5 mg pamunpui e 45 %. IIukosa nnaszmena
KOHUCHTpaLNA Ha paMUOIPUIAT, CAHHCTBEHUAT AKTHBEH METa00/NT HA paMMOpH, ce AocTura 2-4
Haca CICA npMemMa Ha paMunpiil. CTalHOHAPHHTE MUTA3MEHH KOHUCHTPALMEA HA PAMUNPHIAT chel

pUIaraHe BEAHBRK AHEBHO Ha oOM4aHHM 103U PAMHIIPHN CE AOCTMIAT C/Ied OKOJO YETHPH AHH
Ae4eHue.

Pasnpenenenue
CBbp3BaHeTO ¢ I1a3MEHUTE IPOTCHHH HA paMUNpuiI e okono 73%, a Tosa Ha pPaMUNPUNAT OKOIIO

36%. '

MeTabonuibm

PamMunpH1 NOYTH HANBJIHO ce MeTaGONM3Npa N0 PAMMIIPHIAT M [0 AMKETOMMIIEPA3HHOB eCTep,
AHKETONKMCPASHMHOBA KHCE/MHa M MIIOKYPOHHAMTE H2 PAMHUOPUI M PAMMIIPHIAT.

EnumMunupane
ExckpeunsaTa Ha meTabonurute e npenumao 6u0peyuna. [Inazmenara KOHLEHTpAaLIHA H& paMUnPUIaT

HamanaBa no nonuQaszoe HauuH. [lopann HeroroTo cWIHO, HackmAwWE cebp3Bane ¢ ACE u 62BHOTO
PASACIAHE OT CHIUMA, PAMHIIPUIIAT MOKA3BA Yb/DKEHA TEPMUHATIHA ETMMHHALMOHHA $a3a NPH MHOTO
HUCKH IU1a3MEHH KOHUEHTPALMM.

Cien MHOTOKpaTHO npuaaraHe Ha 403 PaAMHMIPIIL BEAHBXK AHEBHO, €(PEKTUBHMAT NONYKMBOT Ha
pamunpunar e 13-17 vaca 3a no3u ot 5-10 mg ¢ no-aBALT 3a NO-HMCKHUTE 003H 1,25-2.5 mg. Ta3zu
Pa3ilMka € CBLP3aHA C KANALMTETA 33 HACHLAHE HA €H3MMA Y4PE3 CEbP3BAHE C paMHnpuUIar.
Ennokpatua nepopansa nosa pamunpun xaea HEOTKPHBAEMO HMBO HA PAMMIPHII H HETOBHTE
meTabonutu B xbpMara. O6ade edekTbT Npu MHOrOKpaTHO MPHIAraHe € HEM3BECTEH.

Haunentu ¢ 6u6peuno yspexaane (8x. Touka 4.2.)
b1Ope«Hara ekckpeuns Ha PAMHIIPHIAT € HAMATIeHa [P NAUKCHTH ¢ HapylieHa Gb0peuna GyHkums,
H OBLOPEYHHMAT KIMPBLHC HA PAMUNPMIAT e IPONOPLHOHANIHO CBbP3aH ¢ KPEATHHUHOBUA KJIMPHHC.

Tosa BOAW 10 NOBHILEHA IUIa3MEHA KOHLICHTPaLUA Ha PaMUNpPILIAT, KOATO HAMAIABa HO-0aBHO
OTKOIKOTO NPH HHAMBHIH ¢ HOpMaJHa 61Opeuna QyHKINA.

[launenty ¢ ueproapo6Ho yspexaane (Bx. Touka 4.2.)

15



[1pu nauuenT! ¢ HapylieHa yepHoaApoSHa pynKkima MeTaGonH3MpaHeTo Ha PAMMIPHA 4O PAMHOPHIAT
¢ 3abaBeHo, nopaau HaManeHaTa aKTHBHOCT HAa YEPHOAPOGHHTE €CTEpa3H M MIa3MEHUTE HHBA HA
PamMMNpHI NPH TE3X NALUKUEHTH Ca NOBUIIEHH. ITIMKOBHTE KOHLIEHTPALUH HA PAMMOPWIAT NPU TE3H -
NALKEHTH, 00aye, He Ce pasnuuaBsaT OT Te3H, HaOJTIORABAHM NIPU MHAMBHAH C HOPMAIHA YepHOAPOGHa
PyHKuMA.

XUADOXJIOPOTHAS

Abcopbuns

Cnen nepopanuo npunoxenue okono 70 % ot xuapoxnoporuasnaa ce abcopSupar oT cTOMaLIHO-
4PEBHMA TPAKT. |1uKoBa N1a3MEHA KOHLIEHTPANMA HA XHAPOXJIOPOTHA3M] CE AOCTHIA B PAMKHTE Ha
1.5 oo 5 vaca.

Paznpenenenne
CBbpP3BaHETO ¢ IIa3MEHUTE NPOTEHHH Ha XMAPOXIOpoTHasua e 40 %.

MeTtaGoaninm
XuAPOXJOPOTHA3K/, NPETHPNABA HE3HAYMTENEH YepHOIpobeH MeTaboIU3bM.

Enumunupane

XHAPOXJIOPOTHASH CE eIMMUHUPA TIOYTH HAMB/IHO (> 95 %) B HenpomeHena Gopma npe3 GbGpeuure;
30 o 70 % ot eanokpaTHA NEpOpasHa 4034 CE SIMMUHHPAT B PAMKHTE HA 24 yaca.
EnuMHHALMOHHNAT NONYKUBOT € § 10 6 yaca.

IlaunenTn ¢ 6x6peuno yepexaane (Bx. Touka 4.2.)

brOpeunara exckpeuns Ha XUAPOXJIOPOTHAZU]| € NOHMKEHA IPH MALMEHTH C HapyueHa ObrOpeyna
byHKuMa M 6BOPEUHMAT KIMPBHC Ha XMAPOXJIOPOTHASHA € CBLP3aH MPONOPLMOHAIHG ¢
KpPEaTHHHHOBANA KIMpBHC. ToBa BOAM 0 NOBHIIEHA MA3MEHa KOHUEHTPAUMA HA XH/IPOXJIOPOTHA3HA,
KOATO HaMa/lABa NO-OaBHO, OTKONKOTO NPKU MHAMBAAY C HOpManHa Gb6peuna dyHims.

[lauuenTn ¢ yepnonpobuo yepexnane (ax. Touka 4.2.)
Ipwn naunenTi ¢ yeproapoGHa uHMpo3a GapMaKOKMHETHKATA HA XMAPOXIOPOTHA3M HE Ce npoMeHa

JHAYHMO. (DHPMEKOKHHEI‘HKaTﬂ Ha XMOPOXNOPOTHAZRA HE € NpOoy4YBaHa Npy¥ NaHCHTH CHLC CHPACYHA
HCAOCTATBYHOCT.

PaMunpun ¥ XUapOXNOpoTHA3HA |
Ennospemennoto npuiarane Ha paMHNPWI M XHAPOXIOPOTHA3M] HE 3aCATA TAXHATA OHOHANMYHOCT.

KomOuumupaHusT npoayKT Moke fa ce cuuTa KaTo GHOEKBHBANCHTEH HA IPOLYKTHTE, ChABPKALIM
OTAENHUTE KOMINOHEHTH.

3.3. llpeakiuauIHH AanuH 3a GezonacHocT

[1pu nnbxose M Multky KOMOHHALMATA OT PAMHIIPHI M XMAPOXJIOPOTHA3H HAMA OCTPA TOKCHYHOCT
a0 10 000 mg/kg. [poyusanusTa npu MHOTOKpaTHA NpUiarake, MPOBSAEHH NPH IL1bXOBE N MAHMYHM,
NOKa3BaT CaMO HapylUeHHA B eIeKTPOIMTHHA GanaHc.

He ca nposexxnanu npoy4Batus 3a MyTareHHOCT M KAPLMHOTEHHOCT ¢ KOMOHMHALMATA, KATO
NMPpOoYYBAHHATA C OTASJTHHUTE KOMIIOHEHTH HE NOKA3BAT PHCK.

PenpoaykTnshu npoyusanmns npu mbXoee U 3aifii NOKa3eaT, Ye KOMOHHALMATA € AOHAKBAE [10-
TOKCH'HZ OT CAMOCTOATE/IHUTE KOMIIOHEHTH, HO HUTO €QHO OT NPOYYBAHHATA HE [0KA3Ba
TeparoreHed edekr Ha KoMOuHaaTa.
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6. PAPMAINEBTHYHHA JAHHHA

6.1. CnachbK HA MOMOMHHTE BellecTBA
Marsesies OKCHIO, TEXBK

JlakT03a MOHOXHpIAT

XUIpoMenosa

MneuHa kucenuHa

Huuiecre npexeIaTHHR3HPAHO
Harpwes creapun ¢pymapar

6.2. HecoBMecTUMOCTH

He ca u3BeCTHH

6.3. Cpox Ha rogHocrt

2 rOOUHH,

6.4. CnenaHi yCJI0BHA Ha ChXpaHeHHe

Ja ce cbxpansBa npu TeMneparypa non 25°C.

6.5. Bua u chraLprkaHHe HE 0NTIAKOBKATA

[1pospaunn 6aucrepu ot PVC/ALCLAR//AL - $onno, nocrapennt B 3anedatana AL — TopOHUKa CBC
CYLUHTEN.

Beska kyths ceaspka 28 wnm 30 Tabnerku.

6.6. CnelManHH NnpeaNazHH MepKH NPH H3IXBBPJAAHE H padoTa

HemsnomspaHuAT NPOAYKT WIH OTHAOBYHUTE MAaTEPUaNU OT Hero TpAOBa Ja ce H3XBBPNAT B
CBOTBETCTBHE C MECTHHTE H3HCKBAHUA..

7. MIPHTEXATEJ HA PASPEIHEHHUETO 3A YIIOTPEBA
»dalikaapma Bucokokauectsenure Jlekapersa” AJl

rp. Codus, 1172, Bearapus

6ya. ,,[ .M. Jumurpos”Ne 1

Ten.: 02/ 962 54 54
(pakc: 02/ 960 3703

HMeMN: info@tchaikapharma.com

8. HOMEP HA PAZPEINEHHUETO 3A YIIOTPEBA
9. JATA HA ITBbPBO PA3SPELNIABAHE 3A YIIOTPEBA

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

AsrycT, 2013
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