1. UME HA JIEKAPCTBEHUA NTPOAYKT apaKmepCmuKa Ha

Tepaday ®opre lpocryaa u Kamanua 500 mg / 6,1mg / 100 mg mi.'pnh KancyJ/jam: ?(’O{é/‘? /d 6- : |

i

Theraflu Forte Cold and Cough 500 mg/6,1 mg/100 mg capsules, hard &8 19 -0 |
-N0- 2N .
.. 1k I -03- 0% |

2, KAYECTBEH H KOJIHYECTBEH CbCTAB

Bceska kancyna ceabpxka napateramon (paracetamol) 500 mg, peHuneppruHOB XHUAPOXIOPHLL
(phenylephrine hydrochloride) 6,1 mg (oTroBaps Ha 5 mg ¢penunedppuH 6a3a) u reaideHesnH
(guaifenesin) 100 mg.

3a IMBJIHKMA CTIMCHK HAa MOMOILIHUTE BEl1eCTBa BUXKTE TO4Ka 6. 1.

3. JIJEKAPCTBEHA ®OPMA

Kancyna, TBppJaa.
Kancyna ¢ npo3pa4Ho 3e1eH0 TAJI0 U HeNnpo3pa4yHo CHHBO Kanaye, pasMep 0, ¢ KancyaHO ChAbPXKHMO
noytu 0411 npax, 0€3 rojieMu arnoMepary ¥ Yy 14 YacCTHLIH.

4. KJAHUYHHU JAHHH
4.1 TepaneBTHYHH NOKA3aAHHSA

3a KpaTKOCpPO4YHO 00JIeKUeHHE Ha CUMIITOMHMTE Ha NPOCTY/1a, BTPUCAHE W I'PHI, BKJIFOYUTENHO caba 1o
yMepeHa 6oika W/WiK TeMriepaTypa, HazajaHa KOHMeCTHs, ¢ OTXpauBalll €eKT ITPH NPOJLYKTHBHA

KalLTHLA.
Tepaduy @opre [IpocTyna n Kamnuua e npeaHasHadeH 3a Bb3pacTHH M IOHOIIHW Ha W Hal 16 roauHH.

4.2 Jl03HpPOBKA H HAYHH HA MPHJIOXKEHHE

lo3upoBKa

BL3pacTHH, NAUHEHTH B CTApPYeCcKa Bb3PacT H IOHOIIH Ha M Haj 16 roaunw, ¢ Teryo Haa S0 kg.
JlBe karcyJiu ce mpreMaT Ha BcekH 4 10 6 yaca, cnope Hyxaata. MakcumanHara IHeBHa 1032 He TpAOBa
na HaJBHIIaBa 6 KarncyJu 3a 24 yaca (no 2 karncyJjiy NpyeTy 3 IbTH Ha JeH). MMHHUMalIeH HHTepBaJl Ha
no3upaxe: 4 yaca.

[TpoabmKUTENTHOCTTA HA JICYEHUETO He TpsAOBa na Obae noseye oT 3 IHH.

He TpsaOBa na ce npeBuiuaBa yka3aHara no3a. Tpa0Ba fa ce npuema Hah-HMCKarTa 03a, KOATO OKa3Ba
TepaneBTHYEH €(EKT, 3a HaW-KpaThK MEPUO]] Ha JIEYEHHE.

[TaumenTuTe TpAOBA Aa NOTHPCAT JIEKAPCKA NMOMOILL, AKO CUMIITOMMTE MPOABJDKAT WM C€ BJIOLLAT CJIE]
[MPUEM B NMPOABIDKEHHE HA 3 IHHU WIM aKo KalUTHIaTa € NPHAPY>KEeHa OT BUCOKA TeMIepaTypa, KOXeH
0OpHMB WM NOCTOSHHO IJ1aBOOOJIKE.

To3u npoayKT He TpAOBa J1a ce npujara Ipyu Bb3pacTHH, MALIMEHTH B CTapyYe€CKa Bb3pacT U FOHOLLH HaJl
16 roguHu, KouTo ca ¢ Teryio noxa S0 kg.

[leouampuyuna nonynayus
To3u npoaykT He TpAOBa J1a ce npuiara fnpH:
® [elia Ha BB3pacT noj 16 roguHm;
¢ [OHOLUM Ha Bb3pacT oT 16 no 18 rogunm ¢ rerno nox S0 kg.

[TaupeHTH ¢ YepHOAPOOHA HEAOCTATHYHOCT
[Tpy naumeHTH ¢ HapyllieHa YepHoApoOHa GyHKUMA UM cuHApoM Ha XKunbep, nosara TpsdBa
HamaseHa WM MHTEPBAIBLT Ha I03MpaHe Aa Obae yab/DkeH. EnHOKpaTHa 103a napaleraMmo
€ MOJAXO0/A11a 3a MALMEHTH ¢ YePHOAPOOHA HE1I0CTATBYHOCT, NPH KOUTO € HeoOXoauMa




Ha nasapa moxe Aa ObaaT HaMepeHU NO-NOAXOAALIN nexapcTBeHH GopMu. [Ipy nanHeHTH ¢
yepHoAPOOHO yBpeXaaHe o0LaTa IHEBHA 103a He TpabBa 1a HaaBuiuaBa 4 kancynH 3a 24 4daca (¢
MHHUMAJICH HHTEPBa OT 8 yaca MKy KalCyJIHTE).

[TauneHTH ¢ 6BOPEUHA HENOCTATHYHOCT

To3u NexapcTBeH NPOAYKT TPAOBa aa ce HU3MOI3Ba ¢ MOBHIIEHO BHHMAHHE H IO JICKAPCKH KOHTPON NPH
nanreHTH ¢ 6b6peuHa HegoctarbuHocT. EnnokparHa no3a napauetamol 1000 mg He € noaxoadia 3a
MalMeHTH ¢ rioMepysiHa guntpaums < 50 ml/min, npu KkouTO € HEOOXO0ANMMA MO-HHCKA Ao3a. Ha nasapa
MOraT Ja ObaaT HaMePEeH! NMO-MOAXOAALLH NEKAPCTBEHH (POPMH.

HauuH Ha npunoxenuye
3a nepopanHa ynorpeda.
Llanara kancyna Tpa6sa na 6bJe norviHata ¢ Boaa, 6e3 na ce AbBue.

4.3 [IpoTHBONOKA3AHHS

CBpBbX4YBCTBUTENHOCT KbM AKTUBHUTE WIH KbM HAKOE OT NOMOILHHUTE BELIECTBA, M30POEHH B TO4Ka 6.1.
CovpacuHo 3abonasaHe, XUNEPTOHUA.

luaber.

XUOEPTUPEOUTHIBM.

3aKpHUTOLIBJIHA ITayKOMA.

PeoXpOMOLIUTOM.

[TaLMEHTH, KOXTO NMPHEMAT WU ca PUEMATH NPE3 NOCNEAHUTE ABE CEAMHIUH MOHOAMHHOOKCHIA3HH
uexuoutopu (MAOIS), TpULMKNUYHY aHTUAENpecaHTH, OeTa-0nokepu (Bk. Touka 4.5).

[TanpeHTH, NpUeMallid CUMNATOMUMETHLM KaTO JEKOHTECTAHTH, NPOAYKTH, MOTHCKAILM aneTuTa H
amdeTaMurHONONOOHH ACUXOCTUMYNAHTH (BX. TOUKa 4.5).

4.4 Crneumnajny npenynpexacHRAs H NpeANa3HiE MepKH NpH ynortpeda

[TauentuTe HE TpabBa ja npuemar eHOBPEMEHHO APYTH NapaleTamMol-ChbAbpPXKaLlY MPOAYKTH, Thid
KaTO TOBa MOKE f1a JoBexe A0 npeaosupade. [ipeno3upaHero ¢ napauetaMon MoxXe a1a NpuyuuHA
yepHOAPOOHA HEOCTATHYHOCT, KOSTO Aa H3HCKBA YepHOAPOOHA TpaHCIUIaHTaLMA WM a A0BEIE 110
CMbBPT.

[TaunenTHTe He TpAOBa Ja MPHUEMAT €THOBPEMEHHO M JAPYTH NEKAPCTBEHHU NMPOTYKTH Cpetly NpocTyaa,
Cpelily KallKia Win APYT J€KOHT€CTaHT.

Karto wsno, o6uyaiiHuaT npMeM Ha aHaNreTHLH, NMO-CNEeUHATIHO KOMOHHALMA OT HAKOJIKO aHanreTHYHY
BELIECTBA, MOXKE Ja J0Bee O TPaliHO YBpexaaHe Ha 0uOpennTe ¢ pucK oT 0B0peUHa HEJOCTAaTBYHOCT.

[TaumeHTH, cTpaJaliy OT XpOHHYHA KallAnia, KRKBATO Bb3HUKBA NPH TIOTIOHOMYLIEHE, aCTMa, XPOHWYEH
OpOHXHKT HNK edusema TpaOBa la ce KOHCY/ITUPAT ¢ JeKap Npeld Aa NPUEMAT TO3M JIEKAPCTBEH MPOAYKT.

TpabBa na ce n3b4area ynorpebara Ha aIKOXONHY HAMMMTKU [pH [IPUEMA HAa TO3H JIEKApCTBEH NpoAykKT. Ma
ce BHMMABa ¢ yfnoTpebaTa Ha mapaueTaMoJl [(PH NALMEHTH C aJIKOXO0JHA 3aBUCUMOCT (BX. TOYKa 4.5).
PuckxoBeTe 0T npeno3vMpaHe ca 1o-rojieMH MpH X0pa ¢ HEUHMPOTUIHO alKOXOIHO YePHOAPOOHO

3a00/19BaHE.

[Tpenopr4Ba ce NOBULIEHO BHUMAHKME NPH MPWIaraHe Ha napaLeTaMoJl Ha NAlWEHTH ¢ jleKa H YMeEpEHa
ObOpeuHa HEAOCTATBYHOCT, IEKA 10 YMEPEHa XenaToLlenyapHa HeJ0CTaThY4HOCT ( BKJIFOYHUTEHO
cuupom Ha Gilbert), Texxka yeproapodua nrenoctarbuHocT (Child-Pugh> 9), octsp xenarwur,
CbNBTCTBALIOC JICHEHHE € JIEKAPCTBEHU TIPOAYKTH, NOBIAMABALLHY YEPHOAPOOHHUTE PYHKLHH.

JloknaasaHu ca cliyyad Ha 4epHOApoOHa AuchyHKLMA/HEAOCTATBYHOCT [TPU NALMEHTH C HaMaleHH HUBa
Ha [NTYTAaTHOH, KAKBUTO €A MalMEHTHUTE ¢ TEXKKO HEJOXPAHBAHE; AHOPEKCHA; C HUCHK HHIAEKC HA TCNECHU
MACTHH KHCEJIHHH;, KOWTO XPOHHYHO CEPHO3HO I10YNOTPE0ABAT ¢ ANKOXON UK UMAT CETICHC.

To3u nekapcTBeH NPOAYKT TPAOBA Aa ¢ W3NoN3Ba ¢ BHUMAHHE IIPH [TAIIMEHTH C:
¢ [IpocrarHa xunepTpodHA, ThH KATO Ca CKIIOHHH KbM 3aAPbXKKa Ha YPUHA UIIN KbM
e Oxny3uBHa BackynapHa Oonect (Hanp. CyHApOM Ha PeliHo),
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¢ Hamanedu HHMBA HA FAYTATHOH, THH KaTo ynorpedara Ha napaueTaMos MOXe Ja NOBHLIH PHCKA
OT MeTaboNKuTHA aUunI03a.

To3u nekapcTBeH NMPOAYKT TpAbBa 1a ce W3MON3Ba C IOBULICHO BHHMAHHUE U MO JIEKAPCKH KOHTPOJI NNPH
NALIMEHTH ¢ TEXKA OBbOpeyHa HeoCTaTHYHOCT (BXK. ToUuka 4.2).

Ila ce ynotpebasa ¢ BHHMaHHE NTPH NMaMEHTH, TIPHEMAUIH ClIEHHTE JIEKapCTBa (BXK. TO4Ka 4.3):

e AHTHXHMECPTEHIUBHM NIEKAPCTRA, pa3MyHU oT Hera-bDiokepu;

¢ Ba3oKOHCTPMKTOPHH areHTH, KATO €ProT AnKanoWIn (HanpuMep: eproTaMiH, METUCEPrUA);

e JIMroKCHH H CbPAEHHM TIMKO3NUIH;

e [lopanu yBenvueHHs PUCK OT MeTabONMTHa auua03a ¢ ronamMa aHMoHHa pasinika (HAGMA) ce
[MpernopbYBa MOBULUEHO BHUMAHME NIPH ChITLTCTBALLO [MPHIOKEHHE HA (PRYKIOKCALIUITHH U
napaueTaMon, ocobeHo MPU NALUMEHTU ¢ TEXKKA CTENeH Ha ObOPEUHO YBpEIKIAHE, CENCHC,
HeAOXpaHBaHe M APYTH H3TOYHHIUM Ha JePUUMT HA MYTATHOH (HAMND. XPOHNYEH ATKOXONIU3LM ),
KAKTO M [P TE€3H, KOMTO M3MON3BAT MAaKCUMAJTHaTa AHEBHa 103a napaueramol. [lpenoprusa ce
CTPHKTHO MPOCNEAABaHe, BKIIIOYHTETHO U3MEPBaHe HAa 5-OKCOIPOIHH B yPHHATA.

To3H neKkapcTBEH NPOAYKT cieaBa Aa Obae npuemMaH caMo ako NPUChCTBA BCEKH €IMH OT CJICZIHUTE
CUMNTOMH; BoKa WUIH TeEMNEepaTypa, Ha3alHa KOHIeCcTHA W NPOoAYKTUBHA Kawnuua. To# rpadBa pa ce
H3IT0J13Ba HE MoBe4Ye OT TpH AHU. [lalMeHTHTE CneaBa Aa MOTHPCAT JIEKAPCKa NOMOLL, aKO CHMITTOMHUTE
MPOABLIDKAT NOBEUE OT 3 AHH, BIIOLIAT CE, WilK aKO KALUTMNATA € PHAPYIKEHa ¢ MHOFO BUCOKA
TEMMEPaTypa, KOXEH 0OpHB WIN NOCTOAHHO [NaBodoIHE,

[Tleanarpuuna nony. iauus
JlexapcTBEHHAT NPOAYKT He TpaOBa 1a ¢e npuemMa oT Aeua noA 16 ropMHY unk oHOLH Mexay 16 v 18
roauHH, Texamu rnog S0 kg.

4.5 B3iaumoaeHlcTBHE C APYIrH JEKAPCTBEHH NPOAYKTH H APYI'H GOpPMH HA B3IAHMOAEHCTBHE

[lapaneramon

AHTHKOaryJauTHUAT edekT Ha BapdapuH ¥ ApYTH KyMapHHH MOXE Ja ObAe 3aCHiIeH NpH
NPoAbUKMTENHA, peloBHa ynoTpeba Ha mapaueTamMon, KOeTo MOXKe 1a A0Bele A0 MOBUIIEH PUCK OT
kbppBeHe. MHumaeHTHaTa ynorpeba Ha napaueTaMos HAMA 3Ha4YUTeNeH e(eKT B TaKiBa CIy4an.

MeTOoKIONpaMHI HITH AOMNEPHAOH MOTAT Aa NMOBHLIAT CKOPOCTTa Ha abcopOLMA Ha napaueTamor.

[TapaueraMon MOXe 1a YARDKH MAa3MEHHA MOTYXKUBOT Ha XiopamMdenukon. Brnpeku ToBa,
xJ1opaMGpeHHKON ¢ JOKaIHO MPHIOKEHHE 3a IeHeHHE HA OYHW HH(EKLIUNA MOXKe Aa Ohae U3NON3BaH.

[TapaueramMon Moke Aa HaMailld OHOHANHYHOCTTA Ha IAMOTPHIHH, KaTO € Bh3MOXHO TaKa 13 HAMANH
edeKTa My, NOpaJH Bb3IMOXKHOTO YCUIEHO MeTabDOTH3NpaHe B 4EPHUA Apobd.

XonecrupaMuH Moke a Hamanu abcopOiuara Ha napaueramon. XonecTHpamui He Tpa0OBa 1a ce rpuema
Ao 1 yac cnen nmpMema Ha napaleTaMonn.

PenopHara ynotpeba Ha napaneramMon eAHOBPEMEHHO ChC 3UA0BYANH MOXKE 1A NPHYHHH HEYTPONEHUI K
YBENHYABA PHCKa OT YepHOAPOOHO YBpEKIaHE.

JlexapcTBOTO 3a nogarpa npodeHelH] HaManasa KAMPbLHCA Ha MapaLeTamoll, KOeTo Hanara HaMaiaBaHe
Ha J03aTa napaLeTaMon NpH CbMbTCTBALLA TEpanyy.

XenaToToKCHYHHTE BelleCTBA MOTAT Aa YBEAHYAT BEpPOATHOCTTA OT HAaTPYNBaHE Ha NapaueTaMon 1
npeno3upaHe. PUCKBT OT XeMaTOTOKCUYHOCT Ha napaleraMmon MOxe Jia Oble yBeIuUeH ¢ NeKapCcTBa,
KOMTO MHAYLIMPAT YePHOAPOOHHUTE MHKPO3OMATTHH €H3UMH, KaTo 0apOHTYpaTH, aHTHENUIEITTHYHH
cpeacTBa (1.e. PeHUTOUH, peHoDapOUTan K Kapbamasenun), NeKapCTBEHH MPOAYKTH 32 JICYEHHE Ha
TyOepKkonosa (T.e. pudaMnuLMH U U30HHA3KA) U IPEKOMEPEH [TPUEM Ha ANKOXO.

[TapalieTaMoJ1 MOXeE J1a roBJIHRE Ha docdaTeH TECT 3a H3CIEABAHE HA MUKO4YHA KHCEJTHHA.

Cannuuiiatv/canvuydiaMiRa MOraT Ja yAbIKAT eITMMUHALIMOHHUSA MOJYKHUBOT HA NapaueT




Heo6xoauMo € NOBHUILIEHC BHUMAHHE NPH CHIThTCTBAINA yNnoTpeba Ha GIyKNOKCAUMIUH U NapaLeTamor,
Tbil KaTO eIHOBPEMEHHHAT MPUEM CE CBBP3BA ¢ MeTaboNMTHA alKUA03a ¢ roJisMa aHHOHHA Pa3JInKa,
0co0eHO NPH NaUKEHTH ¢ PHCKOBH (akTopH (BX. Touka 4.4).

Joxnansany ca (apMakoNOTHYHH B3aHMOAEHCTBHA Ha [1apaleTaMon ¢ peaulia Apyry Jiekapersa. Te cac
MATTKO BEPOATHO KIMHUYHO 3HaAYEHHE B PAMKHTE HA I030BHA PEKHM.

Oennaedpun

deunnedpruH MOXe 1A 3aCWIH edekTa Ha MOHOAMHHOOKCHAa3HUTE HHXUOUTOpH (MAOIS, BKTIOUHTENHO
mMoxi100eMua H 6podapoMHH) U Aa NPeIU3BUKA XUNEPTEHIUBHN B3aUMOJCHCTBHA. YnoTpebara e
NPOTHBONOKA3aHa NPH NALMEHTH, KOUTO npueMar unu ca npuemanu MAOIs npes nocnegHuTe aBe
ceaMuH (Bx. TOUKa 4.3).

EnnoBpemMenHara ynotpeba Ha peHnnedpuH 1 Apyrd CHMNaTHKOMHUMETHYHHY CPeICTBA WY
TPULIMKIHYHH aHTRACTIPECAHTH (HaMp. aMHUTPUNTWIMH) MOXKE Ja YBEJIMYH PUCKA OT CbpAES4HO-CHAOBH
HexenaHu edekTH (BX. Touka 4.3).

DdennnedprH MoXxe 1a HaMaln eUKacHoCTTa HA O¢Ta-Onokepy (BXK. Touka 4.3) u ApyrH
AHTUXHUIIEPTEH3UBHH NEKAPCTBA (HAMp. AeOPH30KBUH, IBAHETHIHH, PE3EPNHH, METHIAONA) { BX. TOUKA
4.4). PUCKDT OT XMNEPTOHHA U APYTH HEXETAHU ChPACHHO-CBHAOBH €PEKTH MOXKE 1a Oble YBEIHYCH.

CounercTBalara ynorpeda Ha PeHunePpUH ¢ JUroKCHH ¥ ChpACYHH INIUKO3UAH MOXKE 1A YBEJIUYH PUCKa
OT HapylliaBaHe Ha ChbPACYHUA PUTBM UNH HHApKT(BX. To4Ka 4.4).

EnHoBpemennara ynorpeba ¢ epro-aikanouau (eproTaMis U METHCEPTH): MOXKE J1a YBEJIMYH PHCKA OT
eproTusbM (BXK. Touka 4.4).

EnHoBpeMeHHaTa yoTpeda ¢ XaloreHupaHd aHEeCTETHLIM KaTo LMKJIONPONaH, XaloTaH, eH(pypaH,
H3oguypaH MOXKE Aa MpeNH3BAKA KAMEPHH APUTMHMH WIIX 14 TH BJIOLUIH.

['BaiiheHe3IHH

Ynorpebara Ha reaiideHe3uH MOXe NOrpewHo Aa nosuink VMA tecta (BaHHIMaHae/10Ba KUCEHHA),
aKo ypuHara ce chOMpa B paMKuTe Ha 24 yaca cnea npueM Ha Tepaduy Qopre [Ipocryna u Kamnmia
KalCyJIH.

4.6 @epruauTer, HpeMeHHOCT H KbpMeHe

bpeMeHHOCT
Tepadny Popre [Npoctyaa v Kawnuna He Tpadea na ce npueMa no BpeMe Ha OPEMEHHOCT.

MapaueTaMos: 3HAUUTETHO KONMYECTBO JaHHU NpU OpeMEHHH )KEHH HE NOKA3BaT HUTO MalPOpMaTHBHA,
HUTO deTO/HEOHATANTHA TOKCHYHOCT. Pe3ynTaTure OT eNMUAEMHOIOrHYHHTE MPOYYBAHHA BBPXY
HEBPOJIOrHYHOTO pa3BUTHE Ha ella C eKCIIO3HLIMA Ha IapaleTaMol in utero ca HeybeauTenHu. Axo e
HeoOXO0AMMO OT KJIMHHYHA TJieHa TOYKa, NapaueTaMosl MOXeE fa Ce NpUiara no BpeMe Ha OpeMeHHOCT,
HO TPAOBA Aa ce W3N0N3Ba Hali-HUCKaTa e(peKTHBHA 1032 32 Bh3MOXXHO HAW-KPATKO BpeMeE M C BE3MOKHO
Hali-HucKara yectora. [NauuMeHTuTe TpadBa Aa CIeIBaT NpenopbKaTa Ha JIEkapa CU N0 OTHOLIEHHE HA

ynoTpebara Ha NeKapCTBEHHA NPOAYKT.

denunedpun: naHaure ot ynorpebara Ha peHunedpus npu OpeMeHHH ¢a OTPAHHUEHH.
BazoKOHCTpMKUMATA HA MATOUHHTE CHAOBE H HAMANEHUAT KPbBEH TOK B MATKaTa, BEPOATHO aCOLKMHPaHH
¢ ynoTpedara Ha (eHWIehpPHH, MOTaT Ja MPHYMHAT (eTasHa XUNoKcHa. Ynorpedara Ha deHnnePpuH
TpaOBa Aa ce U30ArBa MO BpEME Ha OPEMEHHOCT.

["BaiipeHe3nn: bezomacHocTTa Ha reaiideHe3uH npy OpeMEHHH He € NpoyueHa.

KbspMeHe
Tepadny Popre INpocTyna u Kaunnna He tpadea aa ce H3NonsBa no BpeMe Hd KbPMEHE.




[lapaueTaMoabT ¢€ €KCKpeTHpa B MaitudHaTa KbpMa, HO B HE3HAYMTEHM KoNnuecTa. HaMa HanmuHa
WHGOPMALHA 3a TOBA, Aanu deHWIedpHH ce OTNieNs B MAHYHHOTO MIAKO. Ynorpedara Ha reaideHesnH
M0 BpEME Ha NAKTALHA HE € MpoYyUeHa.

QepTUIUTET

EdbekThT Ha TO3H MPOAYKT BLPXY PEPTHAMTETA HE € H3CNECABAH.

[TpeAKNHHUYHMTE ITPOYUBAHUA C NAPALICTAMOJT HE NOKA3BaT OCODEH PUCK 32 PEPTUIHTETA NPU HOPMAITHH
TepaneBTHYHMK 4034, He ca npoBeicHH U CeUHATH3HPAHH NPOYUBAHUSA BbpPXY PENpPOAYKTHBHATA
TOKCHYHOCT Ha peHWIe(PpHH U rBaiecHE3NH.

4.7 EdexTn BHpXy cnocobHOCTTa 32 OoPHPaAHE B padOTA C MAIMHHY

HsaMa npoyusaHus 3a edeKTa BLpXy cnocobHOCTTa 3a odupare u pabora ¢ Mal#Hi. B cnydah Ha
[MosBa HA 3aMasHOCT MAlHEHTUTE TPAOBa Aa 6BAaT NOCHLBETBAHM a8 HE WIodHpaT 1 Ja He paboTaT ¢
MALOHHHU.

4.8 Hexenany eKapcTBeHH peakKHHH

HexenaHuTe peaklliK ¢a U3OpOEHH MO-AONAY IO CUCTEMO-OPTaHHHM KJIACOBE U B 3aBHCHMOCT OT
YECTOTAaTa, KaTo C& W3MO/3Ba ClieHATa KOHBEHIMA: MHOTO YecTH (> 1/10); uectn (= 1/100, < 1/10);
HeyecTd (> 1/1000 < 1/100); peaku (= 1/10 000 < 1/1000); muoro peaku (< 1/10 000), Bxito4uTETHO
e/IMHUYHHU CbOOIIEHUS M C HEH3BECTHA YecToTa (OT HATMUHUTE JaHHH He MOXKe 1a Ob/ie HalpaBeHa
OLICHKA).

Hexesnanute cbOUTHA B HICTOPHYECKHUTE JaHHHU OT KJIMHUYHH MPOYYBAHKA Ca €AHOBPEMEHHO PEIKH U OT
orpaHnuyeH 6poit naueHTH. JloxnaasaHure cbOUTHS B LUMPOKATA MOCT-MAPKETHHIOBA NPAKTHKA, NIPH
TepaneBTHYHK/PETHCTPHPAHH W NPEANMHCAHK N03H Ca NpeAcTaBeHH no-nony no MedDRA cucreMo-
OpraHHH KJIacoOBe.

[Topanu orpaHH9eHHd JAHHH OT KITHHHUYHH NPOYYBAHHUA, YECTOTATA HA T€3H HEXEITARH PEAKLIUK HE €
H3IBECTHA (HE MOXE J1a Oblie OLEHEHa OT HATMUHHTE JAHHU), HO MMOCT-MapKEeTHHIOBHA OIHT N0Ka3Ba, ue
HEXENaHH peakiuu ca peaxu (>1/10 000 no <1/1000) u cepro3HH peaklMH ca MHoTo peaku (<1/10 000).

Ifapaueramo.

Cuctemo-opradiy kaacose | Hexesanu peaxuuy

HapyireHua Ha KpbBTa U TpombouuToneuus', Arpanynonurosa’, [TaHuuronenns’,

nuM¢HaTa cCHCTEMA Jlepkonenus', HeyTponeHus'

HapylueHus Ha UMyHHaTa CBpBXYYBCTBHTENHOCT, BKJIKOUMTETHO aHA(PHUAAKTHYHI PEaKLIMH,

CUCTEMA aHrHoeaeM H CHHAPOM HA CTUBBHC-DKOHCBHH, TOKCHYHA
enMiepMallHa HEKpOIn3a’

PecninpaTopHH, IpbAHHU U Bpouxocna3sm’

MEAHACTHHATHA HapYILUECHHA

CTOMaLIHO-YPEBHH ["aneHe, MoOBpBILAHE, AHAPUA, IUCKOM(OPT B KOpeMHaTa obnact

HapyLUEHHUS

XenaTo-6unuapHu UepHoapoOHa aucPyHKUMA

HapyLIEeHHs

HapylueHus Ha KoxXata M O6puB, cbpOekK, 3a4EPBABAHE, YPTHUKAPUA, AliepruieH ACpPMaTHT

NOAKOXHATA THKaH

'Topa He ca cbOUTHA, 3a0bIKUTETHO CBbP3aHU ¢ MapaLeTamos.

2Cnyy4an Ha CEPHO3HH KOXXHH PEAKIIMK €A IOKNaABaHH MHOTO PAAKO.

Umano e cinyqau Ha OPOHXOCNA3LM € MAPALETaMO, HO Te Ca NO-BEPOATHH [PH aCTMATULIH,
YyyBCTBHMTEJIHH KbM aUETHICATHIMIIOBA KUCENKHA WIH APYTH HECTEPOUIHN MPOTHBOBL3MANHTENHH
nexkapcTBeHH NpoayYkTd (NSAIDs).

POenunedppuH




CucreMa Ha opraiuzma

HexenaHnn peaknuy

HapylwieHus Ha UMYHHaTa
CUCTEMA

CBpPBXUYBCTBHTENHOCT, ANIEPrU4€H AEPMATHT, YPTHKAPHS

[[cuXn4HH HapyLIEeHUs

CueTofiHKE HA 0OBPKAHOCT, HEPBHOCT, Pa3ipa3sHUTENHOCT,
0E3NOKOHCTBO

HapyileHnsa Ha HEPBHATA
CHCTEMA

BueHe Ha ¢BAT, rnaBobonue, 6e3cbHue

HapyilieHus Ha QUUTE

Myuapuasa, 0CTpa 3aKPUTOBIbJHA [AyKOMa'

ChbpaeyHH HapyLeHUS

[ToBHLIEHO KPBBHO HAJIATAHE, TAXUKApAHMA, ChpLEOHEHe

HapylueHys Ha KoXara i
MOJAKOXHATA ThKaH

O0pue

CTOMAIIHO-4PEBHH
HapyLIEHUS

["aneHe, noBppvlUaHe, AHAPHA

Hapywesus Ha O0n0peuute M

| YPHUHApPHUA TPaKT

Ju3ypus, 3aIbpKaHe HA ypyHa’

'Ha#i-BeposaTHO € Aa ce MOABAT MPH XOPa ChC 3aKPHTORIbJIHA MNAyKOMa
’Haii-BeposaTHO € Ja Ce NOABAT MPH XOpa CbC 3aNyLIBaHE HA NHKOYHHA MEXYD, HaNpUMep TakHBa ¢

[IpOCTaTHA XUIIEPTpOdH.

['BaiipenesHH

CHCcTeMa HAa opraHM3ImMa

Hexe1aHH peaKkiHH

HapyuieHna Ha UMYHHATAa
CUCTEMA

CBpBXUYBCTBUTETHOCT, BKIHOYMTENHO aHA(PUNAKTHYHH DEAKLKH,
AHTHOEAEM

PecnuparopHu, rpbIHU U

MEJQHACTHHAJIHU HAapYLUICHHA

Nucnues'

CToMalllHO-4pEBHH
HAPY LLIEH U

["apeHe, NOBpBILAaHe, IHAPUSR, KOPEMEH JUCKOMbOpT

Hapyuienus Ha KoXaTa ¥

O0puB, ypTUKapHH

[MMOAKOKHATA ThbKAH

' {ucnHes € 61na HOKIaABaHa KaTO acouMMpaHa ¢ APYrd CUMITTOMH Ha XHITEPTOHMA.

Cro01aBaHe HA NMOAO3HPAHK HCKEJTAHH PeaKIHH

Cbo61aBaHeTo Ha NOA03UPAHH HEXKENAHH PEAKIMU Clie] paspelaBaHe 3a ynorpeda Ha NeKapCTBeHMS
APOAYKT € BaxHo. ToBa No3BoABa Aa NPOIb/DKU HAONIOAEHHETO Ha ChOTHOILIEHHETO MTOI3a/PUCK 32
JIEKapCTBEHHA NPOAYKT. OT MEANLMHCKHTE CNIELHANACTH €& M3KCKBA Na ChoDIaBaT BCAKA NTOA03HpaHa
HEXENaHa peakluys Ype3 HAUMOHANHA CUCTeMA 3a ¢ho0LIaBaHe:

bwnarapus

HM3nbnHyTEeTHA areHUUA MO NEKapCTBaTa
yn. ,,Jdaman I'pyes” Ne §

1303 Codmus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

4.9 Ilpeno3upane

[TpMeMBT HA MO-BUCOKH JO3M OT NPENOPBYAHHTE MOXKE /1a A0OBEAE A0 CEPHOIHH 3/IPABOCIOBHU
npobnemu. M3uckpa ce 6bp3a MeAULIMHCKA HamMeca, IOPH MpU JIUNca Ha NpU3HaLM WX CHMOTOMH.

Ilapaueramo.n
[Mopanu pyCK OT TEXKO YBPEKAAHE HA UepHHA Apob B ciiyuaii Ha NMpeao3ypaHe, NalMeHTHTe He TpAdBa
Ja NpHEMaT APYrH napaueraMoll-CbAbpKallld NPOAYKTH €AHOBPEMEHHO.

[Mpu ocTpoO Mpeno3UpaHe NapaLeTaMoll MOXE a OKaXKe XENaTOTOKCHYEH e(eKT WK 10PH La MpHUM
HEKpO3a Ha YepHHua Apob U HepHoApoOHA HEOCTATBYHOCT, KOATO Ad K3MCKBA YepHoapoOHa
TPAHCIIAHTAUMA WK Aa N0BeAe 10 cMbpT. [Ipeao3upaHero ¢ napaleTamo, BKAKYUTENHO




103a, JOCTHIHATA 32 POABLDKHTEIEH MEPHOA OT BPEMe, MOXKe Aa NPpHYHKH HedponaTHs ¢ HeobpaTHMa
yepHOApoOHA HEAOCTATHYHOCT.

YepHoapoOHO yBpeIaHe € Bb3MOXKHO NpH Bb3pacTHH, pHenu 10 g unu noseye napauetamon. Ipuemsbr
Ha 5 g WK NoBeYe NapaLeTaMos MOXKe 1a AOBEAE A0 YEPHOAPOOHO YBpeXIaHe NMpH NaUUEHTH, KOUTO
HMaT PUCKOBH (PaKTOpH (BHXK NO-10NY).

CUMIITOMYUTE Ha MpeA03UpaHe ¢ MapaLeTaMon npes mspeuTe 24 vaca ca O1eAHOCT, raaeHe, NoBpbILAaHe U
aHopexcna. KopeMHaTa 6onka Moxe 1a 6bae MHPBYAT NPH3HAK 32 YEPHOAPOOHO YBPEKAAHE, KOETO
0BUKHOBEHO HE ce npospdaBa npe3 nbpBUTe 24 N0 48 yaca, a noHAKora Moxe aa ce sabasu 4 10 6 QHM
cliell MOrIbINAHETO. YBPEXAAHETO HA YepHUa Apob obuyaiiHO € MakcHMyM 72 o 96 yaca cnell npyeMa.
Morar na Bb3HUKHAT OTKJIOHEHHS B IMIOKO3HHA MeTaboM3BM U MeTabonuTHa auunola. I1pu texko
OTPaBAHE YepHOAPOOHATA HEAOCTATEYHOCT MOXKE JIa NPOrpecHpa 1o eHuedanonarus, XxeMoparus,
XHMOrTHKEeMHA, LepedpaneH eaeM W CMBPT. JoKtaiBaHy ca cillydaH Ha MaHKPEaTHT.

[TnasMenara KOHIEHTpALWA Ha napaueramon Tpadsa aa Obae U3MepBaHa HA YETBBPTHA HaC HIIH [10-
KbCHO Clie]l TIpHeMa (Mo-paHHH KOHLEHTPALUMH HE Ca NOCTOBEPHH ). JleueHHe ¢ N-aUueTHIRHCTEMH MOXE
na Obae npwiaraHo ac 48 yaca caea npuemMa, Ho TpadBa aa c¢ HMa NpeaBH, Y€ MAKCHMANIEH
NMpOTEKTHBEH eeKT ce mocTura a0 8§ yaca cnen npuema. EdekTHBHOCTTa Ha aHTHAOTA PA3KO HAMANABA
cnen U3THYaHeTo Ha ToBa Bpeme. [Ipy Hy»X a3, Ha nanueHTa TpAOBa Aa ¢ce NPHUIOXKHU BEHO3HO N-
ALETHILMCTEHH, B CbOTBETCTBHE C YCTAHOBCHHSA 030B PEKHUM. AKO NpHU NauUeHTa JIMIICBA [TOBPbLIaHE,
MepOPaIHUAT METHOHHH MOXeE Ja ObAe MOAXOAALL BAPUAHT 3a OTAANECYEHH MECTA, KOMTO HAMAT OoNHALA
HabnK30. JleueHMeTo Ha MALMEHTH ¢ TeXKa YyepHoapoOHa anchyHKLUKA 24 yaca ciel npHema TpabBa na
6bae KOHCYJITHPAHO C MECTHHS HALIMOHAJIEH TOKCUKOJOTUUYEH LIEHTBP UAM HEPHOAPOOHO OTAEIEHHE.

HonbAHMTENHA HRPOpMALIHS

MMma puck OT oTpaBsaHe 0coOeHO NPy nanueHTH ¢ YepHoapoOHH 3a00NABaHNs, C XPOHHYEH ANKOXOMH3BM

WK XPOHUYHO HenoxpaHBaHe. [IpenosupaHeTo MOXe na 0bAe (paTaTHO B TaKUBA CITYUaH.

PHCKBT € M0-BUCOK, aKO UMa BEPOATHOCT NALMEHTHTE 1a Ca ¢ H34epnaH ITyTaTHOH.

® aKO0 ¢a Ha ABITOCPOYHO JfieueHHe ¢ kapbamasenuH, penodapoutan, GeHHTOUH, TPHMHIOH,
pHdaMMHLMH, NPOAYKTH C )KBIT KAHTAPHOH WIH APYTH JIEKapCTBa, HHAYUMpALlH YEPHOAPOOHHTE
EH3UMHU;

® aKO peAOBHO YHOTpeOABAT €TAHO1 B KOMHUYECTBA, NO-FOJIEMH OT HOPMANHHTE,

® B CIYYaW HANp. Ha XpaHUTETHH HapylleHus, KucTo3Ha ¢pubposa, HIV nHdexuusa, rnanysane,
KaxeKCHs.

DenueppHH

EdextrTe Ha npeno3upake ¢ GeHMIEQpHUH ¢a IMPEAUMHO MOpagH CHMITATOMUMETHYHATA AaKTUBHOCT,
KOSATO BKJIIOYBA DOMEHH B XEMOJAHHAMHKATA, ChPACHHO-CHA0B KOJANC H peCHpaTopHa JeHpecHs.
Morar 1a Bb3HMKHAT CUMITTOMH KAaTO ChHAHBOCT, KOATO MOXe a Obae nocineaaHa oT Be30yaa (ocobeHo
npy Aena); oObpKBaHe, HApyLUEHUA B 3PEHUETO, XalOUMHALMH, 00pHB, rajieHe, NOBPhIilaHe, NOCTOAHKO
rnasofonue, HEPBHOCT, 3aMasHOCT, 0e3ChHNE, XUMEPTOHUA, OpanukapaAus, UMPKYITALUOHHH Hapy LLICHUA,
APUTMHA, IPUNAAbLUH, KOHBYJICHU ¥ KOMA.

JleueHUETO € CUMNTOMATHYHO M BKAKYBA MOALbPIKALUMA MEPKH. XUINEPTCHIUBHHAT €QEKT MOXE ka Onae
JIEKYBaH ¢ HHTPABEHO3HO MPRNOKeHHe Ha anda-peuenTtopHy 6nokepu. B cnyyail Ha KOHBYNICHHM MOXE Aa
OBLJE Ha3zHAYEH OAHA3EMaAM.

F'Bafidenesnn
Psako ca powiagBaHW ciyvyad Ha CTOMALIHO-9PEBCH AUCKOMQOPT, raJicHE U MOBPbHILAHE NIDH [IPHEM HA
reaiipeHe3uH, 0CO0€HO B MHOTO BUCOKY 103H. [launeHTHTE MOXE 13 NOYYBCTBAT CHILO CHLHJIMBOCT.
JloknaaBaHM ca ciydau Ha YpMHApHa KalKy/103a Npy NaUHEHTH, NPUEMALLH FONIEMH KONUYECTBa
NexapcTBa, ChAbPXKaLK readdeHe3nH B koMOUHaUMA ¢ e@eapuH. Abcopbupanuat reaiideHe3IHH OBP30
ce MeTalonu3upa U ce eKCKpeTHpa B ypuHaTa. [lauveHTudTe cnensa aa Ou1aT JeKyBaHH CHMITOMATHYHO,
[IOBPBIIAHETO 44 C€ TPETHPA, KAKTO € YKa3aHO, Ype3 BiUBaHE Ha (PJTYHIH H MOHHTOPHPAHE Ha
CIIMKTPOJIUTHUTE.




5. OAPMAKOJOIMYHH CBOMCTBA
5.1 PapmMaKoAHHAMHYHH CBOHCTBA
(dapmakoTeparieBTH4YHa rpyna: napaueramos, koMbusaumnu ¢ w3k, ncuxonentuud, ATC xoa: NO2BESI

[TapalueTamMo WMa €QHOBPEMEHHO aHATETUYEH W AHTUNUPETUYEH €EKT, KOUTO NPHHLKITHO CE
o0ycnaBaT OT HHXHOHMpalKs My edeKT BbpXY NpOCTArNaHAHHOBHA CHHTE3 B LICHTpAHaTa HEPBHA
CHCTEMA.

deHunedpHHOB XUAPOXIOPHI OCHOBHO ACHCTBA AMPEKTHO BhPXY alpEHEPrUiUHHUTE pelenTopy. EQekTnT
e NpeAHMHO BbPXY an(a-aJpeHEPruyHaTa akTUBHOCT ¥ HAMA 3HAYMTENEH CTUMYNTHUpal] €QEKT BbPXY
LIEHTpAJIHATA HEPBHA CHCTeMa B 00HYaiHK n03u. To# npUTeKaBa Mo3HaTa aKTHBHOCT KaTO Ha3aleH
JEeKOHTeCTaHT ¥ JeHCTBA Ype3 BA3OKOHCTPHKLIMA 34 HaMaNgBaHE OTOKA H NOAYBAHETO Ha HOCHATa
NUraBuLA.

["BaiipeHE3HH € EKCNEKTOPAHT, KOITO oOnexyaBa KalayLaTa Ypes Nnopyilasade Ha 00eMa H HamansaBaHe
Ha BUCKO3MTETa Ha OpoHXxManuara cekpenusa. Taka y/ecHssa OTACNAHETO HA City3 H HaMallABa
Apa3HeHeTo BLPXy OpoHxHanHaTa TeKad. [10 TO3M HaYMH NTPOMEHA HENPOAYKTHBHATA KZUUTHLA, KaTo
[IpeBpbila B MPOAYKTHBHA H NMO-PAJIKA.

He ¢ W3BeCTHO aXTHUBHUTE ChCTABKH /12 MMAT CEJJaTHBEH €(EKT.
3.2 DapMAKOKHHETHYHH CBOHCTBA

MapaueramMon

[TapaueTamon ce abcopbupa 6Bp30 ¥ NOUTH HANBIHO B rACTPO-HHTECTHHATHHUA TPaKT. [1na3zMeHUTE HBA
Ha napaueTamon Oenexar MakcuManHa koHueHTpauusa Mexay 10 m 60 MUHYTH cieq nepopaieH NpHeM.
[Tapauetamon ce MeTaboan3Mpa B YepHud Apob Mo TPH OCHOBHH HAYMHA: TJIIOKYPOHMPaHE, CyNnpaTupaHe
n okcupauus. Toil ce eKCKkpeTHpa B ypHHaTa MpeAMMHO KaTO MOKYPOHOBU ¥ CYN(aTHH ChEeINHEHHA.
CpeTHUAT eNMMMUHALIMOHEH NOJIYKUBOT Bapupa oT 1 1o 3 yaca.

Dennnepprn

denunedpu ce abcopbupa OT racTpo-MHTECTUHANTHHA TPAKT U IPEMHHAaBa ,,first-pass™ MeTabonusMpaHe
4pe3 MOHOAMHHOOKCH1a3a B YepBaTa ¥ YepHHa Apod, €To 3a110 NIpH NepopaneH MpHeM TOH HMa HHCKA
Ouonanudoct. GPeHnnePprHbBT CE CKCKPETHPA B YPHHATA NIOYTH HATBAHO NoA Gopmara Ha CypaTHO
CbeMHeHHe. MaKCHMalTHM HHMBA Ha IUIa3MeHATa KOHLEHTPAUMA C¢ JOCTUraT MexXay 45 MUHYTH U 2 Yaca,
a CPEAHUAT eIMMHHALMOKEH NOJYKMBOT € OT 2 10 3 Jaca.

['Baiiheneinn

['BafipeHesnH ce abcopbupa 6BP30 U HAMBIIHO OT racTPO-UHTECTRHATHUA TPAKT CIIC] NEPOPATICH MPHEM.
MakcHManHH Ia3MeHd KOHLUEGHTpauuH Ha reaideHesnH ce aocturar Mexay 15 v 30 MUHYTH cniel
opanet npueM. ['BaiideHeauH ce MeTabonu3npa oCHOBHO 10 Hera-(2-MeTOKCUGEHOKCH) MIeUHa
kucenuHa. [U1asMeHHST RONYXKUBOT Ha reaiideHe3nH € NpUbIu3UTEIHO cpeaHo 1 vac. I'BalideHe3nH ce
eKCcKpeTHpa 65p30 U NOYTH HAMbJIHO Nipe3 0bOpeuuTe. 81% U 95% oT nprioxeHaTa 103a ¢ce NOABABA B
ypHHaTa CbOTBETHO HA 4-ui U 24-ud yac.

53 llpeaknuEHYHH JAHHH 33 Oe3onacHoOCT

He ¢a HannuHN NpeaAKTHHHWYHY JIAHHH 34 TO3U NPOAYKT.
JINNCBaT KOHBEHLMOHATHY TTPOYUBAHUA, H3NOJI3BALLH [PHETHTE MOHACTOALLIEM CTAHAAPTH 34 OLEHKA HA
penpoAyKTHBHA TOKCHYHOCT U TOKCUYHOCT 3a Pa3BHTHETO.

[IpenKnHHUYHHATE NAHHU HE MOKa3BaT 0COOEH PUCK 34 XOpaTa B TEPANEBTHYHO PENICBAHTHH JI03H Bb3
OCHOBA Ha NMPOYYBaHUA ¢ PEHUIEPPUH NPU NOBTOAPEMOCT HA RO3ZHUTE 3a TECTBAHE Ha TOKCHYHOCT,
reHOTOKCHYHOCT WIH KaHLEpOoreHHocT. Hama qanHu 3a H3CneABaHHA BLPXY )XHBOTHH, CBhP3aHM C
(epTUWIHTETA, TOKCHYHOCT NPH PAHHO EMOPHOHATHO pa3sBUTHE, TEPATOTEHHOCT WIH KaHLIEPOreH
reaipeHesuH.




6. OAPMAILIEBTHYHHA JAHHH
6.1 Cnucbk HA NOMOINHHTE BEeleCTBA

[MoMoiHH BelleCTBA:

CbcTaB Ha Karncy/aTa:
{pOCKapMeno3a HaTpHH
LlapeBUYHO HULIECTE
HaTpueB naypuncyigar
Tank

Marxne3zHues cteapar

CwcTaB Ha 0OBMBKATA HA Kancyhara (pasMep 0):

XKenatuH

Muauro kapmud (E132)

Turanos auokcun (E171)

XunonuHoso xbiTo (E104)

Epurposunn (E127)

6.2 HechbBMECTHMOCTH

Henpunoxumo

6.3 Cpok Ha TOAHOCT

3 rogHHMN.

0.4 CrnenHajaHH ycJ10BHSA HA ChXpaHeHHe

Ha ce cbxpansba noa 25°C.

6.5 Bua 4 CBAbLPAXAHKE HA ONAKOBKATA

Kancynure ca onakosanu 8 6iicrep ot 6an, Henpo3spadeH naMHHar o1 PVC 1 3aneyartaH ¢ ¢onuo or
xapTHsa/Al.

Bcesika onakoska cbabpka 8 unu 16 kancynu. Bb3MoxHO € He BCHUKHM BHIOBE ONAKOBKH Ja b6baar
HAJIMYHM 3a npoaaxda Ha nasapa.

6.6 CnensaJHA NPeANnaiHH MEPKH NpPH B3IXBLPaAHe H padoTa

Heu3non3paHUsT NEKApPCTBCH MPOAYKT HJIH OTIIAABYHHUTE MATCPHANH OT HETO TpﬂﬁBﬂ Ad CC N3XBLPAAT B
CBHOTBETCTBHE C MECTHHUTC U3HCKBAHHA,

7. MPUTEXATEJ HA PASPEIMEHHETO 3A YIIOTPEBA

Haleon Hungary Kft., Csorsz utca 43, 1124 Budapest, YHrapus

8. HOMEP HA PABPELIEHHETO 3A YIIOTPEBA

Perucrpaunonen Homep: 20160106




9. JIATA HA NBPBO PAZPEUIABAHE/HOAHOBSIBAHE HA PAZPELHIEHHETO 3A
YINOTPEDBA

Jata Ha mepBo pazperuaBare:01 ampun 2016
IlaTa Ha nocnenHo noaroBaBaHe: 29 wonu 2021

10. AATA HA AKTYAJIM3UPAHE HA TEKCTA

asrycr 2024
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