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UME HA JIEKAPCTBEHHWA INMPOAYKT

KPATKA XAPAKTEPHCTHUKA HA IH'POAYKTA. .,
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JInkaoPanua 75 mg ctomawHoO-VCTOHYHBA TBBPAA Kancyia 5 b 6,2 2 5 -03- 2025
DicloRapid 75 mg gastro-resistant capsule, hard }0\7 P [] 7_19_ 7075

KAHECTBEH U KOJIHMECTBEH CbCTAB

EaHa cTtoMatHo-yCTOHUMBA TBBP1a Kancyaa. cbabpiKka aukiodenar (diclofenac), kato 75 mg
AuKkaopeHar Hatpui (diclofenac sodium).
3a NbJAHUSA CMUCBK HA MOMOLLHHWTE BelleCTBa BUKTE ToUka 6. 1.

JIEKAPCTBEHA ®OPMA

CTOMAWHO-VCTOHYHMBA TBbP/1a Kancya.
IBbpaa xenarnHoBa Kancyia. pasmep 2. ¢ YePBEHH HENPO3payHHU Kanauka v T5.10.

KJIUMHHUYHU JAHHHU
TepaneBTHYHN NOKA3AHHS

JlnknoPanua 75 mg cTtoMalHO-YCTORUMBA Karncy/1a € noka3aH 3a JICYEHHE MPH Bb3PACTHH.

CHUMITOMATHYHO JIeUeHHE Ha 00/IKa MU Bb3NaJI€HHE. CBbP3aHH C:

— @PTPHUTHH CHCTOAHUA: PEBMATOMUIEH aPTPHT. OCTEOAPTPHUT. AHKHIAOZHPALLL CTTIOHAHIHT. TPHCTBIT OT
nojarpa:

— OCTPH MYCKYJIHO-CKECTHH HAPY LIEHHUA. KATO NEPHAPTPHUT. TEHAHHHT. TEHOCHHOBUT. OVPCHT:

— OO0JIE3HEHH TMOCT-TPAaBMATHUYHH OTOLM MJIH Bb3MAJIEHHS.

ﬂﬂ'lllpﬂﬂﬂﬂ H HAYMHH HA NPHJIOAKRCHITC

Jlo3upoBka

Jlo3ara auMKno(eHaKk 3aBUCH OT TEKECTTa HA KIMHHYHOTO CheTosiHUE. [1penopbunTeIHUAT 10308
OOXBaT rnpu Bb3pacTHU € mexkay S0 mg u 150 mg amknodeHak HaTpHii THEBHO. NPHEMAHH
€THOKPATHO THEBHO WM pa3/1e/IeHH Ha /IBa npUema.

EanHuuHaTa /1032 ChABPIKa HE MOBEYE OT 75 M QUuK.10¢henar nampuii.

Bb3pacr: EanHuuHa no3a: OO0wa 1HeBHa j103a:

|2

Bb3pacTHu l

(75 mg anknodenak Hatpui) | (150 mg anknodenak HaTpuii)

JleKyBalMAT JIeKap npeueHsBa NpoabIKHTEIHOCTTA Ha NPHEMa.

[Ipu peBmaTHuHu 3a00a9BaHns MOKe 1a € HeOOXOAMMO JIuknoPanuna 75 mg ctoMatHo-yCTOHYHBH
KarncyJ/iy J1a ce npuemar 3a rno-npoab/JzKUTeIeH nepuol ot epeme. [lpu npoabvikuTenna ynorpeda

Cropea TepaneBTUUHUA OTTOBOP.
Hekenanure niekapeTBeHy peakunu Morat aa 0baaT cBeAeHH 10 MUHHMYM Upe3 U3
Hal-HUCKaTa e(PEKTHBHA 103a 3a HAH-KPATKHUA NEPHO/1 OT BpenMe. HEOONOIHM 3a KOH
CUMINTOMMTE (BiK. TOUKA 4.4 CrneuHaaHu NpeaynpekaeHHs U npeana3Hu MepKu npi
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CneurasiHi nonvaauuu:

Cindapueckd 6u3PUchi.

He e HeoOx0aHAO CNelMantHO Koprripade Ha no3sara. [lopaau npoduna Ha noTeHUHANHUTE
HE/KENAHH IEKAPCTBEHH PEAKUMH € HEOOXOAHMO CASUMANHO BHUMAHHE NPH NPOCICAABAHETO HA
NAUMCHTH B CTAPUECKA BB3IPACT (3a NAUHEHTH B CTAPUECKA BB3PACT BiK. TOUKa 4.4).

buopeuno yepesedane:
[Ipu nauxeHTH ¢ NEKO 10 VMEPEHO HapyweHa ObOpevHa Py HRKUHMA HE € HEOOXOAMMO HaMaNABaHe Ha
n03ara (3a MAUMEHTH ¢ TeKKH ObOPpeUHH HAPYILEHHA BK. TOUKa 4.3).

Lepnoopoono vepexcodine (6. moura 3.2):

[1py nauMeHTH ¢ NEeKO 10 YMEPEHO HApYLUCHHE Ha HEPHOAPOOHA (PYHKUHUA HE € HEOOXONHAIO
HaManaBaHE Ha 103aTa (3@ NALHUEHTH ¢ TEKKO HAPYLUCHHE HA YEPHONPOOHA (PYHKUMA BAK. TOUYKA
4.3).

[TennaTpuuHa nonynauus:
JdunrknoPanuna 75 mg cToMalwHO-yCTOHYHMBA Kancyna € NPOTHUBONOKA3aH NPH Jela U KOHOLWWW. BUKTE
CBLUO Taka To4ka 4.3,

HauuH na npunokenue

3a nepopanHo NpHIIOKEHHE.

HuknoPanna 75 mg cTOMaWwHO-vCTOHYMBA KANCya ¢€ rbJiTa Lsla ¢ MHOTO TEYHOCT (4Yawla Boaa)
€1MH 10 1Ba 4aca Mpe1n XpPaHeHe. Kato TPAOea 4a C€ NPHEMA Ha NPa3eH CTOMAX.

[IpoTHBONOKA3AHNS

® CBPBLXUYBCTBHTENHOCT KbM AKTHUBHOTO BELLEECTBC WM KbM HAKOE OT NOMOLIHUTE BELUECTRA,
H30pOeHH B TOUKa 6.1.

® AKTHBHA CTOMALLHA WM WHTECTHHAJIHA A3BA. KbPBEHE MM nepdopanus

® aHAMHE3a 3a NACTPOUHTECTHHANIHO KbPBEHE WM nepdopauna. CBbp3aHu ¢ NPEANLLHO NeYeHHe
C HECTEPOMIHHW NpoTHBOoBb3NanuTenHH cpeactea (HCTIBC). AxtusHa HWav aHaMHe?sa 3a
MOBTAPALUH C€ NENTUUHU A3IBH/KPBLBOHUINUBH (2 UK MOBEYE pa3IMYHU €MU30a Ha 10Ka3aHa

13Ba HJIH KbPBEHE)
¢ LepeDdPOBACKYNAPEH KPBLBOUIIHB WIH APVIO AKTHBHO KbPBEHE

® U3BECTHU NPEIWLLIHH PEAKUMH Ha OPOHNXOCAAZLM. aCTMA. PUHHUT UAU VPTHURAPHSA Chen
NPHEMAHE HAa aLUETUNCANHUUMNOBA KHCEeaHHA unn apyru HCIIBC

® HEW3NCHEHW HAPYUWEHHUA HA XeMorfloesaTa
® TEWKKA HCPHOAPOOHA HEIOCTATBYHOCT HAH TEXKa ObOpPEUHa HETOCTATBYHOCT

® V(CTAHOBEHA 3aCTOHHA cbpacuHa HERoCTaTLYHOCT (NYHA [I-1V). ucxemunyna Gonect Ha
CbpUETO. nepHepHO apTepraaHO 3adongsaHe H/HNKW MO3bYHO-CHAO0BA DonecT

® nocreaeH TPUMECTLP Ha OpemMeHHOCTTa (BK. Touka 4.6)

Jeua v 1oHOWKW Ha Bb3pacT noa |18 ronnnun He Tpadea aa npuemar JuknoPanua 73 mg ctomawHo-
VCTOHUMBA Kancyna. TbH KaTo CbAbp:KAHHETO HA AKTUBHOTO BELLECTBO € TBHP./IC BHCOKO.

CnenHaJHn npeaynpe:xaeHns H NpeanasHl MepKH NpH ynoTpeda

Obujo:
Tpabea na ce u304rBa €IHOBPEMEHHUAT NpPHeM Ha NMKN0(eHak ¢be cueTtemHu HCTIBC,
BKJAKUYHTE/IHO CENERTHBHH HHXHOMTOPH HA LMKNOOKCHIEHA%a-2, Nopaayd MUNCATa Ha 10K
3@ CHHEPrHYHH TI0N3K W NOTEHUMWANA 3a JOMbIHHTEHH HEXKeNaHHU IEKAPCTBEHH peak

KakTo 1 octanaaute apyrd HCTIBC. aMknoderak Moxke 1a MaCKkupa npusHauHTe
Ha HHeKUHA nopaTH hapMakOIHHAMHYHHTE CH CBOHCTBA.



HexkenaHuTe NEKAPCTBEHH PEAKUMH MOraT 1a Ob1aT HaMaJeHH. KaTo 3a KOHTPOJIMpaHe Ha
CHMMOTOMHTE ¢€ VNoTpedsaBa Bb3MOKHO HAR-HUCKATA €(PEKTHBHA 103a 3a BL3MOKHO HaH-KpaTbk
NEPHO OT Bpeme (BK. No-10y Touka 4.2. U racTPOHHTECTHHANHH H ChPACUHO-CBHI0BH PHCKOBE).

Kaxto npu apyru HCIIBC. anepruunm peakuny. BRAKUHTEIHO aHAPHAAKTHYUHH/AHAPHNARTONWIHH
PEAKLUHH. MOKE CBHUIO 1d BH3HHUKHAT B PEIAKH CAYUHAH H NPH AHKNOpeHar. be3 npeaxo1Ha
ERCMOIMUHA HA NERAPCTBOTO. PEAKUMMUTE HA CBPBbXUY BCTBHTEIHOCT MOKE CbLUO TaKa 1A
nporpecupar o CHHAPOM Ha Kounis — cepro3Ha aneprHyHa peakuHs. KOATO MOKE 1a 10Bede 10
HH(papKT Ha MHOKapaa. CHMATOMHTE HA TAKMBA PEAKUMH MOXKE 1A BRNIOYBAT OONKA B MbpAHTE.
KOATO Bb3HMKBA BbB BPb3KA C AlePruvyHa peakuHua KbM AHKNO(DEHAK.

Haguenmu e crapuecra eb3pacn.

[TpH NaUHEHTH B CTAPHECKA BB3IPACT € HEOOXOAHMO NOBHLUEHO BHHAMAHUE OT 00L1A MEAHLIMHCKA
rneaHa Touka. [lo-cneunanto ce npenopbusa 1a ce U3NoI3Ba Hak-HUCKaTa ePeKTHBHA 1032 MpH
MAUHEHTH B CTAPUYECKA BB3PACT ¢ VBPEAEHO 00O CHCTOAHHE WIIH TE€3H € HUCKO TENECHO TErMO,
Hexkenanurte nekapctBeHH peakudi kbM HCTIBC ca mo-uecTo cpeiadid npu xopa B CTapuecka
Bb3PACT. OCOOCHO raCTPOUHTECTHHATIHO KbpBEHE H Neppopaums. KOUTO MOHAKOra MOraT 1a ¢a
chatanHu (BxkK. Touka 4.2).

Cmomauno-upegitii eennii:;

[1pn Bcuukn HCTIBC. BKIOYUTENHO H AMKNOQEHAR, Ca AOKNABAHN PEAKLHH KaTO
raCTPOUHTECTHHANHO KPbBEHE, A3BH WM nepdopaurk. KOWTO Morat Ja Obaat M ¢ (patanen kpai u
14 ¢ce MOABABAT MO BCAKO BPEmMe HA NEHEHUETO. CbC MK O3 NpeatiecTBatln Npeay npeaMTenHu
CUMMTOMH WM HAJHYME HA AHAMHE?RA 3a CEPUO3HH racTPOUHTECTHHANHU cbOUTHA. KaTo uano Te ca
C MO-CEPUOIHU NOCNEINLUMN NPU NALHUEHTHTE B CTAPYECKA Bb3PACT.

CTPOrMAT MEIUUHMHCKH KOHTPOJ € 3aAbJIXKHTENeH Mpy AnKkRodeHak. kakto npy scuukd HCIIBC.
TpabBa na ce MOAXMK 1A C MOBHLUEHO BHUMAHHWE, KOTATO ZUKI0(MEHAK C€ NPeanucBa Ha NauUeHTH
CbC CHMNTOMH, KOMUTO Ca NOKA3ATENHH 3a TACTPOUHTECTUHAIHY HAPYLUEHHUA WM C aHAMHE3A.
npeAnoaralla cTOMalHH UK YPEBHU A3BU, KbpBeHe UK nepdopaumu (BxK. Touka 4.8).PuckeT ot
NOSBaTa HA raCTPOMHTECTHHAIHO KbPBEHE. 5383 WAH nepdiopauuns € no-BUCOK NMPH NPHEMAHE HA
no-sucoku 1031 oT HCTIBC. npy nauneHTH ¢ aHanMHe3a 3a 23BU, OCODEHO C YCIOKHEHUS.
BKJIKOUYBALLHM KPBBOM3NUB UK Nepdopaumns (8K, Touka 4.3), M NpU NaUHEHTH B CTAPHECKA BB3PACT.

3a 2a ce HAMaNKW PUCKBT OT raCTPOUHTECTHHANIHA TOKCHYHOCT MPHU NALUMEHTH € aHAMHE3A 3a A3Ba,
0CODEHO YCNOKHEHA C KPBbBOM3INB UAH nepdopalns U NPH MALMEHTH B CTAPYECKA BbL3PACT.
NeyeHHETO TPADBA 1a 3anOUYHE M Ja ¢e NOLAbpPXKAa ¢ HAH-HUCKATa e(PEKTUBHA 103a.

3a Te3x NAUMEHTH. KAKTO M 3a NAUHEHTH. MPH KOUTO € HEOOXOAMMO ChBTCTBALUO JIEHEHHE ¢ MAJIKH
1031 AUETHUACAIHLNIOBA KHCEHHA HH C APYIH NEKAPCTBEHH NPOIYKTH. KOUTO MOrart 1a yBeauyar
FACTPOUHTECTHHANTHHUA PUCK. TpaOBa na ce OOMUCIH KOMOMHUPAHO ACUEHHE ¢ Npeana3BallH
NEKaAPCTBEHHW CPEACTBRA (KATO HANPHUMEP MUZONPOCTOA WK HHXHOUTOP Ha NPOTOHHATA NoMna)

(8. NO-101Y H TOuka 4.3).

[MauneHTHTE ¢ aHaMHE3a 3a FACTPOUHTECTHHANHA TOKCHYHOCT. OCOOEHO aKo ¢a B CTapUecka
Bb3pacT. TpaOBa Ja cbOOLWABAT 38 BCHUKH HEOOHUAHHHN CTOMALIHH CUMITTOMM {H OCODEHO
raCTPOHHTECTHHANHO KbpPBEHE). OCO0EHO B HAYAIHHTE €Tanu Ha NEYEHHETO.

HeoOxonvmo € NOBHLIEHO BHUMAHHE aKO NALUMEHTHTE NPHUEMAT €1HOBPEMEHHO JIEKAPCTBEHH
NPOAYKTH. KOHTO MQOraT 1a NOBHLIAT PHCKA OT A3BH MK KbPBEHE. KATO HaNpUMep CHCTEMHH
ROPTHRKOCTEPOUIH. AHTUKOArVNAHTU KaTo BappaprH. CENEKTHBHH HHXHOUTOPKH Ha o0paT
3AXBALLAHE HA CEPOTOHHHA MTH HHXHOUTOPH HAa TpOMOOUWTHATA arperaumns Kato
ALLETUACANULUHIOBA KUCENHHA (BAK. TOYKA 4.5).




HeoONOAHMMO € CTPHRTHO MEIHUHHCRO HAOMAKACHHE H NOBULLIEHO BHHMAHHE NPH NAUHEHTH ¢
VALEPATHBEH KOAUT HAKW OonecT Ha Crohn. ThH KATo CHCTOAHHETO HM MOKE 24 €€ BAOWH (BAK.
TOuka 4.8).

AKO NPU NALMEHTH. NPHEMALUH IUKAO(EHAK. 3aTIOYHE KbPBEHE HIIH A3BH. NEUCHHETO TPAOBa 1a ce
NpeKparh.

HCTIBC. BkAOUHTENHO IUKNO(PEHAK. MOMKE Ta €A CBLPIAHU € YBENHUYEH PHCK OT W3THYAHE OT
CTOMALLHO-upeBHa aHacTomMo3a. [penopbuBa ¢€ BHUMATEAHO METHUHHCKO HAONKOAECHHUE W
NOBHIWIECHO BHUMAHKHE NPH yNoTpedaTa Ha TMKI0(dEeHAK Cea CTOMALHO-YPEBHA XHPYPruYvHa

HHTCPBCHUHA.

Cepuosnu Koycnu peaKui:

[Tpu nedenune ¢ HCTIBC aHOro paako ca toknaiBaHH CEPUO3HH KOXKHH PeakiHH. HAKOU ¢ (aTaneH
Kpai. BRIKOUUTETHO ERC(PONHATHBEH A€PMATHT. CHHAPOM Ha Stevens — Johnson, TOKCH4YHa
eNMUIEPMANTHA HEKPOIHU3A U FeHepanM3HpaH §3n03¢eH (PUKCHPaAH NeKapcTBEH OOPHB (BA. TOUKa 4.8).
Mirnexna, ye HaAaH-BUCOKUAT PUCK 3a TAKHBA PEAKLIMH € B HAYANOTO HA JICUEHHETO. ThH KaTo B
MOBEUETO CAYUAH Te3H PEaKkUMH ¢e HadNonaeaT npes NbpPBrsa Mecel OT NeyeHHeTo. [IpueMbT Ha
AukaodeHak TpadBa 1a ¢e NpeKpaTH MPH NHPBUTE NPU3IHALK HA KOKHU OOPHUBH. MYKO3HH fe3HH
WJTH APYTH CUMNTOMH Ha PEAKLIMH HA CBPBLXYYBCTBHTENIHOCT.

Coupoeuno-coooett it MOTBUIHO-CDO08H ehermit:

HeobXoaUMO € Aa ¢e OCUrypaT NoANOAALLO HADNKOAEHHE H CHBETH 3a NALIMEHTH ¢ aHaMHE3a 3a
XUMNEPTOHHUA W/WIH NeKa ¢bpacuHa HeaocTatbuHOCT (NY HA 1), Thit kKaTo uma choduieHus 3a oTouM
M 3aabprKaHe Ha TEYHOCTHU. cBbp3aHu ¢ aeucHueTo ¢ HCTIBC.

KIHHHUYMHW NPOVUBAHUA H €NHUAEMHONOIHYHW AaHHK NMOCAEI0BATEAHO COHAT KbM NOBHWIEH PUCK OT
apTepuanHy TpoMOOTHUHU CHOMTHA (HaNpUMEpP MHOKAPASH HH(PAPKT WJIW HHCVIT) CBBbP3aHH ¢
ynotpedarta Ha AUKNO(PEHAK. 0OCOOEHO BbB BUCOKH 103K (150 mg QHEBHO) U NPOABAKHUTEIHO
neyeHue (BUAK Touka 4.3 u 4d.4).

[TlauneHTHTE CHC IHAUUTEAHHU PHCKOBH (DAKTOPH 3a CHPAEHHO-CHA0BH CHOUTHA (HaNp. XUNEPTOHMS.
XHAEPIUNKWIAESMHUA. 3axaped 1MadeT. TIoTIOHONVIIEHe) TpsOBa 1a ce NeKyBaT ¢ AMKIO(PEHAK Cano
cnesl BHUMATEHa NPeLeHKa.

To#H KaTO CHPAEUHO-CBLAOBUAT PHCK MPH AUKNOPEHAK MOXKe 1a HapacHe ¢ 103aTa U
MPOABIKHTECAHOCTTA HA €KCNOIHUMATA. TPSOBa Na ce npunara Hah-HUCKara ¢PeKTHBHA THEBHA
103a 3a Bb3MOXKHO Hal-kpaTkua neproa ot speme, IlepruoanuHo Tpadea na ce WiBbpLWBa
IPEOLEHKa Ha HEOONOZIMMOCTTA Ha NAUKMEHTA OT ODNEKYABAHE HA CUMIITOMUTE H HA OTFOBOPA KbM
TepanuaTa.

Hepnoopoonu ehexnii:

HeoOXOnHMO € CTPURTHO MEAULIMHCKO HAOAI0ACHHE MTPU NPEANHCBAHE HA NHKAO(EHAK HA
NAUHEHTH ¢ HapYLIEHA YEPHOAPOOHA (PYHKUMA. THH KAaTO CBCTOAHHETO HM MOKE Na C€ BJIOLLIH.
Kakro v npu apyru HCTIBC. BrAOYHTENHO AHKAO(PEHAK. CTORHOCTHTE HA €AHH HITK NOBEUE
YEePHOAPOOHHU eH3HMK MOTaT J1a ce NOoBHLUAT.

[Ipy NpOABIHKUTENHO UK NOBTAPAWLO CE JIeYeHHE ¢ AMKAOPEHAK ce NPenopbYBa KaTo npeanasHa
MAPKA 1A ce U3BbPLIBA PEAOBHO MOHUTOPHUPAHE HA YepHOIPOOHATA (PVHKLMA.

AKO OTKJOHEHHATA B HEPHOAPOOHUTE (Y HKLIMOHATHHU TECTOBE NPOABbIKAT MK CE BOLLAT. aKO Ce
PA3BUAT KJMHHUYHH NPU3HALM M CUMOTOMK Ha YepHOAPOOHO 3a00oNsABaHE UMY aKO Bb3HUKHAT JPYyTH

NposABy (HaNp. eo3MHOPUANA. 0OpHB). NPHEMBT HA AMKIO(CHAK TpAOBa 1a Ce NpeyCTaHOBH
He3zabaeHO. [1pKn ynoTpedara HA AMKNO(MEHAK MOKE 1a C€ pa3BHE xenaTuT He3 NPpoapom Ui g P

CUMIITOMMU. A
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Hapyuena mopeuna it copoesnda ynkun:

THi KaTo ca 1OKTaABAHH 3a1bPAKAHE HA TEUHOCTH U OTOK. CBbpP3aHH ¢ Tepanuara ¢ HCTIBC. 8 Toea
HUCNO U AUKNO(PeHAK. 0COOEHO BHUMAHHE € HEOOXOAHUMO MPH MALMEHTH € YBPEICHA ChP1eUHA HIH
ObOpeUHa (PYHKUMA. ¢ aHAMHE3a 32 XHNCPTOHHA. MPH NALHEHTH B CTAPUYECKA BHIPACT. NPH
NAUHEHTH. MNOANOAKEHH HA CHMBTCTBALLO JICUEHHE € AHYPETULH WIIH JIEKAPCTBEHH NPOIYKTH. KOHTO
MOraT CBLIECTBEHO Aa NOBNUAAT ObOpeuHaTa (PYHKUMA. KAKTO H NPH NALHMEHTH CbC 3HAUMTEITHO
HaMaMABAHE HA ERCTpaUeyAapHHI O0EM. HE3ABHCHMO OT NPHUMHATA. HANPUMEP NPETH HAH ¢ael
FONEMH XHPYPrUHECKH UHTEPBEHUMU (BK. Touka 4.3). B Te3H cnvuan Kato npeanailHa Mapka npu
ynorpedara Ha TURNOYEHAK c€ NpenopbUuBa NpocheaaBaHe Ha ObOpeuHaTa GyHRUMA. CnvpaHeTo
Ha TepanuaTa OOMKHOBEHO € NOC/EeABAHO OT Bb3CTAHOBABAHE HA H3IXOAHOTO ChCTOAHUE,

Cnyyan Ha ocTpa 0b0OpeuHa HeAOCTAaTLYHOCT ¢a OUAM 10KNAa1BaHH C/iea 3anoyBaHe ¢ BUCOKA 103a
niu Hakonko HCITBC npu nauMeHTH AeKyYBAHK ¢ TEHOMOBHP AH30APOKCH (hyMaApaT U ¢ PHCKOBH
pakTopy 3a OBLOpeuHa AHC(PYHRUNA. AKO TEHO(POBUP AHIONPOKCHUN (PyMapaT ce npUemMa
enHoepemeHHo ¢ HCTIBC, dx0peunara (yvHRUuHa TpadBa peroBHO da ce npocneassa.

Xevamo.roeuyni eerni;

Kakto apyru HCIIBC. 1uknodgenak Moxke 1a NOTUCHE BpeMEHHO TPOMOOUMUTHATA arperaums.
[TauneHTHTE C HApYLIEHHUA HA XeMocTazaTa Tpadea na ObaaT Hada01aABAHW BHHMATENHO.

[To Bpenme Ha NpoabMKHTENHO neveHue ¢ auknodenak. kakto U npu apyru HCTIBC e
MPEeNOPbUYHTENHO NPOCNEASBaHE HA KPbBHATA KapTHHA.

Pecnupamopuu 4 q.1epeudni napyienis:

[Ipy nauMeHTH ¢ aCTMA. C€30HEH afepruveH pHHUT. OTOK HA Ha3ajHaTa iMrasydua (T.e. Ha3anHH
MOJTANH). X\POHHYHA 00CTpYKTHUBHA BenoapodHa H01eCT WK XPOHHUHH HH(PEKLUHH HA THUXATENIHHTE
NbTULIA (OCODEHO aKO Ca CBBbP3aHH CbC CHMNTOMH. NOROOHHU HA aNepruueH pHHHT). peakurHTe OT
HCIIBC karo BiowaeaHe Ha acTMa (T.Hap. HEMOHOCUMOCT KbM AHANTETHLIW/AHANTETHYHA acTMa).
oToK Ha Quincke WK YPTHRapHA. ¢a HaDJIKOAABAHK MO-YECTO B CPABHEHHE € APYTHTE MNALHEHTH.
[lopanu TOBa NpH TE€3H NALUMEHTH ¢a HEOONOTUMH CIELHANHH NMPEINA3HH MEPKH (FOTOBHOCT 34
cnewHa noMout). ToBa ChULO TAKA C€ OTHACA W 3a NALMEHTH. ANIEPrUUHH KbM APYTH CYOCTaHUHH.
HanpHMepP ¢ KOXKHH PEaKLIMH. MPYPHTYC HAH YPTHRKApHA.

Apyeu npeonasuit Mepri
HuknodeHak TpsOBa 1a ce U3NOA3Ba CaMO Clel CTPora nNpeLeHka Ha ChbOTHOLIEHHETO pUcK/nonza
NPU NALUKHEHTH CbC CJAEAHUTE CHCTOAHHA:

¢ uWHayuupyema nopbhupus:
® Py CHCTEMEH IVIYC €PUTEMATOBYC WM NPH CMECEHO 3a00NEBAHE HA CbETHHHUTEIHATA
TbKaH.

Creyitd.1no J1eRAPCRo RAGTI00eH e Ce HINCKE @ C.T1edHinte C.Iyuail:
® [AUMEHTH CbC CTOMALLHO-YPEBHH 3a00/IABAHUR,
MAUHEHTH CbC CHPACHHO-CHA0BH 3a00NABAHUA.
MAUHEHTH CBC ChLUISCTBYBANO OLOPEUHO yBpeK1aHe,
MNAUHEHTH € YePHOAPOOHA ANChY HKLUMUS:
NAUHEHTH. HENOCPEACTBEHO CJIEN CEPHO3HA XHPY PIrHYECKa UHTEPBCHLIMSA.
NAUMEHTH B CTAPUECKA BBL3PACT:
NALKMEHTH C PECNHUPATOPHN UK anepPruvyHM 3adonABaHUA:
NaLKEHTH. KOHTO UMAT ANE€PTHUUHU PEaKLiMk KbM APYIU BELIECTRA;
NALKMEHTH ¢ XEMATONOrW4HH 3a0oNsaBaHn:
NaUHUeHTH ¢ PUCK OT HH(EKLIHH.

Kakto u npu apyru HCIIBC. u npu quxnodeHak B8 peaky clivyad € Bb3MOKHO 1a ¢
anepriuHi peakurdu. BRIIOMUTEAHO aHAPUIAKTHUHW/AHA(PUNAKTOUAHHU PeaKLIMH. a
NEKAPCTBEHUAT NPOAYKT Ce npuema 3a nbpeu NuT. [1py nbpBUTE Npu3HauM 3a peak
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CBPBXYYVBCTBHTEJHOCT cnel 3anousaHe Ha npuena Ha JukaoPanua 75 mg ctomawHo-yCcToRYHBa
Kancyaa neueHueTo Tpadea 1a ce npekpat. HeoOXOAHMH MEIHUHHCKH IEHCTBUA. CHOOPAIEHH CBC
CUMMTONMUTE. TPAOBa Aa ObAAT NpeAnpHETH OT 00V UEH NepCcoHall.

3a nopeue HHPOPMALMA MO OTHOWEHHUE Ha (PEPTUIIHTETA MPH KEHHU. BHAKTE Touka 4.6,

Apyea undghopuanusn
[Tpy NPOABLAKMUTENCH MPHEM HA AHKAOPEHAK € HEOOXOIMMO PETOBHO NPOCIENABAHE HA
vepHOoApoOHaTa (PyHKUMA. ObOpeuHaTa OYHKLUHSA W HA KPBHBHATA KapTHHA.

[pyn npoabnkuTeIHA VNIOTPeda HA AHANMETHUM MOXKE 1a C€ MOABK MMaBodOIHe. KOETO He Tpa0Ba 1a
C€ JIEKVBA C MOBULIABAHE HA Q03MTE OT NEKAPCTBEHUA MPOIAVKT.

OOHMYARHOTO W3NON3BAHE HA AHAAFETHUM. OCODEHO KOraTo ¢ KOMOMHUPAT HAKONKO AHANTETHYHH
NEeKapPCTBEHH MPOAYKTA. MOXKE Aa J0Beae A0 TPaitHO YBpesK1aHe Ha ObOpeunTe ¢ pUCK 3a 0pOpeyHa
HEROCTATBYHOCT (AHANreTUUHA HeponaTua).

[Tpuemaneto Ha HCTIBC eaHOBpeMEHHO ¢ aNKOX0N MOMKE 14 3aCHIIH HEKENAHKTE NEKAPCTBEHH
pPeaKUHUH. MPUYHHEHHU OT AKTHBHOTO BELUECTBO. OCOOEHO TE3U, KOUTO 3aCATaT CTOMALLHO-YPEBHUS
TPakT UK LUEHTPAJHATA HEPBHA CUCTEMA.

Tosa nekapcTBo cbabpAa no-manko of | mmol Hatpui (23 mg) Ha cToMALWHO-YCTORYUBA Kancya,
T.€. MOZKE 14 C€ KAXKE. Y€ NPAKTUUECKH HE ChIALPKA HATPHH.

BiaunoneiicTBHe ¢ APYIH JeKAPCTBEHH NPOAYKTH H ApYrH GOpMH Ha B3anmMogeHcTBHe

Hpver HCHBC, exnovume: o ca i iamie:

EnHoBpemeHHOTO NpuemaHe Ha Hakonko HCTIBC moke na yeeauyu pucka ot
FACTPOMHTECTUHANHH HEXKENAHW PEAKUMH KAaTO raCTPOUHTECTHHANHH A3BA U KbPBEHE NOPAIH
cuHepruyveH edekr. [lopaau ToBa enHOBpEMEHHOTO npremaHe Ha Aukinogenak u apyru HCTIBC He
C€ npenopbuBa (BXK. Touka 4.4).

Kopnuikocmepoudi.
EnHOBpeMEHHOTO NMPUIOKEHHE MOKE 1A yBEIHYH PUCKA MACTPOUHTECTHHAIHHN HEKENAHH PEaKUHU N
KaTO raCTPOMHTECTHHAJIHH A3BH MUK KbpBEHE (BXK. TOUKa 4.4).

Cerexmusni unXHOUMOoPI 1a Oopanmiono saxeattjane ia cepomoniiid (SSRIs ).
EAHOBPEMEHHOTO NPHIIOKEHNE MOXKE 1A YBEUYM PUCKa OT raCTPOUHTECTUHAIIHO KbPBEHE ( BiK.
Touka 4.4).

Anmuroasy AN 4 auRERPOMOON U CPEOCG.

[lpenopbuBa ce NOBHLLEHO BHUMAHHE. THH KaTO €IHOBPEMEHHOTO MPHJIOKEHHE MOXKE 13 MOBHULIM
PUCKA OT KbpBeHe (BAK.ToUKa 4.4). BbNpekH u¢ KTHHUYHUTE U3CNE1BAHKA HE MOKA3BAT, Ye
ARKIOGEHAK NOBJIHABA TEHCTBUETO HA AHTUKOArYIAHTHTE. HMA CHOOLLEHHA 3a MOBULLEH PUCK OT
KPBBOMIIMB NPH NALHEHTH. KOWTO NMONYYABAT €1HOBPEMEHHO AMKIOPEeHAaK W aHTUKRoaryaauT. [lo
Ta3iu NPUUKHAE C€ NPENOPLUBA BHUMATETHO HAONIQAEHHE HA TAKUBA NALLUEHTH.

Hueconcun, @enumoin, Jlumui:

CBbBMECTHOTO NPHAOKEHUE HA THKAO(DEHAK ¢ ANTOKCHH. (PEHUTOMH WM JIMTHUH MOKE Na YBEIHYH
CEPYMHHUTE HHUBA HA T€3H NEKAPCTBEHH NPOAYKTH. MOHUTOPUPAHETO HA CEPYMHHUTE HUBA HA ﬂHI.Id.H

€ 32 1bMAKHUTERHO. [IPENOPBLHHTENHO € MOHHUTOPHPAHE HA CEPYMHHUTE HMBA HA AUIOKCHH &%\_\Mﬂ ng"?{\

o
CHHUHTOHH.
b / x

ivpemuyu,  u anmuxunepimen 3 uGen 1eKdapCemeeH NPOOVKIIN. { _'s; l.;

KakTo npu apyru HCHBC, ¢bBMECTHOTO NpUNOKEHHE HA AMKNO(PEHAK C AHVPETHL H‘Jj'aﬂ\
R

AHTUXHMEPTEH3INBHH JIEKAPCTBEHN NPOAYKTH (KaTo Hanpumep deTa-0nokepu. MHXHO




AHrHOTEH3HH-KOHBEpTHpaLUHA €¢H3IM (ACE — HHXUOMTOPKH). aHrHOTeH3HH 1l aHTaroHHCTH) MOXKe
13 NPUUMHH HAMANABAHE HA aHTUXHNEPTEH3UBHHUA UM eerT. [lopanu ToBa Tazn KoMOHHALHS
TpadBa 1A ce npuaara ¢ 0co0eHO BHHMAaHME. a OCBEH TOBa Tpadsa 1a 0b13aT PEAO0BHO NPOCNLAABAHH
CTOHHOCTUTE HA KPBbBHOTO HANAFAHE HA NALUMEHTHTE. OCOOCHO HA TE3H B CTAPUECKA BBLIPACT.
[Topaan NOBUIIEHHE PUCK OT HE(PPOTOKCHUUHOCT, OCOOECHO NpH AHYpeTHUH 1 ACE — HHXHOHUTOPH.
nauueHTUuTe TpAOBa 1a 6baAaT 100pe NHIApaTHpaHH U ObOpeuHaTa UM (pyHKLUs 1a Obae
NPOCAeaaBaHa NPH 3aMoYBAHE HA €THOBPEANEHHA TEPANUA. KAKTO H NEPHOTHUHO €1 TOBA.
CHBMECTHOTO NE€UYEHHE ¢ KATHH-CHXPAHABALUN THVPETHLIHA MOZKE 14 €€ acOUMHPa € NOBHLUEHH
CEPYMHH KOHUEHTPAUMH HAa KanHi. N0PaaH KOETC € HEOOXOAHMO HeCTO NPOCNeIABAHE HA
CTOMHOCTUTE MY (B/K. TOUKA 4.4.).

Ammuouadennn 1eRapemaeent NPOOVK.

KNUHUUHKTE W3NUTBAHUA MOKA3RAT, Y€ AUKIOQPEHAK MOKE 1a C€ NPHEMA 3a€HO ¢ NepopatHu
AHTHIHAOETHH CpeacTBa. 0€3 Ja NOBMHABA TEXHHUS KNuHHUeH edekT. B xona Ha neueHue ¢
AukAodeHak odave ce cbodLIaRa 3a H3ONKHPAHHU CIYHAW KAKTO HA XHIOIMMHKEMHUYHHK. TAKA H HA
XHNEPITHUKEMHYHH €(PEKTH. HANaralH NpoMaHa Ha 103aTa Ha aHTHAHAOETHHTE CpeacTBa rno Bpene
Ha NieueHKe ¢ aMknodenak. [To Tazn npUyuMHA. KaTo Npeana3Ha Mapka ¢€ NPenopbLYea
NPOCNEAABAHE HA KOHUCHTPAUMATA HA KPBLBHATA 3axap N0 BPEME HA CbBMECTHA TEPANHA.

Memompercam:

HuknoderHak Moxe 1a HHXHOHPa TYOVIEH ObOpeUYeH RAUPBHC HA METOTPERCAT U MO TO3M HAYUH 1a
nosALiK HUBaATa My, [1penopbuBa ce noBHLIeHO BHUMaHKe npH npuaarade Ha HCTIBC.
BRJKOUUTEIHO AMKI0(EHAK, TO-MANKO OT 24 yaca npeau WK cael ACUEHHE ¢ MeTOTPEKCaT. nopaau
Bb3MOAHOCTTA 3a [TOBHLIABAHE HA NJA3MEHATa KOHUEHTPaLUHA HAa METOTPEKRCAT U VBEIHYABAHE HA
TOKCHUYHOCTTA HA TOBa BELWIECTBO.

[Ipooeneno win evaghunnipaon.
JlekapcTBEHHTE NPOAYKTH, KOUTO ChABPXKAT NPOOESHEUMUD HAH CVA(DHHMHPAZOH. MOraT 1a 3a0aBaT
CKCKPETUPAHETO HA THRNOPEHAK,

Tarpo-uve:
HecTeponaHn NpOTHBOBBLINANHTENHH NEKAPCTBEHH CPENCTBA (KaTO THKRNOPEHAK) MOTAT 1a
yBeMvaT ObOpeUHATa TOKCHYHOCT HA TAKPONHMYC.

H{uk1ocnopun:

[Monobuo na apyru HCTIBC auknodeHak MOXe 1a VBEAHUUYH HEPPOTOKCHUHOCTTA HA LUKJIOCTIOPHH.
nNopaid NoBaMsBaHe Ha ObOpeuHUTEe nNpocTarnanauuu. [lopanu Tosa Toi TpadBa na ce npunara B
NO3H, NO-HHCKHU OT TE€IU. KOUTO ODUXA OUIH UINOM3BAHU NPH NALUEHTH. KOUTO HE NpHemar

UMKJIOCITOPHH.

Xtnoaono6u anmuOarmepudIni CpeoCcnicd.
Uma n3onMpaHy J0KNAAM 3a IbPUYOBE. KOUTO MOXKE 12 C€ 1bAXKAT Ha CbBMECTHATa ynoTpeda Ha
xHHoaoHu U HCTIBC.

Kovtecnnmaot 4 Xo1ecmupasiim.

Te3u cpencTBa MOKe na Npeau3BUKAT 3a0aBAHe MK HaMafigBaHe Ha adCopOUMATA HA AMKNodeHaK.
[Nopanu ToBa ¢ce npenopbuBa Aa ce npueMe AMKNoPeHAR HAR-MANKO €1MH Yac npean unv 4 10 6
Haca cned NPUNOKEHHE HA KONECTUMON/XONECTHPAMHH.

Mowgnu CYP2C9 unxuoumopu:

JHAYUTENHO VBEIMUEHHE HA MAKCHMATHHMTE MNa3MEHH KOHLUEHTPAUHHU H eKCNO3HLUM
AUKAO(hEHAK. NOPaTH UHXUOHPAHE HA HETOBUA METAOOIHIBM.
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bpemMeHRoOCT
MHXHOUpAHETO Ha NPOCTAMNTAHAMHOBHA CHHTES MOJKE 14 HMA HEKEIAHO Bb3ACHCTBHUE BhPXY

OpPEMEHHOCTTA W/HIIK Pa3BUTHETO HA eMOpHOHa/deTyvea.

HaHHH OT eNHIAEMHUONOTHYHHU NPOVYUBAHUS MOKA3BAT YBENHUYCH PHCK OT NOMATAHE, OT ChPIEUHH
MaagpopMaLMK B FaCTPOCXHIUC Ced MPUAAraHETO HA HHXHOHUTOP Ha NPOCTArNAHIHHOBUSA CHHTES
Npe3 paHHATa OPEeMEHHOCT. AOCONIOTHUAT PHCK 3a ChHPAEHHO-CHA0BH ManpopMauHH € 01N
yvBeuueH oT no-manko oT 1 % no npudnuzutenno 1.5 %. [NpHema ce. ye pUCKBT ce VBENHUABA C
VBEIMYABAHETO HA 103aTa U NPOABLAKHUTEHOCTTA HA NEHEHHUETO.

HOKa3aHO €. Yye NPH KHUBOTHHU MPHAATAHETO HA HHXUOHUTOPH HA NPOCTArNAHAHHOBUA CHHTE3 BOAM
no yBenuueH Opoit 3aryou Ha nnoga npeau v ciiel HMNJAHTHPAHETO. KAKTO H 10 CMBPT Ha
emOpHoHa/peTyca. B nonbnHeHHe. UMa 10K1AAM W 3& VBEIWUEH OPOit ciyuan Ha pa3IMuyHH
MATPOPMALMH. BRIKYHTENHO ChPAESHHOCHA0BH MaN(OpMaUKH. NPH KHBOTHH., KOWUTO Ca
MOIyYaBaIM HHXHOMTOP Ha NPoCTarJaHIMHOBHA CHHTE3 NO BpeME HA (hazaTa Ha opraHoreHesara.

Ot 20-aTa ceamuua oT OpemeHHOCTTa HaTaTeK ynoTpedara Ha JIuknoPanua smoske 1a npUuMHH
OJTHTOXHAPAMHHOH. Ab/IKALL C€ HA HapyleHWe Ha ObOpeuHaTa QyHKUMA Ha PeTvea. ToBa Moxe 1a
CE€ MOABH CROPO CN1ET 3aN0YBAHE HA NEYEHHETO U OOMKHOBEHO € 0OpaTMMO NpH NpeKpaTABaHE MY,
B nonbaHeHHE. MMa CBOOLIEHUSA 3a CTECHABaHE Ha ductus arteriosus ci1ex neuyeHHe npe3 BTOPHS
TPHUMECTBP. NOBEUETO OT KOWTO OT3BYYABAT clied nNpekpaTasaHe Ha neueHHeTo. [lopaau ToBa. no
BpEeMe Ha NbPBUA U BTOPHA TpUMmecTbP Ha OpeMenHocTTa JuknoPanna He Tpadea na ce npunara.
OC8EH aro e abcontoTHo HeodxoauMo. Ako JInknoPanua ¢e #3n013Ba OT KeHa. KOATO ¢€ ONMUTBa Ja
3a4€HE. WK N0 BPEME Ha ITLPBUSA M BTOPHUA TPHMECTDBP Ha OpeMeHHOCTTA. 103ara TpaOBa na ce
MOANBPHKA BbIMOKHO HAH-HHCKA. A MPOABLIKHTENHOCTTA HA IEYEHHETO - Bb3MOKHO Hal-KpaTka.
Cnieq ekcrnosnuda Ha AuriioPanua B npoabkeHHE Ha HAKOAKO AHU oT 20-aTa recTalHOHHa
ceamuua HaTaTbk TpsA0Ba 1a ce OOMMCIH AHTEHATAMHO OPOCNEISBAHE 3a OHIOXHUIAPAMHHOH H
cTecHABaHe Ha ductus arteriosus. Ynorpedara Ha JluknoPanua Tpabea 1a ce npeycraHOBKU. ako ce
YCTAHOBH OJIMrOXHMAPAMHUOH UK CTecHABaHe Ha ductus arteriosus.

[1pes TpeTna TpUMECTbP Ha OPEMEHHOCTTA BCHUKH MHXHOUTOPH HA CHHTE3a HA MPOCTArNaHanH
MOTraT aa W3J10XaT nJjioJa Ha:
- KapAMONYAMOHANHA TOKCHUYHOCT (C NpeXKICBPEMEHHO cTeCHABaHe/ 3aTBapaHe Ha ductus
arteriosus M 6enoapobHa XUNEepPTOHUA):
- ObOpedHa AMCPYHKUKMA (BK. MO-TOpe):

MaiKkaTa 1 HOBOPOACHOTO, B Kpas Ha OpeMeHHOCTTA. Ha:
- Bb3IMOKHO YABKABAHE HA BPEMETO HA KbpPBEHE. aHTHarperupaul epext. KoiTo Moxke 1a ce
NPOSBH 1OPH NPH MHOIQ HHCKH A03H:
- MHXWOMpaHe HA KOHTPAKUMHMTE HA MATKATa. BOAELLO 10 3a0aBeHO WIH YIBIKEHO PaXK1aHe.

CrnenoBaTenHo ,[lm-moPan K1 € MPOTHBOMOKA3aH MO BPEME HA TPETUA TPHMECTBP Ha OpeMeHHOCTTA
(B3. TOUKH 4.3 1 5.3).

Kbpmene
MalKH KONIH4ECTBA OT AKTHBHOTO BELUECTBO AMKIO(PEHAK U HETOBUTE OCTATBYHU NMPOAYKTH
npemuHaeaT B MauMHaTa Kbpma. Hopanu Tosa amknodenak He Tpadea na ce npMema no B
KbpMeEHE. 3a 1a ce W30erHaT HeXKEeNaHUTE NEeRapCTBEHH PeakMi NPH KbPMadeTo., 7

PepTHanTeT
M3non3saHeTo Ha QHKNO(pEHAR MOYKE 1a Hapy LK GepTUIHTETa NPH KeHaTa. nopaay
NPenopb»UBA NMPH KEHH, KOUTO UCKAT 1a 3adpeMeHeaT. [IpekpaTagaHe Ha neyeHHeTo
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75mg CTOMAWHO-VCTOHYKMBA Kancyaa TpAa0dBa 1a ce OONMHUCAH NMPH KREHH. KOUTO UMAT TPV IHOCTH 12
3a0PEMEHEAT WK KOUTO TIPEMHUHABAT HICAENBAHKA 3a 0e3MN0aHe.

EdexTn BbpXy cnocobHocTTa 32 mopHpane i padora ¢ MALINHI

[MaureHTH. KOHTO HMAT 3PHTEAHH HAPYLUEHHA, CBETOBBLPTEK. CHHIHBOCT HAH APYTH HAPVILEHHWA HA
LLEHTPANIHATA HEPBHA CHCTEMA. TOKATO MPHENAT JHKAOMPEHAK. TPA0BA 1a C€ BLIALPKAT OT
WwopuparHe HAKU padoTa ¢ MALHHH.

Tosa Ba#kH 0COOEHO. KOraTo UMa U B3aUMOACHCTBHE C aTKONO.

Hexenann JexapcTBenN PeaKkum

HexxenaHuTe peakuHH ce noapekaaT crnopei 4ectorara CH. KaTo €€ H3N0A3BA CAeaHaTa KOHBEHLMA:
MHOro uectu (=1/10);

yecTH (>1/100 no <1/10):

neuectu (>1/1 000 2o <1/100);

peaku (=1/10 000 3o <1/1 000);

MHoro peaku (<1/10 000):

¢ HEU3BECTHA YECTOTA (OT HATHYHHTE JaHHH He MOXKE 11a Ob1e HanpaBeHa OLEHKA).

Tpadsa 1a ce uma NpeaBua. Ye NOCOYEHUTE HEKENAHH NEKAPCTBEHH PEAKUUH ca NPEeaH BCUUKO
N0303aBHCUMH H CE€ NPOABABAT Pa3TUUHO MPH Pa3IHYHHUTE HHAWBUIU. PUCKBT OT
raCTPOMHTECTHHAIHO KbPBEHE (FacTPUTH. EPO3HU H A3BH) 3aBUCH HIKIIIOYHUTENHO OT N1030BHA
OOXBaT M NPOIBIAKHUTENHOCTTA Ha yrioTpeda.

Haii-uecTo HabnKnaBaHUTE HEXEAAHH JIEKAPCTBEHH PeakLUWH Ca TaCTPOUHTECTUHANHHTE.

MoraT 1a ce NposBAT NENTHUYHH A3BH. NepdopaulHH HIH KPbBOU3IUBH. MOHAKOra ¢ (paTaneH Kpai.
0CO0OEHO NPH NALMEHTH B CTapuecka Bb3pacT (Bx. Touka 4.4), Cnea w3non3eaHe ca A0KNa1BaHH
raZleHe. NOBPbLUAHE, AHAPHS. M0AYBAHE HA KOPEMA, KOHCTHNALIMA. HAPY LUEHO XPAHOCMUJIaHe.
KopemHa DO/Ika. MeNeHa, XeMaTeME3NC, YILIEPaTHBEH CTOMATHUT. BIOLLABAHE HA KOAWUTA U OonecTTa
Ha Crohn (Bx. Touka 4.4). [No-psaako e HabnoNaBaH racTPMT.

Uma cbobuieHns 3a OTOLUN. XHNEPTOHUA K ChPAeHHA HEAOCTAThYHOCT, CBBP3aHU ¢ ynoTpedara
Ha HCTIBC.

JIaHHHTE OT KNIHHHYHHUTE NPOYUBAHUA U €NMHAECMHONOTHHHUTE NaHHH €1HAKBO CO4aT KbM MOBHLLEH
PUCK OT apTepuantu TpoMOOTHYHM CHOUTUS (HanpUMEDP MUOKApAEH HH(APKT WX HHCYNT).
cBbp3aHu ¢ yrnoTpedaTta Ha MUKIO(pEHAK. 0coOeHO NpU BHcOoKa 1034 (150 mg AHeBHO) U NpH
NPOABIKHUTENHO JeueHHne (BxK. Touka 4.3 1 4.4 3a [NpoTusonokasanna U CneynanyHu
npenynpexXIeHus K npeana3sHu MEPKH Npx ynoTpeda).

Hihern v unghecmani

MHOro peakH: BAOLHABAHE HA HHDEKUMOIHUTE BB3INAJIEHNA (HANPUMEP. Pa3BHTHE HA
HEKPOTH3HPALL (ACUMT). KOETO Ce CBbP3BA CbC CHCTEMHO H3NOA3BAHE HA HECTEPOHIHH
NPOTHBOBBLINAIIMTENHHU ¢peacTsa. ToBa HaH-BEPOATHO € CBBLP3AHO C MEXAHH3IMA HAa A€HCTBHE Ha
HECTEPOUAHUTE MPOTHBOBBLINANUTENHH CPEACTRA.

AKO No BpeMe Ha NPUEeMAHETO Ha AMKIO(EHaK Ce NMPOABAT MM Ce BAOLIAT CHMNTOMHUTE Ha
MH(]EeKUMA. HA NALUKMEHTA CE NPENOPBHYBRA 1a MOTHLPCH BE1HAra JEKAPCKA NOMOLLL.

HeobxonuMo € 1a ce NpoBepH 1alH € NoKa3aHO NPOTHROBL3NANNTENHO/AHTHOHOTHYHO NeUeHue,

MHoro PEAKHA. CUMNTOMH HA aCCNTHUCH MCHHUHIHUT, BRJIMKOYBALLHN CXBalLAHE HA BpﬁTH rna

(CHCTemeH AVOYC EPUTEMATOBYC. CMECEHO 3ad0NMABaHE HA CHEAUHUTENHATA T'bhaH) U &g‘}ef
npenpasnonokKeHue KbM TOBA.




Hapyuenust na kpveiig i idhniding cuenied

MHOTO peaKkH: HAPVIUEHHA HA XEMONOE3aTa (AHEMHSA. BRIIOUHTENHO XEMOIHTHUHA W annacTHYHA
AHEMHA. NEBKONEHHA. aFrPAHVIOLHTO3A. TPOMOOLHUTONEHHA. NAHLUHTONEHNSA).

[IbperTE NpH3HALM MOTAT 1a BRAKOYBAT: TPECKA. BL3INAICHO MbPAO. MOBLPXHOCTHH padHH B VCTaTa.
FPUNONOI0OHH CHMNTOMHM. TEKKO HITOWEHHE. KbPBEHE OT HOCA M NOJKOAKHO KbPBEHE.

l'lpH NPOABIAKHUTCIHO NCHUCHUE € HEGGKL’I,E[HMD PCIOBHO NPOCACAABAHEC HA KPbBHATA KaAPTHHA.

Hapvueernust na uvivunama cucmesd

Peakn: CBPBXUYVBCTBHTENHOCT. aHA(PUAAKTHYHN W aHADHAAKTOHAHH PEAKUHH ( BKIIKOUHUTENHO
XHNOTOHHA. TANHKAPAHA H LLUOK).

MHOFO PeIKNA: AHMHOHEBPOTHYUEH OTOK. BRIKOUMHUTEIHO MOV BAHE HA NHUETO H €3HKA. BLTPELLHO
[oAYBaHE HA JaPHHKCA ¢ OOCTPYKUMA HA AMXATE/IHMTE MbTHLLA. THCTIHER,

AKO HAIKOH OT T€3M CHUMMTOMH CE€ NPOABH. KOETO € BB3MOMKHO 1a Ce CAVHHU J0pH APH MbPBOTO
NPHENMAHE HA NERKAPCTBEHHA NMPORYKT. Tpadsa He3abaBHO 1A €€ NOTHLPCH MEIHLIMHCKA MOMOLL,

[Tcuxuvin HdAdpViicnis
MHoro PCAKH. JC30PUCHTALINA. 0e3CbHHe, pa3apa3HUTCIIHOCT, NICUNOTHYHHN pCaKUHH. A€NpPeCHA.
HVBCTBO HA TPECBOXKHOCT U KOLWMAPH,

HHH'I'EHEHHH HA HEPOGHATRAE CHCIIEA I

YecTH: HapyLUEHHA HA UEHTPaNHATA HEPBHA CUCTEMA. KaTO HANPUMEP rMaBodosHE, 3aMasHOCT
WK YMOpA.

Penku: CbHAUBOCT.

MHOro peakt: MOIBYHO-CBAOB HHLWEHT. NAPEeCTE3HA, CMYILEHHA Ha BKVCA. HAPYLLEHHS HA
namMeTTa. [bpUOBE H TPEMOP.

Hapyutenust na owtime
MHOro peaku: 3pHTENHH HAPY LUEHUA. 3peHHE (3aMBINEHO 3PEHHE ). TUILIONHA.

Hapvuenist na vxomo u a0oupunma
YecTH: CBETOBBPTEK.
MHOro peaKkn: THHUTYC, HapyLUeHHe Ha ChyX\a.

Capoeunis HaW HIeH UR
MHoro peaku: nannuTaumy. rpbada 00aKa. CbpAEHHH HAPY LLEHUA. €1eM, MHOKapAeH HH(pApKT.
C HEW3BECTHA YecToTa: CHHApOM Ha Kounis

Cwoocu napvuten s
MHOro pesku; XHNepTOHHUA. BACKVJIMT.

Pecnupamopnit, opedmi 4 NeOudcIH Iy HApyHten s
Penku: acTMa ( BRIUUTENHO JHCAHENA).
MHO[‘O pE,ElI{HZ MHEBMOHHT.

CrHOMUnO-4pPesrit HAPVIICH U
HecTu: raneHe. nospbluaHe. avapus. acnencus. paaTyieHuMs. kopemHa 0onka. aHOpEKCusl.
Peaku: racTpuT. CTOMALWHO-YPEBEH KPBBOM3NHB. XEMATEME3HC, KbpPBaBa AHAPHA., MENEHA.

CTOMALLHO-4PEBHA A3Ba (CbC MM O3 KbpBeHE MK nepdopauna).
MHOro peaku: NaHKPEaTHT. KONUT { BRIIKOUHTEMHO XEMOPArHUeH KOIWT W BOLIABAHE Hy, 7 :_i"“',f—-«-.
yauepatuseH KOMUT UK DonecT Ha Crohn ) (Bk. Touka 4.4), cTomaTHT. Bh:nmqmenuo/ ek
CTPUKTYPH. 1L A e e
( HeuzsecTHa uectoTa: Mexemuuyed Konur
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[TauveHTHTE TPAdGBA 1a ObIAT HHCTPYKTHPAHH 1a NPEKPATAT NPHEMAHETO HA JERAPCTBEHHA
MPOAVKT U /14 NOTBPCAT HE3a0aBHO NIEKAP. aKO C€ NPOABAT MOBTAPALLA CE TEIKKA CTOMawWwHa donka.
MEICHA MK XeMaTEMEesa.

XenamaoGiiuamnn napyurentist

UecTH: VBENHUABAHE HA CEPYMHHTE TPAHCAMUWHAH.

Peaku: xenaTUT. :KbJITEHHUA. HEPHOIPOOHO Hapy LUEHHE

MHOro peaku: GyAMHHAHTEH XeTlaTHT (0e3 NPOAPOMATIHH CHMMTOMM ). YEPHOAPOOHA HEKPO3A.
YEepHOAPOOHA HEAOCTATBHYHOCT,

[Topanu TOBa NoKazarenuTe HAa YePHOAPOOHHTE (DYHKUKKU TPAOBa 1a ce HAdAKAaBaT PE10BHO.

Hapvurernust na Koxcania t ROOKOJCHANA bR

HecTu: kokeH 0OpHB.

Peaku: ypTHKapHs.

MHOrO peakH: ex3aHTeMa. OYI03HU PEAKLIMY HA KOKATA. KATO HAMPUMEP CHHIPOM Ha Stevens-
Johnson u TokcHuHa envaepManHa Hekposinia (cuHapoM Ha Lyell). exzenma. eputema. epurema
MynTU(opmMe. eKcPonUaTHBeH 1EPMATHT. KOCOMNA/A. YYBCTBHTENHOCT KbM CBETIIHHA, NYPYpa
(CHUIO U ANEPryuydHa Nypnypa). NpypuTyC.

C Hen3BeCTHA YecTOTa: DUKCHPAH JIEKAPCTBEH OOPHB. reHepanu3npaH 0y103¢H PUKCHPAH
NEKaAPCTBEH OOPUB.

Hupyuienust na ovopeyime u nurouniine Rsmuiyd

UecTH: pa3zBuTHe Ha eneM. 0coDeHO NMpy NALUHEeHTH CbC CUCTEMHA XHNEPTOHHA HAK OBOpeUHo
yBpeK1aHe.

MHoro penxku: yRpekaaHe Ha ObOpeyHaTa ThKaH (MHTEPCTHUHANEH HeDPHUT. NanuaapHa Hekposa).
KOETO MOKE 1a € NPHAPYVKEHO OT 0cTpa OBbOpeuHa HEA0CTATBHHOCT. NPOTEUHY PHA H/UNTH
XEMATYPUA. HE(PPOTHUEH CUHPOM.

[Topaau Toa ObOpeuHaTta (ryHKUMA TpaOBa Ja ce HabNOAABa PE10BHO.

Cro0dliaBaHe Ha NOI03UPAHU HEKENAHU PEAKLIMH

Cbo0AaBaHeTO Ha NOA0O3HPAHHK HEXKENaHH peaKLUMM CJie]l pa3peluaBaHe 3a ynoTpeda Ha
NEKapCTBEHUA NPOAYKT € 8aXKHO. TOBA NO3BOAABA 1a NPOABIKH HAONIOIEHHUETO HA CHOTHOLIEHHETO
noa3a/puck 3a IeKapcTBeHUa nNpoayKT. OT MEAHUHHCKHUTE CNELHANUCTH C€ U3MCKBA Aa cbolLaBaT
BCSAKA NOJIO3HPAHA HEXENAHA peakLHs upe3

M3nbaHUTENHA areHUMs MO JIeKapcTBaTa

v, JamsaH Fpyes™ Ne 8

1303 Codmums

Ten.: +359 2 8903417
yvebcaiT: www.bda.bg

Ilpenosupane

Curtsrnoni
Hama THNHYHAa KNMHKHYHA KapTHHA, aCOUMHpaHa ¢ npeao3upade Ha aMknodeHak. [lpenosupaHeTo
MOXKE 12 MPEAN3BUKA CMYLLIEHUA HA LEHTpaHaTa HEPBHA CHCTEMA KaTo rasobonue, 3aMaiiBaHe.
ChHIUBOCT. THHHTYC. MbPHOBE (MPH J€Ua ChLLO MHUOKIOHHUYHU NMPUCTHIIH) M 3ary0a Ha Ch3HaHUe
KaKkTO U KopeMHa On0Ka, rageHe. NoBpbLUAHE, CTOMALUHO-YPEBEH KPbBOU3AUB H THapHd. . B
CAYYaid HA 3HAYUMO OTPABAHE € Bb3MOKHO Ja HACTBNAT OCTPa ObOpeyuHa HELOCTATBUYHOCT
yepHOIpoOHO vepexaaHe. [{o-HaTaTbk MOraT 1a ce nosBAT XHITOTEH3HA. pecnuparop
U LIHAHO?a.

Tepanesnanit \iepru
Hama cneunprueH aHTHIOT.




JleueHueTo Ha ocTpoTo oTpasdaHe ¢ HCHBC. BRAKUHTENAHO AHKAO]EHAK. C& H3pa3aBa MMTABHO B
NOLABPIKALUH MEPRH H CUMMTOMATHUHO AeueHHe. [lozabpkaln MepKH H CHMNTOMATHUYHO AEUeHHE
¢e NPHAAraT NP YCAMKHEHUS KaTe XHNOTOHHA. OLOpeUHa HETOCTAaTbUHOCT. MbPUOBE. CTOMALLHO-
YpEBHHU HAPY LUEHHA H MOTUCKAHE HA TULIAHETO.

Manko BEpOATHO € CMEeUHAIHH MEPKH KaTo (opcHpaHa aHype3a. aHanu3a uau xesonepdyiusa 1a
noatorHat 3a enumunkpane Ha HCTIBC, BrarouMTenHo anknodeHak. Teil KaTo ¢TENEHTa Ha
TAXHOTO NMPOTEHHOBO CBLP3IBAHE € BHCOKA H META0ONUIMBT UM € ERCTEH3UBEH.

Moske 1a ce OOMUCIH NPUAOKEHHE HA AKTHBEH BbINEH CNel MOrNbIAHE HA NOTEHUMATHO TOKCHUYHA
CBPBX,103a U CTOMALIHA MPOMUBKA CAMO B MbPBUTE 60 MUHYTH c1€1 NOMbLUIAHE Ha
’KWBOTO3ACTpawiaBaula ¢BpbN103a.

5. GAPMAKOJAOITMYHU CBOUCTBA

5.1 ®apmMakoaHHAMH'IHI: CBOIiCTBA

(PapmarkoTepaneBTHYHA rPyNa: NPOTHBOBBL3INANHUTENHH U AHTHPEBMATHUHH NPOAYKTH.
HeCTEPOHIHHU: NPOH3BOAHHU HA OLUETHATA KHCEIHHA U CPOIHH BEILECTBA
ATC won: MO ABO>

HuknoheHak € HeCTEPOUIHO NPOTHROBBINATHTEAHO/AHTUPEBMATHYHO CPEeACTRO. KOETO NPH
NPOVUBAHUA MPH KHUBOTHH € ¢ J0Ka3aHa €PEeRTHBRHOCT CNPAMO OOMKHOBEHUTE MO/1EJIH Ha
Bb3MANEHHE. KATO NOTHCKA NPOCTArnaHanHOBHA cvHTe3. [1pu xopa anknogeHak Hamanssa doskara.
OTOKA U TEMMEpaTypaTa. MPUUHUHEHHU OT Bb3NANKTENHUSA Npouec. B nonbnHeHue anknodeHak
NOTHCKA TpoMOOLIMTHATA arperauund. npuurHeHa ot AJI® u konareH.

5.2 PapMaKOKHHETHYHH CBOHCTBA

[Tpr nepopanHO NPUAOKEHHE HA OOMUYARHHUTE CTOMALLUHO-YCTORUYMBHU NEeKAPCTBEHH (POpMH
AMKnoderak ce adbcopdupa HanbAHO, AUCTATHO OT cToMaxa, Cnen npueMaHe Ha | Kancyna
HuknoPanmua 75 mg cToMawlHO-YCTOHHMBA KANCYa cpeaHaTa MakCUMasiHa nia3sMeHa
KOHLUeHTpaUHR (Cmax) OT 15395 ng/ml (5385.78 nmol/l) ce nocTrdra B pamkute Ha npudnuzurento 40
MHHYTH (cpeaHo Ty ). OOnactra noa xpuearta koHueHTpauua/speme (AUC,., ) € npubansntenHo
1818 ng/mi xh.
Cie] HHTPAMYCKYJTHO TIPUJIOKEHHE MAKCUMAJIHHTE NNIa3MEHH HUBA ce gocturat ¢nea 10 no 20
MHHYTH. @ CNE/L PEKTANHO NpUNoxKeHHe — cnel okono 30 MunyTh. [epopanHo NPpUETUAT
AUKNO(PEHAK € MOAIMKEH Ha 3HAYUTEIHO Bb3ACHCTBUE MPH MBPBOTO NPEMHHABAHE (first pass
cffect). camo 35 a0 70% oT abcopOUpaHOTO AKTHBHO BEUIECTBO A0CTHIA AOCTNENATAIHATA
LUHPKYJIALHSA B HENPOMEHEHO ¢bCToaHUE. OKono 30 % OT AKTUBHOTO BELLECTBO €€ €KCKPETHPA B
meTabonuivpaHa Gopma upes winpaxdeHuata. Okono 70 % ce ennmuHupa ypes ObOpeunTe noa
dopmarta Ha (papMaKONOTUUHO HEAKTUBHU METADONHUTH cltel uepHOoApoOHa OHoTpaHchopMaLUs
(XHAPOKCHIMPAHE W KOHIOTUpaHe). ENHMHUHALUMOHHUAT MOMYKHBOT € OKOJ0 2 4aca M Kato UAo e
HEe3aBUCHM OT uepHoaApodHaTa v ObOpeuHaTa PyHKUHA. CBBP2BAHETO ¢ NNA3MEHUSA MPOTEHUH €
oKono 99%,.
HuknoPanua 75mg cToMawHo-yCTOHUMBA Kancysa € MHOTOKOMIOHEHTHA NeKkapcTBeHa popma Ha
AUKNOMEHAK HATPHH. CbABPKALLA CTOMALWHO-VCTORYMBH OOBHTH neneTh. [1o oTHoLleHHe Ha
CTETEHTa Ha a0copdOUHa € AEMOHCTPHpaHa OHOEKBHBAIEHTHOCT ¢ OPHIHHANHNA NPOAYKT Voltaren
gastroresistant tablets (diclofenac sodium): T max fewe nocTurnato no-6wp3o. [lpu popmu Ha
OPHTHHAJTHUTE NIPOAVKTH. ChAbPKALUIH THKA0(DEHaK. KOHTO Ce CBbP3BaA € XONECTHPaAMHUH.
NPORYKTA He ¢a OUIU BUOECKBHBANEHTHH. / AU ”C,?
-

5.3 [llpeaknuHH4HN AanHH 3a Oe30NacCHOCT ;S ey ﬁ?ﬂf‘ {’;]' -
[IpeAKNMHUYHHTE NaHHHW HA Da3aTa HA KOHBEHUWOHANHH NPOYUYBaHKa 3a dapma HA: H&‘?‘ ;ﬁ}"’) E\
0e30NaCHOCT. FTEHOTOKCHUYHOCT U KAHUEPOreHEH NOTEHLMAI He pa3KpHBaT 0cole &qmc*rgg L
XOpa. KOATO Ja HAABUILABA PUCKOBETE, BEUE ONMUCAHHU B PATMUHHUTE TOYKH OT Ta3
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6.

6.1

6.2

6.3

6.4

XPOHHUHATA TOKCHUHOCT HA AHKAO(IECHAK € HAONKO1ABAHA NPH MPOVUBAHHA NMPH FKHBOTHH.
NpeaUMHO NO (POPMATA HA Ie3HH W A3BH B FACTPOHHTECTHHANHKS TPakT. [IpH 1By roanwwHo
H3CNe1BAHE 33 TOKCUUHOCT MABXOBE. NEKVBAHH ¢ AHKAO(PEHAK. Ca Pa3BHAH 10303aBHCHMO
VBEMUYABAHE HA TPOMOOTHUHHTE CbH1OBH 3aNY LLIBAHHA HA CHPLETO.

[Tpu npoyuBaHHUA 32 PENPOAYKTUBHA TOKCHHYHOCT fIPH AKHBOTHH THRNO(PEHAK € 3aTPyIHUA
OBVIIAUMATA NPH 3aHUM W CHLLO TAKA € HAPY LKA UMNAEMEHTHPAHETO H PAHHOTO PA3BHTHE HA
emOpHoHa npH nabxoee. [10a BAMAHKHE Ha AMKNOPEHAR C€ YABAKABAT reCTAUHOHHHAT NEPHOA H
AIPOLECHT HA pawaaHe. EMOPHOTORCHYHHAT NOTEHLHAN HAa MHKNOQEHAK € H3CNeBaH 8 TPH
AKHBOTHHCKH BK1a (TTBXOBE. MULLKHK K 3aiuud). [IpH TOKCHYHW HUBA Vv MaHKkaTa ce HadaKnasar
CMBPT U 3a0aBeH pacTexk Ha emOpuoHa. Ha 0a3aTa Ha HAaNWUHWTE J1aHHH AUKO(EHaK €
knacuduunpal Kato HeTepatoreHeH. Jo3u noa TOKCHUHUTE HUBA 3a MaKWKaTa HE Ca UMAJTH BAUSHUE
BLPXY MNOCTHATANHOTO Pa3BUTUE HA MOTOMCTBOTO.

JurknodeHak npeacTapassa pHCK 3a BOHATA OKOJHA cpea (BHXKTE paszaen 6.6).

GAPMALIEBTUUYHH JAHHU

CnHebR HA NTOMOLIBHATE BellecTRA

CrIBpoCanUe Ha KanCyama;

Tank:

MUKPOKPHUCTATHA LEIVIO3A;

noeuaoH K 25;

CHJIMLUHEB QHOKCH . KONTOHWIEH De3BOAEH:

MPOTNHACHTIURON;

CHNOAHMED HA METAKPHIOBA KUCENHHA - eTuaakpunat (1:1) (Tun A)
[Tonucopbart 80

Kanauxa na vancyviama.
>KENATHUH:

epuTpo3uH E 127;

THTaHOB AMokcHa E 171
KeNe3eH okeud. »buAT E 172
HATPHEB Nay puUaAcydar.

D510 na kanayvaiania.
epuTpo3uH £ 127:

TUTaHoB auokcua E 171:
KeneseH okcuA. xbaT E 172:
AKENATHH;

HaTPHER Jlay pUiacyagar.

HecbsBMecTHMOCTH
Henpuaoxumo,

Cpox Ha roaHOCT
4 FONHHU.

CnedHa/iHH YCJI0BHS HA CBXPAHEHHE
Na He ce cuxpanssa Haa 25 °C. [Ja ce cbXxpaHsiBa B OpMrHHAIHATA ONAKOBKA. 32
BNIAra.



6.5 JlaHHMY 32 ONAKOBRATA
3aukTeH OT aeua dauncTep. cbeTos ce otT PVC / PVDC v anyMyUHUEBO (PONHO. NaMHHHPAH ¢
nepraMeHT

HITH

Hesawmted oT qeua onuctep. cbetosil ce ot PVC / PVDC v anymuuui 20p0m. HenasHHupaH ¢
[epramext.

Onakopka ¢ 10. 20, 30, 50 u 100 cToMatiHO-yCTOHUHBH KanNCVAM.
He BCHYKH BUAOBE ONAKOBKH MOFAT Aa 0bJaT NyCHATH B npoaaxkda.

6.6 CuoeuuaaHn npeanaiHy MepKRU NPH N3IXBLPJAAHE
To3n nekapcTBeH APOAVKT NPEACTABNABA PHCK 3a OKOJHATA Cpela (BXK. TOURA 5.3).
Hen3non3eaHUAT NeRapcTBeH NPOAYKT UIH OTAAABHHUTE MaTEpHANH OT Hero Tpadea 1a ce
H3XBBLPAAT B CHOTBETCTBHE ¢ MECTHUTE U3UCKBAHUA.

7. INPHTEXATEA HA PABPEHIEHHUETO 3A YIIOTPEBA

Bausch Health Ireland Limited
3013 Lake Drive

Citywest Business Campus
Dublin 24, D24PPT3
MpnaHaus

8. HOMEP(A) HA PASPELIHIEHHUETO 3A YITIOTPEBA
20130139

9. HJATA HA ITBPBO PASPEIBABAHE/NNOAHOBABAHE HA PAZPEIHEHHETO 3A
YTIOTPEBA

Jata Ha nbpBo paspewiaBane: 29.04.2013
Hata Ha nocneano noanossapane: 19.07.2016

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA 08/2025




