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1. HFME HA JEKAPCTBEHHSA IIPOXYKT » e Bﬁ /7/ . B ll‘i 21"&

Aranypan 100 mg o6BaTH TaGNETKH R et cek s

et

Agapurin 100 mg coated tablets

2. KAYECTBEH A KOJIHYECTBEH CBhCTAB
Beska obsuta Tabnerka chaspika neHrokcHGHIHH (pentoxifylline) 100 mg.

IToMOI{HO BELIECTBO ¢ H3BECTHO ACHCTBHE: CBABPKA NAKTO3a MOHOXHAPAT M 3aXapo3a
3a NBJIHHA CIHCEHEK HA MOMOUIHHTE BEIMECTRA BIDKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA

O6BHTa Tabnerka

4. KJIHHHYHH JAHHH
4.1 TepaneBTHYHH NOKAZAHHA

. [lepudepnn aprepHanun OKITy3HBHM 3a00NARaHMA AB/DKAINM CE Ha ATEPOCKIEpO3a HIM 3aXapeH
muaber (Hanp. claudicatio intermittens u Gonka npu noxoit);

® TpodHunn HapymieHns (A3BH H FraHTPEHA HA KPaKa),
® Llepebpopackynapuu 3a60nIBaHHA; |
® LiupxynaTopHH HapyllieHus B OKOTO, BTOPHYHH CJiell JeTeHEPATHBHH CHIOBH HAPYIICHHS.

IIpoAyKTLT € npeaHasHaueH 3a eYeHHE HA BE3PACTHH NALHMEHTH.

4.2 lo3Hposka H HAYHME Hi HPRJICKEHHE

Ho3upoBka
a) BB3PACTHH:
IIspBoHAYaMHO ce HasHauaraT 3 X 200 mg (2 o6euTH TabneTKH) OHEBHO Mpe3 ITbpBaTa ceaMHua. Ilpu
3HAYHTEJIHO HAMaJIZBaHE HA KPBBHOTO HAMATaHE, KAKTO M MPH NOABA HA HEYKEIaHH IEKAPCTBEHH pPeakiii OT
crpaia Ha I{HC MM racrpouHTeCTHMHANHHSA TpaKT, AO3HPOBKATa ce HamamaBa o 3 x 100 mg (1 o6BuTa
TabneTka) AneBHO. Ta3u NO3UpPOBKa Ce HA3HAYARA CHILO TAKA M TIPH MO-NPOAB/DKUTETHA Teparms.

6) neua:

[fopaau HENOCTATHYHMA KIMHHMEH ONHT NMPH €A M IOHOMH noj 18 rOAMHH, NEHTOKCH(HIHH He ce
NPENopHYBa MPH T€3H BB3PACTOBH MPYIIH.

B) RO3UPOBKA ITpH OBOpedHa HeNOCTATHIHOCT:

ITpy HaymuHe Ha 61L6peuHa HEJOCTATEYHOCT ¢ KPEaTHHHHOB KIMpLHC mof 30 mL/min e weo6xonumo ao3ara
Ja ce HamMasH (¢ okos10 30-50%).

') MAKCHMAaJTHA NOo3a:

Ilpenoprusa ce MakcuManHaTa no3a na He Haasuwmaea 1200 mg nHeBHO.

Hauun na npuwioxeHne




JIekapCTBCHHAT NPOIAYKT ce Mpuiara nepopaiHo. O6sHTHTe TalleTKH ce nNpueMaT LienH, 6e3s 1a ce YyImT, o
€7IHO W CBIUO BPEME Ha JigHA, MO BPEME WIH CleR XpaHa, ¢ JOCTAaTBYHO KOJHYECTBO TEYHOCT (OKOJIO
MONOBHUH Hallla BOJA).

4.3 IHporaBonoka3aHng

Aramypun He TpabBa aa ce H3ON3Ba.

. NpH NMALHEHTH CHC CBPBXYYBCTBHTEIHOCT KBM NMEHTOXCHPWIHH, APYTH METWIKCAHTHMHH WJIH KBM
HAKOE OT MOMOIMHKTE BELIECTBA HA AralypHH
NpH NALHEHTH ¢ MACHBEH KPBBOH3IIMB
IIpH MAllHEHTH ¢ MACHBEH KPBBOM3/IHB B peTHHATA

44 Coenuajann npeaynpexaeHHs H UPeANA3HH MEPKH 3a ynoTpeda

IIpu mepeH NpU3HALH Ha aHa(pHIAKTHYHA/AHADHAAKTOWAHA peakusa, Aranypun TpgOBa Ja ¢ce MPeKbCHE H
TpaAOBa aa ce HHPOpMHUpa Nekap.

OcobeHo BHHMATENHO NpocieAsBane ¢ HeOOXOMMO:

IIPH MALHEHTH ¢ TSKKH ChbpASYHH APHTMHH

IIPH NAIHEHTH ¢ MHOKApAEeH HHPApPKT

Npy NMALHACHTH ¢ XHITOTOHHA

NpY NALMEHTH C HapymeHa Ouopeuna ¢yHKIHA (KpeaTHHHHOB KAHpRHC noA 30 mL/min)

NpH MALHEHTH C TEKKO YBpexaaHe Ha yepHoApoOHaTa dyHK1MA

11pH NMALHEHTH ChC CKIOHHOCT KbM KBPBCHE

MpH NAIHEHTH ¢ YCTaHOBEHA MO3BYHO-CBAOBA DonecT

NpH NALHEHTH, JICKYBAHH €AHOBPEMEHHO ¢ NMEHTOKCHPHINH M HUNPOoQUIOKCALHH (BIDKTE CHIIO TOYKA

4.5)

. NpH TAallHeHTH, JICKYBaHH EAHOBPEMEHHO C NMEHTOKCHHWIHH H aHTU-BUTAMMH K aHTArOHHCTH WM
HHXHOMTOpPH Ha TPOMOOLITHATA arperatis (AHTHATPETaHTH)

. NpH NALMEHTH, N€KYBaHH €THOBPEMEHHO ¢ MEHTOKCHGHIHH H Teo(HIHH
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AranypuH CbIBPXKA 3aXapo3a.

OcpeH TOBa € HEOOXOAUMO BHUMaHME CJIeJ HACKOPO NPOBESHA XHPYPrHYHa HHTEPBEHIMA H SIHOBPEMEHHO
AHTHKOAT'YJIAHTHO JICHEHHE.

Ilenrokcuunun ycunea edexra Ha WHCYJIMH H aHTHIHaOeTHWTE JIEKAPCTBA, KOETO MOXeE Jia JOBEAe M0
xuriorjiukeMus. Jlopagu Tosa ce Hamara MO-4€CTO W3CIEABAHE HA KPHBHATA 3aXap H €BEHTYAIHA KOPEKLHA
Ha aHTMAMAOCTHATA TEeparus.

4.5 BsapmogeiicYBHe ¢ APYrH JIeKAPCTBeHH NPOAYKTH H APYrH GOpMHE HA B3aHMOJACHCTBHE

IlerTOKCHPHIMH TMOTEHUHpa egeKTHTC Ha HHCYIMHH H Ha TMEPOpAlHHTE AaHTHAMA0eTHM CpPEACTBa.
CnepoBareHO C¢ NpernopbYBa NALMEHTATE Ha aHTHAHA0eTHA Tepanyd Aa ce HAOMONABAT BHMMATENHO.
ITocTMapKeTHHrOBH ClIy4aH Ha NOBHINEHA AHTHKOATYJIAHTHA aKTHBHOCT ¢a HaOMOJaBaHH NpH NAUHEHTH
JNCKYBaHH ¢AHOBPEMEHHO ¢ NEHTOKCH$HIHH M aHTaroHucTi Ha BuTaMHH K, Ilpermopruea ce HabmoaeHne Ha
AHTHKOQArylnaHTHATA aKTHBHOCT IPH Te3W NAllMEHTH NMpH 3al04YBaHe HA TepanHd ¢ MEHTOKCHOWIHH WIH
NpOMSHA B AO3ATA.

AHTHArperaHTH
Br3MoxkeH JombjHuTENEH edekT ¢ HHXHOHTOPH Ha TpoMOonmTHaTa arperanus : Tlopaau mmeu pucx oT": .,
KbpBEHe, eIHOBPEMEHHOTO NpuiiaraHe Ha WHXMOWTOD Ha TpoMGouMTHATA arperais uﬁm (RO e,

entHpuOaTia, THpopHOAH, eNoNpOCTEHON, HJIOHPOCT, a0CHKCHMAO, aHATpemwuA.
cenckTugHd COX-2 uHxuburopu, anerwncanuumnati [ASA / LAS], Tuxmomumms

HGHTOKCH@HJIHH :!:EHGB& A4 H3BBEPHIBA € MOBHINICHO BHUMAHHE.




AranypyH noTeduMpa e(peKTUTe Ha aHTHXMIICPTEH3HBHMTE /JICKAPCTBA M Ha APYTH NIEKapcTsa ¢ TAaKbB
MOTeHLHAIL.

EnHoBpeMEHHOTO NMpPHIOKEHHE HA NEHTOKCHOUIMH H TeoQHIHH MOXe Ja YBCJIHYH IUIa3MCHHUTE HHMBA HA
TeoGwIMH NpH HAKOH nauMeHTH. CneAoBarellHO, MOXE 2Xa HMa NOBMINEHA YECTOTA H YCJIOXKHEHMS Ha
HEXXEJIAHUTE JICKAPCTBCHH PeakLiMH OT TeOHIHH.

EnnOBpeMEHHOTO NpPHIOXKEHHE ¢ UHMETHAMH MOXE /4 VYBOIHMHM [UIa3MEHMTE KOHUEHTpAallHW Ha
NEHTOKCH(HIIHH H HETOBHA aKTHBEH METaOOIHT.

EnMHOBpEMEHHOTO NPWIOKEHHE ¢ LHNPOJUIOKCAllHH MOXe J1a MOBHMINM CepPYMHHTE KOHLICHTpALHM Ha
NEeHTOKCHOWIMA TIPH HAKOH NMalmeHTH, CASH0BATENIHO, HEXKeJIAHUTE PEaKuyi, CEBP3aHH C eAHOBPEMEHHOTO
NPHIOAKEHHUE, MOraT Ja HapacHaT H Jia ¢ BJIOIIAT.

4.6 DepTHaHETET, GPEMEHHOCT H KhpMeHe

IIpn M3ciieZBade 3a TEpPaTOTEHHOCT HA MEHTOKCH(IWIMH NMPH NPIIOKEHHETO MY MPH ILTHXOBE H 3aMIM He €
HaOMOAABAHO MOBMMUABAHE HA PEMPORYKTHBHOCTTA MM ¢epTiiiMTeTa. He € yeTaHOBEHA NMO-BHCOKA 9€CTOTA
Ha ¢eTanHu ManhopMaLmH.

BrnpekH 4e He € MOTBBPACHO BIMAHMETO BBPXY OGeprwiHTeTa WIH (eTATHMTe MaN(pOpMALHH IIPU
H3CIIEABAHHA BBPXY JXHBOTHH, NPHAOKEHHETO HA MEHTOKCHQWIMH MO BpeMeé Ha OpeMEeHHOCT He ce
NpenopbyBa MOpajH JIMIICATA Ha AOCTATHYCH KIIHHHYEH OIHT.

[leHTOKCHHIMH ce eKCKPETHpa B KbpMaTa B MHHMMalHM KofwdecTea. IlopanaH HemOCTaTHYHHA OFIMT,
NeKapaT TpabBa BHHMaTEHO Aa NPeLCHH BE3MOXKHHTE PHCKOBE M MOJI3H NpeIH NPHIaraHeTo Ha AranypHH
IPH KbPMAaYKH.

4.7 EdexTa BBpxy cnocofHOCTTA 32 ModHpane H paboTa ¢ MANMIEHH

CnocobHocTTa 3a mnodwmpase 1 pabota ¢ MalIMHHU He CE OBJIHABA OT TO3H NPOAYKT.

4.8 Hexenann JexapcTBeHH peaKImHA

CToMalliHO - YpeBRUTE HEXE/IAHH peaki[MH ¢a JO303ABHCHMH H OOHKHOBEHO OTMHMHABAT CJICH HpeKbCBaHE Ha
JIeYeHHETO.

Hexenanute nexapcTBeHH peakiuu ca 00o01eHH B cieapaniata Tadbmuna. CEIMNaCHO YeCTOTaTa HA TAXHATA
[IOABA Te C€ Pa3dC/IAT KAKTO ClIe/iBa Ha:

MHuoro uectH (21/10); wectu ((=1/100 do <1/10); neuectn ((=1/1000 do <1/100); penxm ((21/10000 oo
<1/1000); mHoro peaxn noa I <1/10000);¢c neuzsecmna wecmoma (OT HaJIWYHHUTE NAHHH He MOXe Aa Onae
HArNpaBeHa OLICHKA)

Cucmemrno-opzanna Hecmoma Hescenana nexapemeena peakyun
Kaacugpuxayun no MedDRA
HapyieHnns Ha KpeBTa H MHoro peaxu ATacTHYHA aHeMus, TpoMOoLTOneHHa ™
J¥MpHATA CUCTEMA C Hem3BecTHA JleBKONICeHHA/HeY TPOTIEHUS
4YeCcTOTa
HapyuieHus Ha IMyHHAaTa - | Pepxm AHapuIakTH4eH IHOK (IoK)***
CHCTEMA C HeW3BECTHA AHapUIAKTHYHA peaKI{H,
YECTOTa aHapHIAKTOMIHA peaKlLIMi,
Hapymenusa Ha MeTaboHsMa u Peaxn XUTIOTTTHKEMHA
XpaHEHETO |
Tcuxuuny Hapymenus Peiu BeznoxoiicTBo, HapylIeHHA HA CL}
XQIOLMHAHWH ]
Hapyuienns Ha HepBHaTa Heuectn 3amassoct, rnaBoSorme
CHCTeMa C Hen3BecTHa AcenrrM¥eH MEHHHIHT
4YecToTa




Hapymenus Ha oumte | Hewectn _ 3aMBITIEHO BIDKIAHE

CLpAcYHH HADYIICHUS Penxu TaxuKapaus, ApHTMHS, NATTHTALTHH,
| AHTHHA TIEKTOPHC
ChI0BH HapyLIeHHS | Heyectn 3auepBABAHE ChC 3ATOMILIHE
Perk = | XunoTonms*

MBHoro penxu XemMoparus (Harrp. B mma, maranmm,
CTOMaX, uepea)**

Pecnuparophu, rpeqHH Peaxu | Bponxocnassm

_Me/IYACTeHAITHY HADYTIEHHS |

CToMalHO-9peBHH Hapyllenns | YecTH Tanene, NOBPEHIAHE, METCOPHIEM,
| | __| xopeMHa 60JIKa, IHMapus
C HemsBectHa | CTOMAIDHO-YPEBHO HapylIEHHE
JeCcToTa (cToMALHHO-YPEBHH OTUIAKBAHMNS),

AUCKOM(OPT B EMATACTpHYMa, MIONYBAHE HA
KOpPEMa, 3ameK, xnnepcmnmaum

Xena’roﬁmmapnu Hapymeﬂm | Pem Xonectasa
Hapyienns Ha xoxaTa H Pemxu 'Aneprmn KOXHH pealcmm epiTeMa,
NOAKOKHATA THKaH CchpOeK, YPTHKApHS, AHTHOSHEM,

- NOBHUIEHO MIOTOOT/ENAHE
C nemseectna | OGpuB

L __| "yectoTa _
Wscnenpanms ~ {Pemu | TloBHILeHH YepHOAPOOHH €HIHMH
* IMpenopbusa ce pe,uonﬂo npocnemaﬂc HA KPHBHATA KAPTHHA 110 BpeMe Ha JIeUeHHeTo.
**  Ilpu xemoparns B petinata TpaGBa He3a0aBHO fa ce MMPEKPATH JIEYSHHETO,

*** B HAKONKO ciyyad ca Ce TPOSBHIM TEKKH aNeprHyHH PeakimH (aHTHOEAEM, GpOHXOCTasbm,
aHa(QUNAKTHYEH IIOK) HAKOJKO MHHYTHM cJjiell MpuiioxkeHueTo. B TosH cayuwaii HezaGasHo TpsbBa Aa ce
NpeyCTaHOBH NPHIIOXKEHHETO H TPAGBA Aa ce 3aMOoYHe aJEKBaTHO JEUYEHHUE,

CpobuiaBate Ha NONOIUPAHH HEXETAHH PEAKUMH
Cro01aBaHeTo Ha NOJO3HPAHH HEXKENIAHH PEAKLIAM ClIe, paspelllaBaHe 3a yno'rpcﬁa HA TeKapcTBeHus

NpOAYKT € BaxXHO. ToBa MO3BOJIABA 1a NPOAB/DKH HabMOACHHETO HA ChOTHOLICHHETO MON3a/PHCK 32
REKapCTBeHHA NpoayKT. OT METULIHHCKHTE CTICLIMAIMCTH Ce M3HCKBA A4 Cho0IAaBaT BCAKA NOJ03HpaHa
HeXKEJIaHA peakiya upes UambnanTensa areHpas mo nekapereara, vi. ., JlaMsan I'pyes” Ne 8, 1303 Codus,
Ten.: +359 2 8903417, yebcaiit: www.bda.bg.

4.9 Ilpego3npame

HavanuuTe CHMOTOMH NpH NpeAo3HpaHe ¢ NEHTOKCHWIMH MOTaT fAa BKWIOYBAT TafieHe, 3aMagHOCT,
TaXMKapuad HiH xunoroHus. OcBeH TOBa NPH3HALM KATO TPECKa, NpeBB3Oyza, 3avyepBaABaHe, 3aryba Ha
Ch3HaHHE, apeqIeKCHR, TOHHYHO-KIOHUYHH I'bPUOBE H KATO MPH3HAK HA CTOMALIHO-YPEBHO KBPBEHE —MOXKE
Jia HACTHIIM MOBPBINAHE ¢ IBAT Ha Kade. |

Hsama cnenuduueH aHTHAOT. AKO HNOTITBIEAHETO € HANPABEHO HEMOCPEACTBEHO, MOTAT Aa OBhaaT HanpaBeHH
OMTH, 33 Ja Ce¢ IIPeAOTBPATH NOCHEABALla CHCTEeMHa abcopOliMf Ha aKTHBHOTO BELIECTBO 4pe3
€IMMHHHMPAHE Ha TOKCHHA (Hamnp. cToMaluHa NpOMMBKA) WM Hpe3 3a0aBsHe Ha abcopOumsra My (Hamp.
AKTHEEH BBIJIEH).

5. @®APMAKOJOI'NMYHHU CBOMCTBA

5.1 @apMakoAHRAMEYHE CBOHCTBA

dapMakoTepaneBTHYHa rpyNa: Ba3s0JHIaTaTOP, PEOJIOTHYHO CPEACTBO
ATC xon: CO4AD 03




MexaHuyu3sM Ha aelicTeue:
[enToXCHOHTHH HHOYLHPa apTepHONHA TNaIKOMYCKY/IHa pelakcauus, KAKTO OHPEKTHO, Taka M upes

HHXHOHUpaHe Ha docdoamecTepasarta, ¢ mocneABawo KyMyinpane Ha HAM®, KoeTo BOOM /10 HAMATIBAHE
Ha MEpH(EPHOTO CHAOBO CHNPOTHRNICHHE. IICHTOKCHOHNHH HaMaifBa BHCKO3HMTETAa HA KPHETA [VIABHO B
MHKpOLMpKyaalmsTa. [logoOpsea kpeBHMA TOK H THKaHHOTO HacHuiaHe ¢ Kucnopon. IeHTOKcHpHIMH
MHXHOMpa arperauuara ¥ agxesuara Ha TpomGownrure. [TogoGpasa enacTHuHOCTTa M opMuGHIATETA Ba
CPATPOLMTHTE YPE3 NOBHIICHAa KOHUCHTpalMA Ha ATQ B epHTPOLMTHTE M €AHOBPEMEHHO YBE/IHUABalE HA
3apAAHHA MNOoTeHIMak. [leHTOKCHQWIHH HMa BEpOATHO IPOTHBOBLAMAIMTE/HO M LHTOMPOTEKTHBHO
ACHCTBHE, ABIDKALIO Ce HA HAMATIeHaTa MPOMYKIIMS HA HMTOKHHH OT MaKpo(haruTe H HaMaJleHa AKTHBHOCT Ha

HeyTpodHmTE,
52 @apMaxoKAHETHYHH CBOiicTBA

[enroxcudmmun ce abcopbrpa mouTn HaeIHO (NoBeve oT 95%) cnen nepopanHo npunoxenue. CBHP3BA ce
¢ NPOTCHHATE Ha CPHTPOLMTHATA KIeTh4YHA MeMOpaHa; OrnorpaHchopMalaTa IPOTHYA B EPUTPOLUTHTE H
depHus Apob. 94% ot npenapara ce enumuHNpa ¢ ypHHara U 4% ¢ dbekanuuTe Karo METAGOIHTH, 4 OKOJIO
2% oT mpHeTara 2032 c¢ eTMMHHMpa HerpoMeHeHa. [IpuGmusurento 90% ot LanaTa 7032 ce eIAMHHHDA B
IpOABIDKEHHE Ha 4 Jyaca ciel| npHeMa.

5.3 IlpeaxnaBEHuUMA JaHHH 32 GezonacHocT

I1pn NpOXWDKHTENHH H3C/CABAHHA BBPXY KHBOTHHM IO OTHOIIEHHE HA MYTATEHHOCT M KAHLEPOTEHHOCT Ha
NEeHTOKCHGHINH, He ce HabmonaBa 3HAYMMa YECTOTa Ha NogBa Ha Tymopu. O6aue, NpH W3CIEABAHHA C
BHCOKH [IO3H NPH IIBXOBE, 4Y€CTOTaTa Ha JoOpokavecTBenu GHOPOaJEHOMH HA MJCHHUTE ¥JIE3H MPH
HCHCKWTC HHIAWBKWAN © YBEIMUCHA CHC CTATHCTHYECKA 3HAYMMOCT. KUIHHIYHHTE H3CIACABAHMS NIPH XOpa HE
MOKA3BAT IO-BHCOKA 4eCTOTA HAa nofgBa HA TYMOpH. Jlpyrure HeoOXoaWMH AaHHH 3a (Ge30MacHOCT Ha
NPOMXYKTa Ca ONHCAHH B MO-TOPHHUTE pasjieiH.

6. GAPMALEBTHYHU JAHHU

6.1 Cnucbk HA NOMOIMIBHTE BeMIECTBA

JlakTo3a MOHOXMApAT,

LlapeBuuHO HumecTe,

Tank,

MarnesieB creapar,

CrnuipieR AMOKCH], KONouaeH Ge3BogeH

ObBuBKa:

KapMeno3a HaTpmii,

3axapoaa,

Tanx,

Turanos nuokeup (E 171),

CrnHineB JHOKCH]], KONOKRNEH Oe3BOJIEH,

Apabcka ryma,
ban 1 xapHayOCKu BOCHK

6.2 HechLBMecTHMOCTH
Henpunoxumo

6.3 Cpok Ha roanocT




3 roanHu

6.4 CpenEajHH YC/I0BHA HA CHXPAHEHHE

Ha ce cpxpanssa noa 25°C. Jla ce nasu ot BIara H CBET/IMHA.

6.5 BaaH cBALPKAHHE 32 ONAKOBKATS

CreiiieH ¢nakoH ¢ BHHTOBA KallauKa, 3a¢AHO C YKa3aHHe 3a Ynotpeda, B KApTOHEHa KyTHS.

ChAbpiKaHUE HA €/THA OTIAKOBKA:

60 o6BuTH TabneTKH.

6.6 Conenmajnd NpeAna3HE MEPKH NPH H3IXBLPASEE B pafoTa

Hemsnon3eaHuAT JIEKAPCTEEH MPOMYKT HIH OTIANBYHATE MATEPHAIIA OT HEro TpAGBa 1a ce UIXBLPIIAT B

CBOTBETCTBHE C MECTHHUTE H3HCKBAHKA,

7. IIPHTEXATEJ HA PA3ZPEINEHHETO 3A YIIOTPEBA

ZENTIVA, a.s.

Einsteinova 24,

- 851 01 Bratislava,

CrnoBakua

8. HOMEP(A) HA PASPEIIIEHUETO 3A YIIOTPEBA

20010374

9. JATA HA ITBPBO PASPEITABAHE/IIONHOBSABAHE HA PASPEHIEHUETO 3A
YHOTPEBA | |

- 18.04.2001/14.07.2011

10. JATA HA AKTYAJIHIUPAHE HA TEKCTA

20.03.2018




