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OtHocHo: OTII)’CKaHC Ha JICKapCTBCHHU MNPOAYKTH Ha BETCPAHUTE, BOCHHOWHBAIHIAHWTC H
BOCHHOIIOCTPAJATIUTE B YCIIOBUATA HA U3BBHPECIHO ITOJIOKEHHUE.

YBAXKAEMM I'-HT-)XO IUPEKTOP,

BbB Bpb3Ka C BBbBEICHUS PEXUM 3a OTIyCKaHE Ha JIEKapCTBEHH NPOAYKTH B yCJIOBUATA Ha
M3BBHPEAHOTO MOJIOXKEHUE, Bu ImpenocraBaMme ycioBHs M pel 3a OTNMYCKaHE Ha JICKAPCTBCHU
IPOJAYKTH Ha BETEpaHHUTE, BOCHHOMHBAINAWTE U BOCHHONOCTpAJaIMTE, 3alljlalllaHu IO pela Ha
Hapen6a Ne3 3a mpeamucBaHe, OTIIyCKaHE€ M KOHTPOJ Ha JIEKAPCTBEHH NPOAYKTH M JCHTaJHA
MOMOII] Ha BeTepaHuTe OT BoitHMTe M Hapenba Ne2 3a pema 3a monyyaBaHe M 3alljialllaHe Ha
JIEKapCTBEHW TPOAYKTH Ha BOCHHOMHBAIMAWUTE M BOCHHOIOCTPAJAJIMTE, BBB Bpb3Ka C
U3BBHPEIHOTO MOJIOKEHHE, 00sBeHO ¢ peeHne Ha HapoaHoTo cr6panue ot 13.03.2020r.

HaCTOSIHII/ITC YCJIOBHA M p€d 3a OTIYCKAHC Ha JICKapCTBCHH ITPOAYKTH Ha BCTCPAHUTE,
BOCHHOMHBAIUIUTE H BOCHHOIOCTpaJaJIMTe HMaT 3a 0EJI Ja OrpaHH4YaT IIOCCHICHHATA Ha
BETEpPaHUTE, BOCHHOMHBAIMANTEC M BOCHHOIIOCTPANAIUTE B JICKAPCKHTC KaOMHETH IO IIOBOJ
NpECANNCBaHE Ha JICKApCTBCHHU NPOAYKTH 3a 3a00JIIBaHMATa UM U HE 3a6paHaBaT IIOCCIICHUATA HA
JIMnaTra npu 06II.IOI'IpaKTI/IK)’BaII1PITC JIEKapu U CIEHUAIHUCTHTE 3a IPEANHUCBaAHE Ha JICKaApCTBCHH

NPORYKTH.

Joropopuute maptHeopu Ha H3OK, ThproBuum Ha IpeOHO C JIEKapCTBEHH MNPOAYKTH,
ckmounmu gorosopd ¢ H30K/P3OK 3a ormyckaHe Ha JIEKapCTBEHM MPOJYKTH Ha BETEPAHUTE,
BOCHHOMHBAJIMIUTE ¥ BOCHHOMOCTPaJaInTe, Clie[[Ba CIEIIHO Aa 6b1aT YBEIOMEHH 32 yCIOBUATA U
pena 3a OTIyCKaHe Ha JIEKapCTBEHUTE MPOLYKTH.
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YCJOBUS A PEJ
3a

OTHYCKaHe HA JIeKAPCTBEHH NPOAYKTH HA BeTepaHHTe, BOCHHOMHBAJIHAUTE H
BOEHHOMNOCTPAJAJINTE, 3al1aaHu no peaa Ha Hapea6a Ne3 3a npeanucsane,

OTIYCKAaHe H KOHTPOJI Ha JIeKaPCTBeHH NPOAYKTH H J€HTAJHA MOMOII HAa

BeTepaHute ot BoiiHuTe H Hapen6a Ne2 3a peaa 3a mosyyaBaHe H 3aliamiaHe Ha

JIEKAPCTBEHH MPOAYKTH HA BOCHHOHHBAJIHANTE H BOCHHONOCTPAaJa/IHNTE, BbB

Bpb3Ka ¢ H3BbHPEIHOTO NOJI0KeHNne, 00sBeHo ¢ pemienne Ha Hapoanoro

cn0panne ot 13.03.2020r.

Ha ocHoBanue uwi.l5 oT 3akoHa 3a MepKUTE M [EHCTBHATA IIO BpEME Ha
M3BBHPENHOTO TIOJIOXKEHHe, 00sBeHO c pemeHue Ha Hapomnoro cnbpanue oOT
13.03.2020 r. (06n. IB, 6p.28 ot 24.03.2020r.) (Hapu4aH 3a KpaTKOCT ,,3aKOHA®),
HannoHanHata 3qpaBHOOCHTYPHTENHA Kaca ONpenelis CICIHUTE YCIOBHSA U pex 3a
OTIyCKaHe Ha JIEKapCTBEHU IPOAYKTH HA BETEPAHUTE, BOCHHOHMHBAIMIHUTE U
BOEHHOIIOCTPAJAIMTe C XPOHHYHM 3a00NsBaHUs, Ha KOUTO € M3aajeHa ,,PenentypHa
KHH)KKA Ha  BerepaH oOT  BoiHuTe® ®  ,PeuentypHa KHIKKa Ha
BOEHHOMHBAJIHI/BOGHHOIIOCTpaaan

I. OTnyckane Ha JICKApPCTBEHH NPOAYKTH HAa  BeTEepaHHTE,
BOCHHOMHBAIUUTE M BOECHHOIIOCTPAJAIUTE C XPOHUYHHU 3a00JsBaHMs, HA KOHUTO €
u3ajeHa ,,PerienTypHa KHH)KKa Ha BeTepaH OT BOMHUTE U ,,PellenTypHa KHIXKKaA Ha
BOEHHOMHBAJIU/I/ BOGHHOIIOCTpaaan :

Cvenacho un.l5 om 3axona 3a mepxkume u Oeilicméuima no 6peme HA
U36bHPEOHOMO nonodicenue, obsseno ¢ pewenue na Hapoonomo cvbpanue om 13
mapm 2020 2. ,, Anmexume Modice 0a OMNYCKam J1eKApCMEEHU NPOOYKmMu camo no
peyenmypHa KHudcka, 6e3 npedcmaesHe HA peyenma, CbOOpPA3HO NOCAEOHO
énuUCanume 6 peyenmypHama KHUNCKAa OaHHU 3 OMNYCHAMYU 1eKAPCMBEHU NPOOYKMU
npu ycrosus u no ped, onpederen om H3OK, 0o ommsana Ha u36bHpeOHOMO
nonoocerue u 2 meceya cied He2o08ama Ommana. ‘.

B u3mbIHEHME Ha IMOCOYEHAaTa 3aKOHOBA HOPMA, BCSKa anTeka, KOATO HMMa
neiictam qoroBop ¢ H30K 3a oTmyckaHe Ha JieKapCTBEHM NPOAYKTH Ha BETEPAHHUTE,
BOCHHOUHBAJIMANTE U BOEHHOIMOCTPAAAIHMTE, MPU NPEACTaBSIHE OT IPaBOMMAIIOTO
nuue (WIM OT APYro Jiule, MPUHOCUTEIN Ha TOKyMeHTa) caMo Ha PenentypHa KHIKKa
Ha BeTEepaH oT BOiHUTE" 5 »PeleNTypHa KHIKKa Ha
BOCHHOMHBAJIUI/BOeHHOMOCTpaaain“ (mo obpaseu, usnaneH u 3asepeH ot P30K), 6e3
IpeAcCTaBsHe Ha pelenTa, CllefBa Ja OTIYyCKa JIeKapCTBEHUs/UTe NPONYKT/H,



cb0Opa3HO MOCJIEAHO BIIUCAHUTE JaHHM B CHIIATa 32 OTIyCHATUSA/TE MPOLYKT/H CaMO
3a XpOHUYHH 3200 IIBaHHUS.

3a a OTIyCHEe JEeKapCTBEHUs/Te MPOLYKT/M MO BBBEAEHHS H3BBHpENEH Del,
anTekata cieiBa Ja cpOMIOAaBa Jadu OT JaraTa Ha IOCIEJHOTO BIUCBaHE B
peLenTypHaTa KHI)KKAa € H3TeKbJl CPOKBT, OCUTYpSBall IBJIHOTO H3ITBJIHEHHE Ha
TepaneBTHYHaTa cxeMa. He ce Jomycka OTIyckaHe MO TO3M W3BBHPENEH pel Ha
JIEKAapCTBEHH NPOAYKTH, aKO HE € U3TEKBJ CPOKBT Ha TEpaleBTUYHATA CXe€Ma, KOUTO
Ce CuUMTa, 4Ye 3aloy4Ba Ja Tede OT JaraTa Ha MOCIEeJHOTO OTIyCKaHe, BIIUCAHO B
peLenTypHaTa KHAXKA.

W3BBbHpEAHUAT pef 3a OTIyCKaHe Ha JIEKapCTBEHHM TNPOIYKTH € MPHIIOKUM B
CIIE[IHUTE CITy4Yau:

- Berepanute, BO€HHOMHBAJIUAUTE M BOEHHONOCTPAJAIUTE C XPOHUYHO
3a0oisBaHe MUMAT HEOOXOIUMOCT OT JIEKAPCTBEH/H MPOAYKT/H 3a JIeYeHHE Ha TOBa
3abosiBaHe M B Cllydas - Ha JIMLETO He € W3JaJieHa pellenTypHa OJiaHKa OT JieKap,
NIOpajy NPUYMHH, CBBP3aHH C BBBEJEHOTO H3BBHPENHO IMOJIOKEHHE (OrpaHHYEHO
IpeBIKBaHe, HEOOXOJUMOCT OT JIOMAllleH NMPEeCcTON MO0 MEIULUHCKU MOKa3aHUs U
Ip.); B TO3U Cily4daidl Jumero (Wid APYr HNPUHOCHTENl Ha pelenTypHaTa KHHXKKA)
IpeACTaBs peleNTypHaTa KHM)XKKa M anTekaTa OTIYyCKa ChIMs/Te JieKapCTBeH/H
nponykt/u (T.e. nekapcTBeH/u mponykt/u cbe cpius/Te H30K kom/oBe), mosa u
TepalleBTU4YHAa CXE€Ma, CBIVIACHO IIOCJIEIHO BIIMCAHUTE B peleNTypHAaTa KHUXKKa;
anTeKkaTa, OTHyCKAalla JieKapCTBeHHUsl/Te MPOAYKTA/Te M0 TO3H H3BbHPeJeH pef,
cleiBa [Ja e CbIIaTa, OTNYCHAJIA MOC/EJHO JeKaApCTBeHHs/Te MNPOAYKT/H
CbIJIaCHO MOC/IeIHO BIHCAHHA/Te B JaHHH B pellepTYPHATa KHHKKAa (BHIHO OT
ne4yara B pelenTypHATA KHHXKKA); NPH HEBb3MOXKHOCT OTNYCKAaHETO Ja ce
OCBHIIECTBH OT CHIIATA ANTEKA, 31PABHOOCHTYPEHOTO JIHLE ¢JieiBa Ja ce 00bpHe
KbM JieKap 32 H3JaBaHe HA HOBA peleNTypPHa OJaHKA; MOCIEAHOTO OTIyCKaHE Ha
CBLIUTE JIEKApPCTBEHH NPOAYKTH, JAaHHUTE 3a KOETO ca BIHCaHH B peleNTypHaTa
KHWDKKa, CleJiBa J1a € OCBIIECTBEHO B paMKHUTEe Ha A0 1 Mecel mpeau HACTOSIIOTO
OTIyCKaHe;

- B ciyyaure, ako nexapcTBeHHs/Te MPOAYKT/H e/ca 6un/u mpennucan/u 3a
OCTpO CBCTOSIHUE (papMalleBTHT He OTIyCKa BIIMCAaHUTE B peLENTYypHAaTa KHMKKA
HPOAYKTH.

KoraTo anrtekara e ycTaHOBWJIA, Y€ Ca HAIMLIE BCHUYKH TOPENOCOYEHH YCIOBUS
3a OTIYyCKaHe Ha JIeKapCTBEH/M NPOAYKT/M caMO IO peLenTypHa KHHXKa, Oe3
IpeACTaBsHe Ha pelernTa, H3BbPIIBA CIEJHOTO:

1. B anTeynus codryep, ¢ KoiiTo paboTH anTekara B U3MbIHEHHE HAa OroBopa i
¢ H3OK, kpM penenrtypHara 61aHka, 10 KOSTO € U3BBPLICHO MOCIEIHOTO OTITyCKaHe,
aBTOMAaTHM4YHO C€ TeHepHpa ciykebeH OTpsa3bK ,S“, ChObpXKall [AaHHUTE OT
nocjefiHaTa M3NbjHeHa peuenrta. To3u OTpA3BK ,,5“ ce CUMTa JOMBIHUTEIEH KbM
peuentypHata 6nanka M3-H30K NeSB i 61.M3-H30K Ne5Sb.

He ce nomycka Kopekuus B JaHHUTE, C M3KJIIOYEHHE Ha JJaTaTa Ha OTMyCKaHe U
CTOMHOCTTA, 3aljalljaHa OT NauyeHTa (pH yCIOBHE , Y€ UMa TaKaBa).

2. OtnycHaTuTe JEKapCTBEHH TMPONYKTH OT amTeKkaTa ce€ BBBEXKAAT B

peuenTtypHaTa KHIDKKAa C JaHHUTE 3a IMpPENHCaHd M OTIyCHATH JIEKApCTBEHH
IPOAYKTH MO CIyKeOeH OTpsA3BK ,,S“. ANTekaTa IONBJBA CIEIHUTE PEKBHU3UTH B



pellenTypHaTa KHWKKa B 4dacrra ,OtmycHatd or’ ,Jlata Ha OTITyCKaHe";
, PEricTpalioneH HoMep Ha anrtekata“; ,,OTImycHa (MOAIMKC U IeYaT Ha amnTeKkara)“.

PernameHntrpanuar B 4i.l15 oT 3akoHa HU3BBHPENEH pel HE OrpaHu4yaBa
npujaraHe Ha oOLMs pef, IO pela Ha YKa3aHME OTHOCHO pelia MO MpeANUCBaHe,
OTIIyCKaHe W 3allalllaHe Ha JIeKapCTBEHUTE NPOAYKTH HAa BETEPAHHMTE OT BOMHHTE
(Tlpueto ¢ Pemenune Ne PJI-HC-04-33 or 08.03.2013r. Ha Hanmsopuus chbBeT Ha
H30K) u Yka3aHue 1o mpeinucBaHe, OTIyCKaHe M 3aIllalllaHe Ha JIeKapCTBEHHUTE
NPOAYKTH HAa BOCHHOMHBAIMIWTE U BOSHHONOCTPAJAIMTE OT CMUCHKA 10 WiI.2, ai.l
ot Hapexnba Ne 4 ot 19 okromBpu 2012r.

3aKOHOYCTAaHOBEHHUAT OOJEKYEH pEeXUM 3a OTIYCKaHe Ha JICKapCTBEHU
MPOAYKTH Ha BETEPaHUTE, BOEHHOMHBAJIUIUTE M BOCHHOMOCTPAJAINTE, 3alllalllaHu
ot H3OK, 6e3 npencraBsHe Ha peLienTypHa O6i1aHKa, ce MpUiara B CiIy4auTe, Korato
He Ce Hajara NpoMsSHAa B Tepamnusira, YCTAaHOBEHAa OT JIEKyBalllMsd JieKap clel
KOHCYJITallUsl C JIMIEeTo. B Te3u ciydyau, B Iepuoja Ha BBBEJCHOTO H3BBHPEIHO
IIOJIOXKEHHE 32 JIUIaTa, KOUTO Ca HU3IMOJI3BAIU LISJIOTO KOJIMYECTBO OT JIEKApCTBEHHUTE
CH TPOAYKTH, TpEANHUCaHH MO pPELEeNTypHa KHMXXKA M HE € HaluYHa BalkIHA
peuentypHa Omanka (M3-H30K NeSB u 61.M3-H30K NeSB), ce momycka
OTIIyCKaHETO Ha CHIIUTE JIEKApCTBEHH NPOAYKTH, Oe3 MpelcTaBsiHe Ha PELENTypHa
0J1aHKa, B ChIIaTa alTekKa.

M3BbLHpEAHHAT pell 32 OTHYCKAHE HA JEKAPCTBEHH NPOAYKTH, 3allIalllaHH
ot H30K, ce mpunara camo B ciy4aHTe, KOraro JHIETO HfIMAa H3AaJAeHa
peuentypHa 6Gjaanka o6p. M3-H30K NeSB wmm 61.M3-H30K NeSb. Koraro
JHIETO HMa H3JaJeHa penentypHa Onanxa o6p. M3-H30K NeSB # unu 61.M3-
H30K NeSB., kofiTo € B CpOK Ha BAaJHMAHOCT, NpeACTaBs ChIAaTa, 3aeAHO C
pelenTypHAaTa CH KHH)KKA, B anTeka, padorema no gorosop ¢ H30K. B cay4aii
Ha BAJIHIHA penenTa, ChIaTa Mose Aa ObJe H3NbJIHEHA BbB BCAKA aNTeKa Ha
TEPHTOPHSATA HAa CTpaHaTa, padorema mo goroop ¢ H3OK, mo obnuaiinus
YCTAHOBEH 3aKOHOB pef.

H30K wie 3amiaima Ha ThProBUUTE Ha ApeOHO, NpH JHUIICa HAa PELENTH Ha
Mal[UeHTUTe, Bb3 OCHOBA HA IOJaJeHUA eleKTpoHeH ordeT B Excel dopmar no
oOpasel], CBIVIaCHO JOrOBOPM 3a OTIYCKaHE Ha JIEKAPCTBEHH INPOAYKTH.
W3bIHUTENUTE 10 JOTOBOPH 33 OTIYCKaHe Ha JIeKapCTBEHH MPOMYKTH (aNTEKUTE)
ce OTYMTAT 1O pela Ha YKazaHHe OTHOCHO pefia IO NpEeANHCBaHe, OTIyCKaHe U
3amiallade Ha JIeKapCTBEHHWTE MPOAYKTH Ha BerepaHute oT BoiHHMTe (IIpmero c
Pemenue Ne PJI-HC-04-33 or 08.03.2013r. ma Hamsopuus cweBer Ha H3OK) u
Yka3zaHue 10 NpeAnrucBaHe, OTIIyCKaHe U 3aIllallaHe Ha JEKapCTBEHUTE MPOAYKTH Ha
BOCHHOMHBAIMAUTE M BoerHonoctpaaamute (M3naneno ¢ Pemmenue Ne PJI-HC-04-34
ot 08.03.2013r. Ha Hag3opuus ceBer Ha H30K), 6e3 npeacTaBsHe Ha pELIENTH Ha
XapTHeH WK Ha APYr HOCUTEN, eIMHCTBEHO Bb3 OCHOBA Ha IIOMBIHEHHMTE NaHHH B
cod)Tyepa Ha anTeKuTe, 00paboTBall peLenTypHUTE OJIaHKU.

KOHTpOJIBT 3a OTIHYCKAHETO Ha JIEKAPCTBEHH MPOLYKTH [0 HACTOSALIKUTE yCIOBHS
U pen ce u3BbpiiBa oT H30K upe3 u3znckBaHe Ha pelEeNTYpPHUTE KHWKKH OT JIMLATA,
Ha KOMTO Ca OTITyCHATH.



II. HoBu pyHKIIHOHAIHOCTH B anTe4HHA copTyep:

B anTeunus copTyep ciefiBa fa ce pa3paboTAT HOBU (PyHKIIMOHAIHOCTH:

- Beamoxsoct mo upeHtudukatop Ha 30JI, 3a u3BeknaHe Ha BCHYKH,
nocneaHo u3meiHeHd penentu Ha 30J1 ¢ u360p Ha pelenTa, KOATO 1lie Ce U3IIBIHABA;

- Bb3MOXHOCT 3a aBTOMAaTHYHO 3apeXIJaHe Ha [JaHHUTE OT IOCJe[HaTa
M3IbJIHEHA pelenTta, 0e3 BBH3MOXKHOCT 3a KOpPEKLHs, C M3KIIOUEHHE Jarara Ha
OTIIyCKaHe M0 OTPSA3BK S M CTOMHOCT, 3aIlialiaHa OT MalueHTa (IpHu yCclloBHe, Y€ UMa
TaKaBa);

- BpamoxHOCT 3a TreHepupaHe Ha ,,ENEKTpOHEH OTYETEH [OKYMEHT,
ChIBpXKalll H3MBJIHEHUTE pPELENTH 3a OTIyCHATHTE JIEKapCTBEHH NPOAYKTH Ha
BETEPaHU OT BOMHUTE™ U ,,ENEKTPOHEH OTYETEH NOKYMEHT, ChABPXKAILl U3IIBIHEHUTE
pelenTd 3a OTIyCHAaTHTE JIEKApCTBEHM INPOLYKTH Ha BOCHHOMHBAIUIU H
BOEHHOIOCTPaiaIn“ B KOpUTHpaHWTe UM (popMaTd, MyONMKyBaHH Ha IOpTajla Ha
H30K B pybOpuka ,JlekapctBa“, mnompyOpuka ,Berepanu oOT BOHHHTE,
BOCHHOMHBAJIMAN U BOEHHOMOCTpananu“ — aapec https://www.nhif.bg/page/220.

B eneKTpoHHHS OTYET Ha anTeKara 3a JajieH OTYEeTeH Iepuo] ce 106aBg HOBA
KOJIOHA, KaTo 3a BCAKO OTITYCHATO JIEKAPCTBO C€ BKIIOYBA CIEIHOTO:

,» N — JIEeKapCTBOTO € OTIIyCHATO I10 IIPEICTaBEHa PELIENTA,

,»S¢ — JIEKapCTBOTO € OTIYyCHATO 0e3 MpeAcTaBeHa perenta (camo ¢ peLenTypHa
KHIDKKA).

dopmaTHTe ca MPUIOKEHH KbM HACTOAILIMTE YCIOBHS U Pel 3a OTIyCKaHe Ha
JIEKapCTBEHU MPOAYKTH Ha BETepaHUTE, BOCHHOMHBAJIMAUTE U BOCHHOMOCTpalaiuTe
¥ ca B cuia 3a u3nbiHenute cien 01.04.2020 r. peuent.

DYHKIHOHATHOCTUTE CiiefiBa a ca npunoxumu ot 06.04.2020 r. 3a otmyckaHe
Ha  JICKQpCTBEHH  TNPOAYKTH HAa  BETE€PAHUTE, BOCHHOMHBAIMAWTE U
BOECHHOIIOCTpaJauTe.

YcnoBusTa U peaa ce MyGnuKyBar Ha uHTepHeT crpanuuara Ha H30OK pybpuka
,JlekapcTBa“, mompyOpuka ,BerepaHu OT BOHHMTE, BOCHHOMHBAIMIN H
BOEHHOIOCTpajaIn“ — aapec https://www.nhif.bg/page/220, cBexaaT ce 10 3HAHUETO
Ha BCHYKM M3ITBJIHUTEIH Ha MeAuIuHcKa momoml no gorosop ¢ H3OK, kakto u no
BCMYKM TBHPrOBUHM Ha JPeOHO C JIEKapCTBEHU INPOAYKTH, CKIIOYMIM JOTOBOPHU C
H30K/P30OK 3a otmyckaHe Ha JIEKapCTBEHHM IIPOAYKTH Ha BETEPaHUTE,
BOEHHOMHBAJIUANTE ¥ BOEHHOMOCTPAAAJIHTE.

Hactosimure YcinoBus U pel ca W3lafeHH Ha OCHOBaHME 4il.15 oT 3akoHa 3a
MepKHUTE U JeHCTBUATA 110 BpeMe Ha U3BBHPETHOTO MOJIOXKEHHE, 0OSIBEHO C pelleHHe
Ha HaponHoto cs6panue ot 13.03.2020 r.

IIpunoxenue:

1. ,,EnexTpoHeH OT4eTeH MOKYMEHT, ChIbpXKalll HU3MBJIHEHUTE pELeNnTd 3a
OTITyCHaTHUTE JIEKapCTBEHU MPOIYKTH Ha BETEpPaHU OT BOMHUTE .

2. ,,EnexTpoHeH OT4YeT€H MAOKYMEHT, ChAbpXKalll H3MBIHEHUTE peLenTd 3a
OTIIyCHATHUTE JIEKAPCTBEHU MPOAYKTU Ha BOCHHOMHBAIMIU U BOCHHONOCTpPAAAlu® B
Kopurupanute uMm ¢Qopmarn, nyOnaumkyBaHd Ha mnoptaia Ha H3OK B pyOpuka



»JlekapctBa®, noapybpuka ,Berepann oOT BOHHHTE, BOEHHOMHBAIHAH |
BOEHHOIIOCTpafaiu®.
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