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?]OCTaBKa HA JICKaApCTBECHH HPOAYKTH 'Q im

32
Iuec, 0¥/ .. Og ..... ) \9 r., B rp. Codus Mexny:
“Bropa CATBAJI Hleitnoso" EAJl, chc cefanuiie U ajpec Ha yIpaBJICHUC rp.Codust
syi"IllefiroBo"Ne 19, BOHMCAaHO B THPrOBCKHA PETHCTRD HA Arenmuda no smucBaxusTa ¢ EUK
130485795, mpeacrapnsBana 0T A-p Pymen Benes — VI3IBIHUTENCH TUPEKTOP , HAPUIAHO MO-J0ITY
3a kparkoct KYIIYBAY
a
,Topropeka Jara Hanmonanen Anteden Ilenrnp® AJl, cbc cepamuile M aapec Ha
ynpasnenme: 1p.Codus-1172, 6yn.“T M. Jlumutpos™ Ne 1, BumcaHO B THPrOBCKHS PErMCTHP Ha
Arenrus Tio Brmcsammsra ¢ EMK 030276307,  mpencrasmssano oT Taksop boxocan —
M3neiHATEIEH JUPEKTOP, tem.02/960 37 80, 02/960 54 54,paxc 02/962 41 27; e-mail:
d.zaloznaya.hq@comleague.com, Hapu4YaHO IIO-AO0NY 32 KPaTKOCT IIPOJTABAY,
Ha ocHoBamue W, 183 u cnemeamyre ot 331, 9318 u cnexpamuTe 0T T3 BHB Bpb3Ka W 112,
arl or 3aKoHA 3a OBIIEeCTBEHH [OPHUKH B ChOTBETCTBHE ¢ pemenne Ne 107 or 18.07.2019 1. Ha
V3B IHATENHAS JAPEKTOP 32 ONpe/elisHe Ha H3IBIHATEN Ha 00INECTBEHA MOpbhYKa CC CKIOTH
HACTOSIIHMAT JOTOBOP 3a JOCTaBKa IIPH CJICTHUTE YCIIOBHU:

A0TOBOP
34 Bb3J1arane Ha oﬁmecTBeHa HOopbHYIKA

LOPEIMET HA JOTOBOPA
1.TIpesMeT Ha HACTOSIIYS JOTOBOP Ca MEPHOJMYHY JOCTABKH Ha JIEKAPCTBEHH NPOAYKTH,
papudand B jgorosopa “JIJEKAPCTBA” mam ,JTPOXYKT/M* crobpa3sHo NOTPeOHOCTATES HA
KYIIYBAYA.
2.KOHKpETHHTE AOCTABKY B PAMKHTE Ha PEZMETa Ha HACTOSIIUS JIOTOBOP C€ M3BLPIIBAT B3
ocHOBa Ha ImcMmenn 3aseke Ha KYITYBAYA, B 3aBHCHMOCT OT HETOBATE MOTPEOHOCTH U B
CHOTBETCTBHE C JOTOBOPEHUTE HOMEHKIATYypH CHITIACHO Croermduxamus — [Ipujoxenue Ne 1,
Hepas/eiHa 9acT OT JI0r0BOpa.

1. HEHA U TLTAITAHE
1.06mmara cTOMHOCT Ha JOTOBOPa 3a IIEPHOJIa Ha ICHCTBUCTO MY BB3IIH3a NpUONTU3UTENHO Ha
6604,15 J1B. (IIECT XEA/M MECTCTOTHH U YETAPY JieBa 1 15 crotuaku) Oe3 JIJIC mmu 7924,98 qiB.
(cemeM XWIISTA JEBETCTOTUH U JBAZICCET M YCTHPH JICBa U 98 crotunkn) ¢ JAJIC BB3 ocHOBA Ha
odepHpannTe eIMHAYHATE IEHM W KOIMYECTBATA B PAMKATC HA BB3IOKCHUTC ¢ HaCTOSALIM
JOTOBOP HOMEHKIATYPH chriacHo Crenpbuxanusra.
2. FuHuYHATe LCHM HA JIEKApCTBATa, NPEAMET Ha HACTOANMA JOTOBOP Ca CBHITIACHO
xiacupagara opepra Ha IIPOJIABAYA 1 BKIIOYBAT BCHHIKH PA3XO/H 10 MSCTOTO Ha U3IIbIHEHHE.
3. IPOJABAYDT rapanTupa H3IIBIHEHHETO Ha HACTOSIM JOTOBOP 1O LCHH ¢poOpasHo
HocoveHnTe B oeprara My, BaJlMIHU 32 [eIHA JOTOBOPCH CPOK .
4. IaMeHeHe Ha IEHUTE Ce TOYCKa 110 M3KIIIOYEHUE IIPH YCIIOBUATA HA 30I1, HopMaTUBHATE
pasmopen6u Ha 3JITIXM, KakTo ¥ IIPH yCIOBHATA Ha JIOKyMCHTAIUATA, & AMEHHO!
- AKO clie]l CKITIOUBaHE Ha HACTOAIIMA JOrOBOP IbpiKaBHATA perylupaHa uena no [UJIC ce
Hamamy B noma Ha KYITYBAYA, Toii 3amiama 6e3yCIOBHO JIEKapCTBCHUTE Hp;O)IYKTI/I Ha I0-
HUCKATa IIeHa, CIUTAHO OT JaTaTa Ha BIM3aHe B CHIIA HA PEIICHUCTO Ha Hamponanaus ChBET 110
IIeHH ¥ perMOypCHPaHe Ha JIEKAPCTBEHUTE NPOAYKTH.
- AKO ClIeX CKIIOYBAHE HA HACTOSIMS JIOTOBOp IeHata B PermcThpa Ha MAKCHMATHHUTC
OpOJaKHA [eHH Ha JIEKapCTBEHHTE IPOAYKTH, OTIYCKaHH 0e3 JeKapcKo IPESANKMCAHUe H
MAKCHMATHATE NPOJAKHYM TEHW Ha JICKApCTBCHHTE NPOAYKTH, OTIYCKAHU | IO JIEKapCKo
HpeAMIcaHre ce HamMaul B ION3a Ba KYIIYBAYA, Toii 3amnaiia 0e3yCIIOBHO |JICKApCTBCHUTE
TIPOZYKTH Ha I0-HHCKATa NIEHa, CIMTAHO OT BIM3AHC B CHIIA Ha pemenueto Ha HarmoHanaus CbBeT
[0 [IeHH B peHMOYpCHpPaHe HA JIEKAPCTBEHUTE IPOJYKTH.
5, [InamiaHnsITa HA JOCTABCHHUTE JIEKApCTBa CE M3BHPIIBAT IPe3 GaHKOB IIPEBOJ [0 CMETKA Ha
HMPOJABAYA B chK,',uo 60 (mectaeceT) JHYU CIE/ IPENaBaHETO HA JIeKapCTBéLTa ¢ MOJIHUCaH
TIpelaBaTeHO—TIPHEMATENCH POTOKOT M HPE/CTABAHE HA axTypa, IOANHCAHA H OZOOpEHa OT
KYIIYBAYA : ’
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III. YCJIOBUA HA TOCTABKA

I.HOCTaBKI/ITe Ha JieKapcTBara, MPEIMCT Ha HACTOAIIHSA HOrOBOP C¢ M3BHpIUBAT OT

ITPOJIABAYA Bb3 OCHOBA Ha MICMCHA 3asBKa HA KYIIYBAYA B cpoK X0 TPH OT
AMCMeHATa 3a5BKa, 4 IIPH CIIETTHA He0OXOAMMOCT - B PAMKHTE Ha CHINUS paboreH
B mucmenara zasBka Ha KYITYBAUYA ce chabpXaT HHAUBUALYATA3HPAIIATE
JNeKapcTBaTa [0 HOMEHKIIATypa, BAll, THPrOBCKO HAUMCHOBAHMC U KOTIMIECTBO.
2. 33 MSICTO HA H3IBIHEHUETO CE CUUTA OONHUYHATA arTeKa.
3. 3a mara Ha AOCTaBAHE C& CYUTA JJATATA, HA KOATO JICKApCTBATA Ca MPUETH 01
otrooproto ymre Ha KYIIYBAYA ¢ npreMaTelHO-TPEAaBaTeiIeH MPOTOKOIL. b
JIEKapCTBATA CE YAOCTOBEPSBA C HOIMCAHN IPHEMATETHO-IPEABATEICH IPOTOKON

IIOJIiyJyaBaHe Ha

IeH.

npu3Hand Ha

MaTepHaTHO-
locTaBkara Ha
u (akTypa oT

IOJTydaTes.

4. OIaKoBKaTa Ha JOCTABIHHTE JIEKAPCTBEHH IPOAYKTH TpsAOBa a 0TroBaps Ha
ga riasa VI ot 3JIIIXM, 7a ca B OpUrHHaIHA OIAKOBKA HA IPOU3BOJMTEIL, KATO T3
¢ ¢ HapylleHa UIOCT MM MOKPa, KAKTO ¥ Jia II03BOJIABA PA3YHTAHe HA NAHHATE U ¥
BBPXY OIaKOBKaTa. JI0CTaBsHHATE U31EMHs TPs0Ba 113 Ca OMaKOBAHH 10 HAHH, KOHTO
BCSKAKBH TIOBPE/IM, JBJDKAIY C€ Ha aTMOC(EPHHU YCIOBHSA U TPAHCIIOPT.

5.JlocTaBIHHUTE JIEKAPCTBEHH HPOJYKTH Tpsi6Ba na umar ,,CE“ MapkupoBka (DapTHICH
HOMep, JaTa Ha IPOM3BOJCTBO, NMPOU3BOIHUTEN, CPOK Ha TOAHOCT H Ipyru), KakTto H Ja ca
IIPH/IPY/KEHH ¢ KPaTKa XapaKTePHCTHKA /AHCTPYKIHA 32 ynotpeba/ Ha Ipejiarafus MpoayKT.

6. CoGCTBEHOCTTA BHPXY JICKAPCTBaTa W PHCKET OT CIIyJaiHOTO MOTHBAHS HIIH TIOBPEKTIAHC
na nexapcrsara npemunasa Bpxy KYITYBAYA B MomenTa Ha (axTHIEeCKOTO UM MPUEMaHE Ha
MSCTOTO Ha M3IIBIHEHNETO CHITIACHO MPHEMATEIHO-IPEAABATENHI IIPOTOKOM.

7. JJocTaBsAHKTE JIeKapcTBa TPAOBa Ja MMAT BAIMAHO PaspEIICHUC 34 ymoTpeda B CTpaHaTa,
w3aneHo no pefa Ha 3JIIIXM mu Pernament (EO) Ne 726/2004 r. na EBpomeHcKuy HapiamMeHT 1
CwBerta, fa nputexapat CE ceptuduKar 3a KageCTBO U IPOU3XO], Ia €2 HPUAPYXEHH C JIeKIIapaIia
3a CHOTBETCTBEC /B IIPEBOJ] Ha OBIrapcKu €3uK/. ‘

8. OcTaTbUHEAT CPOK Ha TOJHOCT Ha JOCTABEHHTE JIEKApCTBa © HE no-MaJw;K or 75 % ot
06SBEHHS OT IIPOM3BOMTENS BEPXY OINAKOBKAaTa KBbM JaTara Ha [0CTaBKaTa, a 3a OHOIOTHIHUTE
IPOAYKTH Jia € HE II0-MaTBK OT 40 % oT 00sBeHN OT IPOU3BOMTENL BEPXY OIIAKOBKATA KbM JIaTaTa
Ha JIOCTaBKaTa.

IV. SATBJOKEHNS HA TPOTABAYA

1.MPOJABAYBT ce 3ampDkaBa Ha AOCTABH JieKapcrBaTa B HOTOBOPCHHA CPOK CBC
COGCTBEH CIICIHAIN3UPAH TPAHCIOPT, B CHOTBETCTBHE ¢ HOPMATUBHO YCTaHOBeHI/ITGE H3UCKBAHUATA
¥ 1a TE Ipenaje, NPUAPYXEHH C HEOOXONIMHTE cepruduKaTH 3a KadeclBO M KpaTKa
xapaktepucTaka /MucTpyKms 3a ymoTpe6a/ Ha IIpeJTaranys IPoAYyKT. JocTaBKaTa Ha JICKapCTBaTa
He e 00BBp3aHa ¢ KOHKPETHA MUHIMAJHA CTOMHOCT 1O MO/a/ICHa 3a7BKa.

2. TPOJAABAYBT ce 3axpmkaBa jga Ipefanc 3aABCHUTC JIEKapCTBa 0’;[ CBhOTBETHATA
HOMEHKJIATYPa, MPOM3X0/, KOIMIECTBO 1 KaYeCTBO Ha MACTOTO Ha JIOCTABIHE HA MaTepHAIHO-
OTTOBOPHOTO JIHIIE.

3. IPOJABAYDT ce 3annnkaBa a MpeACTaBy HEOOXOIUMHATE JOKYMEHTH
Ha IUTAIaHeTo Hali-KHLCHO B JICHA Ha TOCTaBIHE Ha JICKApCTBATA.

4. (1) 3a o6e31eyaBaHe U3MBIHCHAETO HA HACTOAIMA IOTOBOP MHMPOAABAYDT npencrass
rapanius 3a 100po U3IBIHCHAE B pasMep Ha 198,12 nB., BB3TH3amA Ha 3 (TPH Ha CTO) OT IeHaTa
ro morosopa 6e3 JJJIC, C¢bC CPOK HA BAIUAHOCT 60 (mectaeceT) MHU OT JaTaTa Ha H3THIAHS Ha
CpOKa Ha HaCTOSIIHS IOTOBOP.

(2) B ciyqaii, e IPOJABAYDT npencrass GaHKOBA TapaHIys, T Cle/iBa a ChAbpKa
ycropHe 32 6€3yCIOBHO 1 HEOTMECHAMO U3ILIAIAHE cJie]] IMCMEHO IIPEASIBEHO UCKaHe OT CTpaHa Ha
KYIIYBAYA.

(3). Pasxojure 10 OTKPHBAHE, TIOANBPKAHE, MONHOBABANC 1 o6CITy)KBaHE Ha
W3ITETHeRHE ca 3a cMetka Ha IPOJTABAYA

5. MPOJABAYBT ce 3appDkaBa fAa OTCTPAHU 32 CBOA CMETKa U B JIOTOBOPEHUTE CPOKOBE
BCHUKW HECHOTBETCTBUS, JACEKTHH CTOKH H/HIM OTKIOHEHWMS Ha JOCTABCHMIC JIeKapCTBa,
KOHCTATHPAHH ¥ IPEIBEHH 0 Pefia Ha HACTOSIMHA J0TOBOD.

6. MIPOJABAYDT ce 3ampinKaBa M TapaHTHpa Ha KYIIYBAYA o0e3ne4aBaHeTo Ha
peryJIapHATE My MOTPEGHOCTH OT TOTOBOPEHUTE JICKAPCTBEHH IPOIYKTH KaTo MOIbPKa MeCeqHa

M3ACKBAHUATA
He TpsOBa a
HpOpMALUATA
I'!l 3aI1a3Ba OT

34 N3BBPIHBAIC

rapaHiyara 3a
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CKJIAZOBA HANHIHOCT OT BCEKH MPOAYKT OT CIEMUPHKANHATA KbM HACTOAIKS I0TOBOP B pasMep Ha
1/12 9acT oT 00ILIOTO JOTOBOPEHO F'OAMIITHO KOJIUIECTBO.

V. 3AABJUKEHAA HA KVITYBAYA
1. KYITYBAYGBT ce 3aasrkasa na npenane Ha IIPOJJABAYA nucMeHa 3asBKa MM 12
p30paTyd 1o (ake Wi 1o e-mail /¢ MOTBBPKICHHE 32 nonyuasanero/ mocodeH ot IPOJJABAYA
33 JIOCTABKA Ha JTeKapcTBaTa, ChAbpyKalla BCHYKH TAHHHA HEOOXOMMMH 3a M3IBIHEHHE Ha IPEIMETa
HA HACTOSIINS JOTOBOD.
2. KYIIYBAYBT ce 3anboKaBa Jia IpueMe JOCTaBEHUTE JICKapCTBa, CHOTBCTCTBAIM IIO
BHJI, KOJIMIECTBO M KA9ECTBO Ha JOTOBOPEHHUTE U 3asBEHM OT HEr0Ba CTpaHa Ipet ITPOAABAYA.
3. KYOVBAUYBT ce 3aabpKaBa Ja 3alliaTé [leHaTa Ha JIOCTABCHUTE JICKApCTBA IIPU
YCIOBUATA HA HACTOSLWS NOroBop M odeprara. B ciuydali Ha BBSHUKHAIA 3ATPYHEHHAS B
miamaaasTa 1o obextusan mpuanan KYITYBAYDT crnensa HezabaBHO Na yBEIOMH 32 TOBA
MMPOJABAYA. ‘
4. KYIIYBAUDBT Moxe a OTKaKe IIAIAHETO Ha (akTypa, KOATo He € 0popMeHa ChIIacHO
M3UCKBAHUATA HA 3aKOHA 33 CUETOBOCTBOTO MIIM HE ChOTBETCTBA HA JIOCTABCHUTE JICKAPCTBA, KAKTO
J KOTaTo JIOCTABKATA He & IIPHAPYKEHA C He0OXOMMHUTE CepTH(UKATH 33 Ka9eCTBO HA JICKapCTBaTa.

VI. TAPAHIIMN 1 PEKJIAMATIMN

1. MPOJABAYDT rapanTHpa roAHOCTTa HA JIOCTABCHHUTC JCKapCTha cHOOpa3HO
M3UCKBAHMATA Ha ISHCTBAIOTO 3aKOHOJATENICTBO 32 THPrOBHA C JIEKAPCTBCHH NPOAYKTH H
HAPKOTAYHY BEIECTBA U HACTOSIIUSA JOTOBOD. !

2. KYIIYBAYBT upe3 MaTepHaIHO-OTTOBOPHOTO JHMIE MOXKE Jia OTKaXE m:onyanaHe Ha
JIEKapCTBATa WIH YACT OT CHIIUTE P YCTAHOBSHH JIUIICH, HAPYIIEHA LEIOCT Ha OTIAKOBKUTE, JIATICA
Ha IPHIPYKABAIIM cepTU(IKATH 32 Ka9eCTBO, HECHOTBETCTBHA € OIaieHATa MICMEHA 3a5BKa, 10~
MAITbK OCTaThYeH CPOK Ha FOJIHOCT OT JOTOBOPEHHSA MM APYIA ABHY HECHOTBETCTBH.

3. KYIIVBAYBT moxe xa npenssapa peknamanun mpex IPOJJABAYA 3a;

- SBHM HeIO0CTATHIH — B TPHIHEBCH CPOK OT IOJyYaBaHEe Ha JIEKapcTBala, a 3a MallKH
KOJIMYECTBA TPH MOIy9aBaHETO;

- 32 CKPHTH HEA0CTATHIM - TIPe3 MEJHAs CPOK Ha TOTHOCT Ha JAOCTABCHUTE JICKApCTBa, Bb3
OCHOBA HA KOHCTATHBEH IIPOTOKOJI WK NPEIHCAHYE, H3aICHO OT OTOPU3UPAH IBIKABCH OpraH.

4 KYIIYBAUYBT yBenoMmsBa IHCMEHO BKIFOUUTEIHO IIO ¢akca HPQ,ﬂABA‘IA 3a
HamMuneTo Ha AedeKTH B JOCTABEHUTE JICKapCTBa BEIHAra CJICA KOHCTATH :aHeTo M. B
peKiaManuaTa Ce [OCOYBA 3aJ(BIDKHTEHO MICMEHAaTa 3aj4BKa, JaTaTa Ha JAoCTaBrata pecrl.
IPOTOKOJIa, BH/A Ha PEKIAMMPAHHTE JICKAPCTBA, OCHOBAHUCTO 33 PEKIaMAIMiTa KOHKPETHOTO
HCKaHe 3a OTCTpaHsABaHe Ha JedeKTuTe.

5. Ilpm npeadseHa pexiamanusd 33 HeoCTaThiw/eeKTy . M/WiA, OTKIOHCHHS
MMPOJABAYDBT e nisxkeH B 3-THEBEH CPOK OT MOJIyIaBAHETO # 3a CBOS CMETKA M PUCK 13 3aMCHH
HexadecTBEHMTE JieKapcTa kato jocrasd Ha KYIIYBAYA pmorosopenute JNeKapcTBa, KAKTO U
samaty Ha KYITYBAYA moroBopeHaTa HEYCTOMKA.

VII. OTTOBOPHOCT TP HEM3IThJIHEHWE

1. 3a HEusMBIHCHWE HA JOTOBOPEHO 3aIBIDKCHHE, BKIIOYMTEIHO 3a6aB$
mmeiaenne u Apyra, IPOJABAYDT nemwxu HA KYIIYBAYA =eycrToiika B P
BHPXY CTONHOCTTA Ha HEM3IBIHCHAETO, KAKTO ¥ o0e3ImeTenne 3a IPEeThPIEHUTE BPE
B KOHTO Te HAJXBBPIAT JOTOBOPEHATA HEYCTOMKA.

2. Koraro mpu Hav4Ke Ha peKiaManus MMPOJABAYDT He u3mbaHY 33](b]
TIPEXONHASA Pasfel OT HACTOSIIHS JIOTOBOD MM HE I'M M3NBIHA B CpPOK, CBIL

HO, HETOYHO
azmep Ha 10%
ITA B CJIyYaunTe,

JKEHHUATA CH 110
AT JHIDKA Ha

KYITYBAUYA seycroiika B pasMep Ha 10% oT LieHaTa Ha JICKApCTBATA, 38 KOUTO ca HalpaBeHH

pCeKIIaManyuuTe. )

3. IIpy Hew3IbIHCHHE HA 33[BIDKCHHUATA HA IIPOJABAYDT 3a mocTaBKa Ha 3ajgBCHWUTE

JIeKapcTBa, MPOLBIDKHIO HOBEYe OT TPH JIHA CIIE/| IOTOBOPEHIS CPOK, KYIIYBAYDBT mva npaso
i

Ja M3BBPIIA JOCTAaBKa HA 3as{BCHUTE JIEKapCTBa OT JAPYT JOTOBOPEH MapTHHOP 0€3 a yBeJoMsABa

nomeaautenao MIPOJABAYA. B Te3m ciydau, KakTo ¥ IOpH OTKa3 Jia J0CTaBU

asiBeHara CTOKa
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IMPOJABAYDT ek a KYITYBAYA neycroiika B pasMep Ha 10 /necer/ % BBpXy CTOMHOCTTA
Ha 3agBeHuTe ¥ Hepocrapenn B cpok o IPOJABAYA rexapcTra.
4, (1) Tlpu HeW3NBIHECHKE HA 3abDKCHUATA HA IPOJTABAYA 3a 10CTaBKa HA 3asBCHUTE
JIeKapCTBa BKITIOTHTENHO 0TKA3 (IIBJICH HTH 9aCTHYCH), 3a0aBEHO Ml HETOUHO H3IBIHCHHC IOBEIE
ot tpu meTH, KYIITYBAUDBT uma mparo sia paspajiy €IHOCTPAHHO U 0e3 mpeaAn3BeECTHE TO3H
JIOTOBOD.
(2) KYOYBAYDBT uma 1paBo Ja pasBajy YaCTHIHO JOrOBOPA 32 OT/CIHI HOMCHKIIATYPH
IIpH yCJIOBHATA MOCOYCHH TT0-TOPE, KATO B OCTaHalaTa JacT ¢ 3aIassa BalUHOCTT Ha 0TOBODA.
B to3u cinyuait KYITYBAUBT 3anepika 4aCcTHYHO IPEICTABEHATA TAPAHIAs IIPOIIOPIMOHAIHO Ha
CTOMHOCTTA Ha TTPEKPATCHUTE HOMEHKIIATYPH.
5. TIpn HewW3bIHEHWE Ha 3aJb/DKEHMATA CH 33 IUIANIAHE HA JIOCTABCHWTC JCKapCTBa B
yrosopernte cpoxose KYIIYBAUDT jpmku HEYyCTOHKA B pasMep Ha 3aKOHHATY JIMXBA BHPXY
CTOMHOCTTA Ha 3a0aBEHOTO IIIAINaHe.
6. KYIIYBAUBT ynspxa/ycBosiBa JIOTOBOPEHHTE HEYCTOMKH OT IIPEJICTaBEHATa OT
MMPOJIABAYA rapanis 3a 100p0 H3IIBIHCHE B CIIyJanuTe IO TO3M PA3ACIL. KYH#’BA‘I'I)T Ma
IIpaBO Jia YCBOM TapaHIKATa 32 HM3MBITHEHHE, 0e3 ToBa Ja Io JMmasa OT HpaB;OTO Ja ThpCH
obe3iIeTeHNe 33 BpEIH, Ha/IBUIIABAIH ITOIyYeHaTa CyMa I10 TapaHiuATa 33 U3IbIHEHNC
7.(1) Ilpu smrca Ha BBH3PAKEHHA/IPETCHIMI BBB BPB3Ka C M3ITBIHECHUCTO Ha JIOrOBOpa OT
crpana ma KYIIYBAYA, Toli ocBoOOXZIaBa rapaHIuATa 32 H3NBIHCHUC (BpBIma NIapHyHATA
cyMa/OpUTMHAQJa Ha W3JajcHara OGaHKOBa rapaHnuss/3acTpaxoBka) B cpok otT| 30 mEHE chen
IPUKITIOYBAHEe Ha H3IBIHCHUETO WK N3THYaHe CPOKa Ha I0TOBOPA, 0e3 1a JBJDKY JIMXBY 34 IIEPHOJIA,
1pe3 KOWTO rapaHIyisira 33 M3IbIHCHAE € NPECTOANA IIPA HEro (B cmydait 4e € n:oz[ dopmara Ha
napuana cyma). Ako IPOJABAYDBT e npencrapi HapuiHa CyMa KaTo rapaHiins 3a W3ITBIHEHUE,
chbImara e Obae IpeBeeHa IO IOCOYeHA OT HEro OaHKoBa CMETKA. Axo IIPOJJABAYDBT ¢
HpENCTABII OAHKOBA FAPAHIKA 32 U3IBIHCHHE, TO € HeoGxomuMo na ce s8u B nipe;; KYITYBAYA
3a [oJIyJaBaHe Ha OpHTHHAjA .
(2). TapannmsTa 3a W3IBIHEHHE HE ce OCBOOOXK/aBa OT KYIIYBAYA, ako B mpolieca Ha
M3ILIHEHAE HA JOTOBOpA € BB3HHKHAN CHOP MEXAY CIPAaHUTE, OTHOCHO HCHM3IIBIHCHMC Ha
sageinkennaTa Ha IIPOJJABAYA v BEIPOCHT € OTHECCH 34 PCIaBaHe IPEJl ChI. Hpn pemiaBaHe Ha
cropa B momsa Ha KYIIYBAYA, To#f MOXe Ja IPUCTBIHN KbM YCBOABAHE Ha|| TapaHOuATa 3a
H3MBIHCHUE.

VIIL CPOK HA JIOTOBOPA 1 OCHOBAHWSA 3A HNPEKPATABAHE
1.J[oroBOpHT BJIM32 B CHIIA OT JaTaTa Ha MOANMCBAHETO My OT ABCTC CTPAHM I € ChC CPOK Ha
netictBue 12 Mecela OT IOJIACBAHETO MYy.
2. CpoOKBT Ha JOTOBOPa MOXe J1a 6b/1€ yIBIDKEH IIPH YCJIOBAATA Ha IOMHOBABAHE CHITIACHO T.1

ot Pasgen XI ot norosopa.

3.JIoroBOPBT ce MPEeKpaTaBa IPEACPOIHO B CICIHHATE CIydal:

3.1. C u3THUaHe Ha CpoKa IO T.]1 ¥ He € HAMHIIE H3IBIHCHHIE 110 T.2

3.2. TTo B3aMMHO CHIIIACHE MEXLY CTPAHHTE, H3Pa3eHO B MHCcMeHa GpopMa;

3.3. TIpu BHHOBHO HEW3ITBIHCHHE HA 33BDKCHHATA HA C1HA OT CTPAHHUTE 110 Horosopa — ¢ 10-
JHEBHO THCMEHO NPEeU3BECTHE OT M3IPaBHaTa 10 HEU3NpaBHaTa CTpana; |

3.4. Tlpu KOHCTaTMpaHH HEPEIHOCTH W/WIH KOHQIMKT Ha WHTEPECH — C| H3MpalllaHe Ha
€IHOCTPAHHO THCMEHO IPEIU3BECTHE OT KYIOVBAYA no IPOTABAYA;

3.5. C OKOHYATECTHOTO My H3II'BJIHCHHE;

3.6. Io pena Ha wi. 118 oT 3akoHa 32 OOMECTBEHUTE NOPBIKH;

3.7. Korato ca HACTHIMIM CHIIECTBEHH IIPOMEHH BB (UHAHCHPAHETO HA o0ImecTBEHATA
IOPHYKa — IPEAMET Ha JIOTOBOPA, H3BBH NPABOMOIIUATA Ha KYIIYBAYA, KouTO| TOH HE € MOT'BJI
YT He & GHT JUTHKEH 1a IPeIBY/IN WM Ja IPeJOTBPaTH — ¢ MICMEHO YBEJOMICHHC, BE/tHara cliel
HaCTHIIBaHe Ha 00CTOATENICTBATA. |

3.8. KYITYBAYDT Moxe 1a IPEKpaTH J0ropopa 6e3 Npeu3BeCTre, KOraTo NPOTABAYDT:

- H3NOJI3Ba IOMM3IBLIHMTEN, Oe3 Ia € JAeKIapupal ToBa B odepraTa CH, HH H3I10JI3Ba
HOIH3MBIHUTEN, KOUTO € Pa3iIuyeH OT TO3H, II0CO4CH B odeprara My, !

- Obae 00SBEH B HECHCTOSTENHOCT WX KOTAaTO € B IPOU3BOJACTBO 110 HGC’B(?TO&ITGJ‘IHOCT 17011

JIAKBUAAIIAA. .
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3.9. KYITYBAYBT Moxe [a MPeKpaTH AOrOBOPa €IHOCTPAHHO ¢ EJHOMCCCTHO IMHCMEHO
npem3BecTHe, 663 MbIDKAMA HEyCTOMKE U obe3meTenus i Ge3 HEOOXOUMOCT OT || AOIIBIHUTEIHA
oGocrHoBKa. ITpeKpaTaBaHeTo CTaBa el YpeXJaHe HA (PMHAHCOBHTE B3AaMMOOTHOIICHHSA MEXLY
cTpaHuTe 3a m3Bbpiennte oT crpaHa Ha IIPOJABAYA u ono6peru ot KYITYBAYA neitnoctr
10 U3IIBJHEHHE Ha JOTOBOpa.

3.10. KYITYBAYDBT Moxe ja OpeKpaTé JOroBopa €AHOCTPAHHO ¢ MHCMEHO| yBEIOMIICHHE -
6e3 npeau3BecTHE /6€3 IBIDKAMI HEYCTORKE 1 00€31IeTeH s/ IIPU YCTOBUATA Ha L. /,an.3 or [IMC
Ne 146 o1 09.06.2015 r. 3a ch3nasare Ha L{eHTpaIeH opraH 3a MOKYIIKH B CEKTOP ,,3/[paBeonasBane”.

IX.NOJIN3NbJHUTEJ/MN
1.Tosm pasjen .ce OpWiara caMo B ClIy4aWTe, B KOHTO YYaCTHHKBT, OIpEICICH 32
M3ITBJIHUTEJL - IIPOJABAY B T03H JOTOBOD, € IOCOYMI B oeprara CH, 4e| li¢ IPEIVIOKH B
M3OBTHEHHETO Ha HOPHUYKATa J]a y4acTBaT IOAU3ITBIHUTEIH. ‘
2. Cxmo4BaHeTo Ha JOTOBOp 3a MOAM3IIBIHCHUC HE oceoboxnasa ITPOJABAYA ot
OTTOBOPHOCTTA My 3a U3IIBIHEHHE Ha IOTOBOPA 38 O0IecTBeHATa IOPBIKA. g
3. [TIPOJJABAYGT ce 3amgpinkaBa fa CKIIOYH JOTOBODH 3a TIOIM3IBIHCHIE ¢ TIOCOUEHHTE B
odepraTa My MOIM3IBIHATENH B Cpok oT 10 JHH OT CKIIOYBAHC HA HACTOSINHUA JOTOBOp U Jia
TPEJIOCTAaBN OPHIMHANCH CK3EMIULIp Ha BB3JIOXKUTEILI/KYIIYBAYA B 3-fHEBEH CpPOK OT
CKJTFOYBAHETO HA CHOTBETHHS JOTOBOP 3a IOMM3IBIHCHHE. 3ae[HO C JOTOBOPA 34 HOMUIIBIHCHUC
M3ITBJIHUTEJITTIPOOABAYDLT cnensa fna w3npatd Ha KVIIVBAUA u gokazaTeicTBa, 4e ca
V3IIBJIHEHH YCIOBHATA 10 wi. 66, an. 2 m 11 3011 lloausmeiHATENUTE TpsOBa |[fa OTroBapAT Ha
OCOYEHUTE KPHTEPHH 33 MOI00P, CHOOPA3HO BHA H JIENa OT NOPBUKATa, KOHTO IIE H3NBIHIBAT U 32
TAX Ja 2 He ca  HaiMOe ~ OCHOBaHWMA  3a  OTICTpaHABaHe  OT |  Ipomeaypara.
ITIPOJABAUYDBT/BB3JIOXUTEJLAT usnckea 3aMsIHa HA HOJM3IIBIHATEL, KOMTO HE0TTOBaps HA TE3H
YCIIOBHSL. ;
X. OGPABOTBAHE HA JIAHHH, ChIJTACHO JEOUHUINATA 110 UJI. 28 HA
PETJIAMEHT (EC) 2016/679 HA EBPONIENCKHUS TAPJAMEHT W HA CHBETA OT 27
AITPILI 2016 TOJAMHA (PETJIAMEHTA), OTHOCHO 3AIATATA HA
OM3MUECKHUTE JIMIIA BbB BPbh3KA C OFPABOTBAHETO HA JIMYHU JAHHW
1. HacrosmumsaT pa3aen uMa 3a e Ja peryupa JHIHUTe IpaBa i 3a/(bJDKCHMS Ha CTPAHHUTE,
BBB BPB3Ka C TaHHA ¥ HHGOPMAIHS, OTIPETIeNleHa KaTo IOBEPUTENHA, KOUTO Ca CTAHAIA H3BECTHH 10
BpEMe Ha M3BBPLIBaHe Ha JeHHOCTHTE, ONMCAHH B HACTOSIHAS JOTOBOP.
2. 3a mejmTe Ha JAOTOBOpA Te3d JaHHM M HHG(OpMAIHMs INE CE CIATAT 38 HMOBSPUTCIHA U
CTpAHKTE Ce 33bJDKABAT Ja He MIPETIOCTABAT Ha TPSTH CTPAHH ¥ JIUNA, TAIHUTE JAHHH, IPEIMET Ha
JOTOBOPA, VK JINYHA JaHHA U HH(OPMAITHs, CTAHAI KM H3BECTHH IIPU U3IHIHCHEE Ha JOTOBOPA.
3. TloBepuTenHAS XapakTep Ha TOPETIOCOYCHHUTE JAHHA U uHbOpManus e TpsOBa na 0ble
W3PHMYHO JEK/IapUpaH, ¢ HOANUCATE Ha IPe/ICTABUTEINTS Ha CTPAHUTE.
4. CTpaHHTe ce aHTKUPAT Ja IIPHEMAT BCHYKH MEPKH 3a CHTYPHOCT, KOMTO Ca HEO0X0AUMHU
33 3IWTA Ha JAHHWTE ¥ HH(OpMAIHATA OT IIOBEPUTENICH XapakTep U Jia e rapaHTupa, e TAXHaTa
IIOBEPUTENHOCT 10 HAKAKbB HAUVMH HE € HapyIIeHa.
5. CrpanuTe, MOIUCBAliKA HACTOSINKS JOTOBOP ACKIApUpAT, He I H3NOI3BaT camo
0GpaboTBaIY JTMYHY JAHHH, KAKTO ¥ 4e Ca MPE/NPHEIH N0CTaThaHN nozlxoz[ﬂmjﬁ TEXHWYECCKA U
OpTaHM3AIMOHHE MEPKH IO TaKhB HAYUH, 4€ 06paboTBaHETO 2 TPOTHYA B CHOTBETICTBHE C
H3WMCKBAHMATA Ha PeriaMeHTa ¥ IO TO3M HAYMH OCHTYpsBaT 3alllUTa Ha 1IpaBaTa ia cyOeKTHTE Ha

JaHHH.

6. CTpanute BBBEXIAT MONXOMSIM TEXHHIECKH W OPraHWsalMOHHM MCDKH, 34 Jia ce
rapaHTHpar, 9e 1o moxpasbupane ce 06paGoTBaT caMo JIMYHH JaHHU, KOUTO Ca He0O0XOMMH 3a BCAKA
KOHKpeTHa 1en Ha oOpaboteanero. ToBa 3aBIDKEHHEC €& OTHACA 110 obeMa Ha ChHOpaHUTE JTAYHH
J(@HHI, CTETICHTA Ha 06PaGOTBAHETO, EPHO/Ia Ha ChXPAHABAHETO UM H TAXHATA IOCTBITHOCT.

7. TpetnpameTo Ha BCHUKY JMYHE JAHHY TPsOBa 12 OTrOBAps Ha CHOTBETHOTO HAIIMOHATHO
32KOHOJATENICTBO HA YIaCTHHIHUTE, NO-CIIENHATHO BBB BPB3Ka ChC 3aKkoHa 32 3alliTa Ha JHIHUTE

JaHHY ¥ Ha PermaMeHTa. |
|




8. CrtpamuTe oGpaloTBaliy JIMYHA JAHHM HMAT BBBEJCHH BBTPCIIHU IpPABHIA OTHOCHO
06paboTKaTa U CUTYPHOCTTA HA JHYHUTE JAHHY U TApaHTHPAT, 1€ 06paboTenuTe TUYHN JaHHHE €A
JOCTBHIIHM CaMO 33 HAJIEKHO YI'BIHOMOIIECHHA CITYXKHUTCIIH. ’

9. JIMgHUTE JAHHY, KOUTO ¢a CTAHATH M3BECTHH 10 CHJIATa Ha HacTosmys J{0roBop Wi 1o
BpeMe Ha H3IILIHEHHETO My, ¢a IIpeMeT Ha 06paboTBaHe OT CTPAHHTE 33 MOCTUIAHS Ha NCIUTC 1
TIpeIMETa Ha JIOr0Bopa, ce 00paboTear 3a CPOK HE MO-BIBI OT CPOKA Ha JOTOBOPA.

XI. Bb3MOXKHOCTHU 3A IBMEHEHUE HA JIOTOBOPA. IIOJTHOBSBAHE,
onnnn

Ceriacao wi. 116, a1, 7. 1 ot 3011 ce npeaBmXaaT CACIHUTE BE3MOKHOCT.
Ha JIOTOBODPA.

1.1. KpalfHuaT CpoK 3a M3IBJIHEHHE MOXE J1a Ce IPOIBIDKA J0 CKIOYBAHE HA HOB OTOBOP 110
IpoBeJeHa CJeBalia IPOIeypa 3a Bh3arane Ha o0IIeCTBeHa OPBUKA ChC CHUI IIPEAMET Bb3
OCHOBA Ha eJHOCTPAHHO IHCMEHO yBeoMiieHue oT cTpana Ha KYIITYBAYA, HO He 33 TOBEYE OT /iBa
Mecena, KaTo B TO3W CiIyuail MeceUHHTe NOCTABKHU (IIPeIMET Ha JIOrOBOPa), Iie ¢a Ha 6aza u B
CHOTBETCTBHE ChC CPEIHO MeceueH 00eM Ha M3IBIHCHHUTE JOCTABKH 110 OTOBOPA MU CHpasMEPHO
Ha 9acTTa OT Mecella, 3a KOMTO € HAIPaBeHO yABDKABAHETO/TIOXHOBABAHETO.

1.2. KYIIYBAUBT wuMa 1paBo TIpH HEOOXOIMMOCT ¢ OTVIe] pealHHTE CH MOTPEOHOCTH Ja
IIPOMEHS eIHOCTPAHHO LPOTHO3HHUTE /IUTAHAPAHNTe/ KOMNISCTBA MO OTACIHATE HOMEHKJIATYpPH OT
crenuduKanEsTa, KaTo AMa TIPaBo Aa 3asBH NOCTaBKAa HA IO-TOJNCMU Konﬂqecnisa JIeKapCTBCHH
IPOAYKTH OT €JHa FIIH II0BeYe HOMEHKIIATYPHU €MHHUIM B PAMKUTE Ha ILOFOBopeHa‘{ra CTOMHOCT.

1.3. Odepupanara eHa 3a OIMAKOBKA Ha JEKapCTBEHHUA IPOAYKT € dukcupana 1 He HOMIEKH
Ha IPOMSHA 3a CpoKa Ha jelicTBre Ha jorosopa. Ilo m3kmoYeHne JOroBOpeHaTa IIeHa MOXeE Jia Ce
U3MeHs BBB BPB3KA C NPOMEHH B HOPMATHBHHTE DasmopeiOH, PeCIEKTHBHO B Hapenbara 3a
VCIOBHATA, TPaBWIATA H Pefa 3a PErylupaHe W PEruCTpHpaHe Ha LCHHTC Ha| JCKapCTBEHUTE
npoyktH ot 30.04.2013r./ u3m. 1 pom. JIB. 6p.8 or 24 fAnyapu 2017r.1 cn./, mpaBeld HEBB3MOXKHO
H3ITHIHEHUETO HA JOTOBOPA IPU JOTOBOPECHUTE YCIIOBHA,

1.4. B ciyy4aii, 9e B cpoKa Ha JJOTOBOpA IBPXXaBHO PEryIMpaHaTa IIeHa B [Mputoxerne Ne 2 Ha
ITo3uTHBHMS JICKAPCTBEH CIHCHK CTaHEe IO-HHCKA OT JOroBOpEHara, [IPOJABAYDBT e mrbxeH
CBOEBPEMEHHO Jia IPOMEHH [IEHATA, HA KOATO JIOCTaBs JICKAPCTBEHUTS HPOAYKTH, B CHOTBETCTBIC
¢ ompeneneHara nena B [[O3UTHBHMS JTEKapCTBEH CIMCBHK, CIMTAHO OT fjaTaTa Hy MPOMAHATA. B
ciydaii, e He yBemomu KYITYBAUA mucMeHO B S—JIHEBEH CPOK 3a TIPOMSAHATE ¥ HE IIPOMEHH
nerarta, KYITYBAUDT e 3amnaima J0CTaBIHATE JTEKapCTBEHHU MPOAYKTH IO np({;}MeHeHaTa nexa,
CYMTAHO OT JaTaTa Ha ChOTBETHATA AKTyanu3anus Ha I[03WTHBHHSA JEKAPCTBCH cnpf;cuc;

1.5. B ciy4ait, 9e B CpOKa Ha JIOTOBOPA OT CTpaHa Ha H30K 6n1aT J0roBOpeHa II0-HUCKa IEHa
ot norosoperata, KYITYBAUDT mie 3amnamia 6e3ycioBHO OCTABSHATE JIEKAPCTBEHN MPOAYKTH
Ha O-HUCKATA IIeHa, CIMTAHO OT aTaTa Ha ChOTBETHATA IPOMIHA.

1.6. Cermacuo wi. 116, an.1, 1. 4 ot 3011, HacToAmusT JTOTOBOP MOXKE Jia 0bJIc H3MEHEH, KOTaTo
TTPOOABAUYDBT oTkaxe Ha H3NBIHABA JOTOBOpa W/WNY JOTOBOPHT (M3LSUIO HIIH qacTH4HO) 6BIe
npexpater no Herosa BuHa. KYIIYBAUDT Moxe 1a 3aMeHH ITPOJJABAYA c yyacTHHKa, KJTacHpaH
Ha BTOPO MACTO B IPOLIEAYPaTa, KaTo IOIHIIE TOIBIHUTEIIHO CTIOPasyMCHIC (moroBop) ¢ HETO KbM
JIOTOBOpA 32 OOMIECTBEHA MOPBYKA HPHU YCIOBHATA, ONMPE/CICHA B TexuuueckoTo H L{eHOBOTO MY
TIPEJUTOKEHNs, a KO HAMa KJIaCHpaH BTOPH YIaCTHHK - /ia H3BBPIIH J0CTABKATA Ha JIeKapcTBaTa OT
JIPYTH THPTOBIIH.

1 34 U3MCHCHHUC

e e

XIL. APYTH

1.BcHuxy CHOGIIEHAS B YBEIOMIICHHS MEXTy CTPaHUTe IO HACTOSMIMA JOTOBOP e 6paar B
micmeHa GopMa 3a IeHCTBHTENHOCT, KOATO Il C& CMATA 32 CTIa3eHa H IPH OTIPABSHETO uM 1o daxc

Ha aJ[pecuTe II0COYCHH MO-rope.
2. AKO HAKOS OT CTpaHHTE MPOMEHH IOCOYEHUTE MO-TOPE aIpPECH U KOODIHUHATH, 0e3 na

|
YBCIOMH Apyrara CTpaHa, ocaeHaTa He OoTroBapsd 3a HEMOIY4YCHHA CHOOINECHUS WM ApYry MACMCHHU
i

JIOKYMEHTH. :
3. CrpaHnTe COUaT CIEAHATE JIALA 32 CBOM MPEICTABUTENH 32 OCHIIECTBABAHC HA KOHTaKTH U

W3IIbIHEHNES HA 3a0bJDKCHUATA CH IO HACTOAINMNA JOTOBOD :




3.1.3A KYITYBAYA VrpaBATeN HA AUTEKA TEIL «ovovnerrnrnneennss BaKC oo dleniniiiiniinns
3.2.3A IIPOJTABAYA Jluana 3anoznas tei. 02/ 9603785 daxc:02/9624127
4.3a jata Ha CHOOIMIEHHETO CE CMATA:
JlaTaTa Ha IPEaBaHeTo — IPH PHYHO MPE/IaBaHe Ha CHOOIEHHETO.
JaTaTa Ha IIOMEHCKOTO KIIEHMOo Ha 00paTHaTa pasiycKa — U H3IIPAMaHe o Ie1naTa.
JlaTaTa Ha IPYEMAHETO — [IPH H3MpaIaHe 110 paxc .
5.HuTo efHA OT CTpaHWTE HAMA IPABO Jia NPEXBLPIIS IpaBaTa U 3aAb/DKECHIATA IIPOU3TH AL
OT TO3M JOTOBOD. ‘
6.Bcsika OT CTPaHHTE TI0 TO3M JOTOBOP CE 3a/(bIDKaBa Ja He PA3NpOCTpaHsBa HHPOPMAIHT 32
ApyTaTa cTpaHa CTaHajIa i N3BECTHA IPH WK [0 IIOBOJ H3IIBIHECHUETO HA JIOT0BOPA,
7.Bcexn cop OTHOCHO CBHIECTBYBAHETO M JEHCTBHCTO HA HACTOAIINAA IOTOBOD VITi BB Bpb3Ka
C HEro WIM C HETOBOTO HapyliaBaHe, BKJIIOYHTENHO CIIOPOBETE M pPasHOINIACHATa OTHOCHO
JIeHCTBATETHOCTTA, THIKYBAHETO, H3ITBIHCHIETO MIIM HEU3IIBIHEHUETO WITH IPEKPATABAHCTO MY, IIC
Ce YpeX/Iar OT CTPaHUTE IO CIIOPa3yMEHHE.
8. Ipu HemoCTUTaHe Ha CIIOPa3yMEHHE CTPAHATE OTHACAT CIIOPA 33 PAsIIICHKAAHE U PCIIaBaHe OT
KOMIIeTeHTHHMS ¢hJ mo pena Ha I'TIK.
9. HMIMOXHOCTTa HA HUKOS KiIay3a OT HACTOSIIMS JOroBOp, KosAto OBJle obsBeHA 3a
IIPOTHBOPEUAINA HA IIPHIOKAMHA 3aKO0H, HMa [1a HAllpaBU HEBAM/IHA HUKOS [pyTa HETOBA Kiays3a
WK IOTOBOPA KaTo HIO.
10. Ipu chCTABSIHETO HA HACTOSIIHMS JOTOBOP CE MPEJICTaBAXA CIEAHUTE OKYMEHTH:
JoxymenTtu 1o wi.112, an.1 ot 3011, u3paneHy 0T KOMIETEHTHUTE OPraHu;
TapaHIzs 3a W3IBIHEHKE Ha JIOTOBOpA.
Hepasnensa gacT OT HACTOSIIMS TOTOBOD € Cremubuxanus — [Tpunoxenne Ne [1
HacTOSIMsT JOTOBOP ¢€ MOJMKCA B TPH €THOOOpasHH €K3eMILLIpa — Ba 32 KYIIYBAYA u
enud 3a IPOJABAYA.

KYIIYBAUY ) HOPOJIABAY 3a/1M4€eHO Ha OCH.
M3nbaHATEIeH JUPEKTOP: w1 36a, an. 3 or 3011

(m-p Pymen 1 3anuueno naocu. 77
4. 36a, air. 3 or 3011 %

T1aBeH cUeTOBOANTEII: /
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