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JOTrOBOP
3A IOCTABKA HA JIEKAPCTBEHH IPOIYKTH

A e g
Juec, ...... “/i’ ......... 20”2"( r., B Tp. [lnosaue, mexay:

»KOMILIEKCEH OHKOJIOTHYEH HEHTBHP - ILIOBANUB” EOOJ, EMK 000463379, che
Ce/lanuine U afpec Ha yupasneHue: rp. llnosous, 6yn. ,,Bacun Anpunos” Nel5A, npeacrapnasano or
Hou. a-p namen @ores, .M. — ympaputen u Tans [[bBKOBA — FIABEH CYCTOBOAMTEN, HAPHYAHO [0-
Joity 3a kparkocT ,JIEHEEHO 3ABEJEHHUE - Bb3JOXKHTEJ” ot egHa cTpasa

"

»POLI BBJITAPHS” EOO/, cbe cenammme 1 ajpec Ha ynpasnense: rp. Codus, k8. “MasacTHpCKu
nueamd — sanan’, yi. ,bamo mone” Ne 16, EMIK 131279951, npeacraenssano ot Esrenuii Hukosaer
Hukonos — VYopasuren u Pomeo Bnanumupor MuIKos — TBProBCKM ITBIHOMOIHMK Ha ,,Pom
Buarapus™ EOO/I, yrmenHomormen ¢ mbnHoMomuo per.Ne 1045/13.05.2019 r. ua HoTapuyc B paiion PC
Codust per. Ne 207 na Horapuansara xamapa, HapuJaHo 10-404y 3a xpatkoct ,A3IBJIHHTEN” ot
JIpyra crpana,

Ha ocHoBanme 4. 112 ot 3akona 32 obuwectsenute nopsuxy (30I1), BB BpB3Ka C NPOBCACH BHTPELICH

KOHKypenTed u3dop no Pamxobo cnopasymedue Ne PII-11-270/22.06.2020r. ce cKIIOYM HACTOAIUS
JOTOBOP 32 CHEHHOTO:

L. IPEAMET H CPOK HA TOT'OBOPA

Hn. 1 (1) JJEMEBHO 3ABEJEHHUE - BB3JOXWTEI swinara, a H3OBJIHUTEIST ce
33IbJDKABA 12 H3BLPIIM JOCTABKA HA CIIETHUTE JICKAPCTBEHH MPONYKTH:

O6ocobena nosmiua Ne 1

Anaromo- MesxkaynapoaHo Hauun Ha | Mapka Konnuectro
TepaneBTHYEH KOJ | HENATEHTHO NPHJIOIKEHHE /mg, tablL,

/ATC-xon/ nanMeHoBanue [INN/ mk u ap./

LO1XC32 Atezolizumab napeHTepaina mg 1324800

(2) JloroeophbT BiM3a B CHNA OT JaTaTa Ha NOIIIMCBAHETO MY OT ABETE CTPaHW H € Cbe CPOK J0
- 31122021 r.

I1. IIEHN H OBINA CTOHHOCT HA JJOCTABKHTE IO JOTOBOPA

Ha. 2. (1) Uenata na crokure no un.l e chriacHo ueHoBo npemnoxenne xa W3IIHJIHUTEJS,
HepaslelHa 4acT OT A0roBOpaA.

(2) Lenara BurouBa cToRHOCTTA Ha CTOKATA, OMAKOBKA, 3aCTpaxoska u Tpancropt 5o JEYEBHOTO
3ABEJIEHUE — BB3JIOKHUTEJ npu MUAKMMales cpoK Ha FOAHOCT He MO-KpaTek oT 40 % ot
0OsBEHMS OT NPOU3BOAMTENS 34 JIEKAPCTBCHHUTE HPOAYKTH MM HE TTO-KpaThK oT 20 % oT o6aBeHns ot
IPOH3BOAHTENA 38 GHONPOAYKTUTE MM GHOTIONOBHHTE NPOIYKTH, MHHUMATHHAT CPOK Ha I'OJHOCT ce
OMNpe/ieNs KbM JATATa HA BCAKA JOCTABKA HA JIEKAPCTBEH HPOAYKT.

(3) Obwara cTOWHOCT Ha NOCTABKHMTE MO NOrosopa ¢ a0 7 548 909,12 (ceneM METUOHA [ETCTOTHH
HETHPHASCET W OCEM XHIAIH NEBETCTOTHH M ACBET JISBA M [BAHANECET CTOTHHKH) JIeRa 663 BKIIOYEH



HHAC u 1o 9 058 690,94 (neBer MHIMOHA HET/IECET M OCEM XUMAAA MISCTCTOTHH U JeReTAECeT JIEBa
ASBETACCET M YSTHPH CTOTHHKHN) JieRa ¢ BroYeH JJIC.

(4) Uenara no norosopa ¢ duKcHpaHa, He MOJISKY Ha MPOMAHA 3 CPOKA Ha JIeiicTBHE Ha JAoroBopa,
OCBeH B ciayuaute Ha 116 ot 30IL

(5) B ciyqai, ue npe3 BpeMeTo Ha JeHCTBHE HA CBOTBETHHS JIOTOBOD CTOHHOCTTA, KOATO CEMIBA A3 CE
sannama ¢ nyGIMYHE CPEACTRA HA 1eKapPCTREHH IPOAYKTH OT ITO3UTHBHMS N€KapCTBEH CMCHK CTANE
O-HUCKa OT JOTOBOPEHATA, JIeueOHOTO 2aBefIeHHe — BB3NIOKHUTEN 0e3yClORHO 3alNala JeKaPCTESHHITE
IPOAYKTH Ha MO-HHCKATA CTOHHOCT, CYMTZHO OT:

- JIaTaTa Ha BM3aHe B CHJIA Ha PIUCHKETO Ha HaunoHanmus ¢hEeT N0 UeHN 1 peHMOypcHpane
Ha nekapcreenuTe npoayxru ( HCLIPJIIT);

- 1ATaTa Ha aKTyanW3auHsTa Ha [Jo3MTHBHUS neKapeTeeH CIMCHK 1O pena Ha wi. 57, an. 1 oT
HapenGara 2a ycrnoeuATa, npaBuiaTa W pefia 3a pPeryIdpaHe M pPerucTpUpaHe Ha LEHWTE Ha
nexapcrgeHure npoayxru (HYIIPPPIUII) 3a siekapcrBeHure NpojykTH ¢ HamaleHa CTOHHOCT 34
OMaKOBKa, M3UMCIIeHa Ha 0aza pedepeHTHa CTOHHOCT.

B caywante 0o MpeaxoAHOTO M3peueHHe, CTORHOCTTA ¢e OHpeAeis KbM MOMEHTA Ha AOCTABKATA
(moam#uceaHe Ha IPHEMO-TIPEAABATEICH TPOTOKO).

HI. YCJIOBHSL 1 HAYIHH HA ILTAIITAHE

Ya. 3 (1) [namaneTo no HAacTOAMMA JOTOBOP €& OCBUICCTBABA UPe3 GAHKOB MPEBOX OT CTpaHa Ha
JEYEBHO 3ABEJAEHUE — BL3JIOXKHUTEJ no nocouenara B i 15, an 3 GaHkoBa cMeTKa Ha
W3ITbJIHUTEJIA. :
(2) 3arvaniaHeTo Ha CTOKWTE 1O JOTOBOPA CE M3BBPIIBA OTIONKEHO B CPOK A0 60 /mecraeceTus/ fcH,
clies1 IPEeCcTaBgHe Ha CNEIHUTE JOKYMCHTHU:

1. Hocrasua dakrypa, cheTaABEHA CHIVIACHO M3McKBanuaTa va 3/1J1C u [TTI31AC;

2. llpuematenHo-ipeAaBaTe/iiy IPOTOKOIIH;

(3) B cayuail, ue nocoyennTe B i 3, an. 2 JOKYMEHTH Ca HEPeIOBHM MM HE €A KOMIUIEKTOBAHH,
ceuure ce Bpuinat Ha UIMTBJIHWTEI ¢ apueMateino - npesasatenied NPOTOKON 3a M3TIPaBsaHe Ha
HepeanocTHTe. CpOKBT [0 W3, al. 2. 3aII04Ba Jia Teue OT JAaraTa Ha IIPSACTABIHETO Ha MOCTeHHUA
H3HCKYEM CC JOKYMEHT.

(4) Hpwu daxrypupane Ha 3asiBEeHMTE KONMMECTBA JICKAPCTBEHK MPOAYKTH, 1O BCIKA OTAESAHA 3asBKa,
[eHaTa HA OfaKOBKA HE CNCHBA Ja HANBUIABa OmpeAeneHara B IIOBWTUBHUS JIEKapCTBCH CIIMCHK-
tIpunosxenue Ne 2, pedepentna CTOHHOCT Ha ONAKOBKA 33 CBOTBETHHS ICKAPCTBEH NPOAYKT. B cayuai
Ha M3YUCISABAHE Ha CTOMHOCT IO-BMCOKA OT pedepeHTHATa CTOHHOCT Ha OfaKOBKA 334 ChOTBETHUH
JIEKAPCTBEH NPOLYKT, CTOHHOCTTA C& HaMAAABA U 3aIUIalia IO CTOMHOCTTA HA OTIAKOBKa OIpEieieHa B
[osurueuus nexkapeTeeH cnuesk- Tpunoxenne Ne 2.

IV. CPOK HA JOCTABSHE

Y. 4 (1) JEHEBHOTO 3ABEJAEHUE ~ BB3TOKHUTE 3asaBi8a HE0OX0IMMETE MY KOTHYECTRA
¢ nucMmena 3agska a0 M3ITBJIHUTEJIA. 3aapkata ce BpbYBa JIMMHO Cpelty I[OAMMC Ha
VBHOBJIHHUTEJISA unu yobiHOMOIIEHO OT HETO JIMUE WIM ¢ H3NPALla ¢ OPSNOPBYAHO MHUCMO C
obpaTHa pasnucka, 10 Hake Wiy O SNeKTPOHESH IIBbT.

(2) Besika otnenua qocTaBka, cieisa 1a Op4e JOCTaReHa B CPOK A0 7 KANCHIAPHY JAHH CIIe IOy4aBaHe
Ha 3agpkata oT JEYEBHOTO 3ABEJIEHUE — BB3JTOMXHUTEJ 1 33 xoJH4YeCTRATA U ONAKOBKUTE
(cboOpasHO KOHKPETHUTE JEKAPCTBEHH MNPOAYKTH, MOCOYEHM B TEXHHUCCKOTO MPENTOXKEHHE HA
VRITBIIHUTENA), TOYHO ONpENeNCHU B 3asBKaTa. B cliyuail, 4e ce NpaBu mhpB2a JOCTaBKA OT NajeHa
napTifa Ha IeKapeTBeH NPOAYKT, ce rpeactassa CepTuduxar 3a ocBob0K 1apaHe HA TapTHAATA, U3NAIeH
or keamduuupano muie no 3J0IXM Ha enexkTpoHeH HOCHTEN WM [0 CIEKTPOHEH MbT HA
eIEKTPONHATA TI0IHA, MOCOUEHa KaTo afipec 3a KOPECTIOHACHLNS, TIPHAPYKEH ¢ MPEROj HA OBITapCKH
e3uk oT dupMa, ckmodria aorosop ¢ MunncrepcTBo Ha BbHIUHMTE padOTH 33 M3BBPINBAHEC HA
opuumaniy rpegoad. HM30pocHHTe JOKYMEHTH Ce DPENCTABAT B CHOTBETHOTO 3BEHO, OMPEAEneHo OT
feuebHOTO 3aBeleHHe — BR3TOKHTeN. [Tpy crieBamm JOCTABKK HA NEKapCTBCHH NPOAYKTH OT ChillATA
napTuaa, cepTUPUKaThT HE C& IPEACTaBA.



(3) B cnywait Ha HeoOxomumocT o©oT cnemna jgocraska, JIEYEBHOTO 3ABEIEHHE -
BB3JMOKHUTEJI nocoura M3pHYHO B 3asskara, 4e ¢ HeoOxoaumo jga Gpae M3BBpINEHA CIICLIHA
nocragka. B Tosu ciryyait, nocraBrarta cnesa fa Opae H3BBPIOCHA 10 6 waca OT NOAyYaBaHe Ha 3adBKaTa
H 38 KOJMYSCTBATA M ONAKOBKUTE (CHOOPA3HO KOHKPETHUTE JICKAPCTBEHU MPOAYKTH, HOCOYEHH B
TEXHHYECKOTO MNPEAIOMECHUC Ha M3ITBIHUTENA ), TOUHO ONPEACICHH B 3as8BKATA.

(4) UBOBAHHUTEJAT ce sansmxkaga, B cpox 1o 1 paBoTeH jeH, B ciyyanTe no an. 2 ¥ B ¢pok Jo |
Yac, B CAy4auTe HA an. 3, Ciel MOJYYaBaHeTo Ha BCAKA 3a8BKa Jia YBEIOMH NUCMEHO Wi no (akc
JEYEBHOTO 3ABEAEHHUE — Bb3JIOXKHUTEJI B cnyuaii ue He MOKe Aa H3BLPIIE JOCTABKA HMIH
B CTy4ai, ue He MOXKE Jia CITa3y CPOKBT 3a H3BhPIIBAHE Ha JOCTABKATA, HPEIMET HA KOHKPETHATA 3a5BKA.
(5) KbM naraTa Ha BesiKa JOCTABKA, OCTATBEUHUAT CPOK Ha FOAHOCT HA IEKAPCTBEHNTE TIPOAYKTH, CHE/Ba
na Opae ne no—manek ot 40 % /germpuaecer na cro/ oT 06ABEHNS OT IPOU3BOAUTEIS.

(6) KuM natata Ha BeAKa JJOCTABKA OCTATHYHMAT CPOK Ha FOHOCT Ha OHOMPONYKT Wi GHOMNOI06eH
MPOJYKT, ciensa Ja Obac He no—Manek ot 20 % /aBagecer na cro/ o1 0GSBEHMS OT IPOH3IBOAUTEIS.
(7) 3a xonmuecTBa AOCTaBeHH M2BBH 3asieKata mo wi. 4, anl, JEUEBHOTO 3ABEJIEHHE —
BB3IJTOXKHUTE vava 3a1BKeHNE 38 TUIAITAHE.

(8) B ciayuaute mo un. 10, an. 7 or H0oroBopa, CpoKbT 1m0 al. 2 M 3 3arodYBa fia Teye OT AATATA Ha
nueMenoTo cernacke Ha JEUEBHOTO 3ABEIEHHE — Bh3JTOJKHUTEL

V.MACTO DA JOCTABSIHE

Ya. S.(1) 3a macto Ha JOCTAaBAHE Ha CTOKMIC [0 TO3M JOrOBOP €& OTPEASHS CISKHHS aapec:
rp.Jlnopaue, Gyn.“Anexcangsp CramGonumitckn™ Ne2 A, Bonmmuna amrexa Ha ,KoMmiekceH
OHKOJIorn4er ueHTep-Ilnosaus™ EOO/,.
(2) PucksT OT cityqalinoTo MOrMBaHe MM HOBPEXKAAHE Ha CTOKMTE TipeMHHABa BEpxy JEYEEHOTO
SABEJEHUE — BB3JOXKHUTE or MoMeHTa Ha IPUEMAHETO MM HAa MSICTOTO HA JOCTABAHE C
OpHEMATENHO-TIPeIaBaTelieH NPOTOKO,

V1. JATA HA TOCTABSHE HA CTOKHUTE

Y. 6. 3a paTa Ha JOCTABAHRE CE CUMTA AATATA, HA KOSTO CTOKMTE Ca AOCTABSHU 10 azpeca noco4eH B uil.
5, an. 1, mpu vesoeusTa Ha w1 9, ax. 2.

VII. 3AXZb/DKERVSE HA T3ITBJIHUTEJS

Y. 7. TBITBJIHUTEJIAT ce 3axbinkasa:

1. Ha nocrasu crokuTe B JOrOBOPEHHMS CPOK ¥ aa ru npeaame Ha JEYEBHOTO 3ABEAEHUE —
BB3JIOXKHUTEIL

2. la npenafe CTOKHMTE, MAKETHPAHH M MapKHpaHH B ChOTBETHHS BHI, KOJMYCCTBO M KAYecTRO Ha
MACTOTO Ha JIOCTaBsHE.

3. lpy IO AMUCBAHETO HA JOTOBOPA Na MPEACTABH:

a) nokymenTH 1o 4. 112, an. 1 ot 3011

0) rapaHums 3a M3NBLIHEHYUS, B eAHA OT GopMuTe, onpeneneHH B un. 111, an. 5 or 3011, cre CpOK Ha
BamuAHOCT 60 AHM crej M3THYAHE CPOKa HA JOTOBOPA, KOATO ce oceoboKaana B cpok 10 60 gHu cney
M3MBIIHEHME Ha Jorosopa. B ciyuall, 4e BatMaHOCTTa Ha rapanLHsTa M3THYE IPEAH JOTOBOpPa a Ohae
waneaHed, MBITBJIHUTEAT ce sagpipkaBa Da YARIDKH CpoKa Ha BATHIHOCT HA rapasIyMATa ¢
TONKOBA MM, TaKa € rapaHuusila Aa MOKPHBA OUaKBAHHS CPOK 33 W3IBIHCHNUE HA AOTOBOPA II0OC 60
nun. CapanuusTa e B pasmep na 3% ot cTofinocTTa Ha JoroBopa 6e3 JUIC n sn3sm3a ua 226 467,27
Jepa.

(4) Ma. noctabs nekapcTBEHYW NPOLYKTH, KOHTO OTIOBAapAT HA M3MCKBAHMSTA Ha 3aKoHa 3a
NeKapCTBCHUTE NPOAYKTH B XyMaHpaTa MeauumHa (3JIMIXM) — na npuTexasar Banu/HO pazpenieHHe
3a ynotpeba B cTpanata, W3daieno 1o pena Ha 3JITIXM wim Pernament (EOQ) Ne 726/ 2004 r. ua
Erpornetickus napnament u Ceeera /. 23, an.1 na 3JITIXM/.

(5) [a noctaes neKapeTBEHH LPOAYKTH, KOHTO ca BKMoYeHu B Ilpunoxerue Ne 2 Ha HOBHTHBHHH
JEKapCTBEH CIHCBK.



(6) B cyuaii, e ce HpaBH DHPRA AOCTABKA N0 JafSHA MapTHIA HA NeKAPCTREH NPOAYKT, A IpeacTans
Ceprudukar 3a ocsofoxiaBaHe Ha IapTHIaTa, B3JajcH or ksanuduuupaHo mvue no 3JIIIXM na
ENeKTPOHEH HOCUTEN WiH 10 eNeKIPOHEH MBT Ha eNeKTPOHHaTa MOMA, NOCoUeHA KaTto aipec 3a
KOpeCMOHIeHIW, MpHApYKeH ¢ IpeBol Ha Opnrapcku ezuk ot GupMa, CKHOYMAA AOrOBOP ©
MuHHCTEPCTBO Ha BBHIMHUTE PabOTH 3a H3BhPIUBaHE Ha O(HIIMATHY OPEBO/IH.

VIIL 3ABJTAKEHUSA HA JEYEBHOTO 3ABETEHHE — BB3TOKHTEN

Yn. 8. JEHEBHOTO 3ABEAEHHUE — BB3JMOAKWTEY ce sanpmxaga:

1. Jla npueme JO0CTaBEHUTE B CPOK M HA MACTO CTOKH, CHOTBETCTEAINY TI0 BUJ, KOMHYECTEO H Ka4eCTRO
Ha ONMCAHOTO B HACTOSLIHA JOFOBOP.

2. Ja 3anjati JOCTABEHHUTE CTOKH [10 peAa Ha Wi 3 OT HACTOSAUIMA JOFOBOP.

3. Criell NpUKIIOMBAHE M3ITBIHCHHETO Ha JOTOBOPA Aa ocsobOIM rapaHuMsTa 3a U3MbIHeHHE, Ge3 aa
KBIDKH THUXBU 33 CPOKA, NPe3 KOHTO CPeiCTRATA 3AKOHHO ¢a MIPECTOANH Y HEro.

IX. IPUEMAHE U IIPETABAHE HA CTOKHMTE

Y. 9. (1) [Ipuemanero Ha CTOKUTE C€ U3BHPIIBA HA MSACTOTO HA NOCTABAHE [OCOYEHO B 9L D, ai. 1.
(2) MBNBJAHUTEJIAT wmnu  ynmpAHOMOWEH OT Hero [IpeacTaputeN M HpCACTaBUTE]l Ha
JAEYEGHOTO 3ABEJAEHUE - BbB3IJOKHUTE poanucear nOpueMaTelHO-PeAaBATEICH
MPOTOKON, YAOCTOBEPABAIN TOTYYARAHETO HA CTOKHTE.

X. KAYECTBO, TAPAHIIUH H CPOK HATOJHOCT

Y. 10. (1) CroxuTe, npeaAMeT Ha HACTOALUSA JOTOBOP, CIEC/BA Ja OTTOBAPST HA M3HCKBAHMATA Ha 4.
7,an.4us.
(2) KM maTaTa Ha J0CTaBKaTa, OCTAThYHMAT CPOK HA FOIHOCT Ha JICKAPCTBCHUTE NPOYKEH, C/IC/ABA 12
6be He no-Manpk 0T 40 % /qetnpunecer wa cTo/ OT 004BEHNA OT TPOUIBOANTEIA.
(3) B ciy4aii Ha OCTaBKa Ha NEKapCTBEHUS IPOJYKT € O ~ KPaThK OT JOTOBOPEHHS CPOK Ha TOHOCT,
JbIpKEMaTa Heycetolika ja Oble npoMeHeHa, KakTo clensa:

01 39,99% no 30% - 3 % pbpXy CTOHHOCTTA HA JOCTABKATA;

o1 29,99% 10 20% - 5 % BBpXy CTOHHOCTTA HA HOCTARKATA;

ot 19,99% 10 10% - 7 % sBpxy CTOH#HOCTTa HA AQCTABKATA;

o7 10% - 10 % Bepxy CTOHHOCTTA Ha JOCTABKATA.

(4) OcraThuHMAT CPOK Ha rOAHOCT Ha Guonpoayxr /Guononoben NpoayxT, ciensa xa Orae He no—
Mabk oT 20 % /apageceT Ha cto/ OT 00ABeHMS OT IIPOU3BOJAMTENS KbM JATATd HA BCAKA JOCTABKA.

(5) B ciyuait Ha socraska Ha SHONPOAYKT/OHMONOAOOSH HPOMYKT € MO ~ KPaTeK OT JOTCBOPEHHA CPOK
Ha TOJHOCT, JhIKUMATA HEYCTONMKA € KaKTO Cre/iBa:

ot 19,99% 1o 10% - 2 % BEpXy CTOHHOCTTA HA NOCTABKATA;

oT 9,99% 1o 5 % - 4 % BEpXY CTOWHOCTTA Ha NOCTABKATA;,

nox 5% - 6 % BEPXY CTOMHOCTTE Ha JOCTABKATA.

(6) JEYEBHOTO 3ABEJEHHE — BB3JAOKUTE moxe fia OTKaKe NPUEMAHETO Ha CTOKUTE, aKO

B JCHA HA TAXHOTO MPUCTUTAHE WM TPHEMAHE OCTATEYHHMA CPOK Ha FOJHOCT € MO — MajibK OT
onpeaenerus B un. 10, an. 2. v an. 4 MUHUMANCH CPOK Ha FOJHOCT.
(7) HocTtaBkara Ha JieKapcTBeH NPOAYKT ¢ OCTATEYEH CPOK HA TOAHOCT HO-MATbK OT 10 ma cto OT
oGsBEHMA OT IPOM3BOIUTENA M Ha OUONPOAYKT/OHONOR00EH POAYKT ¢ OCTATHUCH CPOX HA FOAHOCT IO~
MATBK OF 5 HAa ¢TO OT OOABEHUs OT TPOMIBOLMTENA CE HMIRBPUHIBA CaMO C IHCMEHO CBIJIACHC Ha
JEYEGHOTO 3ABEJAEHUE — BL3JIOKHTEI 3a KOHKpeTHO KOJIMYECTBO, ONPEACNICHO OT HErO.
Be3 uspuuno nucmero ceriaacue Ha JEHEBHOTO 3ABEAEHME — BB3JOKNTE croxure Hama
fa OBHAT 3anNALaH.

(8) Mckamero 3a mMcMeHO ChITACHe, B ClIydauTte Ha an. /, CleABa Jia HOCTHOM B JEYEBHOTO
JABEJEHUE — BB3JIOKHUTE B cpox 10 1 (emun) paboTeH JeH OT MOIY4aBAHE Ha 3a5BKATA.

(9) B cryuanTe Ha ClIEIIHK JOCTABKU MOCOYEHHTE B an. 3 u ail. 5 HEeYCTOHWKH HE CE NPUNarar.



XL OTTOBOPHOCT 3A HETOYHO HU3IIbJTHEHHE. PEKJAMAIINA

Y. 11, (1) AEYEBHOTO 3ABEALHHUE — Bb3JTOXKHUTEJ Moxe Ja npeisisasa pekiaMariiy mpes

M3 BJIHHATEA 3a:

a) KOJIMYECTBO M HEKOMIUIEKTHOCT Ha CTOKMTE WIIH TEXHMYECKATa JOKYMEHTAUM (ABHKE HEMOCTATHIIM);
6) Ka4ecTRO {CKPHTH HEAOCTATEIUM):

~ ~ IPH IOCTARSHE HA CTOKH HE OT JOFOBOPEHHS BUJL, TIOCOHEH B Ul 1;

- IPY KOHCTaTUpaHe Ha JedexTH npH ynoTpeba Ha CTOKHUTE.

(2) Pexnamanuu 3a SBHM HEJOCTATHLM Ha cTokuTe ce npasar ot JEUEBHOTO 3ABEJEHUE —

- Bb3JOKMTEJL B MoMeHTa Ha NPENABAHETO MM, 38 KOSTO Ce ChCTaBs NPOTOKOI, IOAIIMCAH H OT JBETE

CTpaHu.

(3) Pexnamalyu 3a CKPUTH HEJOCTATBIM CE MPARSIT IPE3 LEMHA CPOK HA NOJHOCT HA I0CTABSHUTE CTOKH,

KaTO peKlaMaledTa <€ MPHAPYXKaBa 33BDKHTEIHO OT KOHCTATHBEH MPOTOKOJ, M3AANEH OT

M3zneanurenyarta areHIs 3a JICKapcTBaTa.

(4) JEYEGHOTO 3ABEJEHHE - BbL3JIOXKMTE] ¢ anexuo [ga yBeJOMA IHHCMEHO

W3ITbJIHUTEJIA 32 yeranoseHuTe nedekry B 5 (HeT) IHEBEH CPOK OT KOHCTATHPAHETO UM.

(5) B pewiamanuute ce MocouBa HOMEPHT Ha JOrOBOPA, TOYHOTO KOSHYECTBO Ha IOIYYEHHTE CTOKH ©

TeXHHUsS MAPTHICH HOMEpP, OCHOBAHWETO 3a peKnamMaiHs W KOHKperHoto uckane Ha JEUEBHOTO

3JABEJEHHE - BB3JIOKHUTEIL

(6) B 5 (met) muesen cpok ot nonyyasane Ha pexnamaumsra, A3ITBJIHUTEIAT crensa aa otroropy

tHa JEYEBHOTO 3ABEJEHHE — BDB3JIOKHTEJ rucMeHo ¥ KOHKPETHO Hand MpHeMa

PEKAaMALMATA HIH ST OTXBBPIIS.

(7) lpu pexnamaims 3a aeay Hepocrarhud H3MIBJIHUTEJIAT e anbxen B cpok oT 2 paboTHH Juu

OT TIONyYaRaHe Ha PEeK/IaMalMATa 3a CBOS CMETKA M PUCK Aa JOCTABH HA MSCTOTO Ha AOCTABIHE

KOJIHMECTROTO JIUIICBALIM B JOCTABKATA / HEKOMIUTEKTHH JOTOBOPEHH CTOKH.

(8) llpu pexnamauus 3a CKpUTH HegocTarTsuu, B ciydail ye HINLJIHUTEJST e npuen

peKAaMalIlyATa, ChIUAT € JTbKeH B 10 (1eceT) THeBEH CPOK OT NONyYaBaneTo H 12 3aMEHU JOCTABEHHUTE

- HEIOrOBOPEHH 1o BuA / edeKTHH CTOKHM 3a CBOS CMETKA M PHCK HITH 1o npeucnka Ha JEYEBHOTO

3ABEJIEHHUE — BB3JIOKHUTEJ na pepHe ¢hOTBETHAaTa 4YacT OT 3allIATeHATa LIGHA, BEIHO C

ABIDKMMHTE JTUXBU.

(9) Mz60p®T HA HOCOUEHHTE FIO-rOPE BE3MOIKHOCTH [a Ce BEPHE CHOTBETHATA YACT OT TIATEHOTO WM

fla ¢e AoCTarAT HOBH CTOKH npuHamiexu Ha JEYEBHOTO 3ABEJIEHUE —~ BB3JTOXKHUTEN u ce

- yOpaxHsiBa 0T Hero nof gopmara Ha nucMeHo ysegomiaenne 10 H3ITbJIHUTEIIS, xato pasxoauTe U

PHCKOBETE I10 HOBOTO AOCTaBAHE ca 3a cMeTka Ha U3ITHJIHUTEJIA.

(10) Croxure, npeamer Ha pexiamaums ce cexpanssar ot JIEUEBHOTO 3ABEJIEHUE -~

BB3JIOKHUTEJ no ypexiane Ha peKIaMauHure.

XIL OTTOBOPHOCT IIPH HEU3IIHJIHEHUE

Yn. 12. (1) 3a HeM3MBIHEHHE HA 33b/DKCHHATA CH 110 HACTOSIIUS JOTOBOP C M3KTIOYEHUE HA TC3H I10
an. 10, an. 2 u an 4, MBIIBJHUTEJAT anmxu neycrolika B pasMep Ha 0.5 % Ha jeH BLPXY
CTOHHOCTTA Ha KOHKpPETHATa 3asBKa, HO He roseue ot 10 % (neceT mpouenta) oT cTodHOCTTA Ha
KOHKPETHATA 3as1BKa, KAKTO M 00e31IeTeHNE 32 PEThPIeHUTe ACHCTBHTENHH BPEM B CIIYYAHTE, KOTATO
Te HaAXBLPIAT JOTOBOpERATa Heycroiika. B ciaydawrte mo um. 4, an. 3, mocoueHara B NpPEesXOQHOTO
u3peyeHne HeycTolka B pasmep na (.5 % ce HauHCHARA 33 BCEKH 4Yac 1IpoCpoure, HO He riosede oT 10
% (ecer npoueHTa) OT CTOMHOCTTA Ha KOHKPETHATA 3a57BKA, KAKTO U 00e3mieTeHne 3a NpeThbpleHuTe
- NCHCTBUTEIHM BPEU B CIIY4aHTE, KOIATO T HAAXBBPIAT JOrOBOPEHATA HEYCTO KA.

(2) Koraro mpu sanmuue Ha pexnavauud, HSITBJIHUTENST se uU3mbiHH 3aIBDKEHHATA CH 1O
pasaen XI OT HacToswWHMsS JOTOBOp B CPOK, cwiumsT Aeku sa JIEUEBHOTO 3ABENFEHUE-
Bb3JIOKMTEJN seycroiika B pasmep Ha 2 % OT LcHATa Ha CTOKHMTE, 33 KOWTO ca HaMpaBeH
peKIaMalHHTe.

(3) JIEMEBHOTO 3ABEJEHHE — BB3JIOXKHUTEJ yroBneTROPABA IPETEHLMHTE CH OTHOCHO
HEU3NBJIHEHMETO Ha JOrOBOpA, KAKTO W 34 3amiallaHe Ha HeycrofikuTe OT CTpaHa Ha
M3 BbJHHUATEIS kato 3aampKa rapadlyaTa 3a U3IIBJIHEHKE 1o 4. 7, al. 3, Oyksa “0” oT morosopa,
K4TO MpeAnpHemMa ACHCTBUs 3a HEHHOTO ycBosBaHe. B ciyuaii, 4e cTOHHOCTTA Ha rapasumuara 3a



H3OBJHCHHE HE NOKpHBA BCHYKH ABMKUMH oT USHBJIHUTEIS seyeroiiku, JEYEBHOTO
SABENEHUE - BB3JOXUTEJ npuxpama Zb/DKAMHTE CyMHM OT HACPEIIHH FUIANIAHHA KBM
H3OBJIHUTEJIS.

{(4) Ipw Tpy reTa BMROBHA 3a0apa wa U3MBJIHUTEIIS, npont/bkuia ¢ roBede OT [ONOBHHATA OT
CPOKa 3a M3NLIIHEHME HA CBOTRETHOTO 3aib/UKEHHE, B pamkute Ha TpH Meceua JIEUEBHOTO
3ABEJEHHE — BB3JIOKHUTEJ uMa npaso fa mpekpaT HOrOBOPa €IHOCTPAHHO ¢ |5-7HeBHO
Hpeiu3BecTHe.

(3) IEYEBHOTO 3ABEJEHHE - Bb3JIOKHTEJ uma npaso Aa NPeKpaT# eIHOCTPAHHO 1 6e3
NpeaH3BECTHE HACTOALINA IOTOBOP B CNyYal Ha CHCTEMHO HETOUHO U3IL/IHEHHE Ha 2aTbIKEHUATA OT
VBITbJIHUTEJSL v npefssesy roBede OT TPU pekiaMaliid B PAMKUTE HA TpU Meceua ot
JEMEBHOTO 3ABEJIEHUE — BL3JIOKHUTEI o pena na rnapa XI.

(6) B ciyuaii, ue no otHomenye Ha H3MMBJIHUTENS nactenat obcToATencTeaTa o un. 54, an. 1, u
Wi 55, an. 1 o1 3axowa 3a obmecteenute nopruki, JEYEEHOTO 3ABEAEHUE- Bb3JIOKHUTEJ

UMa IPABO /1a MpeKpPaTy e{HOCTPaHHO HACTOALINS IOTOBOP, 6e3 MUCMEHO MPEAU3BECTHE U O3 Ja IBIKH
HEYCTOHKH.

XIII. ®OPCMAXOPHH OBCTOATEJICTBA

Y. 13 (1) Crpauure no HACTOAIRHA JOrOBOP HE NBMPKAT 0Ge3IICTEHHE 3a MOHECeH! BpeaH H 3arybH,
aKo NoCAeAHHTe ¢a IPHYMHEHH B PE3YNTAT Ha HEMPEOoAOMMa CHIIA.

{2) Ako cTpanara, KoTo € CJIERBANO Ja U3NE/IHA CBOC 3abDKEHHE [0 JOTOBOpa ¢ Ouna B 3a6apa, T4 He
MOJKE /13 Ce 1T030BaBa Ha HENPEeo0IHMa CHIa.

(3) “Henpeopmoamma cria” Mo CMHCEN2 HA TO3M HOTOBOP € HEMPCIBHICHO H/WIA HelpeAOTBPATHMO
cLOUTHE OT M3BBLHPEACH XaPaKTep, BE3HUKHAIIO CJICI CKHOYBAHETO Ha HOFOBOpA.

(4) Crpanarta, 3acernarta OT HENPEOAONMMA CHAA, € FIbIKHA Ja MPEANPYEME BCHUKY ASHCTBIA C IpIvKaTa
Ha N00Bp CTOMaHKH, 33 A2 HAMAIM N0 MHHHMYM MOHECeHUTe BPSad M 3arybH, KakTo W Ja YBEIOMH
ODHCMEHO [pyrara CTpaHa B 7-AHEBEH CpPOK OT HACTBIBAHETO HA HeHpeoaoaumara cunia. [Ipu
HEYBCAOMABAHE B OCOUCHUA B OPEIXOAHOTO H3PEUSHUE CPOK ¢€ KBIKM 00e3INeTeHUE 33 HAaCTRIMINTE
oT Tosa Bpenu. Heripeogomumara cuima ce I0Ka3pa OT 3acerHarara CTpaHa CbC cepTHOHUKAT 3a
dbopcMakop, ¥3MaNEH O CHLOTRETHUA PEll OT KOMIIETCHTHMS OPraH B ALPKaBaTa, B KOSTO €2 HACTBIHIM
dopcmaskopHHTE 0OCTOATRICTRA.

(5) JlokaTo Tpae HenpeoJOiMMaTa CHA4, H3BJIHEHHETO Ha 3aIB/GKCHHATA H CRBP3AHMTE C TAX
HACPELIHH 3aJBKSHMA ce CUMpA.

(6) He npencrapnssa “HerrpeonoNima Ciiia” chOUTHE, IPHIMHEHO M0 HEOPEKHOCT WIH Ype3 YMUIIIEHO
NeHCTBHE Ha HAKOA OT CTPaHUTE MM TCXHH NPENCTaBHTEM U/HIH CIYKHTENH, KAKTO M HeJOCTHIA Ha
riapuuam cpegerea ra UIMTBJHRTEIS u JEYEBHOTO 3ABEAEHHE — BBE3JIOXKHUTEJL

XIV. CIIOPOBE

Y14, (1) Be3uukHaNUTE Npes BpeMeTpacHeTo Ha J0FOBOpA CIIOPOBE U PASHOINIACHS MCKAY CTPAHUTE
€€ pellaBat upe3 nperobopy Mexny Tax. HocTursature goropopeHocTy ce 0GopMaIT B mucMeHa gopma
# Ce NpeBPBHIAT B HEpa3/el/IHa YyacT 0T JOroBOpa.

(2) B cmyyail Ha HENOCTUrale Ha JOTOBOPEHOCT 110 TIPEIXOTHHAS YACH, BCHUKH CNIOPOBE, NOPOIEHH OT
TO3M JOTOBOP MK OTHACALIH CE [0 HEro, BKIOUUTEIHO CIOPOBETe, IOPOASHU OT HITH OTHACALIH Ce 10
HETOBOTO THIKYBaHE, HeJeHCTBUTEIHOCT, HEM3IBIHEHHE Wik [IPeKparaBate me OLNar paspelnasaHi
cnopen OpATapCKUTe MATEPUANTHM X NPOLECYANIHH 2aKOHKM OT KOMIETeHTHHA ¢h 1o pepa Ha ['THK

XV. ChOBHIEHUSA

HYn. 15. (1) Bouuku cpoOUICHHA MEXKAY CTPAHMUTE, CRBP3aH# ¢ M3ITEJIHEHMETO HAa TO3W JOTOBOpP Ca
BAJM/IHH, 4KO €A HAIIPaBEHM B IIMCMEHa GopMa U ca [HOUTMCcaHy OT YI'BIHOMOIIEHUTE NpeJCTaBUTeNnH
va UBHBJHHATEI var JEYEGHOTO 3ABEAEHHE — BB3JIOXKHATEJL.

(2) 3a gara na chOOIICHUETO CE CMATA:

v JIATATa Ha NPEIaBaHeTo — IPM PRYHO NpeAapaHe Ha choOIIEHHETO;




v JaTaTa Ha TOIHEHCKOTO KieHMo Ha oOpaTHaTa pasnucka — IPH M3MpaliaHe 1Mo MOIATa;

v naTata Ha MPHUEMaHeTO — IPH H3Ipatane 1o gake uin e-mail.

(3) 3a BasmHu anpecu 3a npueMane Ha ChoOmeHMs 1 GAHKOBY CMETKH, CBBP3aHH ¢ HACTOALUYSA JOTOBOD
CcC CMATAT:

3A H3IIbJIHHTEJIA: 3A JEYEBHOTO 3ABEJAEHHUE- BB3JTOKHATEN:

Mar. dapmanest Hopa [Temxesa - ynpasuren Gonuugna
anrteka #a  ,KOMIUIGKCEH OHKONOTHYEH UEHTBp —
ITnosous” EOOH

basa Il — Oyn. Awekcanmep CramBonsiicku™ Ne 2A,
Ten.:032/670 042, ten. 0889 341 402

uveiim: koc_plovdiv_apteka@abv.bg

»POLI EBIHAPHA” EOOI, rp. Codus,
n.k.1618, xB. ,MaHactupcku nHMBagH —
zamax’, yi. ,bano noae” Ne 16; Tenm.
02/8184444; Baxe 02/8591199; email:
Bulgaria.orders@roche.com

g;ﬁggﬁi ;IRE ek bania: Viwkpeaat banxopa cmerka: ,,KOL - [Tnosaus” EOOJ — . O0umHcka
IBAN: BG62UNCR96600100ROCHEBG: gg{;\ij[e;g}?gg’,:‘BAN: BG21 SOMB 9130 101G 1605 01, BIC:

BIC: UNCRBGSF

(4) T1pn mpomsnHa Ha mocouenwms no ai. 3 agpec Wi GaHKOBA CMETKA ChOTBETHATA CTpaHa e [UrhiKHa 1a
YBEIOMU Apyrata B TPHAHEBEH CPOK OT IPOMSAHATA.

XVI APYI'H YCJI0OBHUA

Ha. 16. (1) Ilpasara 1 3a06/DKEHHUATA N0 HACTOAIMA JOTOBOP HE MOTAT /i C€ TIPEXBBPJIAT €JHOCTPAHHO
Ha TPETH JIMLA U MOJOOHU AKTOBE HE IOPAKIAT NPABHO AeHCTRHE 6e3 IMCMEHOTO CBIIacHe Ha Apyrata
CTpaHa, OCBEH B Cly4aute Ha obe3nedarane (rapaHTHPaHe) Ha 3aTkIDKeHNA N0 OAHKOBH KPeIuTH.

(2) 3a HeypeaeHMTE BBNPOCH B HACTOSUIMA JOFOBOP C¢ NpHiara AeHcTRALIOTO OBIArapeKo

3a4KOHOJATENCTBO.

XVIL HOAN3ITbJHUTEIA
(MPUROACUMO CaMO 6 CIYUAUmME, 6 KOUMO UZOPAHUA 30 USHBIHUMEN YYACHMHUK € NOCOYU, He 14e
ROA360 NOOUINBAHUMENY, NPU CKITIOYEAHE HA PAMKOSOMO CHOPAsyMente)

XVIL 3AKTTIOUUTEJTHU PASIIOPEBH



Y. 18. (1) IIpyt cHCTABAHETO HA HACTOALIYA JOTOBOP CE MPEICTABMXA CNEIHUTE JOKYMEHTH:
Hoxyments 110 v 112 or 3017

Hexurapauys no 4m1. 55, an. 6 or 3JIIIXM (korato e npuioxumo);

lapaHnys 3a M3OEIRCHME;

Texuugecko u LleHoro npenioikenne, Hepa3ieIHa YacT oT A0T0BOPA;

Hexnapanuy o 3MHUIL

(2) HactosiiuaT 10T0BOp €& CHCTABY B TPU e1HOOGPA3HU eK3eMiLIspa Ha OBIrapeKH e3HK — eIyl 3a
W3O BJIHUTENS v nea 2a JEYEBHOTO 3ABEAEHHUE — BB3JTOKHTEJL

ANENENENAN

JIEYEBHO 3ABEJEHHE — B’igB
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Cnpaskn

v

Fpernen va npepnoxexue '0O889' no npoueaypa [locTaBka Ha OHKOMOMMYKM NEKapCTBEHU NPOAYKTY 3a HyXguTe Ha ,KomnnexceH oHkonormieH
uenTLp-Nnosans” EOON no PamkoBo cnopasymenne Ne PA-11-270 oT 22.06.2020r"

OfiocoGexa nosnums 1

=+ Banenexue 3a yyacne

b Testrqecko npennaenmra

HAGTOAHATO RPERROXGHYE 33 WALIHAKAS KA NOPLYIKATA & noagaete oT: "POL BLIITAPUS" EOOL

W roanncano oT. Envtta Msavona Yaywena

B xa4ecTBOTO My/MM HE YITLAHOMOLIEHD fTHLE, sstHOMOltD perNe 2154/27.09.2018 Ha Horapuye B paiton Cothun perie 207

YBAMAEMM JAMY W FOCNODA,

C HacroniyoTo B pe/cTaRAME HALLETO NPBANOKEHHS 34 MIMLIHEHKE HE NOPRUKSTS N0 OGANSHATR OT Bat HPCLARYPE 54 BLANErEHE HA OBIECTERHA Naphlie & npeaMeT "HOCTARKA HA GHHOMOTMMHY NEXaPCTREEHN NPORYKYH 38 HYKIMTE #a ,KOMINCHCEH CHKONOMFIeH HOHBY-
Mnongue” EOO no Pamkoso cnopasymene Ne PI1-11-270 ot 22.06.20205" ro cnepyara/wre HOMEBHRNETY Y.
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1. exnapipame, 4o CMe B CHCTOSHUS 2 H3NRHIM KAUECTEEHO MOPBUKATE ¥ B ThNHO ChOTBETCTBUE C TEXHUIECKaTa CeLrhUKBLIMIA M KIMCKRAHMATE HE BLISICHUTENRA,

Dara: 17.08,2020

o JlOkyMEHTH, NPEACTAREHN O YYacTHUER

M ] Taceniti

P
M.hmx:muusm.mgw. 4e KbM ABTETE Ha BCAKE JOCTABKA A0 NeqebiiTe JaBefeHMH - BLAITONGITEIM OCTATSYHAT CAGK HA FOAHOCT HE NPBERDKOHUTE CT HEC NeKApCTEEHW NIHSYKTY LIS & He NO-XpaTLk o (40

3. flekriapupame, Ue KM AGTETE HA BOAKA AOCTABKA 7O He4eOHITe 3ARAAGHHH - BLDKHTENN OCTEFLMHIIT GIOK HA TOAHOCT HE APEANOKEHITE OT HAC BRONPOYKTH WM SUONOABEHM NBOAYKTH IS & HE NO-KPETHK aF Tc
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% OT 08ABBHUR UT RPOMIBOAMTENR,

1
%% or ofiseemA or RpowaBogMTENs,
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=+ HenpaseHy McxaHwst sa pasAcHeHMA N 3aRBAHA AARHK ]
Nognueano or:  Elilse Ivanova Chaushava
@ YaocTovepeise sa BponMe
Hagaren:  SltamplT DocPre Cortificale
Ne:  7OBBBB2FTBE75A438
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Cnpabkw

-

Mperney va npeanoxetue '0O869' no npotieaypa [locTaBKka Ha OHKOMOTMUHY nekapcTeeHu NPOOYKTU 3a HyxauTe Ha KomnnekceH oHKonormyex
ueHTbp-TMnosaue” EOO/] no Pamkoro criopasymenue Ne PI-11-270 or 22.06.2020r

Q6ocobeda nosuLwmn 1

+ 3arpnonuwe sa yvacne

I TerHHHRCHO NPRANOKEHIE

“ Flpapiaranin LIgHORK rapameTpy

HacTomwoTo ystoso npaanoxenie e ingagero of: "POLE ELAFAPKS" EOOM

v noanvcaha or: Enuoa Meanosa Yayuesa

B ¥24BCTBOTD MY/MM Ha YLk NMLE, FLAHOMOIHG pere 2154027092019 1a HoTapuye B pasion Coting per 207

YEAKAEMM TAMW M IOCTIONA,

G HACTOALI0 Bi NpeacTERRME HAULIGTY LEHORO NpegnoKeHe no oBaseHara o Bac npoUsaysa 38 BLsnarane Ha GBILRCTEBHA NOPEHEA © PEAMST "{ocrania HL CHKEMOMIMYHI NEKARCTBERN NPOAYKTH 1A HYMEHTe Ha , KoMnsexc e oHKONOIHeH BeuTwp-TINopHE™ ECOR no Pamkoro
i cnopazymekue No PILA1-270 or 22.08.2020r" no crefHATATTE HOMEHKAETYDI

|

NN [ _ DopmA KA HpAIKEHIE 00Y w Mupka jmg, tabl, mlf TS “ 3abanexka 5 Y | Enuena Bes IC A4 ' Enuena ¢ 3G
i Lb1Xco3 w Trashuzumanb __ FIapOHTEPaNHI m mg Solution for injection e

EXE)

12409028

Axartoma-TapanesTiiiel kod JATC-kogf

W | Mexny

4,014400

Loixear Bavaczumab [ r— * g 4,244450

LD1XC13 i Portuzumab

BApEHTEPRAHE mg : * 10,340857

LOIXC14 Trastuzumab Emtansine W napeHTepankg . mg 28,655813 i 34,386670

i LpiXC3z Alezollzumab napeLTapENHa s mg H ¢ 5,698150

t 6,837760




MNpefnokelara L2Ha & OrpegeneHa rNpv MbRHO ChOTRATCTEVE ¢ ycnopuaTa GT HOryMEeHTaLWATA NG fipoligaypaTa. 3adhMmrasanme €8, aKa HaLeTS RpenickeHke Duae NpueTo, BesycnopHE A8 KANLAHERAMS V3UCKRAHAATE W 3a0LIKEHASITS, Mo A B pak

Bara: 17.08.2020r,

+ [lokymeHT, npegcTaRSHN OT yYacTHMKE

L4 Hanpaaen uckanwn sa PAACHEHWA 1O 248BEHY IANHY

T 1G]

18 H AoroBopd,

Mognucano or:  Elifsa lvanava Chausheva
Wapaven:  StampiT DocPro Cerlificate
Ne:  79BBBG2F7B75A436
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