JOTOBOP 3A OBIHECTBEHA HOP'B'—IKA

a3 130646

,HHec,dg. ‘0 6 M .6 .. Tox., B rp. Pyce, Ha ocHOBaHHe 4n. 41 o1 3011 (0TM.), MEXAIY:

“KOMIIJIEKCEH OHKOJIOTHYEH HEHTLP- PYCE“ EOOJ, cne cepammme rp. Pyce u
agpec Ha ynpasrerme: yiu."Hesasmcmmoct" Ne 2, Tem.: 082819910, (axe: 082834339, EMK 117527022,
npexcrarmssane ot g-p Kamen Emmmoe Koxkyxapor — YopaBHTen, Hapu9aHO TO-FOIY 34 KPaTKOCT
“BDB3IJTOKUTEJL or eana cTpasa '

H

»MC ®@apma” AJl, EUK 130861077, ¢bc cepanmme u agpec Ka ynpasnerne: rp. Codni 1618, ks.
Osua xymen, yi. 3emusne Ne 35, Tem.: 028189934, daxc: 028189936, Enextponna noima: sales@me-
pharma.com, raerTAGuKanuoreH HoMep no JJIC: BG 130861077, npeacrasmssano oT Kanoss AceHon
- ApceHOB, OIIpeIeiicH 3a H3MbIHATEN CHE/l TPOBEIEHA OTKPUTA NpOLEedypa 3a Bh3jaraHe Ha o0MIECTBEHA
nopeaxa Ne 00281-2016-0002 (yruxaren nomep Ha nopvuxama 8 Pezucmupa na obujecmeenu nopvuxu),
HapHUIAHO TIO-HOIY 32 Kparxoct , ASITBJIIHWUTEI, or gpyra crpana, ¢¢ CKAKOYM HACTOAUIMAT JOI'OBOP 3a
BRINATAHE Ha O0GIMeCcTBEHA TOPEHUKa, HAPHYAH O-A0HY 3a Kparkoct ,,Jiorosop™, ¢ npeaMer: ,, focmaeka Ha
REKAPCIBEH NPOOYKIMY, RPEORAIHAYEnY 30 nedente na 3a60TA6ANUA, KOUMO ce 3aniauam no peda Hd
3axona 3a 30paenomo ocuzypaeane, 3a nyxcoume na KOILI-Pyce EOGI”.

CrparuTe c¢ cliopasyMaxa 3a CHeHOTO:

L HPEAMET HA 1OI'OBOPA
1.1. Bh3JOXUTEAT xynysa, a USHBJIHUTEJIAT 1iposasa 1 ce 3a15/DKaBa J1a IOCTABU Ba
BB3JTOXKUTEIS nicxapeTBeHA MPOTYKTH, HAPUIAHA IO-I0IY “CTOKH, KAKTO CleABa: : '

Ol1 | Troproscko Hanmenosawire ItpomsBoautes Msapka
Ne '
7 Jrcogpen Tadm. S00 mr x 100 Gp. Bristol-Myers Squibb S.p.A., Italy 1abn. 1 6p.

1.2, Croxure ce poctasar or M3HBJHHUTEJIA, cnes moaydeHa 3agBKa OT CTpaHa Ha
BB3JJOKHUTEJH, B KOSTO €8 HOCOUCHH HAWMEHOBAHMETO Ha NPOAYKTHTE H TAXHOTC KOAHYECTBO.

IL. IEHH H OBUIA CTOMHOCT HA TOCTABKHTE IIO JIOT'OBOPA
2.1. Equnvunara nena Ha crokute mo wil.l., 8 mema, 6es JIJIC, ceriacHo meroBara odepra Ha
MIThJHUTEJA, e xaxTo clieapa;

OIl Trproscro _ Ipou3soauTen Mupra i Exaun.ero | Hpormeaso | Croiimocr B
Ne Hawmenopanme HHOCT B | KOJMYeCTBO JB. Gez
: as. Gez A0C
: C
7 Jmcoapen TaGn. 500 mr | Bristol-Myers Squibb | tabn. 1 6p.; 9,7430 3000 26229,00.
x 100 6p. S.p.A., Haly

2.2, Ilenata Ha IPOAYKT O THPrOBCKO HAMMEHOBAHNE BKIIIOYBA CTOXHOCTTA Ha CTOKATA, OIAKOBKA,
3aCTPaXoBKa M TPAHCHOPT 0 KPaecH MOIydaTes, IPA CPOK Ha TOMHOCT HE N0-Malsk oT 60 /mectaecet/ Ha
CTO OT 00SIBEHMSA OT IPOU3BOAUTENS KBM AATATa HA BCAKa JIOCTABKA.

2.3. Lierara e ¢puxcHpana 1 He MOAMICKH Ha IPOMSAHS 33 CPOKA Ha AEHCTBHE Ha JOTOBOPA, OCBEH B
caywaure Ha 443, an.2 ot 3011 (o™, ).

2.4. BB3JOXKUTEJT Ge3ycnorHO 1e 3aIIaMIa JCKAapCTBCHATE IPOAYKTH Ha MO-HUCKATA IIEHa,
ompezeneHa MeXny odepHpaHATa OT YYACTHHXA M IOoCOYeHATa B AKMyanrusayuonen ain Kvm
HOMeHKAamypume Ha GOTHUMHUME COPmyepu, CHOBLPICAU; NEKAPCMEERY NPOOYKMU, NPEOHAZHAYCHY 3G




jRevernue na ounxorozuunu sabonasanus no "lpoyedypa No 05" u "Knunuunu nomexu” u aexapcmeenu
NPOOYKIMU 3G UMYHOCYNPECUSHa Mepanus, NPuaGzand @ KAuHuYKume remexu no pedoge Ne 63 u Ne 63,
nyOIHKYBaH Ha eleKTpoAHara crpanvna Ha H30K, akTyanen KsM MOMEHTA Ha JIOCTaBKaTA.

2.5, O6mara cToOHHOCT Ha JOCTAaBKHTE IO Aoropopa e 29229.00 as., 6e3 sxmouen JIJIC.

2.6. KuM cTOHHOCTTA Ha BesiKa IOCTaBKA [0 Joropopa ce Hawmcengsa JJIC.

2.7. O6maTa CTOHHOCT Ha JOTCBOPA ¢ NPOTHOIHA ¥ € MoaydeHa Ha 0asa MOCOYEHHTE OT
Y9aCTHHKA KpaiiHH J0CTABHH LeHH Ha NPOXYKTH H choGpa3Ho NPOTHOIHHUTE KOJIHIECTEA, IOCOTERH
B JOKYMEHTAHHATR 32 YIacTHe B Npoleaypara. BuiioikHTe ST CH 3aN43Ba NPABOTO Aa 3aKyNyBa
NOCOYUEHHTE B IPUJIOKEHACTO NPOXYKTH 0 ofiepHpaHHTE H NPHECTH 0T HEro NeHH M B KO/H1ecTBa,
cL0Opa3Ho HY:XEIHTE Ha Je3c0H0TO 3aneIcHHe.

_ IIL YCJOBHUA 1 HAUYHH HA TUVIAITAHE _
3.1. Inan@aHeTo DO HACTOSITHMS JOTOBOP C€ OCHIICCTRBIRA dpe3 GaHKOB NMPEBOA OT CIpaHa Ha
BB3JIOKHTEJS. ITnamasero ce ¥3BEpHIBa o Gauxosa cMerka Ha U3 BJIHUTEILL:
Banxa: PAUGANIEHEAHK AJl
IBAN: BG32RZBB91551069026505
BIC: RZBBBGSF

3.2. 3annalEHeTo Ha CTOKHTE [0 ,uoronopa ce HBB'pr.HBa OTHOKEHO B ¢cpok oT 30 /Tpupecer! Anm.
OT JATATA Ka NOJIYYaBAHE HA CHOTBETHATA AOCTABKA ¥ IPY IPEACTABIHE Ha CIIEAHATE NOKYMCHTH:

a) JocTraBHa (axkTypa, B KOSTO ca OTOeNI3aHi HOMEP M JaTa Ha CKIIOYBAHC Ha JOTOBOpa —
OpHTHHAM ¥ JBe KON, -

0) npHEMO - DPCAABATEIIHE TPOTOKOIM.

3.3. H3INGJHATEJSIT e mrekeH A2 YBeAOMSBA MACMEHO B’L&}IO}I{HTEJIH 33 BCHIKHA
HOCNIC/IBAIIA TIpOMeHH Ha 0auxoBara ¢ CMETKa B CPOK oT 3 (Tpu) IJHHM CYMTAHO OT MOMEHTa Ha
mpoManata. B coyqait ve A3ITHBJIHUTEJIAT ue ypegona Bh3JIOKHUTEJD B To3u cpoK, CTUTa CE, HE
TAITAHEATA Ca Ha/[ICKHO N3BLPINEHHA.

34. Korarc WV3OBJHUTEJAT ¢ cxomouymn AOTOBOD/HOTOBOPH 33 IIOAU3IBIHEHHE,
BBIIOXKUTENSIT u3pbpiBa OKOHYATENHO TNATAHE KBM HEro, Cciefl Karto OBjaT NpeACTaBeHH -
noxazarercta, uqe MIITBJAHHMTEISNT ¢ sammatun Ha NOMWITHIHATELY HOJUSIBIHATEIHTE 34
H3OBJIHEHATE OT TAX pabotu, xomro ca upmerd B npuckersiero Ha HMIIMNBJIHUTEJIA wu
HOJA3NBITHATENS.

IV. CPOK HA JOCTABSIHE

4.1, Beska oTAenHa JOCTABKA, MpeAMeT Ha HACTOSIIHS JOTOBOP, cieABa Aa ObJE JOCTABCHA B CPOK
A0 24 (ABajeceT M YETHPH) Haca, Clel ONydYaBaHe Ha 3asBKa OT BLSHO}KK‘I‘CJISI 3aspKara ce B3Ipaina 1o
aKc Wiy [0 eJEKTPOHEH NbT.

4.2. Besixa oT/iemHa JOCTaBKA Cle/BA HATBJIHO Ja CHOTBETCTBA Ha KOAMYECTBATa, TOYHO
onpefelicHH B 3asBKaTa. 3asBKaTa ce M3npaina o Qaxke Mid 10 eJIeKTPOHEH IBT.

4.3. B cnyuail ye He MOXE [la M3MBIHK IBIHC ¥ TOYAO 3aJR/DKCHHETO CH 38 W3BBLPHIIBAHE HA
NOCTABKA HA CTOKHTE, ONUMCAHA B 3axBxara, B cpoka no 4.1., HSTHJHUATEJAAT B cpox He HO-ABABr OT
24 yaca caenx moydapaHe Ha 3aiBkara, yBeaoMara Bh3JIOMKHUTES ¢ nucMo 3a 0TKa3 0T XOCTABKA,
KaTo MOCOYBA IpHYMHATZ, NOpPajd KOATO HEe MOXKE Ja H3UBNHU KOHKPETHATA 3asBK4, PECIIEKTHBHO
CBLOTBETHA TIO3MIMSA OT 3a8BKATA, M HPEICTABs AOKYMEHTH, YZIOCTOBEPABANIHM COUCHUTE OOCTOATEICTEA.

4.4. B cayuaii se MIMTBJHMTEIAT moxe xa H3NEIHH 3aJBbMKCHHETO CH 34 H3BLPIIBAHE
JOCTaBKa Ha CTOKHMTE, OTMMCAH¥ B 3adBKara, ¢hC 3abasa, H3HT)JIIIHTEJIHT MocoYBa B IIHCMOTO 3a
OTKa3 JIaTaTa, Ha KOATO HIE JOCTABH 3aiBCHUTS NPOIYKTH. '

4,5, B ciaygautre no 4.3. g 17.4.4. BBIIOXKUTEJAT, B cpok He HO-ABNEI OF 24 uaca CHex
MIONyYaBaHe HA MHCMOTO 3a oTka3, nucMeno ysezaomssa UIITBJAHMWTEJA namu npueMa IHOCOGCHATC
IpHYYHY 33 HEH3NLJIHSHHE Ha KOHKPETHATA 3aJBKa 33 OCHOBATENHY, H Aaiy TIOTRBPXKA2BA 3a9BKATA IIPH
nocouenus o HIIMTBJIHATEJI cpok, uinm He npreMa 3a0aBeHOTO A3IIBIIHCHEE.

4.6, 3a xommuecrsa pmocraBeHm H3BbH 3asBkata, BB3JNOKHTENA sava sagmbxeHHE 38
TIONYYABAHE, PECUCKTHBHO 32 NIAIAHE, '



* V. MSICTO HA JOCTABSJHE

5.1, 3a MACTO Ha OCTABSHE HA CTOKHTE MO TO3U JOTOROP ce ompeaeia bommuana Anrexa wa KOL-
Pyce EOOJI, Ha anpec rp. Pyce, yn. Hezasucumoct Ne 2

5.2. PuUCKBT OT CHy4alfHOTO IIOTMBAHE WM HOBPEXJaHe HA CTOKATE NPEMHHABA BBPXY
BB3JIOKHUTEJA or MOMCHTA Ha NOPHEMAHETO HM HA MICTOTO HA4 JOCTABHHC ¢ IIPHEMATEIRHO-
MpeAaBaTencH NPOTOKOIL. '

V1. TATA HA JOCTABJHE HA CTOKHMTE

6. 3a gara Ha JOCTaBIHE CE CUMTa JIATATa, Ha KOATO CTOKHTE ¢4 JOCTABEHH A0 bonnuyna ArTexa Ha
KOLl-Pyce EOOJ, na axpec rp. Pyce, yn. Hesasucumoct Ne 2.

VI . SAABJUKEHNS HA H3ITHJIHUTEJIA. TAPAHIINS 3A H3ITBJIHEHHUE

7.1. AT LJAHUTEJINAT ce 3annirkaba;

7.1.1. Jla AoCTaBE CTOKHTE B AOTOBOPEHAS CPOK H Ja i npeaane Ha BhIJIOMKHTEIL

7.1.2. Jla nmpenane CTOKHTE, HAKSTAPAHM ¥ MAPKUPAHU B ChOTBETHHSA BUA, KOJIHYECTBO U KAYECTRO
Ha MACTOTO Ha JOCTABKHE. _

7.1.3. B cpox m0 30 mEM crnex pmocraBsHe Ha crokute 7a npeicrasu ®a BB3JIOXKHUTEJIA
JOKYMEHRTHTe, H30poeHH B 91.3.2. OT HACTOSIRYUS JOTOBOD.

7.2. Tlpr nommucsade Ha paorosopa, ASITBJHHMTEJAT npencrasa Ba BDOIJIOKUTEJIA
JIOKYMCET 3a BHeceHA Fapanys 32 H3ILIHCHAS HA 3aBKeHHEATA CH [0 JIOTOBOpa B pasMep Ha 292,29 1s.,
npencrasssama 1 % (efHo Ha cT0) OT nenara no 1.2.5. 6e3 JJIC.

7.3. Pasxojuie 10 OpeBoja Ha NapudHa CyMa MiM Ha 0aHKoBaTa rapaHiad Ca 3a CMeTKa Ha
H3ITBJIHATEJIA, a pasxoauTe o €BESHTYAIHOTO AM yeBOsBaKe — 3a cMetka Ha Bh3JIOKUTEJIL

7.4. BBIIOKHTEJISAT ocsofokapa rapalisra 33 WIMLIHEHWE Ha AOTOBOpa B cpok zo 30
(TprfieceT) IHE Clel IPHIUHOYBAHE W3IHIHCHMETO Ha Jorosopa, ocseH ako BB3JAOIKUTEAT e
YCBOKJI ChIFIATA.

7.5. BB3JOXKHUTENAT 2275 pika rapaHOyaTa 33 HLIHCHEAC Ha JOFOBOPa, 6e3 Ja JBIDKH JTHXBH,
ako B Hpolleca Ha HETOBOTO M3NBIHCHUE BB3HHKHE CHOP MEXTY CIPaHHTe AQ HETOBOTO pemaBaHe qpes
CIIOpa3yMeH¥e WIIH Ipe3 BIF3JIO B CHUIA Che0HO PEICHHEE.

7.6. BH3JOXKHTEJAT uMa npaso 2 YCBOA W3ILUIO WIIH OTIACTH IApaHIITa 33 H3IHIHCHAC Ha
JIOFOBOPA IPH HETOYHO M3IMBIHEHHE HA 3aLIDKCHHSTA IO goroeopa or crpaHa Ha M3ITHJAHUTEJIS,
BITIOUATEIHO IPY BE3HUKBaHe Ha 3aghnkende Ha H3ITBJHUTES 3a nnamane Ha HCYCTORKH, KAKTO U
OpH npekparseade Ha goroopa oT BBIJMOXKUTEJIS, nopany HewsnbiHeHwe Ha AONCBOPHH
sagbokernd oT crpana Ha U3IThJIHATEJIS.

7.7. B ciayuaii, ue bBaAxara, W3jana TapaHI4sara 3a WI3UWBIHEHWE Ha JOroBopa, ¢ obfBeHa B
HECBCTOSTETHOCT, HWIHM H3IaAHE B HEIUIATEXOCIOCOOHOCT, HNK M Ce OTHEMC JHMICH3A, MM OTKaXe 2
3annaTH Ipeassenara or BH3JTOKNUTEIS cyma B 3-nuesen cpok, B3JIOKUTEMAT vMa npaso a2
noucka, 8 USIThJIHATEJIAT e antiKxeH Aa NpeOCTaBH B CpoK A0 5 (NeT) paOOTHH AHA OT HAPABCHOTO
MCKaHe, ChOTBETHATA 3aMeCTRAINa TapaniMs OT Apyra 6aaKxoBa HHCTHTYLAA.

7.8. B’B3JIO)KI'ITEJIHT HE HBLIDKA JTHXBH BBEPXY CYMMTE 110 TapaHIHATa 3d H3HBIHCHAC Ha
AOroBOpa.

. VHL 3AABJIKEHWS HA BB3JIOKHUTEIA

8.1, BBIJOXKUTEIT ce sageiokasa:

8.1.1. Jla npueme mo peaa Ha wi9.l m w92 0T HacTOMIMA AOTOBOP 9pe3 YBIHOMONICH
IpeACTaBATEN JOCTaBEHATE B CPOK M HA MSCTO CTOKH, ChOTBETCTBAINM I10 BHJ, KOMMICCTBO H KaIECTBO Ha
ONMCAHOTO B HACTOSIIUSE JONOBOD.

8.1.2, Jla 3amnary JOCTABEHUTE CTOKH TO peAa HA WI.3 OT HACTOSMIHS JOTOBOP. _

8.1.3. Coen npumoyBase MATLIHCHRETO Ha AOTOBOPA Jia OCBOOOIM IapaHITHiITa 33 H3TBIHEHHE B
CPOK, Oe3 /1a IBDKHA JIAXBH 3a CPOKa, TIpe3 KOWTO CpeACcTBATA 3aKOHHO ¢a IIPECTOSIIR Y HETO.

8.2, Bb3IJNOKHUTEJIAT uma npaso ma msucxsa oT HIIITBJIHUTEJISA na ckmoun ¥ Ja My
IPEACTABY IOTOBODPH 33 MOAM3ITAIHEHHAE € TIOCOYCHATE B 0EPTATA MY [IOAAIIBIHATEH.



» IX. IPREMAHE 1 IPEJABAHE HA CTOKHTE

9.1. IlpueManeTo Ha CTOXKMTE C¢ M3BDHPHIBA HA MICTOTO HA JOCTABAHE OT - YIIBJIHOMOMICH
upepcrasuren Ha BH3JIOKUTEILS. '

$ 9.2, MBTLIHUTEJAT wu ynobAHOMOLIEHMA NPCACTSBHTEN NOJIACBAT TIPHEMATECIIHO-
IpeAaBarene MPOTOKOM, VIOCTOBEPABAl IOMyIaBaHeTO Ha CTOKHTE. '

9.3. Koraro H3ITBJIHATEJISIT ¢ ckaroym AOTOBOP/JIOTOBOPH 32 NOAM3ITBIHEHUE, paboTara Ha
moAETEIEATENATE ce upueMa ot BBH3JNOKUTEJA B npucscrspero Ha WIITBJIHHUTEJA u
IO FH3BIHHATEA.

X. KAYECTBO, TAPAHIINH ¥ CPOK HA T'OJHOCT

10.1. KauecrBoTo Ba CTOKHTE, NpeAMET Ha HACTOAMHA JOTOBOD, cilicABa fa OTTOBapA Ha
TEXHMYECKUTE CTAHAAPTH HA TPOM3BOAMTENS, KOETO C€ YAOCTOBEPABA CHC CEPTH(RHKAT 33 KavYeCTBO,
A3JaA€H OT KOMICTEHTCH Opral B CTpaHaTa Ha HPOU3BOHTCNA.

10.2. K®M parata Ha AOCTaBKaTa, OCTATBUHHMST CPOK HE TOAHOCT HA CTOKHTE NIPEAMET HA
HACTOAIHS OFOBOP, CHeBa A2 Obe He mo—Mansk 60 % (mectieceT HPOIEHTa).

10.3. B cryvaii Ha JOCTaBKa Ha UPOAYKT ¢ IIO—KPArkK OT JAOTOBOPCHHS CPOK HA TIOAHOCT
H3ITBbJJHUTEJST nenks 5eyCcTORKa B pasMep Ha 5 Y6 BEPXY CTOMHOCTTA HA IOCTABKATA.

10.4. MITBJIHHUTEJAT moxe ja MIBLPINHE UpPHXBAMAHE MEEAY 3aAb/DKeHHCTO CH 32
3aIJAINAHE HA HEYCTOHKA H BIeMAHETO CH 3a IeHATa Ha JOCTABEHATA CTOKA, CJel Bb3HBEKBAHEC Ha
3AHLKCHECTO 32 3all/IANIaHe HA HeycToiika. [Ipuxsamanero ce M3BBPINBA ¢ SAHOCTPAHHO H3ABACHIE,
KOETO MOME Ja HAMEPH aIeKBaTHO CYETOBOLHO OTPAXCHNE U BEB (haxTypara 3a JOCTABKATA.

10.5. BHIJOXKHUTEJBIT moxe Aa OTKake OpHEMaHEeTO Ha CTOKHUTE, ako B JeHS Ha TAXHOTO
ApHEMaHe OCTATHUHHAAT CPOK HA TOHOCT € NO—MATEK 0T ocouenns B T.10.2.

XI. OTTOBOPHOCT 3A HETOYHO U3NTLJHEHUE. PEKJIAMAIIUA

11.1. BB3JOXKHUTEJIAT moxe aa npenssspa pexiiamarnuy npex H3IThJIHHATEJA 3a:

a) KOJHHYECTBO M HEKOMIUIEKTHOCT H3 CTOKATe WM TEXHHYECKaTa NOKYMEHTaius (JBHH
HCAOCTATHIM);

0) xayecTBO (CKpHTH HGI{OCT&T‘LHH)

- OPH JOCTABSHE Ha CTOKH He 0T ACrOBOPEHHS BUM, MOCOYEH B Wil 1.;

- [Ip¥ KOHCTaTHpaHe Ha AedexTy npHd ynoTpeda Ha CTOKHTE.

11.2. PexiiamManumy 3a SREH HEAOCTATHIHM HA cTOKUTE ce npasar 0T Bh3JTOXKNTEIIA, B MoMeHTa
Ha IpeJaBaHeTo UM, 38 KOSTO ¢ ChCTaRA MPOTOKOI, IOANHCAH OT ABETE CTPaHH.

11.3. PersiaManuyy 3a CKpUTU HEHOCTATHIM CC MPABT Ipe3 HeAwd CPOK Ha TOAHOCT Ha IOCTABCHHUTE
CTOKH, KaTO PEKNAMAIAATA 34 JEKAPCTBEHHA HPONYKTH C€ HPHAPYXABA 3TBIDKATENHO OT KOHCTATHBEH
NPOTOKOJ, A3NAACH OT VI3NbIHATENHATA aTCHINA 3& JICKapCTB2aTa.

11.4. Bb3JOKHUTEJAT e aipxes 1 YBETOMHE HHCMEHO HIOBAHWTEJIA 3a ycTaHOBEHUTE
nedexta B 15 (meTHageceT) IHEBSH CPOK OT KOHCTATHPAHCTO HM.

11.5. B pexnmamaimuTe ce TOCOUBA HOMEPHT Ha JOTOBOPE, TOUHOTO KOJIHICCTBO HA ITOMYYCHHTC
CTOKM C TEXHHA HAPTHACH HOMEP, OCHOBAHHMETO 13a peKjiaMaHdi M KOHKPETHOTO HCKaHe Ha
BB3JOXHUTEJIA

11.6. B 10 (mecer) MHEBEH CPOK OT HOJYIABAHE Ha PEKTaMAHATE, 3N BJIHATEIAT clieana J1a
orropopu Ha Bh3JIOAKHTEJISE mrcMeH0 B KOHKPETHO A IPHEMA PEKIaMallMsiTa AIH 51 OTXBBPIIL.

11.7. TIpu pexnamanus 3a seua genocrarsny HIIThJIHHUTEJIAT e mroiken B ¢AHOMECSHEH CPOK
OT TIONyYABaHE Ha PEKIaManiiaTa 3a CBOS CMEIKa M PHCK [ AOCTAaBH Ha MACTOTO Ha [OCTaBSHE
KOJIMYECTROTO HIICBAINE B JOCTABKATA / HE KOMILIEKTHA HOTOBOPEHHA CTOKYL.

11.8. Ilpn permamamm 3a cxpute Hegocrarein WIIThJIHUTEIIAT e mibkeH B eAROMECCUCH
CPOK OT IOJIy4aBaHETO # Ja 3aMCHA JOCTABCHMTE HE JOTOBOPCHH IO BHI / XoheKTHH CTOKH 3a CBOA
CMeTKa 7 puck win mo npenenka Ha Bh3JIOKHUTEJIA 1a BepHE CLOTBETHATA YACT OT 3aNNaTeHara HeHa,
BEJIHO ¢ ABDKHMUTE JIAXBH. ' '

11.9. H360psT HA HOCOYCHMTE TO-TOPE BH3MOIKHOCTH Ja C¢ BEPHE CHOTBETHATA 9aCT OT MIATEHOTO
WM Za ¢¢ AOCTaBsST HOBM croku mpuHaaiexu #a BDIJIOAKUTENS u ce ynpaxHisa OT HEro IIGA



dopmara Ha MHCMEHO YBEIOMECHHE N0 IfI3II'BJIHI/ITEJI$[ Karo pasXofdTe M PHCKOBETE IO HOBOTO
JocTtasgae ca 3a- cMerka Ha M3ITbJIHNUTESL.

11.10. PexsiaMMpanunTe CTOKH ce C‘BXpaHHBaT or BBIIOKHUTEIAA 1o ypexnane Ha
peKIaManuuTe.

11.11. Bceuyxku ABTKAMEA CYMH OT HEYCTOHKH C€ YABDKAT OT IPEACTABCHATA OT BB3NOKHUTCHH
rapaHi|s 3a HIIIHIHCHAEE /IO TBAHNA ¥ pasMep. Topa me orpagwuasa Bb3JMOMKHUTEJIA na mepeu cyma
HaA pa3Mepa Ha TapaHiysTa 3a HAFRIHCHHE 110 OOIN#A peg.

XII. OTTOBOPHOCT 1P HEM3ITBJIHEHHE

12.1. 3a Hem3nBIHCHAC Ha 3aAB/EKCHUNTA CH 110 HACTOAINMS JOrOBOP, ¢ M3KIIOYCHHE HA TE3H 1O
w1.10.2 —un. 10.4, HensmpaBHaTa CTpaHa XLIDKA HEYCTOHKa B pasmep Ha 0,01 % na new BLPXY CTOHROCTTA
HA HCH3IBHIHCHOTO B HOTOBOPEHATE CPOKOBE 3aXbIDKeHHE, HO HE moBede oT 10 % (mecer IpOLeHTa) OT
CTOMHOCTTa HA HEM3NBJIHEHHETO, KakTo ¥ o0elileTeHHe 38 NPETHPUEHUTE JCHCTBHTCIHM Bpead B
CYyYauTe, KOTATO TS HAMXBBPAAT AOFOBOPEHATa HEYCTORKA.

12.2, Korato mpu magmaue "Ha penamanu, IITBJIHUTEJAT He H3NbIHY 3a0b/DKCHUITE CH
1o pazgen X1 oT HACTOAMUA AOTOBOP B CPOK, cruuaT AbmkA Ha BBIJIOKMUTEIS seyctoliva B pazMep
Ha 2 % OT HeHATa Ha CTOKHTE, 38 KOMTO Ca HAIPABSHU PCKIaMAlMUTe.

12.3. IIpu HeTO9IHO HIBIHEHHE HA 33/Ib/KeHHATa 0 Zororopa ot crpada Ha M3ITHJIHUTEJI,
BBH3JIOKNATEJIAT 3amiama TeHKUMOTO ¢Sl KaTo MOIy4H CTOMROCTTA Ha HeycTolikute. B cimyualt Ha
oTKa3 of crpama xa M3IBJIHUTEJ 3a mnamane na awmxuMute npecraury, BHhIJOXKHUTEJIAT
YIORIETEOPSRA TPCTEHITUNTE CH KATO 3aAbPKA CHOTBETHATA YACT OT T'aPAHIASTA 38 H3bIHCHHE.

12.4. I1Ipu euxosra 3a6apa Ha H3ITHJEHHUTEJISA, npoabinkuia ¢ IOBEYC OT NOOBHHATE OT CPOKa
3a 3OBAHEHHE Ha CHOTBETHOTO 3aXBIDKCHWE, JApyrara CTpala MMa IIpaBo ha pa3Balid AOroBopa
eArOCTpanno ¢ 15-nHeBRO OpeAn3BeCTHE.

- 12.5. Tlpm emHOCTpaHAO IpeKparsBaHe Ha JOrosopa B ciywamre mo 13.8., 13.9. m 13.12.
BBL3JIOXKHUTEIAT 3aa6pKka ChOTBETHATA 9ACT OT FAPAHIUATA 38 H3IFBIHECHHE.

XIII. IIPEKPATSABAHE u PAZBAJISTHE HA TOFOBOFPA

13.1. JIoroBOpET Ce IPEKPATABA ¢ H3THUAHE Ha CPOKa, YTOBOPEH MEXY CTpaHUTe.

13.2, JorosopsT Moxe /a 6n7e HperaTeH A OpeAM U3THYaHe Ha YTOBOPCHHS CPOK, IIPH HaJIdYue
Ha CHEeHHATE 0DCTOATENCTRA:

a} [To B3auMHO CBIVIACHS HA CTPAHATE W3pa3eHO B MHCMEHO CHIOpa3yMEHUE.

. 6) C apryMeHTHPaHO NHECMEHO MPeAR3BECTHS, OTIPABEHO OT EAQHATA CTpaHa JC JApYyrara, KOeTo He
MOXe aa OBJe 1M0-MaJKO OT TPHACCET KareHAapey xuu. JleHcTBIETO Ha JOTOBOPa HPOALIDKABA H B CPOKa
Ha IpefH3BECTHETO.

13.3. JloroBopbT ce mpekpaisBa ciex O0fBABaHE HA €4HA OT CTpaHMTEe B HECHCTOSTENHOCT.
Crpamara, 38 XOSTO © OTKPHTa Ta3d TIpolieAypa, € JUTHKHa HAa YBEIOMH HUCMEHO APYyrara CTpaHa B
JECET/IHEBEH CPOK OT JiaTara Ha PeIISHHETO Ha Chja 3a OTKpHBaHe Ha npouexypara. CTpaHUTe YroBapsT
AaTaTa, CHe/ KOSTO TOTOBOPET HIE ¢ CHUTA 32 IPEKpaTeH.

13.4. B cnyuaii, ye no otromenwe aa MIIMTBJIHUTEJII aacTenar o6cTodTencTsara oo w47 or
3011 (ot™.), BB3JIOXKHUTEJAT nua npaso Aa IIPEKpaTH €AHOCTPAHHO HACTOHIIHA JOrOBOP €
yReJOMIcHAS, 663 MUCMEeHO ApeJu3BecTre U 6e3 Ja ARIGKHM HEYCTOMKMN.

13.5. B cayuail, ye 110 OTHOHICHAC HA JIEKapCTBEH HPOAYKT, UPSIMET HA JOTOBOpa, BHIHHKHAT
o0CTOATEACTBA, B pe3yNITaT HA KOHTO HAaCTHUHM HCCHLOTBETCTBHE ¢ OQEpHpamus DPOXYKT WIHX Ce
NpEeJIOCTaBY APYFT HPOAYKT, He chotBercTBam Ha odepupannd, Bh3JOXHUTEIMAT nma npaso gpa
IpeKpaTH eSHOCTPaHHO HACTOSIMHNA ,uoronop ¢ YBeNOMIICHME, Oe3 THCMEHO pear3BecTHe H 663 Ja IbIDKA
HEYCTOMKHY.

13.6. Bb3JOXHUTEAT nMa npago fa pa?,Bamx JOTOBOpA HPY HEW3TBIHCHHE B2 KOSTO 1 /1A € OT
sagexeHugTa Ha H3ITHJIHUTEJIA, cicx xaro ¢ OTIpaBWi A0 HEFO NOKaHA 33 H3IIBIHCHUE ¢ IOCOYCHA
thopMaTa Ha HEM3NBIHERRAE, B KOATO € AajieH noHe 10 (aecer) — JHEBEH CPOK 34 H3NBIHCHHS.

13.7. BB3JAOXKUTEIAT uva mpaso aa passaiy A0rOBOpa ¢ ¢IHOCTPAHHO YBEAOMIICHHE U 6e3
OPCAN3BECTHE, B CAyYail Ha ppeassend noseue of Tpu peknamanuu o Bb3JOKHTEJA no ro. XI.,
JOPH A HEHITBIIHEHUETO JIa € OTCTPAHEHO B AafEHNS CPOK 3@ TOYHO H3IBIHCHUC,
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13.8. BB3IJOXKUTEJAT mMa npasc Ja pasBais ¢ €JHOCTPaHAO yBCAOMIeHHME H 0e3
IPEAU3BECTHE HACTOAIHS JOTOBOD IPH TIOBEUE OT TPH HEKCTAHN CTPAHHSIHY PEAKIHH IIPY NATUSHTH ClIe]
ynorpefa Ha KOHTO ¥ Aa ¢ JIeKapCTBEH NPOIYKT, IPEICTaBIsABALL «CTOKaY TI0 HACTOALIAA AOrOBOP.

13.8. BBIAQOXKUTEIAT wuMa mpaBo Ja INpeKparH €ZHOCTPAHHO JOrOoBOpa, aKo
H3IBJIHATEJISIT nanpary HEOCHOBATENICH 0TKA3 OT JOCTABAHE HA IMPOXYKTH, HPEAMET Ha HACTOAIIHA
JOTOBOP. 38 HEOCHOBATEIEH 0TKA3. MIe ¢¢ CIMTA TOZH OTKA3 1o wi.4.3, keMm Ko#ro MBITBJIIHHTEJIAT ne
€ IIpeICTaBii HOKYMEHTH, YAOCTOBEPABANIH COYEHHTE OOCTOLTEIICTBA, HIIM COYCHHTE 0DCTOATENCTRA HE Ca
dopcMakopHE o CMUCHIA HA p-1 X1V 0T BacTosmus AoroBop. IlpexparaeaHerc Ha JOTOBOPA HA TOBA
OCHOBaHEE € B CHJIA OT JaTarta, Ha KOSTO yBegoMasadero aocturHe o U3IMTBJAHUTEJIA.

13.10. 3a HeocHOBaTENIEH OTKA3 INE CE CYMTA M HEHOCTABAHETO HA CTOKA TIOBEHE OT 5 pHH, cuHTaHO
OT HaTaTa Ha KOATO ¢ CcleABaio na oOnje mocrascna, 0c3 MBITBJIHUTEJISIT ga e yseaoMui
BB3JOKHTEIA o pexa ma w143 OT JIOrOBOpa 3a HEBB3MONKHOCTTA CH Ja W3DBIHA 3aiBKaTa,
PECTICKTURHO YaCT OT Hed.

13.11., BB3JIOKUTEJSIT cncraps HpOTOKOL, B KOHTo oTpassBa jgamaure mo w1310, o
m3npama komue ot uporoxona Ha USITBJIHUTEISA, xoeto My Japa HpaBo ¢AHOCTPAHHC Ja pasBaid
JOTORODA. ' '

13.12. BB3JOXKUTEJAT uMa npaBo Jia pasBall AOIOBOpa ¢ €AHOCTPAHHO YBCIOOMJICHHE, B
chyuait ue ¢ npuen 3afapeno msnbiuenke no peAa Ha T.4.4 u 1.4.5. w H3IBJAHNTEJIAT ne mnbiaud
3aBKaTa B CpOKa, IOCOMER OT HETO B IIACMOTO 34 OTKA3. '

XIV. ®OPCMAKOPHH OLCTOSATEJICTBA

14.1. CTpaHrTe HO RACTOANINA JOTOBOP HE ABDKAT 00e3leTeHAC 34 HOHECCHH BPEH ¥ 3aryOH, ako
HOCCABUTE a8 MPUNAHCHH B pe3YNITAT Ha HEOPEOI0IIMAa CUJia. '

14.2. Ako crpaHaTa, KOSTO € CISJABATOC 14 H3NBIHH CBOE 3aABIDKCHHE IO J0TOBOpa € Ouna B
3afapa, T# HE MOMKe Ja Ce I030BaBa Ha HEIIPEOI0JIMMA CIIIA. :

14.3. “Henpeomomama cuia” 10 CMUCHIA Ha TO3K JOTOBOD € HENPeABHICHO IW/HNH
HETPEOTBPATAMO CHOWTHE OT H3BBHPE/IEH XapaKTep, BE3HMKHANO cle/l CKIIOYBAHETO Ha JOTOBOPA.

14.4, Crpagara, 3acerHaTa 0T HENPEOROIHMA CHIIa, € ITHXHA Ja NPEINPACME BCHUKY CHCTBAL C
rprKaTa na HoOLp CTONAHMH, 3a JIa HAMAIW 10 MUHMMYM HOHECCHHTe Bpead X 3aryCH, Kakro H Ja
YBEAOMH IIMCMEHO Apyrara CTpaHa B 7-nHeBEeH CPOK OT HAcCTHIBAHETO Ha HENpeomoiamMmara cuna. Ilpu
HEYBEOMABAHE Ce NBIDKA o0e3lIeTeHre 3a HACTHIMIMTC OT ToBa Bpead. Hempeogonumara cmma ce
JoKazBa OT 3acerHarara ¢TpaHa ceC cepradumxar 3a GOpPCMakop, H3FANCH HO CHOTBETHHS DPEI OT
KOMIICTEHTHUS OPTaH B AHPIKABATa, B KOATO ¢a HACTHIHIH QOPCMAKOPHHATE 00CTOATENCTRA.

14.5. Jlokato Tpac HEUPEOAOIMMATA CHIA, H3NLINCHUETO HA 3aIRDKCHUATE H CBBP3AHHTE ¢ TIX
HACpEINHA 33AbIKCHUS CC CIIHpa. _ '

14.6. He npeactapasea “HempeofonuMa cuiIa’ ChHOMTHRE, HPHUNHEHO IO HEOPEKHOCT WM JUpes3
YMUHIICHO JCHCTBHE HA HAKOA OT CTPAHUTE WIM TEXHH TIPEJCTABMTENM W/WIH CHYXKHTCIH, KakTo H
HeAoCTHTa Ha mapuasH cpeactsa Ha Bh3JAOKHUTEJBL

XV. CIIOPOBE
15.1. Bep3anKkHanATe Npe3 BPeMEeTPacHeTo Ha JOTOBOpA CHIOPOBE M PasHOTIACHA MEXIY CTpaHHTe
Ce PeIIaBaT UPe3 MPErOBOPH MEKY Tsx. LIOCTHIHATUTE JIOrOBOPEHOCTH ce oopMST B HHCMeHA hopma 1
Ce IPeRPHIIAT B HEpazJeiHa 3acT OT JOroBOpa.
15.2. B cnyuaii Ha HemocTAraHe Ha JOTOBOPEHOCT 10 HPEAXONHHS 9WICH, BCHHYKH CIIOPOBE,
NOPOJICHY OT TO3M JIOTOBOP WM OTHACAINM CE€ 0 HETO, BKMOWATEIHO CIOPOBETe, MOPOHEHH OT HI
OTHACAINM € 0 HETOBOTO THIKYBaHC, HeAeHCTBHTENHOCT, HHINBIHCHHE M IIpeKpaTaBaHe Ime OBaaT

paspemasans Cliopex 6Bm"apcm're MaTrcpHalIH¥ H IIPOHCCYAIHH 38K0HH OT KOMIUCTESHTHNW CBI IO pC/ia Ha
I'TIK.

XVL C’LOBIHEHI/IH
16.1. Bewaxn C’bOﬁIﬂeHHﬂ MEXJ[y CTpaHWTe, CBbpP3aHM ¢ M3NBJIHCHHCTO Ha ‘TO3M JIOTOBOP Ca

BaJMJIHH, aKO C2 HATPABEHU B MUCMena GopMa ¥ Ca MOMINCANH OT YIBIHOMOIICHUTE IIPEICTABHTENHR HA
H3ITBAHHUTEJA v Bb3JJOXKHTEJIA.

6
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o 16.2. 3a gaTa Ha CHOGHICHHETO C& CMIATa:

' - paTara Ha OpeAaBaHeTo — NPH PHYAO MTpefaBade Ha ChOOIICHUETO;

- JaraTa Ha DOMEHCKOTO KIeiiMo Ha ofpaTHaTa pa3nucka — Py K3TNpamane o Houara,
- JaTaTa Ha NPHEMAHETO — IPY HIPANIane Ho Tenedaxc, Tenexe Wik e-mail.

XVIL APYIA YCJAOBHA :

17.1. TIpaBarta @ 3aTLDKCHAATA [I0 HACTOAIMAA JOTOBOP HE MOTAT a2 Ce NPEeXBhPIAT CHOCTPAHHO
HA TPEeTH NHIA B H0J00HM aKTOBE HE IOpaKdar HpaBHO JeliCTRHE 0e3 IMCMEHOTO ChIacHe Ha JApyrara
cTpana. . '

17.2. 3a meypeZenute BBHIPOCH B HACTOSHIWS JOTOBOp c€ IpHiara JeHCTBAmOTO OBATapCKo
3aKOHONATESHACTBO. :

17.3. B ciywait Ha HACTHIMIH OPOMEHH B JO3HPOBKATA ¥ HAaYMHA Ha IPHIOXKCHUE B o,z(oﬁpeﬁa'ra
KpaTKa XapaKTephCTHKA Ha JeKapCTBEHAS DPORYKT, CIeA CKIIOUBAHE HA HACTOAIMHAS JIOTOBOD,
KOMIICHCEPAHETO HA IOBHIIEHUTE PA3XO[H € 34 CMETKA Ha H3IThJIHUTEISL.

17.4. Tlpu 6IoKApaie B H3TETIIAHG Ha TIAPTHME OT AeKapCTBEHH NpORyKTH HO pena Ha HapenGara
Ne 9/2008 r. ma M3 3a ycnoBusTa M pefia 3a OnokupaHe W M3TETIHE HA NEKApCTBa, CBHIOATE CC
BH3CTAHOBARAT B OOJHAYHATA ATEKA, KATO KOIMYSCTBO H BHI, 33 CMETKa Ha W3ITBIHATEI.

XVIIL. CPOK HA JEACTBHE HA TOFOBOPA

18.1. JloroBopebT BIM3a B CHIA OT AaTaTa Ha NOAMHMCBAHCTO MY OT JBETE CTPAHK H € ChC CPOK 12
/nBamageceT/ Mecena.

18.2. B ciryuaii, e npu WITHUAHE HA CPOKA Ha AOTOBOPa BE3NOKATENAT [0 OOCKTHBHY NPUIHHK HE
e yomsuI Aa TPHKIIOUH NPOHeAypaTa I ONPENSIsHE Ha HOB JOCTABYMK HA MPOXYKTHTC, IPCAMET Ha
HACTOAINNS KOHIPAKT, AOTOBOPHT MPOARIKABA Ja € B CHia JIO OKOHYATENHOTO HPHKIOUBAHE HA
HpoOLIeAypHTe B CKIIOYBAHE HA HOB gorosop. 1o otHonteHue Ha “yCNORHA, HAIAM HA IUIAMMAHE ¥ CPOK HA
Tamane” CPOKBT Ha JeHCTBHE € CHIMACHO JOTOBOpeHoTo B Paszen HI oT macTosmIusE JOTOBOP.

ITpu no;mncﬁaﬂe Ha Hactosimus gorosop, UBIIDIIHUTEAT npeacrasn:
1. JlJokyMeHT 3a BHeCEHA TapaHIfis 3a H3bIHCHHE.
2. JIOKyMeHTH 1O i, 47, an. 10 ot 30101 {oT™.).

3

Hepazzega YacT 0T HACTOSINUA JOTOBOP Ca;
1. Cnemmaduxarus; -
2. LlenoBo Npeioxenue;
3. Texaugecko IPEIONEHHE 32 H3IHIHEHHE Ha HOPBhYKATA.

HacTosimysar AOrOBOP Ce CKIIOYY B ABa ennooﬁpazﬂﬂ eX3eMILIIpa — IO €JMH 33 BCSKa OT
CTPaHUTE.
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., KOIl- PYCE* EOO/]
VJ1.”HE3ABUCUMOCT” Ne 2
TP.PYCE

TEXHUYECKO INPEIOKEHUE 3A M3MBJIHEHHE HA ITIOPLUYKATA

or ,,MCOPAPMA” AJ] _

afpec / celanMIIie ¥ anpec Ha yIpaBicHHe: T'p. Codus, n.x. 1618, ym. 3emmsme Ne 35
EWK 130861077 |

npeacTasmasay o7 Kanoss AccHOB ApcéHon,

El'H 8703127067 -

3a yuyacTHe B OTKpHTa IIPONICAYDA 38 BE3/IaraHe Ha OPIIecTBEHA IOPEUKA C IPEIMET:
; ,ZZocmaexa HA REKApCmeeru npodyxmu, RPEOHAZHAYERY) jue HQ 2aD0ARBANYUSA, KOUMO Ce
3amau;am no peda na 3axona 3a 30pasnomo ocuzypasané, 3a pysicoume na KOII-Pyce EOOI”

YBAXKAEMH F'OCIIOJA,

Ciex KaTo ce 3alo3HaxMe ¢ OGSBICHACTO U JOKYMEHTAITNSTA 32 YIACTHE, BKIL BCUYKH o0pasny 1
YCIOBHSITA Ha AOTOBOPA, IIPABEM CIIEIHHTE IPEUIOKEHAS 34 M3NBIHEHAS Ha IOPEIKaTa

TTo o6ocofena mozmmun Ne 7

1. HpeanaraMe na 0CTaBAME CACAHHS JICKAPCTBEH HPOAYKT !

7
£ T
S _,U(//Il
AmBaToMo- Mesnynapon Toor Hexaner | Konyecrro
TepamesTH . HO DFOBEKG HpoussoanT p Bpoiip | Ha akT#BHOTO Koamuecr
HEDATEHTHO | HARMEHOBAHN BeHa : Msapka
MCHKOM | o eoRaK e en bopma OTIAKOBKA | JIEKXAPCTBEHO BO A0
/ATC-xopn/ we [INN/ BEILUECTBO-
Bristok
JIncoppen Myers :
LOIXX23 . Tabu. 300 MT X Squibb Tabx.
Murotas 100 &p. S.p.A, lialy | TaGmerxn 100 500 MT 1 6p. 3000

2. CpoxbsT Ha TOJHOCT HA JOCTABCHHTS CTOKH, KOMTO OCTasa Cleh AATara Ha MONYYaBaHCTO MM OT
Boanoxmtens, me Obae He N0-KpaTeK o 60 % or 00mMs CPOK Ha FOTHOCT, HOCOUEH OT npomno;mmg.

3. Bceska oTAeNHA AOCTaBKA HA JSKAPCTBEHN HPOJYKTH Ie OBAC HOCTABEHA B CPOK [0 24,(gngu?ce'r H

JeTHpH) 9aca, Clel MOoyIaBake Ba MHCMEHa 3aBKa oT Be3noxurens, gpasko Boiry,
KOIl-Pyce EOOJ, na ampec rp. Pyce, yn. Hesasucmmocr Ne 2, Ge3 ja ce } a

TPAHCHOPT OT CTpaHa Ha Boanoxurend. , ,'
.




‘4. 3appkaBaMe ce, ako odeprara HH ObAc mpHEeTa, Ja K3NLIHABaMe AOFOBOPA 3a BH3Jiarane Ha
obmj¢cTReRa IOPHUKA 32 AOCTABKA B paMKHUTE Ha 12 (IBaHazeceT) Mecena OT HOANKCBAHE HA JOTOBOPA.

I

5. JaabxapaMe ce, NIpH GIOKUMpaHe M U3TCIIANE HA NAPTHAM OT JEKAPCTBEHE BPOAYKTH MO pefia Ha
HapenGata No 9/2008 r. ma M3 3a ycrormsaTa ¥ pexa 3a GnoxupaHe H H3TErNHHE Ha JICKapCTBa, Ja
BB3CTAHOBABAME CHINUTE B OOIHWIHATA alTeKa, KaTo KOIMYECTRBO ¥ BHH, 3 HAlla CMETKA.

Jexnapapupame, ue Hpe/UIaraHUaT JCKAaPCTBEH MPOIyKT € PETECTPHPAH 3a yIoTpeba B cTpanara
H TIPATEXaBa BAIHIHO Pa3peHicHue 3a ymoTpeGa B CTpaHara, E3jazeno o pena Ha Permamert (EQ)
Ne 726/2004 r. ma Epomneitckus TMapIaMent u Cosera (ai. 23, anl ma 3JMIXM) u ceprudurar 3a
oceo0oXKIaBaHe Ha MApTUAA, H3galeH OT kpamAadumupano ymue mo 3JIIXM u ygocrosepssail, ¢
MapTHAATA JEKapCTBEH NPOAYKT € NpOoM3BelcHa M KOHTPOJMPAHA B CHOTBETCTBHE C M3HCKBAHHATA
Ha pa3peleHneTo 3a ynotpeda mo peAa Ha 3JIIXM, xakto n ¥e IMICBaT OPUIHATHA CHOOMEHAs Wi
OrpaHHYNTEHHAY MEPKH 34 YHOTpeDba Ha ACKApCTRCHUS IPONYKT.

Jexnapapame, de IPHUTEKATEN Ha paspelieHUETO 3a yHoTpeda/yA0CTOREPEHRETO 38 PErACTPaLMS
Ha JIleKapCTBEHH IPOJYKT, HpeMeT Ha Hamata opepra e: Laboratoire HRA Pharma, France.

HexaapupaMe, twe OPUTEKATENST HA pa3peIiCHHETO 32 YNoTpeda/yOOCTOBEPEHHETO 3a
PeracTpanns Ha JIEKapCTBERNS IPOAYKT, © YCTAHOBEHO Ha TepUTOpHATa Ha Dpanis, KOATO € JbpKasa
qjleHKa 00 CMHCHIa Ha § 1, T.15 or JJonsnauTennara pasnopeada HA 3aK0Ha 34 JICKAPCTBEHATE NPOAYKTH
B XyMAaHHATa MEOUUHUHA — B }ILp}KaBa-“HICHKa Ha EBponeHcm crioz md B Hopeerus, unn B Menannna
e B Jluxrenmaiin, - :

Jexinapupame, e Ime OCHIYPEM B HhiIeH 00eM HEOOXOAHMHTE KONHYECTBA JICKAPCTBEHH
IIpO,I[y'KTH TPEIMET Ha JOTOBOPA, 38 HENWs cpoxc Ha JIOrOBOPA. .

Hara 07.03.2016 _ ' Toanuc: e RNY 2 .

,EEB'pGKTOp
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or ,MCOAPMA” Al
afgpec / cenanume U afpec Ha yipapnerune: ['p. Cmbml 1I. K 1618, yiu. 3eMnsgHe Ne 35

EUK 130861077

J0
LKOI-PYCE® EOOJ
VIL"HEZABUCHUMOCT” Ne 2
I'P. PYCE

ODEHOBO OPEJJOXEHHUE

IpeAcTaBsiBaH 0T KanosH ACCHOB APCEHOB,
- EI'H 8703127067

OBPASEI Ne 11

3a yuacTHe B OTKPHTA HPOLISypa 38 Bh3llarate Ha OOHIECTREHA TOPHYKA C IIPEAMET:

sanaawam no peda Ha 3axona 3a 30pasnomo ocuzypasare, 3a uyscoume na KOL-Pyce EOCH”

YBAKAEMHU I'OCHOJIA,

»JOCMaska Ha nexapemeeny npodykmy, NpeOHA3HAYeHY 34 JeYenue Ha 30001A8aHUA, KOUMO ce

Cnen xaTo ce 3an03HaxXMe ¢ 00ABICHHETO ¥ JOKYMEHTALMATA 32 YIACTHE, BKIL. BCHYKH o0pasny 1
YCIIOBHATA Ha AOTOBOPA, MPABHM CACSTHOTO IIEHORO MpeIoKeHNE o abocobena nozuumn Ne 7

Anarom Mem,uy'n ' Komwiee
TBO HA
o- APOAHO Jlexa Henaza
_ Toproeck .. AKTHBHO Hexa #a
Tepanes | HeMaTenT o Hoonses | PETR Bpoii B To MK Koaun ONAKBKA op. OGma
THYEH HO HAHMEHOR P eHA | OBAKOB | o :ip HECTB | e amn./¢ui/ | cTolHOCT
KOM | HAMMEBO a;me AHTeR dopm ka |° eHI:) 0 go J}:I[C Tad. Ges | Gez JAC
IATC- BAHHE ' a AIC
xon/ | /INN/ Bemects
]
' Bristol-
Jucoppen | Myers
LO1XX2 1261, 500 | Squibb
3. Mr x 100 Sp.A., | Tabx Tabn.
Muroras op. lialy eTKH 100 | 500 F mr| 16p. | 3000 | 974,30 9,743 | 29 228,00

KAUHUYHY nomeKy no pecoee Ne 251 252, 253, 254, 255, 257.1, 257.2, 258.1, 275 .

ITocouenaTa meHa 3a JNEKApPCTREH NPOAYKT BKIEOYBA BCHYKH PA3XOAH 0O H3NBIHCHHE HA
MOPHIKATA, IPH YCIOBHS Ha NOCTABKA A0 cKiada Ha bomamusa arrrexa wa KOI{-Pyce EOQJ], na azpec:
rp. Pyce, yn. ,Hesapucumoct Ne 2. TIpA HeCHOTRETCTBHE MEKIY npe,zmomefmre eABHHYAA K 00IDa
IeHa, BATR/IHA € eAUHITHATA IICHA Ha odepraTa.

HPC,I[JIE:II'&H&T& OT HaC DERA Ha JCKaPCTBEHHTE OPOAYKTH HC HAJABHINABAT IOCOHMCHHTE IICHH B

npuaodicensie Ne 10 xom uieH eouncmeen na Hapeoba Ne 4G om 2004 2. 3a ongroehy f




naxem om 30pashu Oeiinocmy, 2apanmupan om bodocema na HIOK, na neobxodumume epumpo- u
SPOHYROYUTHUME - KOTOHUCTIUMYIUDQULU paxmopy u 6upoccponamy,  aKTyancH KBM MOMEHTa Ha
moJaBaHe Ha ofeprara. '
[peanaranara Exaprpdna nena 3a ONaKOBKA JCKapCTBEH HPORYKT 110 'I"BpIUBOI{O HauMCHOBAHAE
He HOIEXH Ha OPOMSHA [pe3 [eHs CPOK Ha JCHCTBHE HA JOTOBOPA 33 H3NGLAHCHHE Ha NOPBHIKAIA,
OcBeH B ciydanTe Ha w43, an.2 ot 3011 -
o mDoxanmcepane Ha JBYCTPaHEH JOTOBOpP, TOBA MPSHIIONKY e /3&6}.{1{0 ¢ THCMEHOTO
NOTBLPIKICHHAE OT Bama crpana dopmmpar 0GBEP3BALIC crIopasyMenie TYSRBETE CTPAHHE.
un.2 3314
Hara 07.03.2016 Hoamic =
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