AOI'CBOY 3A OBIHECTBEHA IIOPBYKA

e A3.06.16..

Haece, /7506..34% TOX., B Ip. Pyce, Ha ocnoranne wi. 41 ot 3011 (0mm.), Mexay:

“KOMILIEKCEH OHKOJOTHYEH IEHTHP- PYCE“ EOOJ, cic cenamume tp. Pyce n
ajpec Ha ynpasierme: yi."Heszasucamoct” Ne 2, Tesr.: 082819910, daxc: 082834339, EHUK 117527022,
HpeACTaBnsABano oT a-p Kamen Emmnos Koxyxapos - Ympasuren, mapwuano mo-nony 3a KParKocT
“Bb3JOXHTEJF ot eana cTpana

7] _

»Oponuxe ®apma“ EOOH, EUK 203283623, cbe cefanume u anpec Ha YIPaBICHHE:; rp. Codus
1700, yn. Oxnosprerer msr Ne 199a, Tem: 029658100, daxc: 029658172, Enextpomma moma:
kr.nikolasv@phoenixpharma.bg, nuenmcbaxauﬂozien romep no JIJIC: BG 203283623, peAcTaBsIBaNO OT
Kpacumup Huxonaes Huxonaes n Jlanwena Ierposa HukonoBa — IBIHOMONHHENN Ha YIIPaBHTEINTE,
OUPE/IENCH 3a H3IIBIHMTEN Clie/l HPOBENCHA OTKPMTA UPOLIEAYpa 32 Bhanarane Ha ofliecTBeHa nopbaka N
00281-2016-0002 (ynuxanen womep na nopvuxama 8 Pezrucmuvpd na obujecmsenu nopvyKy), HAPHYAHO TI0-
Aoy 3a kpatkoet ,, A3ITBJIHUTESL, ot apyra crpana, ce CKJIIOYH HACTOSINHAT JOTOROP 32 BH3/IaTAHE HA
o0lecTBEHa NOPBLIKa, HAPUYAH HO-I0Y 33 KPATKOCT »ALOTOBOD™, C NpeAMeT: ,, [{ocmaska na rexapcmeeni
HPOCGYKMY, NPpEOHASHAYEHY 3Q JeHeHue HQ 3aDONABAHUS, KOUMO e 3anaauam ho peda na 3axona 3a
30pasnomo ocuzypasane, 3a Hysxcdume na KOIJ-Pyce EQOH".

- ‘CrpanmrTe ce ciopasyMsXa 3a CIeAHOTO: '

I. OPEJIMET HA JIOTOBOPA
1.1. Bb3JIOKUTEJBIT xynysa, a UBIIBIHUTEASAT npoxasa u ce 3a/sIDKaBa 4 IOCTABH Ha
- Bb3JNIOKHUTEJ TICKapCTBEHN IPOAYKTH, HAPHIAHH II0-J0.Y “CTOKH”, KAXTO Clle/iBA:

OII  Tnproscke Hanmenosanne . o . Hponr3goanten _ Mspka
N She . _ _ . :

1 Kadcyla fl. 100 mg 5 ml Roche Pharma AG, Emil Barrel-Str. 1, D-79639 ¢n.1 6p.

_ Grenzach-Whylen, lepmanius
3 Keytruda fl. 50 mg Schering-Plough Labo NV, Industriepark 30 Heist- | .1 6p.
' ) op-den-Berg B-2220, Benrus '

5 Tafinlar caps. 75 mg x 120 ' Glaxo Wellcome, S.A., Ucnianus ' kanc. 1 6p.

6 Erivedge caps, 150 mg x 28 Roche Pharma AG, Germany kanc, 1 6p.

8 METHOTREXATE "EBEWE" fl. Ebewe Pharma Ges.m.b.H Nfg. KG, ABcTpus a1 Op.

100mg/ml 10 ml

1.2. Croxwre ce nocrasar or H3H’BJIHHTEJIH, CleA TONydeHA 3asBKA OT CTpasa Ha
BB3JOXKHUTEJIA, B K04T0 ca IOCOUCHH HAMMEHOBAHHETO Ha IPOTYKTATE U THXHOTO KOJHUYECTBO,

_ IL. IIEHX U OBIIA CTOfIH_OCT HA AOCTABKUTE IO ,[{OI‘OBOPA '
2.1. Enunvagata nesa Ha cTokure o 4i.l.l., B neBa, 6e3 JIIC, chraacHO HEHORaTa odepra Ha
M3bJIHATEJI, e xaxto CIIEARA:

on Toprosexo IIpenseoanTen Mspka | Eaun.ct- | Koansect | Cr-cr B as.
Ne Hanmenonsanue : _ €T B J8. BO bes AAC
. tes JNC
1 Kadcyia fl. 100 mg Roche Pharma AG, Emil pn.l 6p. | 2941,0780 200 - d&§215,60
© Smi Barrel-Str. 1, D-79639
Grenzach-Whylen, I'epmanus

]




3 Keytruda f1. 50 mg Schering-Plough Labo NV, on.16p. | 3379,9800 150 506997.00
Industriepark 30 Heist-op-den-
Berg B-2220, benrua

5 | Tafinlar caps. 75mg | Glaxo Wellcome, S.A, | xauc. 1 6p.| 94,9082 | 7200 | 68333904

x 120 HUcnanun _
6 Erivedge caps, 150 { Roche Pharma AG, Germany |xanc. 16p. | 421,4286 | 700 295000,02
mg x 28
"8 | METHOTREXATE | Ebewe Pharma Ges.m.b.H Nfg. | ¢n.16p. | 30,6500 250 7662,50
"EBEWE" fl. - _ KG, Ascrpus ' '
100mg/mi 10 ml

2.2. llenara ra IPOAYKT 10 THPPOBCKC HAMMEHOBAHHE BKIHOYRA CTOMHOCTTA Ha CTOKATa, OIAKOBKA,
3aCTPaXOBKa ¥ TPAHCHOPT AO KpacH HOIydaTen, IPH CPOK HA TOXHOCT HE HO-MalbK OT 60 /iecTaecer/ va
CTO OT OGSABEHNS OT IPOU3BOMTE S KBM JATATA Ha BCAKA JOCTABKA.

2.3, I_IeHa'ra e q;imccnpa.ﬂa ¥ HE TNIOAJIEKH Ha IPOMSHA 32 CPOKa Ha ICHCTBHE Ha JOTOBOPA, OCBCH B
‘ciywante na w43, an.2 ot 3011 (otm.).

2.4, BH3JAOKHTEJST D€3YCHOBHO LNE 3aILJaila JICKapCTBEHHTE IPOAYKTH HA NO-HUCKaTa [EHa,
ompeneneHa Mexuy odepupanara OT yuacTHEXA ¥ IOCOYEHaTa B Axkmyanusayuonen (aiin KoM
HOMeRKAamMypume Ha GoanuuHUME copmyepu, CvOvpICayy AEKAPCMEERU NPOOYKMY, NPeOHASHAYeH Y 3a
Aevenue KA Onkonozudnu s3aborneanus no "llpoyedypa Ne 05" u "Knunuuny nomexu" u neKapcmeen
IPOOYKMU 30 UMYHOCYNPECUSHA MEPANUs, NPUNG2aHa 8 KIUHUYHUME nomexu no pedose Ne 63 u MNe 65,
myOJIMKyBaH Ha eleKTpoHHaTa crpaHnna Ha H30K, axryanes XbM MOMEHTA Ha IOCTABKATA.

2.5. Obmara crefiHoCT Ha JOCTABKATE HO JoroBopa e 2081214.16 .., 6e3 rxzouer JIIC.

2.6. KBM cTolHOCTT2 Ha BCAKA JOCTABKA 110 ZOroBOpa ce Haumciasea JIJIC.

2.7. O6mara croiinocr H2 JOrOBOPA € HPOrHO3HA H € NOJydeHa Ha §a3a IOCOUCHHTE OT
YHACTHHKA KPAHHA X0CTABHH IIEHH HR BPOAYKTH H CHOOPA3IHO HPOrA03HITE KOJMHIECTRA, I0COYCHH
B JOKYMEHTAHHATA 12 yY4aCTHE B NpoledypaTa. Boinesurennt cu 3anazsa OpaBoTo Aa 3aKymnysa
NOCOYUEHATE B IPHIOKEHAETO UPOIYKT! Ne O(ePHPAHNTE H NPHETH OT HETO lEH: M B KOJAHTECTBA,
chL0GpaIHO HYKAUTE Ha JeIe0ROTO 3aBeeHHE.

_ 11 YCJIOBMs 1 HAYHWH HA IETAHIAHE

3.1, IInamagero Mo HAacTOSIMMS AOTOBOP CE OCHHIECTBABA Upe3 OAHKOB NPEBOA OT CTpaHa Ha
BB3JIOKHUTEJISL. [Tnamanero ce m3BspuiBa no 6ankosa cmerka va U3MTBJAHUTEJST:

O6enysksama Ganka: YuuKpeaur Bynbank AJL
IBAN: BG62UNCR96601030899559
BIC xon: UNCRBGSF
Turyanp va emerxa: “ObOHUKC ®apma” EOO/]

3.2, 3annamaseTo Ka CTOKUTE IO JOr0BOPa ce H3BBPIIBA OTIONEHO B CpoK 0T 30 /Tpuaecer/ aHm
OT AATATA HA MO/IyY2BaHE HA ChOTBETHATA AGCTABKA U IPH [IPEACTARNHE HA CACAHUTE JOKYMEHTH:

a} pocraBHA (pakTypa, B KOATO Ca OTOCIH3aHM HOMEp M JiaTa Ha CKIOYBAHE Ha JOTOBOpA —
OpPMIHHAT A JIBE KON, '

0) npuemo - IpeAABATETHN MPOTOKOIH. _

3.3. IBIIBJIHATEJSIT ¢ anwxes ga yBenomusa nucMeno BBINOKHTEJISA sa scuuxn
NOCEABAIIA IIPOMEHH Ha OaHKOBATa CM CMETKA B CPOK OT 3 (TpH) JHA CUMTAHO OT MOMEHTZ Ha
npomsaara. B caygait ye USNBJIHUTEJ/DIT ae yrenomu BD3JIOKHUTEJIA B To3: cpok, cunTa ce, 4e
HAIARRATA C4 HAAJICKHO H3BbPIICHH.

34. Koraro HIHBJHUTEJAT e cxmognn [AoroBop/morosopu  3a HO,I[HS]‘ILJ]HGHHG,
BB3JIOXKUTEJIAT wm3pwrpmiBa OKOHYATENHO IUIANIAHE KbM HEro, cnei Karo GLAAT HpeACTaBeHH
nokazarencrsa, 4w¢ H3IOBJHMUTEJIAT ¢ 3ammarun Ha HOI[HSH‘BJ]}IH'I‘CJE[/HO,T_[P[BIIT)JH{HTC 3a

.HOHHBH’BJHH/ITGM




Iv. CPOI{ HA TOCTABSHE

4.1, Besika oTenna AOCTAaBKa, HPEeJIMET HA HACTOALUMA JOrOBOP, CIEABA A Ghje NOCTABCHA B CPOK
30 24 (ABafeceT N YCTHPR) UYaca, cile]] ONyIaBaHe HA 3a5BKA OT Br3noxnaTens. 3asgBkara ¢¢ M3npalna 1o
thaKc WM 110 EJEKTPOHEH TIHT.

4.2. Beska oTAenHa JAOCYTABKA CHEABA HABIHO Ja ChOTBETCTBA Ha KOJNHYECTBATA, TOUHO
‘onpeneiicHH B 3asBKaTa. 3aABKaTa C€ H3NPama 0 (aKe WM 0O €NEKTPOHEH IbT.

43. B CHY‘I&H e He MOXC Jia M3IBJIEH IBIHO M TOYHO 3aXBKCHHETO CH 32 H3B'I:pI.HBaHC Ha
JOCTABKA Ha CTOKHTE, OIFICAHA B Ba.ﬁBKaTa, B CPOK2 1O 4.1., ABOBJIHATEISAT 5 CPOK HE HO-ALIEI OT
24 uaca cyien NOJIy4aBaHe Ha 3a4BKaTa, YReAOMARA B’B?..]IO)KHTEJI}I € IHCMO 3a O0TKA3 0T AOCTABKA,
Karo MOCOYBA HPUYMHATA, HOPAIH KOATO HE MOXKC A3 H3IBIHH KOHKDETHATA 3asiBKa, PECIIEKTHBHO
CHOTBETHA IO3UHUA OT 3a8BKATA, B HPeACTaBs JOKYMEHTH, YAOCTOREPABALIH COUCHATE OBCTOSTENCTRA.

4.4. B cnyuait we H3ITbJHHUTEJAT moxe Ja M3IBAHE 38JBIKCHUCTO CH 33 W3BBHPINBAHE
JIOCTaBKa Ha CTOKMTE, ONUCAHX B 3asiBKara, cbe 3abasa, UIIMBJHHTEJIIT nocoysa B - HHCMOTO 3a
OTKa3 Karara, Ha KOATO MIE JOCTaBH 3aIBCHUTE IPOXYKTH.

4.5. B cnygante no. 4.3. u 1.4.4. Bb3JIOKUATEJAT, B cpok He mo- ,I['Bﬂ'Bl" 0T 24 Haca clen
IOTYYaBaHe Ha IHCMOTO 3a 0TKas, mucMeno ysefomsea MIIIBJAHUTES panmm npuema nocodeHuTe
NPHYHHY 33 HEH3NBIHEHHE HA KOHKPETHATA 384BKa 32 OCHOBATENHN, ¥ AANK NOTRBPIKAABA 3a9BKATA NPH
nocoyenas or M3MTBJIHUTEJS cpok, wid He npueMa 3ad0aBeHOTO H3NBIHCHKUE.

4.6. 3a xonuuecTBa JOCTaPcHH w3BhH 3asekara, BB3IJNOXKHTESA =mava 3agpDKeHAE 32
[OJIy9aBaHe, PECIEKTHBHO 32 ILIaIHaHe.

V. MACTO HA 1OCTABSIHE
5.1. 3a MACTO Ha JOCTaBIHE Ha CTOKHUTE 110 TO3H AOroBop ce onpeaens bonnuyna Anteka va KOL[-
Pyce EOOJ, ra anpec rp. Pyce, yu. Hezasucumoct Ne 2.
5.2. PucksrT OT CHY4aWHOTO NOTHBAHE HIH NOBPEXJAHE HA CTOKHTE IIPEMMHABA BBPXY
Bb3NNOAKUTEJ/H or MOMEHTa Ha NpHWEMaHETO MM Ha MACTOTO Ha HOCTAaBSIHE € NPHEMATEIHO-
npeaasarTefiey NPOTOKOIL.

VL. IATA HA JOCTABAHE HA CTOKI'ITE

6. 3& 7i8T2 HA JOCTABSHE CC CUMTa 1aTaTa, Ha KOATO CTOKATE 02 JOCTaBeHH 1o Bommmina Anrexa Ha
KOLI-Pyce EOO,[[, Ha ajpec rp. Pyce, yn. HEBaBHCHMOCT Ne 2,

VIIL. 3A}1’I)JDKEHH$I HA MINBJIHUTEJA. I APAI-IHHH 3A HBHI)JIHEHHE

7.1. ABITBJIHATEJBIT ce 3amxsmxasa;

7.1.1. Jia noctaBu CTOKHATE B JOFOBOPEHMA CPOK U Aa ri npeaane va Bb3JTOKHATEIA.

7.1.2. lla npeaane cTokute, uaKeTHpaHH ¥ MAPKUPAHK B CHOTBETHUSA BHJI, KOTAICCTBO H Ka9ecTBO
Ha MACTOTO Ha AOCTABIHE,

7.1.3. B cpox gm0 30 gum ciea AOCTaBAHE HA CTOKHTC 2 Ilpe,E[CTaBH Ha Bb3JTOXKHTEJISA
JAOKYMCHTHTE, H30pOeHH B 4n.3.2. OT HACTOAHIMS AOTOBOP.

7.2. llpn moamuceame Ha Aorosopa, M3NbJIHUTEJAT npeacrars ma Bb3JIOKHUTEJIE
: ,[EOKyMeHT 32 BHECCHA rapaHiid 32 M3NhjJHCHHE Ha 3a0Bb/PKCHUSTA CH 110 JIOTOBOPA B pasmMep Ha 20812,14

., IpeAcTansgama 1 Y% (eauo Ha cTo) OT nenara no 1.2.5. 6e3 J{JIC.

7.3. PasxoamTe 10 OpeBOjA HAa NMAPHMYHA CyMa Wi HA GaHKOBATA Fapannus ca 3a CMETKA Ha
A3ITHJIHMUTEJIA, a pasxoaure 00 €BEHTYANHOTO HM YCBOsABaHE — 3a cMeTka Ha BBh3JIOKHUTEJIS.

7.4. Bb3JIOKHTEJIAT ocroboxaapa rapannusTa 32 H3NBJIHCHWE Ha JOTOBOpa B CPok jio 30
{TpuAacceT) JHH Chef npﬂmmqaaﬂe V3NBIHCHACTO Ha noronopa, ‘OCBCH 8KO BL3JIO)ICI'ITEJI$[T e
YCEBOMIJI CHINATA, :

7.5. Bb3JIOKHUTEAT 3axspixa rapaHnmsra 3a U3IBIHEHAE HA J0FOBODA, 6e3 1a ABIDKH JIUXBH,
aKO B HpoIeca HA HErOBOTC HM3NBIHEHHE BE3HUKHE CUOP MENIY CTPAHHTC 70 HErOBOTO peIiaBaHe qpea
CHIOPasYMEHHE HJIH UPE3 BILI3NIO B CUiia ChAeOHO pemenye. '

_ 7.6. BH3JIOXKHUTEJBIT uma npaso Ia YCBOH M3LAI0 WM OTIACTH rapaniusTa 39
_,uoroaopa npn HETOYHO M3HBIMCHHE Ha 3a0b/DKCHIATA IO HOrOBOpA OT CTpaHa Ha H '




BKIIOYHTENIHO OPH BE3HHKBAHE Ha 3aAb/UKCHUC HA V3ITHJHUTEJIS 3a ninamane Ha HEYCTONKH, KAaKTO U
OpH MpEKparsBaHe Ha AOrOBODa oT B’b3JIO}I{ﬂTEJIH, [OPasN HEM3NGJIHEHHE HA JIOFOBODHH
" saasmkenus or crpara wa 3IThJIHATEJIS. ' '

7.7. B cuyua#i, ue bamkara, m3gasa rapaHUHATa 3a K3OBLIHCHHE HA ,E[OTOBOpa e o0fBEHa B
HECHCTOATEIHOCT, WM WINAJHE B HEIUIATEROCNOCOOHOCT, MM i ce OTHOME JIMIEH3A, MM OTKaXe Ja
3aliiaTy OpeJsiBeHata OT BB3J10}I{PITEJIH cyma B ‘3-THEREH CPOK, BT:3JIO}KHTE.}I$IT HMMa MIPARO Aa
HNOHCKa, a I/I3HI:JIHPITEJIHT € JNBKEH Ja IIPei0CTaBH B CPOK 0 5 (ner) pabOTHH AHH OT HATIPABEHOTO
WCKAHE, CHOTBETHATA 3AMCCTBAINA rapasmas OT Apyra GaHKOBa HHCTUTYIMA.

7.8. BT)3JIO)I€I'ITEJIHT HE MBJDKM NHEXBHM BBPXY CYMATE IO TapaHIlHfTa 33 H3ﬂ'bﬂHeHHe Ha
AOTOBOpA.

VIIIL. BAI[’I:JDKEHHH HA BL3JIO)I{I/ITEJIH

8.1. B'I:3JIO}KHTEJI$1T CE€ 3a0LIKABE;

8.1.1. Jla mpueme no pepa Ha wi9.l ¥ w1.9.2 OT HACTOSAIOHS HOFOBOP upes yn'bﬂﬂomomeﬂ
IPEJCTABUTEN JOCTABEHUTE B CPOK M HA MSACTO CTOKH, CHOTBETCTBAINH 1O BHJL, KONMYECTBO M KA4ECTBO Ha
ONKCAHOTO B HACTOMIN#SA JTOTOBOP, oo :

8.1.2. lla 3anyaTs JOCTABEHATE CTOKH 0 Pea Ha W13 OT HACTOAINMA JOTOBOP.

8.1.3. Ciies HpEKIIOEBAHE H3NLIHEHKETO HA AOTOBOPA Aa 0CBOGOMN IapaBlHiTa 33 H3NEIHEHHE B
CpOK, 0€3 ia NBIOKH NEXBH 34 CPOKa, Hpe3 KORTO CpeACTRATA 3aKOHHO ¢a IPECTOSUIH Y HETO.

8.2. BLh3IJNOKUTEJAT mma npaso za m3ucksa o1 U3HBJIHUTEIIA ja cxmoun # aa My
MIpEeICTaBH AOTOBOPH 3a no,ummﬂmenne € HOCOUCHHTE B O(I:ep"rara MY HOV3IBIHHTEINH.

IX. IPUEMAHE H IIPEI[ABAHE HA CTOKHMTE

9.1. IIpEeMaHeTo Ha CTOKATC C¢ HM3BBPIIBA HA MACTOTO HA JOCTABAHE OT  YIBIHOMOLICH
upeactasutel Ha Bb3JIOKHTEISA. : .

9.2. HINLJHHUTE/BIT &u YII'BJIHOMOHIGHHSI APESCTABMTE  IGANMCBAT  IPHEMATEIHO-
HApeaBaTesIeH HPOTOKOI, YAOCTOREPABAN NOMYYABAHETO HA CTOKHTE,

9.3. Koraro H3bJIHATEJAT ¢ cxmounn foroBop/IOTOBOPH 32 NOAM3TBIHCHHE, paboTara Ha
nopmsneaauTeauTe ce npaemMa oT BDBIJIOKHUTEJISE B mpmcncreuerc na H3NBJIHHWUTEDS =
TNOVRIIBIHATENS. _
X. KAYECTBO, F'APAHIIUH H CPOK HA F'OZHOCT

10.1. KagecreoTO Ha CTOKHMTE, OPEAMCT Ha HACTOSAIIMI IOTOBOD, CJIEBA fAa OTroBaps Ha
TEXHIIECKHTE CTAHAAPTH Ha NPOU3BOAUTEHS, KOETO C€ YAOCTOBEPSBA CBC CEPTH(HKAT 3a KayecTRo,
M3AICH OT KOMIETEHTEH OpraH B CTPaHATa Ha NPORIBOUTENA. :

10.2. Kem patara Ha AOCTAaBKATa, OCTATHUHMIT CPOK Ha I‘OI{HOCT Ha CTOKHTE npeaMeT Ha
HACTOSHIEAA IOTOROP, CIeBa Ja Gpae He mo-ManbK 60 % (mecTaeceT IpOLneHTa).

10.3. B ciysalf Ha JOCTaBKA Ha OPOXYKT ¢ IO-KpaThK OT JIOFOBOPEHHA CPOK Ha IOAHOCT
M3ObJIHUTEJIAT neioxu HeEycTOlKa B pasMep Ha 5 % BEpXy CTOMHOCTTA Ha AOCTABKATA. .

' 10.4. UIITBJIHUTEIAT Moke Aa H3BbpHIA npnxnézmaﬂe MEXAY 3aXbJKEHHETO CH 32
3AMIAMAHEC HA HEYCTOHKA M B3€MAHETO CH 32 LEHAT2 Ha JOCTABEHATA CTOKA, ¢/i¢] BHIHHKBAME Ha
3RXBJKEHHETO 32 3anNaniane Ha HeycTofika. [IPpHXBaIaneTo Ce W3BEPIIRA C ¢IHOCTPAHHO HIMBICHHE,
KOETO MOKE /13 HAMEPH 8/IEKBaTHO CUSTOBOJHO OTPAXCHHUE 1 BLB (akTypaTa 3a I0cTaBKaTa. -

10.5. 'BB3JIOXKHUTEIAT moxe na oTKaxe NPAEMAHETO HA CTOKUTE, 8KO B JCHS HA TIXHOTO
npnemaﬁe OCTaTHYHMAT CPOK Ha TOIHOCT € No-MaNnbK OT HocoYcHns B 1.10.2.

XL OTTOBOPHOCT 3A HETOYHO W3 BJIHEHHE. PEKJIAMA[{I/IK
11.1. B'bBJIO)I(ﬂTEJIHT MoKe Ja npensessa pexnavanys npea I DBJHHUTEJIS za:
_ ) KONMYECTBO M HCKOMIUICKTHOCT Ha . CTOKUTE WM TeXHHYECKara NOKyMEHTauwms (sSBHE
He,ILOCTaTI:IIH), _
6) Ka4ecTBO {CKpHTH Henoc*ram,un)
- Ip¥ JOCTABAHE HA CTOKM HE OT JAOTOBOPEHHA BUJ, IIOCOYEH BUlLL;
- Py KOHCTaTHpaHe Ha AchexTn npr ynorpeba Ha CTOKHTE.




'~ Ha cnezmn're oGcrosTencTRa:

11.2. Pexnamanuu 3a sBHH HeOCTAaThUHN Ha ¢TokHTe ce npasar of BbhIJIOKHTEJIIS, B MoMeHTA
Ha PEAABAHETO MM, 32 KOSTO C€ CECTABS IIPOTOKON, IOANACAH OT ZIBETE CTPAH.
- 11.3. PexsiaManuy 3a CKPUTH HEJOCTATHIM CE HPABST Ipe3 Henas CPOK Ha FOJHOCT Ha AOCTABCHHTE
CTOKH, KaTO PEKIaMaltisTa 3a JICKapCTBEHH NPOAYKTH C€ UPHAPYKaBa 3ATBDKHIENHO OT KOHCTATHBEH
NIPOTOKOJ, H3AaKeH 0T M3NBiIHUTCAHATA arcHums 3a TIeKapeTBaTa.
' 11.4. BB3JOKHUTEIBIT ¢ nanxer na YBEAOMHA TTHCMEHO H3H’I:JIHHTEJIH 33 YCTAHOBEHHTE
AdetekTs B 15 (meTHAzeCeT) AHEBEH CPOK OT KOHCTAaTUPAHETO HM.
11.5. B peKIaMallavTe C€ NOCO4Ba HOMEPHT Ha JOTOBOPA, TOYHOTO KOJHMYECTRO Ha nonyqeﬂﬁ're
CTOKH C TEXHWA NapTHACH HOMEDP, OCHOBAaHMETO 3a pexnaMailiss H KOHKPETHOTO HCKAaHE Ha
BB3JOXKATES.
_ 11.6. B 10 (mecet) nmeneH cpok oT noNy4aBaHe Ha peKIaManuiTa, I’I3H’I)JII-IHTEJI}IT cleBa Ja
otrosopu Ha Bb3JOXHTEJIA nucMeno 1 KOHKPETHO Zaiu npgeMa peKIamManHaTa WK § OTXBBPIS,
11.7. Tlpu pexnamanus 32 SIBHM HEJJOCTATHINK H3II’[>JIHHTE.JI$IT € ATBXKEH B IHOMECCYEH CPOK
OT NONyJaBaHe Ha DEKIAMAMATA 33 CBOS CMETKA W DHCK jAa JOCTABH Ha MACTOTO HA JIOCTABAHE
* KOJIMYECTBOTO JUNCBAIIHE B IOCTABKATA / HE KOMIUICKTHH JIOTOBOPEHH CTOKH.
11.8. Ilpa pexnamanus 3a cKkpuTH #exocTarhuy MIMMBJIHHUTEJIST ¢ ANBXEH B cHHOMECEUCH
'CPOK OT TIONy9aBafeTo # 13 3aMeH JOCTABCHWTS HE JIOTOBOPEHH IO BHA / JeQeKTHH CTOKH 3a CBOs
CMETKA K pnct{ un o nperesxa Ha Bh3JTOXKHUTENS na BBPHE CHOTBETHATA YacT 0T 3allIaTeHaTa IeHa,
BEHO € JBIOKHMUTE JHXEH, ' '
11.9. IfIaGopm" HA TIOCOYEHHTE II0-TOPE BB3MOXKHOCTH [1a CE BRPHE CBOTBETHATA HacT OT INIATEHOTO
WIM Ja CC JOCTABAT HOBM CTOKM Ipuraaiexu Ha BHIJIOKHTEIS u ce YIPaXHABA OT HErO IOX
dopmara na macmeno yeexomienue o M3ITBJIHATEIS, xaro Pa3XOAMTE H PUCKOBETE MO HOBOTO
Rocraggue ca 3a ¢cMeTka Ea H3IThJITHHRTEJIS.
11.10. Pemamnpaﬁme CTOKM Ce C'BXpaH}IBaT oT B’I)?nJIO}KI/ITEJIﬂ J0 ypexc,uaﬂc Ha
PeKnaManABTe.
11.11. Bcruxn ,ummmm CyMH OT HEYCTOHKH CE YABPXAT OT NPEACTABEHATA OT BBINOKATEIS
TapaHLys 34 V3NEIHEHYE 10 OHIHESL K pasmep. Tosa ve orpanmaasa BB3JIOKUTEIIS na Tspen cyma
Haj paamepa Ha TAPABTINATA 32 H3IBIHEHNE 0O 00InuA pej. .

XII. OTTOBOPHOCT IIPH HEH3H’LJIHEHI/IE

12.1. 3a HGHSH'BJIHCHHC H& 3a6TDKCHUATE CH 110 HACTOSMINMS JOTOBOP, ¢ H3KMOYEHHE Ha TE3U 10
11.10.2 — un, 10.4, HensnpaBHaTa CIpana XbIDKH HEYCTOHKA B pasmep Ha 0,01 % Ha Jien BEpXy croliHOCTTR
HA HGH3H'BJTH6HOTO B JIOTOBOPEHHTE CPOKOBE 3A/ILIDKERHE, HO HE noBede or 10 % (mecer mponenta) ot
CTOHHOCTTA Ha HEH3NBIHEHHETO, KAKTO H OOC3MIETEHWE 3a IPETHPICHHTE JEHCTBUTENHA BpEAH B
CHY4auTe, KOTaTo Te HAAXBEPIAT 0T OBOPEHATE HEYCTOMKA.

12.2. Koraro npn nanuvme Ha pexnaManmm, I/I3II’I)JIHHTEJI${T HE M3NBAHHN 3aABKCHUATA CH
1o paspex X1 0T HaCTOMNESA AOrOBOP B CPOK, CHEMAT A5ku Ha BhIJIOXKUTEIS Heycmnxa B pasMep
Ha 2 % OT neHaTa Ha CTOKUTE, 3a KOHUTO €4 HATIPABEHN PCKIAMALHUTE.

12.3. IIpr HeTO9HO H3MLIHEHHE Ha 3aABIDKERHAATA N0 JOTOBOpa OT cTpana Ra H3ITbJIHUTEJS,
BB3JIOKUTENAT 3aMiama XbIKUMOTO Cllel] KATo onyus CTOHHOCTTA HA HEYCToHKHTe. B ciyuail Ha
oTKa3 o7 crpara Ha U3ITBJHHWUTEIS 3a miamane HA IBDKAMETS npectarnuy, BHITOKHUTEISAT
YAOBACTBOPSIBA IPETCHIMMTE CH KaTO 3a/IBPXa CHOTBETHATA YACT OT rAPAHHHUATA 33 H3TBIHCHHUE,

- 12.4. I1pn Burorna 3a6asa B2 HINTBJIHUTEJIA, HPOIOB/DKUIA € IIOBEYC OT NOJOBHHATA OT CPOKa
3a M3NBIHEHHE HA CBHOTEETHOTO 3agbIDKCHHE, Apyrara CIpaHa ¥Ma NpaBC Jia pasBaiM JOTroBOpa
€IHOCTPAHHO C 1 5-1MeBHO HpEu3BECTHE.

12.5. IIpn enmocTpamHO npexparsBaHe Ha ,z:or()Bopa B ciydaumre nmo 138, 139 m 13.12,
B’BSJIO)KI’ITEJIS!T 38ABPIKA CHOTBETHATA YacT OT rapaHiusITa 3a H3ThIHeHHE.

X1, IPEKPATSIBAHE u PARBAJISSHE HA ,I[OFOBOPA
13, 1 JloroBopsT ce DPEKpaTsBa C H3THYAHE Ha CPOKA, YTOBOPEH MEXAY CIPaHUTE.
- 13.2 Horosopst MOXE Jia Objie IIpeKpaTeH ¥ npeiy HITHYAHS Ha YTOBOPEHHS Cp

a) 1o B3ammHO CBIJIACHE Ha CTPAHUTE U3pa3eHo B MHCMEHO CIIOPa3yMCHHE,



6) C apryMeHTHPaHO IHCMEHO npeAMIBECTHE, OTHPABEHO OT €AHATA CTPAHA 10 APYIaTa, KOETO He
MOXE Jia GBAe HO-Malko OT TPUJICCET KANCHAAPHA JHH. Heficraaero Ha noronopa IPOALIKABA H B CPOKa
HA HPSAU3RECTHETO.

13.3. JIoroBophT ce mpekparssa cilel OOSBSBAHE Ha €AHA OT cmana’re B HECBCTOATEIHOCT.
Crpamara, 32 KOSTO € OTKPHTa Ta3d IpPOLESAypa, € ATBXKHA A2 YBEJOMM IHMCMCHO Jpyrara ¢TpaHa B
JIECeT/IHEBECH CPOK OT JaTaTa Ha PEIIEHKETO Ha Chia 33 OTKPUBAHC Ha IpolteAyparta. CTpanMIc yTOBapAT
Aatata, Caes KOSTO OTOBOPET L€ CC CHHTA 33 NPEKpATEH.

13.4. B cnyuai, ue no otHomenne Ha HIITbJIAHMTES sacTsnsr oberosTencreara no wi47 ot
3011 (orm.), BBIJOKUTEAT nma mpaso fia NIpeKpard €AHOCTPAHHO HACTOsHNUA JOTOBOp €
yBEIOMIEHNE, 6€3 NACMEHO UPeAU3BeCTHE U 6e3 ia ABIIKH HEYCTOMRKH., o

135. B ciydad, ¥¢ 1o OTHOUICHHE Ha NEKapCIBEH IPOLYKT, IIPE,HMGT Ha JOTOBOPA, BH3HMKHAT
obcrofTencTBa, B PE3yNTaT HA KOHTO HACTHUH HCCHOTBEICTBHE C O(epHpaHEa HPONYKT MIM CE

' IPEAOCTABM APYr NPOXYKT, He choTBerciBaui Ha odbepmpannd, BB3JNOKUTEJUIT nMa npaso aa
TIPEKPATH €/IHOCTPARHO HACTOAIAS A0TOBOP © yBeOMICHHE, 5€3 IICMEHO Mpefn3BecThe U 6e3 A8 IHIKY
HEYCTOHKH. :

13.6. Bb3JIOKUTEJIAT uma 11paso fa pa3Bajid JOT0BOPA NPH HEM3IIBIHEHUE HA KOETO H 12 € OT
34IBIDKEHAATA Ha H3II'BJIHHTEJ1H CTIEN KATO € OTHPaBHI A0 HEr0 NOKaHa 33 M3IBIHCHHE C HOCOYEHa
dopmaTa Ha Her3IBEIHCHKE, B KOATO € AajeH noxe 10 (aecet) — NHEBEH CPOK 33 H3IBIHCHHE.

13.7. BB3HOKHUTEJAT nma npago fa pazsajiv ZOroBopa ¢ €{HOCTPABHO yBEZOMIIEHHE U 563
TIpeN3BECTHE, B Cyuail HA NIPEJIIBEHNA TOBEYE OT TPH peKIaMaliil 0T BB3JOXKHATENS no rn. X1,
JIOPH W HEV3NBIHCHUETO 2 € OTCTPAHCHO B JAJEHUA CPOK 33 TOYHO H3IbIHCHYE.

13.8. BLIJTOKHUTESIT mva nmpaso Ja pasBaidi ¢ EAHOCTPAHHO yBeAoMicHHe u Oe3
IpPEAN3BeCTHE HACTOSAHIAS JOTOROP TIPH IOBEHYE OT TPH HEHKEAAHN CTPAHHIHA PEAKHMH NPH IAIMEHTH Cie
ynoTpe6a Ha KOUTO ¥ J1a € JeKapCTREH NPOAYKT, HPEe/CTABIABAN «CTOK) [0 HACTOSINMS JOTOBOD. _

' 13.9. BB3JIOKUTEJAT wBma npaso 2Aa 1pexpard ¢AHOCTPAHHO JOFOBOpa, aKo
M3 BJIHATEJAT nanpaBd HCOCHOBAaTEAEH OTKa3 OT AOCTABSHE Ha NPOAYKTH, HPCAMCT HA HACTOAIINA
JIOroBop. 3a HEOCHOBATCICH OTKA3 IIE CE CUNTa TO3KW 0TKa3 o w€wi4.3, kbM koiro H3IITHBJIHUTEJAT ue
e NPeNCTABHI JOKYMEHTH, YI0CTOREPABALIE COUCHATE OOCTOSTENCTRA, Wil COYEHNTE OOCTOSTENCTEA HE Ca
dopcmaxopuu no cMuchia Ha p-a1 X1V or mactosinua porosop. IlpekparsBaHeTo Ha JOrOBOpaA HA TOBA
OCHOBaHHE € B CHJa 0T JaTara, Ha KoaTo yeepoMasaneTo Joctarne 2o HIITLJIHUTEJISE

13.10. 3a HeoCHOBAaTEJEH OTKA3 WIE CE CYATA U HSHOCTaBIHETO Ha CTOKA HOBEUC OT 5 JIHHM, CUHTAHO
OT jatata Ha KOSTO ¢ CieABano Ja Osge gocraBeHa, Oes MINBAHHUTEILSIT ja e yBesoMm
BB3JIOKHUTEJS no pesa ma wi4.3 Or HOroBopa 3a HEBB3IMOXKHOCTTA CH Ja M3NBAHM 3asBKaTa,
PECIECKTHBHO YaCT OT Hefl. ' ' | ' '

13.11. BB3JOXUTESAT crerass RpoTokon, B KOHTO oTpassea gammmre mo wii3.10. n
U3Npana Konue OTF npomxona Ha I'I311'I:.}IHI/ITEJ15[ KOETo My JiaBa IPaBo EAHOCTPAHHO [a pasBaii
JIOTOBOPE.

13.12, B’LBJIO)KI/ITEJISIT HMa TPaBO Ja PasBallM JOTOBOPA ¢ €IHOCTPAHHO YBCJOMICHHUS, B
cinyyail ye e mpuen 3abaBeHo U3NBAHEHHE 10 pena Ha T:4.4 u 1.4.5. u U3IThJJHUTEJIAT He maubnnu
3aBKaTa B CPOKa, IOCOYEH OT HEFO B MACMOTO 32 OTXa3,

X1V. ®OPCMAKOPHU OBCTOATENCTBA
14.1. CtparuTe IO HACTOANUAN AOrOBOP HE ABDKAT 0be3meTeH e 3a HOHCCGHH BpeIH M 3aryou, aKo
NOCHEABMTE Ca IPUUMHEHH B pe3yJITaT Ha RENPeoaoIuMa CHia.
_ 14.2. AKo cTpaHaTa, KONTO € CHCABANO [ja W3NBIHH CBOE 3aAb/IKCHHE HO jorosopa € OHia B
3abaBa, T4 HE MOXE 3 C¢ [1030BaBa Ha HENPEOAOIAMA CHIIa.
14.3. “Henpeoposmma cHaa” 10 CMHCHIA Ha TO3W [AOFOBOP € HENPEABHACHO W/HIH
HENPEAOTRPATHMO CHOUTHE 0T H3BBHPEAEH XapakTep, B3HMKHANO Cjlel CKAIOYBAHCTO HA Or0BOpA.

14 4. Ctpanata, 3aceTHaTa OT HENPEOJONMMA CAJIA, € ,r_{ﬂmtcﬂa Jta 1ipelipHEME BCHY s i’g: qc

) :'-yBe,uOMH HHCMEHO JpyraTa CTpasa B 7-JHEBEH CPOK 0T HACTHIBAHETO Ha HEMPeoIoi
HEYBEAOMIBAHE C€ ,u"bmlm ofesiIeTeRnEe 3a HaCTHIHIMTC OT TOB2 BPEIM. Henpeo,}l



AOKa3Ba OT 3acCruaTata CTpaHa ChC Cepradurar 3a (GopcMakop, w3gaieH 0 CHOTBETHHS Pel OT
KOMNCTCHTHHS OPTaH B XbPXKABATa, B KOATO €2 HACTHINUIH (POPCMaXOPHHTE 0GCTOSTENCTRA.

14.5. Jloxato Tpae HempeoxonmMmara CHN2, W3IBIHCHUETO Ha SAbIKCHUATA M CBHP3AHUTE © TiIX
HAaCpPeInHA 3aIb/DKSHUA C€ COUpa. _

14.6. He npencrapnssa “dempeofonnma cuta” ch0ATHE, IPHYHEEHO IO HEGPEXHOCT MM apes
YMHAIUICHO NCHCTBHE HA HAKOM OT CTPAaHHTE MM TEeXHA NPEACTABHTENH W/ CAYKHTCHH, KAKTO M
HEAOCTHIa Ha Mapu4Hy cpezicTea Ha Bh3JIOXKHTEJIS. '

_ XV. CIIOPOBE

15.1. Bp3uuraannTe Npe3 BPEMETPacHETO Ha JOTOBOPA CHOPOBE ¥ PasHOIIACHA MEXHAY CTPaHuTe
C€ peilasar 4pe3 NPErOBOPH MEXAY T5X. IIOCTHrHATHTE HOTOBOPEHOCTH ce 0POPMAT B MuCcMeHa gopma u
ce IPCBPBINAT B HECPA3AEIIHA YacT OT JOTOBOPA. _

15.2. B cayyail Ha HEIOCTHraHe Ha JOTOBOPEHOCT IO HPEIXOMHUS 9IEH, BCHUKH CIIOpoBe,
NOPOJICHK OT TOSH JOTOBOP MM OTHACAHIM CC 10 HEro, BKMIOUHTENHO CHOPOBETE, HOPOAEHH OT MM
OTHACAIIH Ce No HemBOTo THIKYBaHE, HEACHCTBATEIHOCT, HEMAMBIHEHNE WIIH npekpatsBane me Gnaar
paspelaBan Cropes GhITapCKUTe MATCPRAIHY B IPONECYaTHH 38KOHH OT KOMNETEHTHHS CEJl IO pefia Ha
I'TIK.

. XVI. CbOBUHIEHHAA
- 16.1. Bewgka cro0imeHds MEXKZY CTPAHMTE, CBBP3AHH C HAITLIHEHHETO HA TO3H JOTOBOp ca
BATM/HH, aKO C4 HalPABEHM B IHMCMEHA (POPMa U €A NOANKCAHY OT YILABOMOIIEHUTE IPEACTABHTENS Ha
W3ITBJIHUTEISA vnu BB3JIOKUTES.
16.2. 3a nata Ha CHODILEHMETO CE CMATA:

- AaTaTa Ha IPSAaBaHeTO — NPH PHUHO NPENaBaHe Ha CHOOINEHNETO;

- ZaTaTa HAa HOMIEHCKOTO KieHMO Ha ofpaTHaTa Pa3snHCKA — UpH H3NPANAHE N0 NI0ATa;

- JaTaTa Ha IpHeMaHeTo — IPH u3rpamane oo teiedake, TeJeke Hiau e-mail.

XVH. APYT'H YCJAOBHUSI :

17.1. IlpaBata i 3axb/mKeHUsTA 10 HACTOSIAS JOIOBOP HE MOFAT A2 C€ IPEXBHPIIT €IHOCTPAHHO
Ha TPETH JMIa M nOA00HK aKTOBE He MOpaXKaT NpaBHO AeHcTsue 63 MHCMEHOTO CHINACHE Ha APYrara
CTpaHa.

17.2. 3a HeypeAcHATE BRUPOCH B HACTOSINHA JOTOBOP C& MPHIATA AEHCTBAIHOTO OBArapcko
3aKOHOIATEICTRO. '

17.3. B cny4aii Ha BacTBIMIM IPOMEHN B JO3HPOBKATa ¥ HAYMHA HA IPRIOKEHHE B OnodpeHara
KpaTka XapaKTCPHMCTMKa Ha JCKapCTBCHHA MPOJAYKT, CEA CKIOYBAaHe Ha HACTOAIIEA JOTOBOP,
KOMICHCHPaHeTO Ha IIOBANICHUTE pa3xo iy € 3a cmerka aa H3ITbJIHUTEJS.

17.4. Iipu Guokupane u A3TET/IAHE Ha NAPTHAH OT JEKAPCTRCHH TPOLYKTH HO pena na Hapenbara
Ne 9/2008 r. ma M3 3a ycnoBusata W pena 3a GiOKHpase W HITerigHe Ha JICKapcTBa, CBIIMTE CC
BB3CTAHOBABAT B OOJHIUHATa aliTeKa, KaTO KOMMYECTRO ¥ BHI, 38 CMETKa Ha MsmpianTes.

XVIIL CPOK HA AEHCTBHE HA JOTFOBOPA

18.1. MorosopsT BIM3a B CHJIA OT AATATA HA HOJIHCBAHETO MY OT JIBET€ CTPAHH H € ¢hC ¢pok 12
/ABaHazeceT/ Mecena.

18.2. B cnyqaii, 4e npu A3THYAHE HA CPOKa Ha IOTOROPA BhanoxutensT no o6exTHBHL OpHYHHY HE
© YCHAL ha NPUXHOYM HpOLEeAypata IO OHpeAe/iHe Ha HOB JIOCTABYMK HA HPOJYKTHTE, NPEAMET Ha
HACTOAIIMA KOHTPAKT, JNOTOBOPBT HPOABIKABA Jla € B CHIA A0 OKOHYATEJHOTO NPHKIIOYBAHE Ha
IpoUeNypuTe A CKIIOUBAHE HA HOB Iororop. Ilo oTHomenue Ba “ycnoBus, HaYHH Ha IUTAMAHE B CPOK Ha
IIaIaHe” CPOXBT Ha AeHCTBHE € CHINIACHO JOroBopeHoTo B Paynesn Il oT nacTosnms JIOFOBOD.

. ‘_inI»I HOANHCBaHe HA HacTosmusa xorosop, MU3ITBJIHUTEIIST npencraen:
1. fokyMeHT 3a BHECEHA rapaHifs 3a H3UBIHCHUE.
2. ﬂoxyme_ﬂm o 1. 47, an. 10 ot 3011 (ortm.).



HepasJie/iHa 9acT OT HACTOSIIMS AOTOBOP Ca:
1. Coeundukanus; '
2. IleHOBO HIpeATIONCHAE,
3. TexHMYECKO OPEANOKEHHE 3a H3TbJIHEHRE Ha TOPHUKATA.

HAaCTOSIMST JOrOBOp Ce CKMOMH B ABA €AHOOOPA3HH €K3EMIUIIpA — 0O €HH 32 BCAKA OT
CTIpaHHTe. ' '

un. 2 33140

e

'KPACHM

un. 2 33N4

JAH HHUKOJOBA
/Heanomonauk Ha “@hOHUKC ®apma” FOOJY
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PHOENIX

" h a r mag

A sampany ol PHOEMLY grean

i (o)

ObPAIEII Ne 10

L KOII - PYCE* EOOJ]
VIL"HE3ABUCAMOCT” Ne 2
TP. PYCE

TEXHHYECKO HPE/UVIOKEHUE 3A N3HBJAHEHNE HA IIOPBUYKATA

ot “®hOHHUKC Papma” EOOL
anpec / cemanuine u axpec Ha ynpasiaeuue rp. Codus , n.x. 1700 , yu. “OKON0BPHCTEH MBT

No 1993

EVK/BYJICTAT 203283623

npenctapngpan/o oT Kpacamup Hekonaes Hukonaes, ETH: 7712023968 u Jlanuena [letposa

Huxkomnosa, ET'H: 7106114033, B xa4ecTBOTO HM Ha NBIHOMONIHHUNY HA YIPABATEIUATE

3a yuacTHe B OTKpHUTa IIpoilelypa 3a Bp3jaraHe Ha 0OMecTBeHa IOPHUKa C IpeaMeT:
,HOCMasKa HA AekapecmeeHy npo0yKmY, NPeOHASHAYEHY 30 ACHEHIE Ha 3000MA60HUS,

KOUMe ce 3aniauiam wno pe@a na Jaxona 3a 30paenomo ocuzypAaeane, id Hyorc@ume Hd

(Crien Karto ce 3aro3HaxMe ¢ 00aBICHHIETO | JOKYMEHTalATa 3a yHacTHC, BKII. BCHYKH
OGpﬂBIIH H YCHOBHATA Ha MJOTOBROPA, DPABHM CICAHHIC HPOANOKEHHS 38 H3NBIHCHHE Ha

HOpBUYKaATE

KOIJ-Pyce EOOT”

YBAJKAEMH I'OCIIORA,

Tlo o0ocobena mozumug Ne 1

1. Hpeﬂnarame A4 JOCTapaMC CIICARHA NCKapCTBCH NPOAYKT ©

AHatomo- MexagyHapoaro flexapcts | Bpoii B Konuuecteo
repanegTuye HETIATSHTHO Tbproeeko fpouseogur o F; o F; o Ha aKTMBHOTO M a KonuyecTBO
H Kog fATC- HAMMEHOBaHHUe HAaMUMEeHOBAHKUE en cboﬂ Ma T : BK MeKAPCTREHO ApK a0
kon/ fINN/ . p BetlecTBO
Roche Pharmma
AG, Emil-
Barrell-Str, 1, npax 3a
D-7963% KCHLeTRaT
Grenzach- 3a 100
TpacTyaymad Kadeyla 6. 100 myg Whylen, WHYBMOHE wmrf 5
LO1XC14 SMTAN3NH 5mi Tepmanun H pasTEOP i 1 mn Mr cn. 1 6p 200




2. CpokbT Ha TOAHOCT HA JOCTABEHHTE CTOKH, KOWTO OCTaBa ClicH JATATA HA ONYUABAHETO
M o1 BranoxuTens, me 6pAe He HO-KPAThK OT 60 % ot 06111;151 CPOK Ha TOAHOCT, NOCOUYECH
OT [IPOU3BOTUTEN.

3. Beska otzenHa JocTaBKa Ha JICKapCTBEHE NPOAYKTH INe ObJe JIOCTABEHA B cpok g0 24
(aBajecer W YeTHPH) vaca, Cle] HOMYIaBaHe HA THCMEHA 3asBKa OT Bhanoxures, thparko
bonumuna Anrteka na KOL{-Pyce EOO[, ua anpec rp. Pyce, yn. Hesapucumocr Ne 2, Ges na
€¢ 3aMaIAT pa3XoIH 34 TPAHCIIOPT OT CIPaHa HA Bh3JoKUTENS.

4. 3aan/kanamMe ce, ako ofeprara Hu OBJe MPHETA, Na HITBIHABAME IOTOBOPA 3a BB3JIAraxne
Ha 00lecTBEHa HOPhUKa 38 ZOCTABKA B paMKuTe Ha 12 (1Bamagecer) Mecena OT HONIHCBAHE
Ha A0roBopa.

5. 3agpikaBame ce, Tipi GIOKHpaHE W H3TEINSHE HA APTHAN OT ICKaPCTRCHH TIPOIAYKTH TI0
pena sa HapenGara Ne 9/2008 r. na M3 3a yenousita u pena 3a 6:10Kupase H H3TSIISHE HA
ICKApCTBR, 118 BH3CTAHORABAME CHIUUTE B OOJHMYHATA ANTEKa, KATO XOJMYECTBO ¥ BHI, 32
Hailla CMEeTKa.

Aexnapapupaye, ye NpeANaraHuAT JICKapCTBEH IPOXYKT € PETHCTPUPAH 34 yIoTpeba
B CTpaHaTa M HPHUTEKABA BAMMIHO paspelleHne 3a ymoTpeGa B .CTpaHaTa, W3NAJCHO 110
perma na 3JIIIXM wnu Pernament (EO) Ne 726/2004 r. ua Epponeiickus napnaMent u CpBera
(um. 23, an.1 na 3JOIXM) - eapromo ce noduepmasa u cepTuukar 3a 0cBOGOKIABAHE HA
napTid, W3ZafeH o1 KBamupuimpaHo gamne no 3JIIXM  u  ymocToBepsBamm, e
napTHAATS JICKAPCTBOH NMPOAYKT € NPOH3BEACHA M KOHTPONMPAHA B CBHOTBEICTBHE C
U3NCKBAHMATA Ha Pa3peHICHHETO 3a ymoTpeda Ho pema ua IJMIXM, xakTo M €€ JHMICBAT
OQHIIATHY ChOGLICHHA KN OTPAHMTHTEIHE MEPKY 33 yIOTpe6a Ha NEKapCTBEHMS IPOAYKT.

- [exnapupame, de apurexarer Ha pazpemieHNeTo: aa--y—no*fpeﬁafyﬂoc-Tb-Bepeﬂ-ﬂeTo 3a
PETHCTpaluA Ha JeKapcTseHys NPORYKT, MpeaMeT Ha Haldata odepra e: Roche Registration
Limited, 6 Falcon Way Shire Park Welwyn Garden City AL7 1TW, OSexuneno Kpajicrso

HAexaapupame, ue HPUTEKATENAT Ha PA3PEINCHUETO 34 YIOTPeOa/yIOCTOREPEHIETO 3a
PEruCTpanys Ha JICKAPCTBEHHA MPOAYKT, © YCTAaHOBEHO Ha TepuTopuara Ha ObeauHeno
KpaiCTBO , KOATO © Abpkasa WICHKA 10 c¢Muchaa Ha § 1, 1.15 or Jomwnaurensnara
pasmopenta Ha 3aKOHA 33 JICKAPCTBEHUTE NPOAYKTH B XyMaHHATa MCAHNOHMHA — B ObpiKaBa-
4ieHKa Ha EBponeiickus cpto3 nm B Hopserus, wmm B Menanmus wnm 8 JluxTeninaiis,

Mdexnapapame, ue 1ie ocurypuM B OBJICH 00eM HEOOXOAMMMTE KOMMYECTBA
TICKAPCTRCHM MIPOXYKTH, NPE/MET Ba JOTOBOPA, 3a SN CPOK Ha KOrOBODA.

B cayuaume no un. 55, an 6 om 3IXM, yuacmuuxem Qe
OOCMOSMERCINGO, KAKMO U Y€ KONUYECMBAmA 3 JeKaPCMeeH s npodYVKm ca

IpUPA  ZOPHOMO

Hara: 17.03.2016 r. Kpacumup Hukomaen
[TeraoMOmENK Ha “ ®HOHY

" 233J'I,D,

Hanuena Huxonosa
enaomomuux #a *“ @bOHY
' e
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ot “@bOHUKC ®apma” EOO/]
anpec / cepanuanie u aapec Ha yrnpasicaue rp. Codus , n.x. 1700 , yi. “OKOTOBPLCTEH IreT” Ne 1992
EUK/BYJICTAT 203283623
npescrapispan/o o1 Kpacumup Huxonaes Huxonaes, ETH: 7712023968 u Januena [lerpora Huxonosa, ET'H: 7106114033, 8 Ka4ECTROTO HH

Ha DLJIHOMOITHALH HaA YIIPDABHTEITHTE

Ciien KaTo ¢e 3aro3HaxMe ¢ oDsBIICHHETO H HOKYMCHTaHATA 38 YUacTHe, BKIL. BCHYIKH O@ﬁmwﬁﬂ K YCIOBHATA Ha J0rosopa, up

H0
»KOII-PYCE* EOO/]
YIL”HE3ABUCHMOCT” Ne 2
I'P. PYCE

MEHOBO MNPEJIJOXEHHUE

3a yuacTHe B OTKPHTA IPOLE/ypa 38 Bb3/IaraHe Ha oOliecTBeHa HOPBYKA ¢ HPEeaAMET:
Hocmasxa na nexapemeenu npodyimu, Npeonasnauenu 34 Jiedeniue HA 3a00RASAHUA, KOWMO Ce 3annauam no peda Ha 3axona 3a
30pasromo ocuzypasane, 3a Hyscoume na KOL[-Pyce EOOL”

YBAKAEMH I'OCHO/IA,

CIEAHOTO TIEHORO IPeLIoKeHne N0 06ocodera mozmums Ne 1

OBPAIELI Mo 11

TlocogenaTa fieHa 2a JIEKapCTBEH IPOAYKT BKNIOUBA BCHIKY PasxojiM HO M3IIbIHEHHEe Ha HOPhYKAaTd, [PU YCIOBHS HA JOCTA
cknana Ha bomumuna anmrexa Ha KOIL-Pyce EQOJ, ma appec: rp. Pyce, ynm. ,Hesasucmmoct No 2. [Ipu HeChOTBETCTBHEC

MPpECANTOKEHHTE CAUHRTHA ¥ obr1a [I€Ha, BANM)IHA € CAMHHYHATA TICHA Ha O@@ﬁﬂmﬁ,m.

LleHa 3a 1

Axatomo- | MexayHapopnHo KOonWYecTRo LeHa Ha 6p.
TepaneBT | HEMaTeHTHO HA AKTUBHOTO ohakeka |amn./dn./ta OmEm
‘MMEH ROl | HAaMMeHOBaHKE TLproecke lNexapcieena | .Bpod B | NekapcTBeHO Konuue ne. 6e3 on. es CTOMHOCT
IATC-kon! fINN/ HaumeHosakue | MpoussoanTen thopma ONAaKOBKA | BRWECTBC Mspka | cTBO AO anc agoc 6e3 AOC

Roche Pharma

AG, Emil-Barreli- . ”

Str. 1, D-79639 rnpax sa '

Grenzach- KOHUEeTRarT 3a
LO1XC14 | Tpacryayma6 | Kadcyla fl. 100 mg Whylen, MHDY3NOHER 100 mrf
EMTaH3NH 5ml epmadua pasteop 1 5Mn mr | ¢pn. 16p. 200 29410780 2941,0780 588215,6000




ITpenaramaTa OT HAC NeHA Ha JICKAPCTBEHHTE IIPOAYKTH HE HANBHIIABAT IOCOMEHHTE LEHH B ,Axmyarusayuonen paiin Kom
HOMeHKAamYpUme Ha bonxuunume Copimyepu, CoObpXCaw NEKAPCMEeHY NPOOYKIMU 30 Redentie no Kiunusny npoyedypu Ne 5 "Cucmenmno
JEKAPCMEEHO NiedeHue npu 3noKauecmeenu saborssanus” u Ne 6, JJucnarncepno nabarodenue npu moxayecmeeny 3a60186aHUA " 1 KAUHWLHY
nemexu no pedose Ne 251, 252, 253, 254, 255, 257.1, 257.2, 258.1, 258.2 u 298, cvanacno npunooicenue Ne 10 xwom wien eduncmeen na
Hapeotba Ne 40 om 2004 2. 3a onpedersne HQ OCHOSHUS naxem Om 30paswu Oeiinocmu, 2apawmupan om 6wdocema na H30K, na
HEODX0OUMUME epUMPO- U ZPDAHYIOYUMHUME KORORUCTUMY UYL gaxmopy u GugocGonamu, aKTyaneH KbM MOMEHTA HA TOABAHE Ha
ofpeprara.

Hpennarasara Eyprandsa nesa 3a ONaKoBKa JEKAPCTBER TPOIYKT IO THPTOBCKO HAMMEHOBAHME HE MOIEKH Ha IPOMIHA TIpe3 Lemus
CPOK Ha JCHCTBHE HA JOTOBOPA 32 H3IBIHEHNUE Ha HOPBhYKATA, OCBEH B CIIydauTe Ha w43, an.2 ot 3011,

Jo noanmuceane Ha AByCTpaHEH JOTOBOP, ToBA TPEIUIOKCENE, 3aEHO ¢ NHCMEHOTO MOTBLPXKACHHE OT Bamra crpasa dopmupar
00BBP3BAIO CIIOPA3YMEHHE MEXKY ABCTE CTPAHM.

( Eoan
Hara: 17.03.2016 r. Kpacumup Hukomaes _ \J&
_ IIbnEoMOIIHEK Ha evomﬁﬁo u/

Jlannena mEBﬁomm
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1o

LKOLI— PYCE*“EOO]I
VIL”HE3ABUCHMOCT” No 2
FP.PYCE

TEXHUYECKO HPERTOXEHHE 3A W3ITBJAHEHUE HA ITIOPHUYKATA

ot “ObOHUKC ®apma” EQO]T

agpec / cenamiue u aapec Ha ynparinerre rp. Codus , n.k. 1700 , yi. “OkonoBpbeTen whT”
Ne 199a

EUK/BYJICTAT 203283623
npexcraBisiean/o ot Kpacumup Huxonaes Huxonaes, EI'H: 7712023968 u Jlarwena [ferposa
Huxonosa, EI'H: 7106114033, B ka4ecTBOTO U Ha IBIHOMONIHHALIE Ha YIPABUTCIHTE

3a yqacTue B OTKpHTA APOLCAYpa 38 Bh3lAraHe Ha o0IIeCTRena NOPhUKa C IPEAMET:
AOCmasKa na nexapemeeny nPEOYKMY, NPEORAIHAYEHY 30 NeYeHue HA 3a60NACANU,
KOUMO ce 3aniaiyam no peda na 3aKoHa 3 30PABHOMO OCUZYPABAHE, 30 HysHCOume Ha

KOI[-Pyce EOOI”

YBAKAEMHU I'OCTIOIA,

Ciex xaTo ce 3ano3xHaxme ¢ 00gBICHUETO | JOKYMCHTANWATA 34 YHACTUC, BKJI. BCHUKH

o0pasi ¥ yCcIoBMATa HA JOUOBOPA, NPABMM CIEHHHTE TPEMIOKEHHS 33 M3NbIHEHHE Ha
IOPBUKATa '

Iio 060cobena mosumua Ne 3

1. Tlpennarame na gocrapsMe CICHHNA JICKAPCTREH IPONYKT |

/ P 7
L’D-"’- o
Z 7
' AnaTomo- MexayHapoaHo Nexapcte | Bpos 8 Konunwecieo
epanseTHde HETIATEHTHO Twproacko MNpowssogur Ha AKTUBHOTO M Konuyectro
H Kon JATC- HaVWMEHOBAHUE HauMeHoBaHWe en ena onakogi NEeKapcTBeHD Apka Ao
Koo/ JINN/ $opma a BELECTEO
Schering-
Plough Labo
NV, npax 3a
industriepark KOHUETpaT
30 Heist-op- 3a
den-Berg B~ | ukdiyauone
LO1XC18 Membponnaymab Keytruda fl. 50 mg | 2220, benrua | H pasTsop 1 50 Mr




. 2. CpoxsT Ha FOIHOCT Ha JOCTABCHMTE CTOKH, KOMTO OCTaBa CNCX JaTara Ha IMOJIyYaBaHeTo
UM 0T BhanoxmuTens, me Obae He no-Kpatsk oT 60 % ot ofmug. cpox Ha TOAHOCT, TOCOuSH
OT IPOHU3BOAMTENA.

3. Besxa oTAenHa AOCTaBKa Ha JISKapCTBEHE UPOAYKTH Ie GhAe nocTaBeHa B epox o 24
(apapgecer W YeTHPH) Haca, CISH NOAYIaBaHe Ha TUCMEHA 3a4BKa 0T Br3noxurend, Ppanxo
Bomuumunaa Anrexa ra KOL-Pyce EQOQO/JI, Ha anpec rp. Pyce, ya. Hezasucumoct Ne 2, Ge3 ga
ce 3amyiaulaT pa3xoay 3a TPAKCHOPT OT CTpaHa Ha Be3noxurens.

4. 3agpaxasame ¢e, ako O(IJGPTE:ITB. HH OBAE TIpHETA, Ja H3IBIRABAME JOI0OBOPA 34 Bb3Jaraie
Ha OGI]IGCTBGH& IHOPBHKA 34 TOCTaBKa B PaMKMTC Ha 12 (L[Baﬂanece’r ) Mecetia OT IIOAITMCBaHS
Ha JOTOBOp:.

5. 3aabarxaBaMe ce, IpK OJOKUpaHe ¥ U3TETTIAHE Ha HAPTHAU OT JICKapCTBCHU NPOZYKTH HO
pena Ha HapenbaTa Ne 9/2008 r. za M3 3a ycinoBusta ¥ pefia 3a OBOKUpaHe X H3TETSIAHE Ha
JICKapCTBa, A BB3CTAHOBABAME CHUIIATE B OOJHMYHATA allTeKa, KaTO KOJMYECTRO M BUA, 34
HAIA CMETKA.

Jexnapapupame, ue TPEAIACAHIST IEKAPCTBCH IPOAYKT € PErucTpUpay 3a yrnoTpeba
B CTpaHaTa M IpHTEXKaBa BalUIHO paspeleHye 3a yuorpeda B CTpaHara, M3AafeHo [o
pera wa 3JIHXM urum Pernameut (EQ) Ne 726/2004 r. ma Epporelickus napnamest u CpBeta
(an. 23, an.1 wa 3JTIXM) - gapromo ce noduepmasa # cepTHPHKAT 3a 0CBOOONKAABAHE Ha
napTunAa, winaneH ot xsamudunmpawo mmze mo 3JUIXM  um ymocToBepgpam, ue
MApTHIATA JCKAPCTREH TPOAYKT € TIPOH3BEJCHA H KOHTPOIHMpPAHA B CHOTBETCTBHE C
M3HCKBAHUATE Ha pa3pelieHneTo 3a ynorpeba mo peaa Ha 3JIXM, xakto m we nuncear
O(ULEATHE ChOOIIEHHS HiIH OTPAHMYHTEIHN MEPKH 32 YHOTpeDa Ha HEKapCTBEH S MPOIYKT.

et e e - T ORI PHPAME;-Ue TPUTEIKATENR HE PaIPSIHEHNETO 2a YHOTPeGa/yI0CTOBEPCHUETO 38 -~ ~ - -
? .

perscTpanus Ha JEKAPCTBEHHS HpPONYKT, mpeaMer Ha Hamata odepra e: Merck Sharp &
Dohme Limited Hertford Road Hoddesdon Hertfordshire EN11 9BU, OGenuneHo KpajicTBO

Jlexnapupame, ye TPATEKATENAT Ha paspelieHACTO 3a YIOTPeba/ya0CTOBEPEHMETO 38
PEeTUCTpalins Ha JEeKApCTBEHHs MPOJAYKT, € YCTAHOBEHO Ha TepuropusTa Ha OOeAMHEHO
KPAJICTBO , KOATO € Abpikasa 4iICHKA o cMuchra Ha § 1, 1.15 or [ombannrenHara
paznopenba Ha 3aKOHa 3a JEKapCTBEHHMTE NPOAYKTH B XYMaHHATa MEAUIMHA — B NbpKasa-
uireHxa Ha Epponefickus cuioz wina 8 Hoprernst, nwiu B Meaanaus wim 8 JIuxTenmaiis.

HJexnapupame, ue me ocurypuM B nwegeH o0eM  HeoOXOOMMHTE KOIHYECTBA
JNEKAPCTBEHY MPOAYKTH, HPeMET Ha JOTOBOPA, 38 HENUs CPOK Ha JOTOBODA.

B cayuaume no ua. 35, an. 6 om 3HIIXM, vuacmuuxem Oexiapupa 20pHomo
0B6CMOAMEACIEO, KAKMO U HE KOAUHECMEAMA 3G NEKAPCMBEHU NPOOYKIM Ca NATUIHY.

N e

un. 2 3340

Hara: 17.03.2016 1. Kpacumup Hukonaer
Hemaomommauk Ha *“ ©HOHI

Hannena Huaxoroea
CTHOMOINEUK Ha * OHOHT
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LKOL-PYCE™ EOOM
VII"HESABUCUMOCT” Ne 2
TP. PYCE

NMEHOBO _Hm.mh.ﬁOvHHmmH
o1 “OHOHMKC Gapwa” EOO]] |

ajpec / ceqalmaIe ¥ apec Ha ynpasnenue rp. Codui , nx. 1700, yo. :Omohowwwoamm nbT” Ne 199a

ENK/BYIICTAT 203283623
npeactasisean/o or Kpacuvup Hukonaes Huxonaes, ET'H: qﬁm@mm 968 u Jlanuena Iletpora Huxonora, ETH: 7106114033, B KagecTBOTO HA

Ha IIBJIHOMOHHITE Ha YUPABHUTCINTC
3a YyJ9aCcTHE B OTKpHTA NPOIISIypa 33 Be3[araie Ha obmecTBeHA IOPRYKA C IIPEIIMET.

HHOCMABKA HA AeKapCmeert HPOOYKIMY, NPEOHASHANEHY 30 fievenue HQ 3ADOIASQHUA, KOUMO Ce 3AnIawam no peoa Ha 3axona 3a
s@dpaenomo ocuzypasane, sa Hyscoume na KOI[-Pyce EOOI™

: YBAKAEMH FOCITIOJA,
Cren KaTo ce 3amo3faxMe ¢ 004BIeHUET0 H JOKYMEHTAMNTA 33 YIacTHe, BKII. RCHMUKH O0pasuM M yCIOBMATA Ha AOr0oBOpa, NMPaBEM
CIEHHOTO LEHOBO NPE/IOKeHNe o oG6ocobena mosnmms Ne 3

AuaToMa- | MexayHapoaHo KonuiecTso Ha Leta sa 1
TepanesT HENAaTEHTHO : AKTMBHOTO Llena Ha op. Ofila
MuSH KO, | HaWMEHORaHNe ThproBCKO flekapcTeena | (BpoitB | nekapeTBeHo Konmuec | ONaKeka ne. | amn./gn./ra | cToiHocT Ges
{ATC-konf /INN/ HEUMEHOBAHNE MpouasoguTen chopma OMaKoBKa BELEeCTEO Mapka TBO A0 Ges 0AC |[6n. 6e3 AOC anc
. Schering-Plough
Labo NV,
Industriepark 30 npax sa

Heist-op-den- KOHUeTpAaT 3a

Berg B-2220, UHBY3NOHEH
LO1XC18 | Membponuaymab | Keylruda fl. 50 my bearua pas3Tsop 1 50 mr | &n. 16p. Q 3379,8800 3379,98001 "~ rmbmwmw 0000

[l




oconenara uena 2a MEKApCTBEH [POJYKT BKJIIOYBA BCHYKM PA3XOM IO M3IILIHEHUE Ha TOPHLUKATA, IPH YCIOBHS Ha JOCTABKA HO
ckiaana na bonununa antexka Ha KOI[-Pyce EOOJI, na agpec: rp. Pyce, yu smowmmmomzoga Ne 2. Ilpu HechbOTBEICTBUE MEXAY
IPEAIKEHITE SAUHIYHA H 0012 NeHa, BANHAHA € eTHHIIHATA :mmm Ha ofyeprara.

lipennaranata OT Hac IeHa HA JICKAPCTBEHMTE MPOAYKTH HE. HAIBUINABAT MOCOUECHUTE IeHu B , Axmyanusayuoner Qaili xom
HOMENKAQMYpUMe HQ DORHUYHUME COPMYEPY, CoOBPHRCAUY REKAPCIMBEHY NPOOYKIMY 3a  Aedenue no Kuunudny npoyedypu Ne 5 "Cucmemuo
NEKAPCMBEHO Jiewenue npu 3n0Kavecmeenu sabonasanus” u Ne 6 |, Jlucnancepuo Habrooenue npu 3n0Kauecmeeny 3a60A86aHUA" U KIUHUHHY
nomexu no pedose Ne 251, 252, 253, 254, 255, 257.1, 257.2, 258.1, 258.2 u 298, cwenacno npuioncernue Ne 10 xom wien edurcmeen na
Hapeoba Ne 40 om 2004 2. 30 onmpeOenane na OCHOSHUA naxem Om 30paswu Oetinocmu, 2apanmupan om 6Godxcema wa H30K, na
HeODXO0UMUME epumpo- U ZPANYIOYHMHUME xaaoxxnﬁxﬁtﬁﬁaﬁa Gaxmopu u buoconamy, akTyaleH KbM MOMEHT2 HA TOHABAHE HA
oeprara.

ITpennaraxara Exuuuysa neHa 3a OHAKOBKA JICKaPCTREH utehwxa TO THPrOBCKO HAUMEHOBAHHE HE MOJUTEKH Ha NPOMSHA PE3 eI
cpPOK Ha JeHCTBHE Ha NOroBopa 3a H3IIhIHEHNE Ha IIOPBYKATa, OCBeH B clyuauTte Ha 4143, an.2 ot 3011

Ho moameceane Ha ABYCTpaHEH IOTOBOD, TOBA IPEAIOKEHNE, 33¢HHO C IMHCMEHOTO MOTBBPKICHME OT Bama ctpana GopMuEpaT
OOBBP2BAIIO CIOPAa3yMERHe MEX/Y ABETE CTPAHH. __

Hara: 17.03.2016 r. Kpacumup Huxonaes N
Isnsomonauk Ha “ PHLOHUKC da) %f

Hanuerna Hukomnosa _
HBIHOMOUIHHK Ha OEOHUKC @a

un. 2 33514
“, f{p;:‘;
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JO

»KOIl - PYCE* EOGA
VIL”HE3ABUCHUMOCT” Ne 2
I'P. PYCE

TEXHHWYECKO HPEAJIOXKEHHAE 3A W3ITBJIHEHHME HA HOPBUKATA

ot “©bOHUKC dapma” EOON

ajpec / cenaymine ¥ aipec Ha ympasienue rp. Codus , nx. 1700 , yi. “OKOIOBPBCTEH THT”
Ne 1898

EMK/BYJICTAT 203283623

npeAcTansEIBan/o 01 Kpacumup Hukonaes Hukonaer, ETH: 7712023968 u Jlanwena [etpora
Huxomosa, ETH: 7106114033,  KauecTBOTO HY Ha HTHOMONIRHIMA HA YIPABHTEIATE

3a ygacTe B OTKPRTA APOLENypa 33 Bb3lIaraHe Ha o0IIeCTBENa NOPBHUKa ¢ IPEAMET:
wHocmaska na rexapemeeny npodykmy, NPeOHAIHAYEH Y 3 Aederiue Ha 3a60AA6anus,

KOQUMO Ce 3aNAUUam no peda Ha 3aKona 3a 30PAGHOMO OCUSYPAGANE, 30 HYHCOUME Ha
KOI]-Pyce EOOI”

YBAKAEMM I'OCIIOJIA,

Crnen xato ce 3amo3HaxMe ¢ 00SBICHHETO B JOKYMCHTAITHATA 34 YYacTHE, BKI. BCHYKY
OGPHBIIH H YOUICBHATE Ha AOrOBOpa, IpPaBMM CICHHHTS NPECRIOKCHEA 3a H3IbJIEHCHHUE Ha
MopLYKara

. ITo oGocodena mozumusa Ne 5

1, lIpeanaraMe xa ROCTAaBAME CIIGIHUS JCKAPCTEEH MPOTYKT :

AHaTomo- MexagyHapogHo . Konunuecteo
repaneBTHYe HEeNaTeHTHO Thproecko Mpounseocgur Tekapcta | Bpoit B Ha akKTHBHOTO M KonwyecTtBo
H Kof /ATC- HaUMCHOBaHWe | HauMeHOoBaHue en cna onakosk ReKapcTBeHO Apka Y i [
xog/ fINN/ dopua a BelecTEO
Glaxo
Tafinlar caps. 75 Wellcome, TELPAN
LO1XE23 Habpacbenus mg x 120 S.A., Wenaams | xancynn 120 75 Mr kanc. 1 6p 7200

2. CpoxsT Ha rOAHOCT HA JOCTABEHHYTE CTOKHM, KOUTO OCTaBa CHeX AaTaTa HA IONYYaBaHET
BM 0T Brsnoxmrens, nie 0pke He no-KpaTsk o1 60 Y%
OT NPON3BOAUTEN,




3. BedAxa oTaenHa JoCTaBKa HA JIEKApCTBEHM MPOAYKTH ¢ OBIC AOCTABEHA B CPOK a0 24
(ABajeceT W YCTHPH) Haca, CJICH HOIYYABAHE HA MMCMEHA 3aiBKa 0T Branoxurens, Gpauxo
Bosnrmana Antexa va KOL-Pyce EQO/, na anpec rp. Pyce, yn. Hezasncumoct Ne 2, Ges na
€€ 3amIalaT pasxoqy 3a TPAHCHOPT OT CTPaHa Ha Br3moxuTens.

4. 3aanoKaBaMe ce, ako odeprara HY ObJe TpHETa, Ja H3TBAHABAME NOIOBOPA 34 BhIAraHe
Ha of1ecTseHa TOPhUKa 32 JOCTABKa B PaMKHTE Ha 12 (isamageceT) Mecena OT HOAIIHCBAHE
Ha AOTOBODA.

5. 3agbsuxaBaMe ce, pu O10KupaHe H H3TEMIINE HA IAPTHAM OT IEKapPCTBEHM NPOAYKTH 10
pena Ha Hapendara Ne 9/2008 r. mHa M3 3a yenopuaTa B pefia 3a Onoxupane W #3TeriISHe Ha
JeKapCTRa, fla BL3CTAHOBRABAME CHINUTE B OONHHYHATA allTeka, KaTO KONWYECTBO M BHA, 3a
HAllIa CMeTKA.

Aexnapapupame, de npearasiaT AeKapeTBeH MPORYKT € PEerucTpupan 3a ynorpeba
B CTpaHATA W NPHTEKABA BaUAHO pa3peilicHHe 33 ynorpeda B CTpaHATA, M3NAACHO IO
pena Ha 3JIIIXM mm Pernament (EO) Ne 726/2004 r. na Esponetickus napiamenT 1 Cheera
(un. 23, an.l ma 3JIIXM) - aapromo ce noduepmasa v ceptudUKat 3a 0CBOCOKIABAHE Ha
napTuia, W3jafen or xpanmbunmpano mmre wmo 3JIIXM  u  yraocToBepaBam, 9e
napTHAATd JICKApCTBEH HPOAYKT € IIPOu3BeAeHA M KOHTPOJIHPAHA B CLOTBEICTBHE C
H3UCKBaHHATA Ha paspellleHueTo 3a ynotpeda no pera Ha 3JITIXM, xakTo W 4e NHICBAT
o(HIHANHY CHOOMIEHNS WK OTPAHUYHTENHN MEPKH 33 YIOTpeGa Ha NexapcTBeHns IPOAYKT.

Hexnapupame, uc NPATEKATS HA PA3PENICHHETO 34 YHOTPeba/YOCTOBEPEHHUETO 3a
perucrparus ga JCKapCTBEHMS NPOAYKT, IPSIMET Ha HamaTta odepra ¢; Novartis Europharm
Limited Frimley Business Park, Camberley GU16 7 SR, United Kingdom

e oo BeIcIApHPaNe, He IPUTEKATEISNT HA PA3PEMICHUETO 32 YIOTPE6a/YIOCTOBSPEHHESTO 38 - — . | ..o

perncTpauus Ha ACKapCTBEHMA IPOYKT, € YCTaHOBEHO Ha Tepuropusta Ha United Kingdom ,-
KOATO € JBpXapa WieHKa No cMmuceiaa Ha § 1, 1.15 or JomsisuTenHara pasmopenda Ha
3aKoHA 3a JACKAPCTBEHHTE NPOAYKTH B XYMAaHHATA MEAWIHEHA — B IBPIKABA-YICHKA Ha
EBponeiicKis chio? WIH B Hopserns, v B Menannus winu B JIMXTeRUaiH.

JlexnapupaMe, 4e e OCHTYPHM B mwjicH 00eM HEOOXOMMMHTE KOJIHYSCTIBA
JCKAPCTBEHHA NPORXYKTH, HPEMET Ha JOTOBOPA, 38 HETUS CPOK Ha JOTOBOPA.
B cayuaume no uyn. 55, an. 6 om 3JHIXM, ywacmuuxem Oexnapupa zopromo
OBCMOAMENCINGO, KAKMO U He KOAUYECTEAMA 30 JeKAPCMEEHUSA NPOOYKM C:Yimuqnu.
/

™
un. 2 33N14

Hata: 17.03.2016T. Kpacumup Hukonaes
Il raomonnsmk Ha “ Oh

Hanwena Hukomosa
[enaoMmowHuk Ha “ @HOHU
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ot “OLOHNKC dapma” EOOJ
ampec / ceganunIe U agpec Ha ynpasiaerue rp. Codus , k. 1700 ua_ “OxonoBpbered T Ne 199a
EUK/BYJICTAT 203283623
npexcTasiLiBan/o or Kpacumup Huxonaes Hukonaes, EI'H: 7712023968 n Januena Ierposa Hukonosa, ETH: 7106114033, B KauecTBOTO HH
Ha MBTHOMOIUHHIA HA YIPABATEIATE _
3a ygacTHe B OTKpHTA IIpolleypa 3a Bh3/arane Ha oSmeCTBeHA MOPHYKA C TIPEMET:
»wHocmaska Ha rexapemeen HPOOYKMY, NPeOHASHAYEHU 34 Jedenue Ha 3a00NACAHUS, KOUMO ce 3aniawam no peda na 3axon
30pasHomo ocuzypasare, 3a wysxcoume na KOI[-Pyce EOGIH”

Cren xato ce 3almo3HaxMe ¢ OOSBICHHETO H JOKYMCHTaNHATa 33 Y4acTHe, BKII. BCHYKH O@Humwﬂﬁ H YCIIOBHATA Ha JOTOBOPA, IPABE
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_KOII-PYCE“ EOOJI

YIL”HE3SABUCHAMOCT” Ne 2

I'P. PYCE

OEBOBO mehh@%mﬂﬂm

YBAJKAEMU I'OCIHIOJLA,

CHENTHOTO LICHOBO TIPEANIOKEHEE 0 00ocobeHa mo3ummana Na 5

OBPA3EIT N 11

Anaromo- | MexayHaposHo Kornuuectso Ha . LleHa 3a 1

TepanesT HeNaTeHTHO . BKTHEHOTO llena Ha 6p. O6wa

VMEH KO | HaNMEeHOBaHue THprorcko Nekapcteena |. Bpoi e NEKapCTHEHO Konuyec | ONAKs«a 518. | amn./dn./ta ; croliHocT Ges

JATC-kon/ ANN/ HEMMEHOoBaHWE MpouvseoguTen chopma | OrakoBKa BEWECTBO Mspka | teoge | Ges QOC |6n. Hes OJIC fafales
Tafinlar caps. 78 | Glaxo Wellcome, TBBPAK

LO1XE23 | Habpatennd mg x 120 S.A., Ucnanus xancynm 120 75 Mr | kanc. t6p| 7200 11388,980C 94,9082 hvmfmwwwm 8000




Ilocouenara nena 3a NEKapCTBEH MPOYKT BKIIOYBA BCHYKH PASXONM 10 H3NBIHCHUAE HA TOPbYKATa, NIPH YCIOBHA Ha J(OCTABKa 10
cknaxa Ha Bomumana antexa ma KOIl-Pyce EOOJI, ma ampec: rp. Pyce, yi. ,Hezasucumoct™ Ne 2. Ilpu HecnoTBeTCIBHE MEMTY
TIPE/TOMEHATE SIMHATHA 1 001Ia eHa, BATHIHA ¢ eUHAYHATA IIeHa Ha ofepraTa.

Ilpetaranata oT Hac LEHa Ha JIEKAPCTBEHHTE OpOAYKTA HE HAJBHINARAT IIOCOYCHMTE LCHH B ,,dkmyanusayuoner (aiin xvm
HOMEHKAANTYpUME HA DOTHUMHUME COPMYepH, CoObPHCA ICKAPCMEEHI NPOOYKIMY 30 TeYeHte N0 KIUHUIY npoyedypu Ne 5 "Cucmemro
AEKAPCHGEHO NEUEHUE NPU SROKaYecmseny saborssanua” u Ne 6 |, [JJucnancepno nabmodenue npu snoxavecmeent 3a60IA8aHUS " U KIUHUNHY
nemexu no peooge Ne 251, 252, 253, 254, 255, 257.1, 257.2, 258.1, 258.2 u 298, cwenacno npuioscerue N 10 xvm unen eduncmeen na
Hapeoba Ne 40 om 2004 2. 3a onpedensne na ocnosnwus naxem om 30pasnu deiinocmu, 2apanmupan om br00xcema na H30K, na
HeODXOOUMUINE EPUMPO- U 2PAHYIOYUMHUIME KOLOHUCHIUMYNUPAUY Darmopy u bughochonamu, axTyaren KbM MOMEHTA Ha II0/ABAHC HA
oeprara. m_

lpeanaranara Eqpardna nera 3a OnaKoBKa JICKAPCTREH MPOAYKT 110 ThPrOBCKO HAHMEHOBALHE He MOUICKY HA IIPOMSIHA IPE3 LETHs
CPOK Ha JCHCTBHE HA JOFOBODA 3a H3NBIHCHHE HA TOPBYKATA, OCREH B CIYIANTE HA w143, an.2 ot 30I1.

Jo nopmucsane ma ABYCTpaHEH NOrOBOP, TOBA NPSAIOKEHHE, 33¢HHO C [THCMEHOTO HOTBBpikeHAe or Bama crpana dopmupar
00BBLP3BANIO CHOPA3YMEHHE MEKIY ABETE CTPAHH. _

N

L

Jara: 17.03.2016 1. Kpacumup Hukonaen
Henaomommank #a “ GHOHUK

Haunena Hukomopa |
Ilemomomruk Ha Gvomw@m

un. 2 33N4
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A ozampany of PHOERIY greap

ObPA3EI[ N 10

HO .

,KOI - PYCE* EOOJI
VIL”HE3ABHUCAMOCT” Ne 2
T'P. PYCE

TEXHHYECKO IIPENIOXKEHHUE 3A M3ITLJIHEHUE HA TTIOPHhUYKATA

ot “@bOHUKC dapma” EQOJ

ajgpec / cellanue ¥ agpec Ha yrpasnense rp. Codus , k. 1700, yr. “OXoaoBpbCTEH NBT
Ne 199a

EUK/BYJICTAT 203283623

npelicTaBiasBaln/o of Kpacumup Hukonaes Hukonaer, ETH: 7712023968 u Jlauunena [letposa
Huxonosa, EI'H: 7106114033, B xa4ecTBOTO HY Ha MHAHOMOUIHUIE HA YIPaBUTSINTE

3a yuacTHe B OTKPHTA NPOIEAYpa 3a BhaNaraxe Ha 0DINSCTECHA HOPBUKA ¢ HPSAMET:

W AOCHABKA HA EKAPCMGeny RPOOYKINY, RPeOHA3naYyeny 3d Jedenue Ha 3a60aa6anus,

KOUmo ce 3anaaiiam no peda Ha 3arona 3a 30PAGHOMO OCUSYPABAHE, 3a HYICOUME HA
KOIJ-Pyce EOOCIT”

YBAJKAEMI FOCO/A,

CJ'Ie,T_[ KaTOo ce 3amo3HaxMe ¢ 00IBICHHUETO ACKYMCHTAMWATA 38 YUaCTHC, BKI. BCHYKH
06p33HH 1’ YCOIOBHMATA HA A0TrOBOpPa, MPAaBHM CICOHHTE Hpel{.‘]())l(e}[ﬂﬂ 32 HU3LGBIHCHEC HAa
NOPBUKaATa : ~

110 oGocobena mozHuHA Nt 6

1. Hpemgarame ga JocTapaMe CISIHUS NEKAPCTBEH MPOAYKT

7 7
{
AHatomo- MexayHapogHo " Konudecteo
TBE | bpoi B
epaneeTuve HETMaTeHTHO TBRroBeK TpouszeogMT J'IEI;aH[.;c on';?: opx | '@ aKTMBHOTO Msipka | KonuuecTtao
H koA JATC- HAUMEHOBAHKE HAWMEHOBaHME en dopma a NexapcTBeHo ao
xoa/ JINN/ BEIEeCTBO
Erivedge caps, 150 | Roche Pharma TEBBPAN
LO1XX43 Bucmonernt mg x 28 AG, Germany KEFCYn 28 150 r kanc. 1 6p 700

OT TIPOH3BOINTCIA.




3. Beska oTieHA TOCTABKA HA EKAPCTBEHI NPOIYKTH In¢ OBJe JOCTABEHA B ¢POK g0 24
(ABajecer W geTHPH) Uaca, Cilej HOTYIaBaHe Ha MACMEHA 3aSBKa OT Branoxurens, ¢panxo
bonmnyna Anteka Ha KOI-Pyce EOOJ, na azxpec rp. Pyce, ya. Hesasucumoer No 2, 6es ma
CC 3aIlNIAIaT Pa3xoiy 3a TPAHCIIOPT OT cTpaHa Ha BRagoKuTed.

4. Japnaxasame ce, ako odepTara Bu Goje npueTa, fa A3NBIHSBAME NOTOBOPA 3a BH3JIAraHe
Ha obluecTBexa MOPhYKA 32 JOCTABKA B pamMkuTe Ha 12 {(1BanageceT) Mecena OT NOAMICBAHE
Ha JIOroBOpa.

5. 3aankaBame ce, npu GIOKUpaHe I HATETIAHE Ha HapTHIM OT JICKapCTBEHU NPOAYKTH 110
peda wa HapenGara Ne 9/2008 r. a M3 3a yenosmsita u penia 3a OIOKUpaNe W U3TErNILHE Ha
JICKApCTRA, N1a BE3CTAHOBABAME CBIUMTE B OONHUMHATA ANTEKA, KATO KOMMYECTBO M BH, 32
Halla CMeTKa.

HAeKiapapapane, 4c IpeITaraguaT JCKapCTEER NPONYKT € PErUCTPUpaH 28 yIoTpeda
B CTpaHata u NpUTeKaBa BAAMAHO paspeilieue 3a ymorpeba B CIpaHaTa, M3AaACHO 10
pexa na 3JHIXM unn Pernament (EOQ) Ne 726/2004 1. na EBponelickis napmament n ChBeta
(1. 23, an.1 Ha 3JHIXM) - enpromo ce noduepmasa # ceptadUKat 33 OcBOGOKIARAHE Ha
ljapTage, W3MameH or KBaakbuimpano Jmme wno SJIIIXM  u YAOCTOBEpABAI, ue
flaprdiata NIeKapcTBCH NPOXYKT € HNPOM3BCACHA M KOHIPOIMPAHA B CHOTBETCTBUE C
M3HCKBAH#ATA Ha paspemieHneTo 3a ymorpeba 1o pesa Ha 3JIITXM, KakTo M 9e JHICBAT
oUYMATHE CROOCICHIS YIIH O PaHHIHTETHH MEPKH 32 yROTpeOa Ha NEKapCTBeHAS IPOIYKT.

Hexnapupanse, ue npurexKaten Ha PaspeIiCHUETO 32 YnoTpeda/yI0CTOBEpEHMETO 3a
POIMCTPANNA Ha ACKAPCTBEHUR NPOAYKT, IPEAMET Ha maimara odepra e: Roche Registration
Limited, UK ' '

e AeRIIAPHPAME; Ye IPUTEKATENAT Ha PA2PEHISHIETO 32 Yro1peda/y{ocTOBepEHUETO 34

PericTpanya Ha ICKapCTBEHMA IPOAYKT, ¢ YCTAHOBEHO Ha TepHTOpusta Ha United Kin gdom ,
KOATO € IbpxaBa 4WiCHKa [0 cMUChIa Ha § 1, 1.15 ot JlomsnaAurennara paznopenba Ha
3aK0OHa 3a NEKapCTBEHUTE HPORYKTY B XyMaHHATA MCIMIMHA — B AbPXKaBa-wWICHKA Ha
EBponelicKus chi03 Wil B Hopserus, wnu B Mcaaamms wix B Jluxrenmaiin,

Jexilapupame, ue IHe OCHIYPHM B HBICH o06eM HEOOXOAUMHTE KOJHMYECTBA
JICKapCIBCHHE NPOIYKTH, IPEAMET Ha IOrOBODa, 32 IEMHS CPOK Ha JTOTOBOPA.
B caywaume no ua. 55, an. 6 om 3IXM, VHACHHUK b demapupa;&opnomo

OBCMOAMENCINGO, KAKIMG U Y€ KOMUYECHEUMA 3 RERAPCMEEHUSA NPOOYKIN CQA HAINYH
' ' un. 2 33N40

Hara: 17.03.2016 1. _ Kpacumup Huxonaes
+ [smuomomenk Ha “ ®bOHUKC Uagiga” BOOTS

Haawena Huxonopa
{IsmrOMOIIHEK Ha © CDBOHI/I
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w OBPAZEL N 11
1O !
LKOU-PYCE* EOOJ
YILHESABUCUMOCT™ Ne 2
I'P. PYCE _

IEHOBO HPEAJOXEHHUE

ot “ObOHVKC Papma” EOO]]
afpec / cepainame w anpec Ha ynpaererue rp. Codua , k. 1700, yi1. “OKonosphereH mst” Ne 1992
EUK/BYJICTAT 203283623
upeacTaBnarag/o or KpacuMup Hukomaer Hukomaer, ETH: qﬂwowu 968 u Jlanwena [Tetposa Huxonosa, EI'H: 7106114033,  xauecTBOTO HEt
Ha TIBTHOMOIHIAIY HE YIPABATEITES
3a yHacrue B OTKPHTa NPOLENYPE 38 Bh3jlarate Ha obIecTBEHa MOPHYKA ¢ IPEIMET:

ocmaska Ha Rexapcmeenu NPOSYKMY, APEONAIHAYENY 3¢ Neuenue HA 3a00IABAHUS, KOUMO C¢ 3anaaam no pedd na 3axona 3a

30pasrnomo ocuzypasare, sa wyscoume na KOI-Pyce EOOI” _

YBAKAEMH I'OCITIOJA,
Cienm KaTo ce 3al039axMe C OOsBIEHNETO M JOKYMEHTATIUITA 32 YHACTUE, BKYI. BCHYKH OGpasty U YCIOBHATA HA JOTOBOPA, TPABHM
CNICTHOTO IIEHOBO HPEAIOKEeHHe 110 000co0eHa nmosunma Ne 6

AHaToMO- | MexayHapoaHo Konuuecteo Ha LleHa 3a 1
TepanesT HEnaTeHTHO _ AKTMBHOTO LeHa Ha op. Obia
WueH ko | HauMeHopaHue THproseko Nekapcreena | bBpoie NEKAPCTBRHO Konwyec | ONaKeka ne. | amn./pn./ra [ crokHocT Ges
/ATC-xop/ /INN? HaVMeHOBaHWE lMNpouzsoauTen copma | onakoska BELLECTBO Mapka TBO 40 6es AAC | 6n. 6es JIC aac

. Erivedge caps, 150 | Roche Pharma TBbLpAn .
LO1XX43 Bucmonernt mg x 28 AG, Germany Kancynu 28 150 sr | kanc. 16p 700 11800,0000 421,4286 295000,0000

OPEIIIOKCHRTS CANEHYHA O@Em nCHAa, BAJIMEHA C mhﬁﬁ&dmmﬂm ﬂomm Ha O@ﬂuemﬂm




i

Ilpennararara or mac meHa Ha JexapcTBeHWTe NPOAYKIM He HaTBHMIABAT HOCOMEHATe 1ICHH B, Axmyanusayuonen (ain xom
HOMEHKAQmYpuime Ha GoAnuunume codmyepu, cvovpucauy AEKAPCMBEHY NPOOVKINY 30 TeHeHUE N0 KIUHWHY npoyedypu Ne 5 "Cucmemno
AEKAPCMBEHO IeUEeHUe NPU 3R0KAYecmeery 3abonscanus’” u Ne 6 _.ﬁagaxq@cxo HAOIIOOEHUe NPU 3N0KAUECMEEHY 3aB0IABAHUA" ¥ KNUHUYHIY
momexu no peoose Ne 251, 252, 253, 254, 255, 257.1, 257.2, 258.1, 258.2 u 298, cvenacuo npunoscenue Ne 10 ko wien eduncmeen Ha
Hapeoba Ne 40 om 2004 2. 30 onpedename na ocnoenus naxem om 30pasHi Oetinocmu, 2apanwmupan om 6rodxcema na HIOK, na
HeOOX00UMUme epumpo- U Sparyroyumuume KOROHUCTUMYRUDALgH. harmopu 1 budochonamu, aKTyaJieH KBM MOMEHTa Ha TIOHaBaHe HA
odeprara. _

llpennaranara Eapuugra nena 3a omakoBKa TeKapcTReR LPOAYKT TIO TEPrOBCKO HAMMEHOBAHUE HE TIOVIEKH Ha TIPOMSIHA HPe3 IIeMHs
CPOK Ha JICHCTBUE Ha JOIOBOPA 33 M3HbIHCHHE Ha IOPHYKATA, OCREH B CIIyYaHTe Ha w43, ar.2 or 3011,

Jlo MOANMCBAHE HA NBYCTPAHEH AOTOBOpP, TOBA NPEUIOKEHHE, 3a¢iHO C IHCMEHOTO TIOTBBPXKACHMEe OT Baumma crpasa (opmupar
00BBP3BAINO CHOPA3YMEHNE MEKNY JABETE CTPAHM.

Hara: 17.03.2016 r. Kpacumup Huxonaer
IIsmmoMonHuK Ha “ GLOHUKC

Hanwmena Huxonora
ITexroMoONIHEK HA GWOEEﬁO 4

un. 2 33514
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A company of PHOENIY group

HO

OBbPA3EIT N 10

KOl - PYCE* EOOJ1
VIL"HE3ABUCUMOCT” Ne 2
TP. PYCE

TEXHUYECKO TIPEAJIOXKEHHUE 3A H3ITBJAHEHHE HA HOPBUKATA

oT “@bOHUKC ®apma” EOOM
agpec / ceflaminie W aApec Ha ynpasnenue rp. Codrst , Lk, 1700 , yia. “OKoOnOBPBRCTEH MEBT”

No 19Ga

EUK/BYJICTAT 203283623

npeacrasaasan/o oT Kpacumup Huxonaer Huxonaer, EFH: 7712023968 u Januena [letpora
Huxomnora, ETH: 7106114033, B KauecTROTO HI HA TBIHOMOINHMIM HA YIIPaBUTC/INTE

3a YYACTHUC B OTKPUTA IPOICAYPA 38 BB3/IaraHe Ha OGH.{@CTBGH& DOPBHKE ¢ EPEAMET.
,,ﬂOCﬁIdQK‘a HA REKAPCIREGEHNU PZpO()meu, npeauasuaqenu 34 AeHeRUe HA 3(1503}1603Huﬂ,
KOUmMOo ce 3Anaquidm no peda Ha Jaxona 3a 3@}7&8!’! OMO OCUSYPABARE, 3¢l Hyoicdume Hd

KOI-Pyce EOOH”

YBAKAEMHU I'OCHOJA,

Crexn xaTo ¢¢ 3al03HaxMe C ODSBIIEHHETO K JOKYMCHTALUATA 34 YyIACTHE, BKIL. BCHYKH
OGpﬂSHI’I 1 YCIOBHATA Ha JOTOBOPE, NPaBXM. CIHCHHHTC NDCJICKCHH I 33 HM3IBIHEHHS Ha

HOpBUKaTa

IMe eGocobena mosnnun Ne 8

1. Ilpennarame Aa J0CTaRAMeE CEAHHA JIEKAPCTBSH HPOAVKT |

AHaTOMO- MexgyHapoaHo - é Konusecteo
HNexapcie | bpon e
epanesTHve HeNaTeHTHO Tbproscko fpoussogut eHa onaxosk | 18 AKTMBHOTO Mspka Konwn4yecTeo
H Kog JATC- HAUMCHOBRHWE HauMeHOBaHWE en 1 nexapcTaeHo P . Bo
cropma a
Koaf HNN/ BEISCTEO
Ebewe Pharma | koHUugHTpaT 100
METHOTREXATE Ges.mb.H. 3a Mr/mn
"EBEWE" Nfg. KG, MHEYIUOHE - 10
L04AX03 MeTtoTpercar fl.100mg/mi 10 ml ABCTPYA H paaTeop 1 MR Mr $n. 1 6p. 250

2. CpOK’b’I‘ Ha rOJHOCT Ha JOCTABCHHTS CTOKH, KOHTO OCTapa CJIeER OaTara Ha OONVUABAHCTO

OT HPOU3IBOIHUTCIIA.




3. Besxa oTenHa HOCTaRKa HA JEKAPCTBEHH MPOIYKTH IIe ObJe JOCTABEHA B Cpok- 10 24
(ABajeceT H 1eTHPH) YAca, CNESA TONYUABAHE Ha THCMEHA 3a8BKa OT Bu3noxutens, Gpanko
bonmuyna Anrexa Ha KOH-Pyce EOO/], na agpec rp. Pyce, yn. HesapucaMoct Ne 2, Ges na -
Ce 3aTUIAIKAT PA3XOAU 34 TPAHCHOPT OT CTPaHa Ha BranoxuTens,

4. 3aaw/ukaBame ce, ako odeprara HE ObJle NpKeETa, 12 HILIHIBAME AOrOBOpA 32 Bh3jIaraHe
Ha oDIIeCTBeHa IOPRYKa 3a ocTapka B paMkuTe Ha 12 (ABanmaaecer) Mecena OT HOANUCRAHE
HA JIOrOBOpa.

3. 3aamxaBame ce, Ipu ONOKUpaHe W A3TErIsHE Ha MaPTUAN OT NEKAPCTREHY IPONYKTH IO
perna Ha Hapeabara Ne 9/2008 r. wa M3 3a ycnosusita 0 peaa 3a GIOKHpaHe 1 U3TErNsHE Ha
JEKApCTBa, 1A BL3CTAHOBABAME CHIIUTE B GOIHHYHATA allTeKa, KaTo KONUYECTBO W BHI, 3a
Hala CMeTKA.

Aexaapapupame, e IpeNTaraHuAT IEKAPCTBEH POAYKT € PETHCTPHUPAH 33 YIoTpeha
B CTPaHATa ¥ NPUTEKaBa BATMIHO paspelueHde 3a ymorpeba B CTpaHaTa, H3AaJeHo IO
pera Ha 3JITXM wm Permament (EQ) Ne 726/2004 r. na Esponeitckus napnaMenT ¥ CheeTa
(un. 23, an.l va 3JIIXM) - eapromo ce noduepmasa u cepTuuxar 3a 0cBOOGOXKIABAHE Ha
napTana, u3mafeH or kBamuduuupano jmne no JJHIXM u YAOCTOBEPABAIN, ue
mapTunaTa JISKapCIBEH IIPOAYKT € MPOUSBEACHA M KOHTPOJHpPAHA B CHOTBETCTBHUE C
H3UCKBAaHHATA Ha pasperiennero 3a yrorpeda mo peaa Ha 3JIIXM, kaxto ¥ 4e mumcsar
ourEanEn choOINeRys WIH OrPAHNYATEIHI MEPKH 32 YIIOTpe0a Ha JIEKAPCTBEHHS IPOAVKT.

Aexaapupame, ue IpHTeXATEN HA PAPEIUCHHETO 32 YHOTPe6a/yAOCTOBEPEHIETO 3a
perucTpanus Ha JCKapCTBCHAA MPOAYKT, IpeiaMeT Ha Hamara odepra e: Ebewe Pharma
Ges.m.b.H, N.fg. KG, Austria

- o o JfekAapApaMe, Ye IpUTERATEHST Ha pa3peIneHneTo 3a ynoTpeba/yaocToBepenero 3a ~ 0
PErHCTPalys Ha JEKapPCTBEHU HPOAYKT, ¢ YCTAHOBEHO HA TEPATOPUATA HA Austria , KOSTO e
ABPXKABA WICHKA O cMuchra Ha § 1, T.15 or Jombiauurensara pasnopeaba Ha 3axoHa 3a
FCKAPCTBCHUTE TPOJYKTH B XyMaHHaTa MEJUIHHA — B NbDiKaBa-wWICHKA Ha EBpOHCfiCKHSI
CBI03 v B Hopserus, win 8 Vicnananst uny B JIuXTeRmain,

Hexknapapame, e IHe OCHIYPAM B NbICH 00eM HeoOXOAMMATE KONHUCCTRA
TCKapCTBCHM HPOJYKTH, IPEAMET Ha JAOTOBOPA, 3a HEJIHs CPOK Ha JIOTOBOPA.

B caynaume no wn. 35, an. 6 om 3/TIXM, yuacmuurxwem Oe upa 20PHOMO
00CMOAMENCMBO, KAKMO U Ye KOMULECEAMA 30 JeKqPCMBEHUA npoayfcm\g‘:%x;ulmy

un. 2 33N40

Hara: 17.03.2016 1. Kpacumup Huxomnaes
[Ipmmomomunk Ha “ OHOHFE

Hannena Hukonosa
InamoMoineik ma “ @bOHUK
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ot “©bOHUKC Papma” EOOA

azapec / cemanuiie 4 ajpec Ha yrpasnenue rp. Codus , k. 1700, § :Oﬁgomwvo@m obT” Ne 199a

EVK/BYJICTAT 203283623
mpencTapmiean/o ot Kpacumup Hirkonaes Hukonaer, EI'H: 7712023968 u Januena Ierpora Huxonosa, ETH: 7106114033, B xauecTBOTO HE
Ha ITBITHOMOINHHIM Ha yNpaBHTENHTE

3a ygacTHe B OTKPHTA [IPOLEypa 3a Bh3JIarane Ha obecTBeHa NophyKa ¢ TPeAMET:
LWAocmaska Ha Aexapemeenu NPOOYKIMY, NPEOHU3HAUEHY 3G feverue Ha 3aDonAednus, Koumo ce 3aniawam no peda #a 3axona sa
20pasHomo ocuzypagane, 3a Hysicoume nwa KOIL[-Pyce EOOL”

JI0

I'P.PYCE

HEHOBO _u_.mhaoﬁmmmm

_KOII-PYCE“ EOQOI
VIL"HE3ABHCAMOCT” Ne 2

YBAKAEMUA I'OCIIOJA,

O.:oh KaTo ce 3aM03HaxMe ¢ OOSBICHHETO M NOKYMEHTANUMATA 32 YYACTHe, BKIL BCHYKH 00pasiy M YCIOBHITA Ha 7 gﬂwmz
CHEIHOTO HEHOBO NPETIOKEHIe 10 06ocofena mozaunsa Ne 8

OBPASEII Ne 11

=

AnaTtoMo- | MexayHapoaHo Korudecrso Ha Lena 2a 1
TepanesT HeNaTeHTHO aKTUBHOTO LleHa Ha 6p. Obwa
WieH k05 | HaumenosaHne ~ Tbproecko Nekapcreena | 'Bpoit B NEeKapcTBEHO Konuuec | ONakeka ne. | amn./dn./ra | ctodHoct Ges
IATC-ko/ AINNY HaUMeHOBaHVE MNpouspoguTen chopma ONaKkoBKa BELHECTBO Mspka TBO O Bes AOC | 6n. Ges BOC fakale
METHOTREXATE | Ebewe Pharma | kOHUeHTRaT 332 100
"EBEWE" Ges.m.b.H. Nfg. | #HdysnoHeH mrfmn -
LO4AX03 | MetoTpekcar fl. +00mg/ml 10 ml KG, Asctpusa pasTeop 1 10 mn mr | . 16p. 280 30,6500 30,6500 7662,5000

IPEeUIOKEHATE eOMHIMYHA H 0011a IEHa, BAUAHA € SAMHMYHATA ﬂwzu.mm o@o@ﬁﬁm.




- Hpeanaranata oT Hac OeHa Ha JCKAPCTBCHHTS HPOAYKTH HC HaJBHIIABAT MOCOMCHHTE LCHA B HAxmyarusayuonen aiin KoM
HOMEHKRamypume Ha Gonnuynume copmyepu, coObpIICally IEKAPCMBEHI NPOOYKMU 30 JeHeHUe MO KAUNUYHY npoyeoypu Ne 5 "Cucmemno
Aexapcmeero nevenue npy snoxavecmeenu saborssanusn” u No 6 |, Jlucnancepuo nabmodenue npu anoxauecmeeny 3a60n88aHUA " U KIUHUYHY
womexu no peoose Ne 251, 252, 253, 254, 255, 257.1, 257.2, 258.1, 258.2 u 298, cvenacro npunoxcenue Ne 10 xwm wien edurncmeen na
Hapeoba Ne 40 om 2004 e. 3a onpedensine Ha ocHOGHUA nakem om 30pasHu Oelimocmy, eapawmupan om Gwoxcema na H30K, na
HeOBXODUMIUME EPUIMPO- U ZPAHYAOYUMHIME KONOHUCTHIUMYAUPAIY Harmopy u Gugocdonamy, aKTyaneH KbM MOMEHTA Ha IOJABaHe Ha
oteprara. ]

ITpeanaranara Exqunnna eHa 3a OIakoBKa JEKapCTBEH MPOAYKT II0 TEPIOBCKO HAMMEHORAHHE HE IOMICHKE HA TIPOMIEA IIPe? eI
CPOK Ha ACACTBUE HA JOTOBODPE 3a M3IIBIHCHAE HA IIOPBYKATA, OCBEH B CIy4anTe Ha w43, an.2 or 3071

Ao monnucsaHe Ha ABYCTPaHeH NOTOBOP, TOBA HMPEIONEHHE, 3a6HO ¢ NHCMEHOTO NOTBbpIICHHE OT Baiia cTpaHa dopMupar
0GBEpP3BAIIO CLIOpPA3yMEHUE MEXKTY JIBETE CTPAHH.

Hara: 17.03.2016 1, Kpacumup Huxonaes .
TemoMomaEk Ha * @HOHHUKC /
A
.a%f ,d G
JHanunena Huxomosa g i
ITsmmomonmauk Ha “ OBOHUKC

]

un. 2 33514
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