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Haec, YJ1 V) L ) 2015 ., B rp. Codus, Mexay:

YuuBepcurercka Oonnuna “Jlozenen” 1407 Codus, yu. “Kozsx” Ne 1, Ten. 9607-
607, daxc 962-4771, e-mail: hg@uni-hospital.government.bg, EMK 831901901, JJIC Ne BG
831901901, npezncrasisiana or Ilpod. n-p Jlrobomup Cnacos, a.M., upe3 [lecucnasa
[Tenuesa - ywbaHOMOIICHO Jpiie o Wi 8, an. 2 ot 3011, cerimacHo 3anosen Ha lupekTopa Ne
31/11.02.2015r. u Becka PymkoBa — TJ. CYETOBOAWTEN,  HapU4yaHa 3a KpPaTKOCT
BB3JIOXUTEJL ot exna crpana

%}
sCopapma Tpeiiguar® AJl, EUK 103267194, cbc cemanuuie M aapec Ha
ynpasienue: rp. Codus 1756, p-u ,,Usrpes”, yu. ,,JIsuezap Cranuer” No5, Codapma busnec
Tayspe, Crpapa ,A“ er.12, rten. 02 8133660, dakc 02 8133666, e-mail:
office@sopharmatraiding.bg , mnpeacrasnsada ot J[Jumutbp I'eoprue JumutpoB -
H3BIHATENEH AupekTop Hapuyana 3a kpatkoct U3ITBJIHUTEJL ot npyra crpana,

ce CKIIoYU HACMOAWUA 002060pD HA OCHOBAHUE NPOBEOEHA npoyeoypa no peoa Ha
I'nasa ,,Ocem“a om 3011, 3a év3razane na obujecmeena nopwvuKa ¢ npeomem: “Jocmaeka
Ha MeOUKAMEeHMU no 000Cco0eHu NO3UYUN 34 HYHCOUme HA omoeNleHUe N0 XeMOoOuaIu3a
boanuua “J/lozeney”, 3a Obocobena nosunus 1- Darbepoetin alfa, solution for injection
prefilled syringe with needle guard, 40 mcg/0,4 ml

I. OPEIMET HA 1OI'OBOPA

1.3ITBJIHUTEJIAT ce 3amsmxkaea na jgoctasu 3a cmerka Ha BB3JIOXXKUTEILA o
3aiBKH HEOOXOAMMUTE 3a OONHHUIIATA MEIHKAMEHTH, ChIacHo crenubukanus [Ipunoxenue
Ne 1 — Hepaszpmenna dwact or jgoropopa. Ommucanure xonmvectea B [lpmnoxeHwero ca
OPMEHTHPOBBYHHM 3a | /eiHa/ KaleHJapHa TOAMHA M 3aBUCAT OT oOeMa Ha MeIUUUHCKaTa
neiinoct Ha BB3JIOXKUTEJIA.

II. CPOKOBE

2. JloroBopbT ce CKJIIOYBA 3a CPOK OT €[HAa rOoJMHA TIIpU BajlWJHA rapaHius 3a
u3neiHenue B pasmep Ha 0,05 % or croiinmoctra Ha mororopa 6e3 JIJIC wnu 8,22 (oceM u
0,22) neBa, BayMOHa 3a LEIHU CPOK Ha Jorosopa. I'apannmsra 3a go0po H3NBIHEHHE Ce
ocBobokaBa B 10- /mecer/ mHEBEH CpOK clel M3BBpLIBaHE Ha IOCJCIHATA JOCTaBKa ITO
ZOroBOpa.

3. CpoxbT Ha JOCTaBKaTa Ha 3asiBEHHUTE KOJIMYECTBa ce onpenens no 1 /enun/ ned ot
HalpaBeHaTa 3adBKa, ppanko ckinanosere Ha BB3JIOXKUTEJIS.

III. DPAHAHCOBU B3AUMOOTHOIIEHUS

4. (1) Bb3JTOXXUTEJIAT 3amnama sa U3ITBJIHUTEJIS crofinocTra Ha focTaBsIHUTE
MO OTJAENHH 3asdBKA MCAMKaMEHTH II0 €OMHWYHH IEHH, chriacHo llpunoxenwero —
HepasJenHa 4acT OT J0TOBOpa, 3a 3asBeHUTE KOJHYECTBa B IIOpHYKATa.

(2) EnunpuHuTe ILeHW ca BalIMJHM M HENPOMEHEHH [0 Kpas Ha cCpoka 3a
U3ITBJIHEHUETO Ha JOTOBOpa.

(3) B ciyuaii, ye no BpeMe Ha JeHCTBHETO HA JOrOBOpa, CTOHHOCTTA Mo wi. 20 oT
Hapenfa 3a  ycinoBusiTa NpaBuiIaTa M KpHUTEPUUTE 3a BKIIOYBaHE, NPOMEHH W/ WIH
U3KIIOYBAHE HA JIEKapCTBEHH MPOAYKTH OT [103UTHBHHA 1eKapCcTBEH CHMCHK M yCIOBHATA U
pena 3a pabora Ha Komucusta 1mo IO3UTHBHHA JIEKAPCTBEH CIHUCHK CTaHe IIO- HHUCKA OT
JIOrOBOpEeHaTa B HACTOSIIMS JOTOBOP, BB3JIOKUTENAT 3allIalla JEKapCTBEHATE MPOAYKTH I10
10 -HHCKaTa I[€Ha, CYATAHO OT Jarara Ha BJIM3aHE B CHJIa HA PELICHUETO HAa KOMHCHATA IIO
[To3uTHBEH NEKAPCTBEH CIIHCHK.



5. 3anpamaHeTo Ha JTOCTABCHUTE MEIHKAMEHTH HIe cTasa nxo 60 /fmecraecetr/ nHu ot
JlaTara JIocTaBKaTa ¥ npeacraBeHa daxrypa ot crpana Ha M3ITHITHUTENS .

IV. HPABA U 3AABKEHYIS HA BB3JTOXKHTEJIA

6. BDIJNIOXHWTEJAT 3asBaBa BHIa ¥ XOJMYCCIBOTO Ha HEOOXOJUMHTE MY
MEeIYKAMEHTH, ONWCAHHM B CHEUM(PUKAIHL, KATO NpPaBd KOHKPETHH [MCMEHH 3a44BKH B
3ABHCUMOCT OT HYXKIHUTE CH.

7. Inamasero ce M3BHPIIBA Ype3 INATCXKHO HapexknaHe 1o OaHKOBara CMETKa HA
M3ITBTHUTEJ .

9. BB3JNIOXKHUTENAT e anexen na mperiiefia CBHCTOSHHETO Ha HNOCTABCHUTE
MEIMKaMEHTH ¥ [a I'H PeKNaMupa, aK0 TORa € HeoOX0IuMo.

10. BB3JIOXKUWTEIAT e anbxer Aa nocodBa BHHArH TOYHaTa crerduxanus Ha
MeFHKAMENTHTE,

V. HHPABA U 3ANBJIKEHUA HA H3ITBJIHUTEJE

11. UIIBJHUTEJT tpabea ga u3rbnHABa 3aJBDKCHHECTO CH C TPIDKATa Ha JOOED
TEPIrOBEL.

12. M3ITBJIHUTEJSAT ce 3agbixaBa Ja JOCTABS 3asSBCHUTE MCAHKAMEHTH (PaHKo
CKIajoBeTe Ha YuupepcutTeTcka Oonmuna “Jlosesenr”, B CpOKOBETE, NOCOUEHH OT
BB3JIOKUTEJ B mucMmenara 3asBka.

13. (1) USIBJIHUTEIT ce 3agpmxaBa Ja NOCTaBf 3aJBEHATE METUKaMEHTH
HOJIXOASIO OITAKOBAHA M MapKHpawHH M B CHOTBETCTBHE € M3MCKBAHUATA 34 TPAHCIOPT H
ChXpaHEeHHe H ¢ 0CTaTh4eH CpoK Ha FogHOCT He Ho-Mamko ot 60 %.

(2) B coryuaii Ha ocTaBKa Ha JIEKapCTBEH HPOAYKT C HO- KPATHK 0T JIOTOROPEHHS CPOK

Ha roguoct, UIITBJIHUTEAT sannama HeycToHKa, KaKTo cluesa:
- 59,99% - 50% - 20 % BEHpXy cTOIHOCTTA Ha I0CTABKATA;
- 49,99% - 40% - 30 % BBpXY CTOMHOCTTA Ha HOCTABKATA;
- 39,99% - 30% - 60 % BBpXY CTOMHOCTTa Ha AOCTABKATA;
- 29,99% - 20% - 75 % BEpxy CTOHOCTTa HA IOCTABKATA;
- o 20% - 90 % BBpXy cTOHOCTTA HA AOCTABKATA

(3) JocTtapxaTa Ha ICKApCTBEH HPOAYKT ¢ 0CTATHUYCH CPOK HA TOAHOCT IIO-MalbK OT
40 na cro or 0GABEHUS OT IPOH3BOAUTENS C& HIBLPAIBA CAMO ¢ MHCMEHO CHIIACHE HA
BB3HOXUTEIA 3a KOHKpeTHO KOJIMYIECTBO, ONPEHeieHO OT Hero. bes Hapiano mucMeHo
cnrnacue ga Bh3JIOKHUTEIHL croxure He ce 3anmaniar.

14. Beaka npaTka crensa Aa OnAe Nprapykapana oT GaxTypa.

15. B cayuait wa sarpynuenue Ha BDB3JIOXWMTEJIA npm uspasxonsawe ma
OfpeJeNicHH TNO3MLUMA MeAuKaMeHTH no [IpHioeHHATa, ¢ MITHYRN, CPOK Ha TOJHOCT,
WIITHIIHUTEJAT ce 3anpmxaea fa oxa3pa ChACHCTBHE, Ipe3 pasMiHa Ha ChUIHTE ¢ APYTH,
¢ JOCTATHYEH CPOK Ha FOJIHOCT.

16. USITBJIHUTEJIAT e nnwken Aa mpeAsie AOFOBOPEHITE MeAMKaMEHTH BLB BHJIA,
KOJAYECTBOTO H KaYeCTBOTO, YTOBOPEHH B KOHKpPETHATA 3asgBKA.

17. Ilpu KoHCTaTUpaHe HEKAYECTBEHA IOCTABKA HA MEIHKAMEHTH, KOETO HE € 10 BUHA
Ha BBINOXUTEA, USINMBJIIHUTEAT npueMa pexknaManuara ¥ ¢ JTLKEH Aa 3aMSHH
HOCOYEHHNTE MENMKaMEHTH B HPEABAPHTENHO CBITIACYBAH OT ABETE CTPaHH CPOK OT
YCTaHOBABAHETO, YAOCTOREPEHO ChC ChOTRETHMS JOKYMEHT,

18. UBITBJIHUTEJEAT ce sagpmxaBa Ha yeepomsea Hezabasao BB3JIOXMTEI, 8
ciydanTe KOraTo pupmMa- HPOU3BOAMTEN CIIHPa OT IPON3BOJCTBO METAKAMEHT. AKO CIPEHHS
OT HPOH3BOACTBO MEAHKAMEHT, c¢ 3amectsa ¢ aHanor, N3ITBJIHUTEIIAT ce sansmkasa 1a
yBenomasa BB3JIOJKUTENA 3a Toa, XKakTo ¥ 32 CTOWHOCTTA Ha aHa/IoTa.

V1. CAHKIIHA

19. Tipu HechoTBeTCTRUE Ha ToeTHTe 3aabikedus or VIIITBJIHUTENS cernacHo T.
13 u 1. 16, BB3JIOXKUTEIAT uma npapo Aa He pHeMe JOCTaBKATa W J@ HCKa OTOHB OT
[eHATA.



20. B cnydait Ha 3a6aBeHO H3nbIHEHHE ciel cpoka 1o T. 3, BB3JIOXKUTEJIAT nva
npaBo Ha Heycroika B pasmep Ha 0.2 % Ha JeH OT CTOMHOCITA HAa HEM3IBIHEHOTO
3aJb/DKEHNHE, HO He moBede oT 3 %, KOATO ce NpHXBalla OT IIpeJCTaBeHaTa IapaHIus 3a
n06po n3nbanenue. Crnexn uzrudganero Ha To3u cpok BB3JIOXKUTEIT moxe ia npexpatu
JIOTr0OBOPAa, KakTO U Jia pe/IsSBH IPETEHLMH 332 HAHECEHHU BPEJIU U MPOILYCHATH MOJ3H.

21. Ilpu 3abaBeno miamane or crpana Ha BB3JIOXKUTEJISA cnex cpoka mo T. 5
WBITBJIHUTEJIAT uma npaBo Ha HeycTolika B pasmep Ha 0.2 % Ha JeH OT CTOHHOCTTa Ha
HEM3NBIHEHOTO 33AbDKEHHE, HO He moBeye oT 3 %.

VIL OBLIHA YCJIOBUA

22. Tlomy4yaBaHeTo Ha MEIUKAMEHTH CTaBa C IMOAMMCBAHETO Ha IIpeAaBaTeHO-
npHeMaTesieH IPOTOKOJ OT NPEeICTAaBUTENH HA JBETE CTPAHHU.

23. HacrosmuaT JOroBop HOJUIEKHU HAa U3MEHEHHE U JIONBIHCHHE CaMO IO B3aHMHO
ChITIacHe MEXXAY CTPaHUTE, U3pa3eHo B mucMena gopma.

24. Bcuukd CHOpPOBE MEXKAY CTpaHMTE C€ pelmaBaT dYpe3 IPeroBOpH, a IIpu
HEBB3MOKHOCT — 110 ChAeOeH pen.

25. 3a HeypeAeHUTE IO JOroBOpa BBIPOCH C€ Ipuiara AEHCTBALIOTO OBArapcko
3aKOHOJATENCTBO.

Hacrosmusar JOTOBOp C€ CBCTABH H IIOAIHCA B OBa B.I[HOO'ﬁpaBHH CK3CeMILIsIpa, IIO
€JIHH 3a BCAKA OT CTPAHUTE.

BB3JIOXKHUTEJI:
N3IIbJIHUTEJIL:
Yuusepcurercka 0omnuna “Jlozenen”:
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sopharma trading

evolution in ealthcara

AbAHOMOWHO

JOAYNOANUCAHUAT:

OAMUTBP FEOPIMMEB OWMUTPOB, ErH 7408019062, npurexasaly n.k. Ne 643765490, nagageHa wa
22.12.2011 r. oT MBP — rp. Coda, B kauecTBOTo ¢y Ha Manbnxurened dupekrop Ha ,Cocapma Tpeiaunr”
Al ¢ aapec Ha ynpasnexue: rp. Codus, yn. Jlbuesap Ctandes” Ne 5, Cocapma Busdec Taybpc, Crpaga
WA 8T 12, EMK 103267194,

YO BLAHOMOWABAM:

MAPIAPUTA WOPOAHOBA MEOPTMEBA, EMH 7103086792, muyna kapra Ne 640680424, wsnaneqa Ha
17.08.2010 r. ot MBP - Cothua, Ha ATbKHOCT: ,PeroHansH MeMuInGp nponakbu Bonvuuen naszap -
fexapcteeHn npogykru” & ,Cothapma TpeiguHr” AL,

Cbe eneguste npaBa:

1. Ba npeacrasnama ,Codapma Tpeiguur” AZl npen BCeku YW 8CMYK Bu3noxutenn Ha obLyecTBeHy
NOPBLYKK 38 AOCTAaBKA Ha REKapcTBeHy NpoaykTH, BuonpoaykTn, MEgULMHCKM U3AENMA U KOHCYMaTUBY MUK
XpaHn — BKNIOYMTENHO, HO He Camo nevednuTe JapegeHns 3a GonHyqHa nomoul, neyethi saseneHus fo Jn.
5 uun. 10 o1 3akoHa 3a neyebHuTe 3aBeAeHIR ¥ Ap., KATO MMA NIPABo Aa NOAMMCEa AOTOBOPK 3a BbanaraHe
Ha oOLIeCTBEHM NOPBLYKK, CBIMAcHO AOKYMEHTALMATa 3a y4acTue, OT MMeTu n 3a cmeTka Ha ,CodapMa
TpenguHr: Afl.

2. DBbB BpL3Ka C rOpHOTO 4a MonbLABa, NOANUCE], NOAaBa U NONy«asa (BLB BCAKa HeoBXoauMa dopma,
HOTapuanHo 3aeepeHa WnKu He) oT uUMeTo 1 3a cmetka Ha ,Codapma Tpeliawar” All odepty, gexnapauim,
CMPaBKW, MONIGH, NPOTOKONK, Xanby, BL3PaKeHUs U APYIV JOKYMEHTH, KAKTO M A3 UIBLpUBA BCWYKW APYTH
HeoBXoaMMK fpasrn W HaKTUYECKU AENCTRUS, CELP3AHA C UMY HEODXOMMU 33 YUaCTUEeTO Ha ~LCodapma
TpehguHr" ALl 8 npouedypu 3a focraeka Ha NekapcTBeHW NPoAYKTY, SUOTTPORYKTY, MEQULIAHCI N3OenUA 1
KOHCYMaTVBY W/unm Xpanu no 3akoHa 3a oblecTBeHUTE nopeykn ¢ Buanokutenu nevebHuTe saBefeHns 3a
BOnHnYHa nomoly, neyebHy 3aegeneHus No YN. 5 M un. 10 oT 3akoHa 3a feyebHuTe 3JaBefieHUst ¥ aceku Jpyr
Bvanoxutesn Ha oBLIeCTBENK NOPBYKY.

3. [asogu oT ¥MeTo W 3a CMeTKa Ha ~Cothapma Tpeligudr Afl usinata kopecnokaeHyms ¢ Beanoxurenute
Ha OBLIECTBEHN NOPBYKM 10 CMUCHAA Ha 33KOHA 33 0BLUECTREHUTE NOPBYKIA.

4. Ha porosaps, ClMCUBa U NO4M1cea OT UMETO U 33 CMETKa Ha .Cocapma TpefguHr’ ALl cniopasymerns
npes HoTapuyc ¢ HoTapuanHa sasepka Ha NOARAMCUTE C NevebHW 3aBeAeHWR N0 CMUCHLNA Ha 3axoHa 33
nevebHUTe 3aBeASHN OTHOCHO YPEXEAHETO Ha TeXHW NapuuHU 3aLbrxeus ksMm ,Codapma Tpenguar”
Al

5. MpepcraBurenHaTa BRACT Ha YTbLIHOMOLWEHOTO MMue 0OXBAaLa PETMOoNa, Brriovealy rpag COdMA 1
o6nact COPUA.

8. YNbLIHOMOLUEHOTO MiLie HAMa MPaBe A3 NPeyN-IHOMOLEBE TPSTH TULE © NPaBaTa CH NO HACTORLLOTO
MbBNHOMOLLHO.

HacToAWOoTo NEAHOMOLLHO BaXW A0 31.12.2015 roguua, Chieg KOETO ¢e CHUTE 3a OTTErfeHo.

YIbIHOMOWMTER: _x7, A AT T :

Cagmu 1755, COpEaa Buseal Tavepe, TEA: H35% 2 2105 BAU
yi1, Mluuezan CTadwee & crodda A eril thake: +35% 2 5172 086
www.sopharmatrading.bg



