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ITPOTOKO!I
Ne 1/19.04.2017 r.

Ha 19.04.2017 r. or 10.00 gaca xomucusi, HazHaueHa ch¢ 3amoBea PJI-10-
180/19.04.2017 r. Ha U3nenuutennus aupektop Ha MBAJI “J1-p MBan Cenumuncku” —
AJl rp.CnuBeH B ¢bCTaB:

HPEACEOATEJI: Po3zanuHka Cnacosa - 3aM.J1UPEKTOp o
agfMuHUCcTpaTuBHUTE JAeiiHOCTH HA MBAJI-AJ[-CiuseH
YJIEHOBE: l. agBokat Jlumutep MurteB — npaBeH ¢cbBeTHUK Ha MBAJI-
AJl-CnuBeH;

2. g-p UWBan BwiyaHoB -~ Hauasnuk Ha ,Otaejienue 10
xemoauanusa” npu MBAJI-AJI-CnuseH

3. Mar. Bans KoxyxapoBa ~ Hauanuuk Antexka — MBAJI -
AJl — CnusBen;

4. Pagoct CumeonoBa — Opranusatop ,MapkeTuHr” npu
MBAJI-AJJ-CauBeH

ce ¢b0pa B IIBJCH CHCTAB U 3all04HA CBOATA pafora [0 pasiviexIaHe, OLeHKa |
KJlacupaHe Ha MOCThIMWIUTE opepTu B 00sBEHATa OTKpPUTA IMPOLE/ypa 3a Bb3JlaraHe Ha
obmecTBeHa Mopbuka ¢ IpeameT: “/loctaBka Ha JieKAPDCTBEHH MNPOAYKTH H
MEAHLHHCKH H3JeJHs, HeOOX0AMMH 3a NMPOBekKAaHe HA XeMOJHAJIH3HO JIeYeHHe B
»OTnesenne no xemoauaamsa” Ha MBAJI "JI-p UBan Ceanmuncku'" A rp.
CauBeH”, KOSATO ce MPOBEX/Ja IO pela W YCIoBUATa Ha 3akoHa 3a OOIIECTBEHUTE
nopbuky, ob6gBeHa ¢ Pemenme Ne PJ1-10-120/06.03.2017 1. Ha W3neiaHuTennus
nupextop Ha MBAJI “/1-p MBan Cenumuncku™ — A/l rp.CiuBeH.

Komucuara 3amouysa paboTa ciiell MmojydaBaHe Ha INPEACTaBEHUTE OopepTU U
[Ipuemo-nipenaBaTenex mpoTokoi 1o ui. 48, an. 6 IMMI30IT (wr. 54, an. 1 TTT30IT).

Komucusra ce 3amo3Ha ¢bC CIUCHKA ¢ NOCTHNUAUTE OGEPTU U BCUUKH
YJeHOBE Ha KOMHCHUATA loanucaxa aekinapauuu mno 4i. 103, an. 2 ot 30I1.

Komucusara koHcratupa, de




3a yyacTHe B OTKPHTHS KOHKYPC ¢a moaaaeHH 8 /oceM/ mpeaioxeHHN:

Bx.Ne CH-05-1/06.04.2017 r.-10.00 wu. - ,Opesenunyc Menukpa Kenp
Bwsarapus" EOO/I - rp.I"abpoBo;

BX.Ne CH-05-2/12.04.2017 r.-09.00 4. - ,Meaekc™ OO/} rp.CODPUA,;

Bx.Ne CH-05-3/12.04.2017 r.-09.30 u.- ,,JIJpumen Hurepuemansna” EOO]] -
rp.Cobus;

Bx.Ne CH-05-4/13.04.2017 r.-09.50 u.- ,,Erponan Tpetin" OO/] - rp.Etpono.e;
Bx.Ne CH-05-5/13.04.2017 r.-10.00 4.- ,,Cobapma Tpeitauur " AJl - rp.Codus;
Bx.Ne CH-05-6/18.04.2017 r.-08.30 4.- ,,®ponukc ®apma” EOO/] - rp.Codus;
Bx.Ne CH-05-7/18.04.2017 r.-09.00 u.- . JTIpo dapmauusa™ EOOJX - rp.Codus;

Bx.Ne CH-05-8/18.04.2017 r.-10.00 wu.- ,Xeamea bwarapus™ EOOJ] -
rp.Codus.

Ilpu otBapsHeTo Ha odeprure B 10.00 yaca Ha 19.04.2017 r. He npuchcTBaxa
YUACTHHIIM WIM TEXHHU YITBJIHOMOIIIEHH IpelcTaBuTen. He npucheTBaxa Mmpe/CTaBUTENN
Ha CpeJICTBATa 32 MacoBa MHGOpMalIUs.

Komucusra oTBapu 1o peja Ha TAXHOTO ITOCTHIIBAHE 3alleYaTaHUTE HENIPO3payHU
OTIAKOBKH M OITIOBECTH TAXHOTO CHABPIKAHUE U TIPOBEPH 38 HAIMUUETO Ha OTIEJICH
3amevaraH uK ¢ Haanuc "[Ipeasarady eHOBU napaMeTpu'.

Tpuma or wieHoBeTe Ha kKomucusTa - PosanuHka CnacoBa — Ilpeacenared,
Jlumurep MuteB - wien u wmar. ¢gapMm. Bang Koxyxapoa - ujeH noanucaxa
TEXHHYECKOTO MPEAJIOKCHHE U IUIMKOBeTe ¢ Haanmuc "llpesyiaranu neHoBu napamerpu”
Ha BCUYKH YYaCTHHIIH.

C ToBa pelicTBHE NPHKJJII0YM nyﬁ.xm'maTa qacT OT 3accJaHHeTO Ha
KOMHCHATA.

CJ'IC,II TOBA KOMUCHATA B 3aKPUTO 34CCAaHUC U3BBPIIU I[TPOBCPKA 3a CHOTBCTCTBUC
¢ U3UCKBaHUATA KbM JIMYHOTO CHCTOAHUC U KPUTCPUUTEC 3a HO,Z[60p.

Komucusra pasmiena nokymentute no w139, an.2 III30IT 3a choTBeTCTBHE €
HM3HUCKBaHUATA KBM JIMYHOTO CHCTOSHHE H KpUTEpuUTe 3a NOA00p, NHOCTABEHHU OT
Brsnoxurens u KOHCTATHUPA CJIEJHOTO:




IIpeanoxenne ¢ Bx.Ne CH-05-1/06.04.2017 r.-10.00 4.

~Ppe3leHuve

Menukna Kevrp Boarapua'" EOQO/ - rp.'adpoBo

Y4acTHUKBT yuacTBa 32 00ocobenu mosmuuu Ne 15  MeauuumHcko
usgeane - XEMOAMAJIMZATOPHU, CTEPUIIM3UPAHU C TIAPA”; Ne 19
s~Meaunuucko usaenue-AITUPOI'EHHU OUWJITPU” u

usnenue - JESMHOEKILIMOHHW PA3TBOPH™.

Y4YacTHUKBT € IMPHUJIOXKHUJT KbBM O(I)CpTaTa CHM CJICOIHUTEC JOKYMCHTH H

uHbpopManus:

Ne 20 ,.MeaunuumHCKO

JIOKYMEHTH

Bun na
JIOKYMEHTHUTE
(opueunan uau

3a6epeHo Konue)

CHIHCEK ¢ TOKYMEHTHTE, ChbPIXKAIIK ce B odeprara

- Ipunoxkerane Ne 1 opuzuHal
I | 3asBnenue 3a yyacTHe: B
2.1. |EEJIOII - ITpunoxenue 2 - B OpucuHal
77 | Aexnapauus mo | 101, an. 9w an. 11 or 3OI1 /1puroowcenue Ne 11/, opueunan
2.3. | Hexnapamus /Ipunosicerue Ne 9/, opuUNan
III | Odepra:
3.1 | TexHHUECKO MPEIOKEHHUE:
TexHuvecko mpeasIoKeHNE 3a U3ITBIHEHAE HA TIOphUKaTa
3.1.1.| MIpunoxenue 5/ B ChOTBETCTBHE C TEXHIUECKHTE CrIELU(DHKALMH H opucural
M3WCKBAHUATA HA BB3JIOXKUTENS - 32 ChOTBETHHUTE NTO3HLIUH
Hexmapalius 3a cbriacue ¢ KJIay3HUTe Ha TPUIIOKEHHS ITPOEKT Ha
3.1.2.] norosop (TIpunoxenne Ne3); opuuHan
Hexnapanus 3a cpoka Ha BamaHocT Ha odeprata (IIpunoxenne Ne
3.1.3.14), OpUCUHAT
Jleknapauus, dYe TIpH  HU3TOTBSHE Ha odeprara ca  CIa3eHH
3 1.4, PAABIKCHUATA, CBBP3aHU C J@HBIM W OCHIYPOBKH, OfasBaHe Ha opuPuHa:
' KOJIHaTa CpeJa, 3aKpHia Ha 3aeToCTTa M YCIIOBUATa Ha TpyX /6 ' '
c60000€eH mexcmy/.
Jlpyra uHGOpMAIMs W/HIH TOKYMEHTH, M3HCKAHH OT BB3JIOXKHUTEIS,
KOTaTo TOBa ce Hajlara oT IIpeMETa Ha ITophyKara: Konue
315 1. Jlexnapaliust 3a CbOTBETCTBHE OT IPOU3BOIUTEIIS, I
2. Ceptudmxar 3a kadectBo - CE MapkupoBKa, ChriiacHO opuzuna
JupextuBa 98/79 EC wnm ekBUBaJICHTHO;
3. bpourypHu.
1v | "llpemtaranu neHoBH napameTpu”
4.1 [enoro npemioxenue - [Tpunoxenne 6A 3a CbOTBETHUTE MO3UIIHH opueuran
4.1.1.|[[lenoso npeanoxenue /IIpunoxenne 66/ 3a CHOTBETHUTE ITO3UIIMH opueUHal




YuacTHUKBT € npeactaBui CIUCHK HA JOKYMEHTHUTE, ChABpIKaly ce B odepraTa
/Mpunoxenne Ne 1 oT AoxkyMeHTalufTa 3a ydacTue B Mpoledypara/ TOANMMCAH M
nojreyaras OT HETO.

Komucusra koHcTaTupa, ye:

- Benuku ommcann B Crnicbka JOKYMEHTH M uH(popmanus 0Osxa HIUYHH B
npwioxeHara odepra;

- He € HajJule JMICa, HEeNbJHOTA MJIM HECHOTBETCTBUE Ha
MHQOpMALUATA, BKJIKYUTEIHO HEPENOBHOCT MM (PaKTHYeCKa Ipeiika, HIH
HECHOTBETCTBHUE C M3UCKBAHMUATA KBM JUYHOTO CHCTOSHUE HAa YYACTHUKA UIU
KpUTepHHUTE 3a noadop.

[TpenBun ropHoTo KoMucusta eIMHOAYIITHO
P E 1II K:
YyacruuksT ,,Ppesennyc Meauxna Kenp Bbwarapusa" EOOJ -

rp.l'aGpoBo oTroBaps Ha H3MCKBAaHHATA 32 JH4YHO CBHCTOSIHHEe H Ha
KpPHTepHHTe 3a Noa0op H Hle pa3rjeia TeXHHYECKOTO MY NpeaJokKeHHE.

Hpennoxenne BXx.Ne CH-05-2/12.04.2017 r.-09.00 4. - . Meaexkc” OO
rp.CO®UsI

Y4yacTHUKBT ydacTBa 3a o0ocobenu mnosuuuu Ne 1 | JlexkapcTBeH
npoaykt A11CC04 CALCITRIOL  TIlepopanna ¢opma kanc”; Ne
2 JlexapctBeHn npoayktr HOSBX01 Paricalcitol 1 mcg [Tepopanna dpopma
Ttaba.”; Ne 3 ,JlexkapcTBen npoaykr HOSBXO01 Paricalcitol 5 mcg/ml amp 1
ml  Ilapentepanna ¢opma amp”; Ne 4 JlekapctBeH npoaykt BO3XAO0I
Erythropoietin-6sp3oneiictBam; 2000E ITlapenrepanna dopma mnpun™; Ne §
»JlekapcTBeH 1npoaykT BO3XA01 Erythropoietin -6bp3oneiictBamy 3000E
ITapentepanna ¢opma wmnpun”; Ne 6 ,Jlexkapcteen mnpoaykr BO3XAO0I
Erythropoietin -6bp3oaeiictBan- 4000E TTapenTtepanna popma mmpun™; Ne 11
»JlekapcTBeH npoAykT HOSBX01  Mimpara 30 mg Ilepopanna ¢opma tabn.”
u Ne 12 JlekapcreeH npoaykt VO3AE(O2 Sevelamer 800 mg IlepopaJina
popma taba.”.

Y4YacTHUKBT € NPUIOXKUI KBM O(pepraTa CH CIEJHUTE HOKYMEHTH U
nHpopmanus:

TTATIKA C JOKYMEHTHU ,.3ASABJIEHUE 3A YHACTUE™:

l. Ciucek Ha JOKYMEHTUTE U HMHGPOpMAlMATa, CHLABPXKAIUM Ce B odeprara —
OpUTHHAI

2. EnuneH eBpornelicku JOKyMeHT 3a obiectBenu nopbuku /EEJIOIN/ - opurunan

3. Hexnmaparms no wi. 101, an.9 u an.11 ot 3011 — opurunan




4. Pasperienue 3a ThproBus Ha €JIpo C JIEKapPCTBEHU CPEACTBA - 3aBEPEHO KOIIUE

5.JIunen3 3a THProBUS Ha €IpO C JIEKApCTBEHM IIPOLYKTH, ChABPIKALIH
HapKOTHUYHHU BEIIECTBA - 3aBEPEHO KOITHE

6. Pasperenus 3a ynorpe6a Ha opepupaHUTe POTYKTH - 3aBEPEHU KOIIUS

7. Hexnapaims 1o wi.55, an. 6 ot 3JIIIXM — opurunan

8. OTOpHU3aLMOHHY THUCMAa — OPUTHHATH

9. IMbsHOMOIHK/Y 10CTOBEpEHUs 3a BBirapys - KbJIETO € [TPUIT0KUMO - 3aBEPCHO

KOIIHe
10. Jexnapanus OTHOCHO OpepUpaHu [IEHH — OPUTHHA
11. Jlexnapanust OTHOCHO CPOK Ha FOJHOCT — OPUTHHAJ
12. Newiapanusa otHOocHO BxiiroueHH B [1JIC npoayktu — opurnHain
13. Hexnapanuus nno wi.54, aj.1 ot 3011 - opurunan

ITAITIKA ,, TEXHUYECKO TIPEJJIOXEHHE®™ /3a Bcska o0ocobOeHa IO3UIMUA/,
uMalla cJIeAHOTO ChAbPIKAHUE!

14. TexHuuecko NpeIOKEHUE 3a U3MBIHEHUE Ha TOPHUKATA — OPUTHHA
15. Hdexnapanus 3a chIviacHe ¢ KIIay3uTe Ha MPOEKTO - 10TOBOPA — OPUTHHAT
16. Jleknapauus OTHOCHO BaJIMJHOCT Ha oepTara - OpUruHajl

[TJIMKOBE |, ,ITPEJIUUTATAHU 1LIEHOBU TTAPAMETPHU" - 3a Bcsaka o0ocoOcHa
ITO3U LU

17. LleHOBO MpEeI0KEHUE ~ OPUTHHAI
18. LleHoBa cneuu(puKanys - Ha XapTUEH U €IEKTPOHEH HOCUTE - OPUTHHAT

YyacTHUKBT € npeacTaBuil CMChK Ha JTOKYMEHTHTE, ChABPKALIY ce B odepraTa
/Mpunoxenre Ne 1 OT JOKyMeHTalusATa 3a ydacTHe B Mpoleaypara/ MOJIUCaH U
IOJITIeYaTaH OT HEro.

Komucusra koHcraTupa, 4e:

- Benuku onmcanu B Crnuchka JOKYMEHTH U MHPOpMauus OsXxa HaJIU4YHU B
npuiIoKeHaTa opepra;

- He € Hajulle JuIca, HENBJHOTa WJIM HECHOTBETCTBUE Ha
HHpopManMATa, BKJIKWYUTEIHO HEPEAOBHOCT WM (aKTuyecka rCpellka, HIH
HECHOTBETCTBHE C M3UCKBAHUATA KBHM JIMUHOTO CHCTOAHUE HA YyYacTHHKA WU
KpUTEepUHUTE 3a noadop.

[NpeaBun ropHoro Komucusara e AMHOIYIIHO




PE I N:

YyactukbT ,Megexc” OOJ rp.CO®HH orroBaps Ha HINCKBAHHATA
3a JHM4YHO CBHCTOSIHHe H Ha KPHTepHHTe 3a noalop W IHe pasrjena
TEXHHYECKOTO MY NpeaJIoKeHHe. ‘

Ipeanoxenne ¢ BX.Ne CH-05-3/12.04.2017 r. - 09.30 4., - ., Jdbnumen
UuTepuemanba” EOOMA - rp.Codus

Y4acTHUKBT yuacTBa 3a o6ocobenu noszuuun  Ne 16 . MeaUUHUHCKO
uspeane - XEMOJMAJIM3ATOPU, CTEPUJIUZUPAHU C ETUJEH
ANOKCHUIA, TAMA JIBYU U OPYTM BUAOBE”; Ne 17 . MeIHUUHCKO
uspeane- KPbBHU JIMHUN”; Ne 18 ,Menuuuncko uzaenue - ®UCTYJIHU
UTJIN”; Ne 21 ,Menuuuncko usgenue - KATETPU 3A BPEMEHEH CbhJ0OB
HJOCTDHBII” u N 22 sMeaunmuacko  usnenune -  IHOCTOSAHHU
TYHEJIM3UPAHU KATETPU.

Y4acCTHUKBT € NPUIOKMI KbM odeprara cu ClIeJHUTE NOKYMEHTH H
UHQOpMAIHs:

Bun na

Ne HOKYMEHTH JOKYMEHTHTE
(opueunan uau

3a6epeno Konue)

I |Cnucek ¢ nokymeHTHTE, ChAbpKally ce B odeprata - [punoxenue Ne 1; OpHUrrHajl

IT Bassnenue 3a yuactue:

2.1. [EEJIOTI - INpunoxenue 2; OpHTrHHaJ
2.2.|[Texnapanys 3a CPOK Ha FOAHOCT HA MEAHMLIMHCKHTE H3LETHS; OpHIHHan
2.3. Hexnapauus 3a usuckpaHusta o 3MH; OpHIHHan
2.4.\Jlexnapauus ro un. 54, an.1 ot 3011 /Hpunoocenue Ne 9/; OpHTvHaN
2.5. \Jlexnapauus no wt. 54, an.1 ot 3011 /llpunoocenue Ne 9/; OpHrHHan
2.6. |/Texnaparms o wi. 101, an. 9w an. 11 or 30I1 Alpunoscenue No 11/; OpUIruHan
2.7. |PaspewieHHe 3a THPropust Ha €4po ¢ MEAULIMHCKH M3AETUS, H3aaneHo o AT faa}:aoelfs:o

IIT Odepra:

3.1 [Texnuuecko npennoxenne

TexHuuecko npeanoxeHue 3a U3MbHEHHE Ha nopbukara /[punoxenne 5/ B
3.1.1. |cbOTBETCTBHE C TEXHWUYECKUTE CMIEUMPUKALIMM H W3HCKBAHUATA HA OpHIHHAaJ
BB3JIOXKHTES - 32 CHOTBETHUTE TIO3ULIMH;

3.1.3. |Jlexnapauns 3a cbrnacue ¢ K1ay3uTe Ha NPUIOKEHHS POEKT HA JOTOBOP

(Ilpunoxkenne Ne3); OpUTHHAJ

3.1.4.

Jlexnapauus 3a cpoka Ha BalMAHOCT Ha odeprata ([Ipunoxenue Ne 4); OpHUTHHaN



Jlexnapauus, ue Npu U3rOTBSHE Ha odeprara ca cra3eHu 3albKEHUATa, W
3.1.5. [cBbp3anM ¢ AaHDBLYM U OCHIYPOBKH, ONa3BaHe HA OKOJIHATA CPE/a, 3aKpHIia Ha OpHUIHHaN
3a€TOCTTA M YCJIOBHATA Ha TPY. /8 c60600en mexcm/;
Jpyra nadopMaLMsa B JOKYMEHTH, H3UCKaHU OT BB3JIOXKHUTEN, KOIaTo TOBa ce
Hajlara oT [IpeMeTa Ha nopbyKara: 3
aBepeHu
1. Jleknapauus 3a chOTBETCTBHE OT NpoU3BoAUTeNd ¢ JlupekTHBa ‘o P ;i
Mnu
98/79/EC, n3naneHa ot HOTH(HLIMPALL OpraH 1o cMuckia Ha 3MHU1,
2. Ceprudukat 3a kauecTso - CE MapkupoBka, cbriacHo Jupexkrusa
98/79 EC*: 3aBepeHu
3.1.6. > KOMus
3. Karasor Ha npeasiaraHiTe MeAULMHCKH H3LEIUA;
3aBepeHu
4. TexHuuecku cieUMUKALMN Ha MEAULMHCKUTE W3LeNKs, H3TOTBEHH OT konud
y4acTHHKa! Opurunai
v "Hpeanaranu ueHoBH napamerpu"
4.1 [TlenoBo npeanoxenne - IlIpunoxkenne 6A 3a CbOTBeTHATE NO3HIUH OpHUI'MHAaJ
4.1.1. [[lenoBo npeanoxenue /[Ipunoxenne 66/ 3a CLOTBETHHTE MO3HLMH OpHrHHa

Y4acTHUKBT e Inpejacrasui COUChK HA JOKYMEHTHTE, ChAbPIKAILM c€ B odeprara
Mlpunoxenne Ne 1 OT AOKyMEHTaUusATa 3a y4acTue B IpoLeAypara/ NOJINCAH U
noJireyarad OT Hero.

Komucusra KOHCTaTupa, 4c:

- Benukn onmcanu B Crnucbka JOKYMEHTH W nHgopMaiing 0fXa HaJIUYHH B
IpuIodKeHaTa odepra;

- HEe € Hajaulle JHIICa, HENBJIHOTa MJIM HEeCHLOTBETCTBHUE Ha
UHGOpMAUATA, BKJIKYUTEIHO HEPEJLOBHOCT MM (aKTUYecKa Ipellka, WU
HECHOTBETCTBUE ¢ M3MCKBAHHUATA KBbM JUYHOTO CHCTOSHME HA YUYaCTHUKA HJIHU
KpUTEpUUTE 3a NOAOOP.

[peasua ropHoto Komucusra eIMHOLYIHO

PE I N:

YuyactHukbT ,,Jbumen UHTepHemansia” EOO/l - rp.Codus orrosaps
HA M3NCKBAHHATA 33 JHYHO ChCTOAHHE W HAa KPHTEpPUHTE 3a nmoabdoOp M wie
pa3rijeaa TEXHHYECKOTO MY NpeaJoKeHHE.




Mpennoxenne ¢ BX.Ne CH-05-4/13.04.2017 r.-09.50 4y.- ., ETponan Tpe#iag"
OO/ - rp.ETponoJae

Y4yacTHUKBT yvacTBa 3a obocobeun mosuuuud Ne 16 . MeauuuHcko
uzpenne - XEMOJAMAJIINU3ATOPHU, CTEPUIIMBUPAHU C ETHJIIEH
AUOKCU I, TAMA JIbYU U APYI'UM BUAOBE” u Ne 17 ,,MeauuuHCcKO
n3nenue- KPbBHU JIMHUN™.

Y4acTHUKBT € NPHIOXKHUI KbM odepTara CHU CJIEAHUTE JOKYMEHTH U

uHbpopMaLu: :
Bua na
OKYMEHTHTE
Ne JOKYMEHTH AOKY
(opucunan unu
3a6epeno Konue)
CHHCBK ¢ JOKYMEHTHTE, ChAbPKALK ce B oepTaTa
1 OpUCUHAT
[Tpunoxenue Ne 1
)i 3asiBIeHHE 3a ydacTHe:
2.1 EEJOII - Tpunoxenne 2 OpuUzuUHa
OKYMEHTH 32 JOKA3BaHe Ha MpealpUeTHTe MEPKH 3a HAIEKLHOCT /aKo
2.2. Jloky pearp p ACHA HEnpuI0HCUMO
e NPUIoHCUMO/;
Jleknapauus 3a Cbriacue OT TPETO Jikue 1o 4. 65, ai. 3 ot 30I1 /ako e
2.3. HERPUNONHCUMO
HPUTOHNCUMO/
Hewnapanus mo wi. 101, an. 9w an. 11 or 30I1
24. opuzuHa
/punoxcerue Ne 11/,
25 Hexnapauus no un.54. an.1, 1.1,2 u 7 ot 30I1 - IIpunoscenue Ne9 OpUSUHAN
eKjapaums ye npeajaraHute MeAUUMHCKH H3ACIHS OTrOBapAT Ha
2.6 A patl P AL A P OpuUzUHA1
M3UCKBAHMATA HAa 3aKOHA 38 MEAMLIMHCKH H3Ae/1s 3
exsiapalns Ye NpeisaraHiTe MEAHUMHCKY U3LEJHsS OTIOBapsT Ha
27 | Hexnapan peie AULHHCKY W31 P opuzuHan
M3UCKBaHHUsITa Mo 4.8 W un.15 or 3MHU
PaszpetieHde 3a THProBUS Ha PO ¢ MEAHLHMHCKY H3JeNHs, H3AaJeHO OT
2.8 p p Ap AU A Aan 3asepeno Konue
HAJI Ha uMeTO Ha Y4aCTHHKA
Ceprudukar ISO 9001:2008 3a BHenpeHa cucTeMa 3a ynpaBieHHe Ha
o 3aeepeno konue
2.9 | kauectBoTO Ha ,,Erponan Tpeiin” OO];
Ceptuduxar ISO9001:2008,ISO 13485:2003 Ha ,,ETponan”A
2.10 pTHG 180 TP A 3asepeno konue
(npou3BoaMTen) - Kofiue
1| Ogepra:
3.1 Texnnuecko npeayoxenne - O6ocodena mozuuns No 16
JIOKyMEHT 3a yIbJIHOMOILIABaHe, KOraTo JIMLETO, KOeTO oJara
3.1.1, odeprarta, He € 3aKOHHHUAT NPEACTABUTEN Ha YYaCTHUKA /AKO € HERpUNOHCUMO
NPUTOHCUMO/,
TexHHUecKo NMpeaIokKCeHHE 3a U3ITbAHeHWe Ha rnopbyukara /Ipuioxenue
3.1.2.| 5/ B CLOTBETCTBUE ¢ TEXHHUUECKUTE CrieLMPHUKALMN W H3UCKBAHHUATA Ha opucuHan
BB3I0KHUTECIIA




Jlexnapauus 3a chriacke ¢ KIay3HTe Ha MPUIOKEHHUs MPOEKT Ha 10rOBOp OpuUZUHAI
3.1.3.| (IlpunoxeHue Ne3): '

ITpoekro norosop - [lpunoscenue Ne7h opucunan
3.1.4, Jlexnapauus 3a cpoka Ha BanMAHOCT Ha odeprara ([Ipunokenre Ne 4); OPUZUHA

Jexnapauus, ye NpH W3roTBsiHE Ha ohepTaTa ca CraseHH 3aJbIKEHHATA,
3.1.5. CBBbP3aHU € JaHblld H OCHI'YPOBKH, Ola3BaHE Ha OKOJIHaTa cpeaa,
3aKpHJIa Ha 3a€TOCTTA U YCJIOBHATA HA TPYA, (AKO € APUIONCUMO ) /8
c80600en mexcwy.

opuzuHan

Jpyra uHdopmaLys W/HiIM JOKYMEHTH, H3UCKaHH OT BB3JI0XKUTEN, 3aeepeno konue
KOraTo TOBA C€ Hajara OT MPeAMETa Ha MOpbYKaTa:

l. Hexnapauus 3a cbOTBETCTBUE OT NPOU3BOAUTENS HIIH
HeroBus yIrbJaHoMoLleH npeacrasuren win EC cepTudukar 3a

- Texnu4ecko npentoxenue - O6ocodena nmozuuns Ne 17

JIOKyMEHT 3a YITbJIHOMOIL[aBaHe, KOTaTo JHLETO, KOeTO NoJaBa
3.1.1.} odeprara, He e 3aKOHHHAT NPEACTaBUTEN HAa YHaCTHHUKA /AKO € HenpuioMdcumo
NPUNOXHCUMO/;

TexHuuecko NpeanoAcHue 3a W3bjHeHHe Ha lopbukara /[lpunoxeHne
3.1.2.] 5/ B CbOTBETCTBHE C TEXHHUECKHTE ClieLM(PHUKALHMN W H3UCKBAHUATA Ha opuUzUH
Bb3JIOKHTES

Jeknapauus 3a cbriacue ¢ KJ1ay3uTe Ha MPUI0KEHHUS NIPOEKT Ha 10roBOp oOpucUHal
3.1.3.| (ITpunoxeHue Ne3);

- Ilpoekto morosop - lpunooicenue Ne7b opucunan

3.1.4. Jlexnapauus 3a cpoka Ha BanuaHocT Ha odeprara ([Tpunoxenne Ne 4); opuzuHa

I[emapaunﬂ, 4e€ NMpH U3roTBAHE Ha O(bepTaTa Ca CMAa3€HH 3aAbJDKCHUATA,
31,5, CBPP3aHH CJIAHBLH U OCHIYPOBKH, ONla3BaHe Ha OKOJHATA Cpesa,
3aKpiUla Ha 3aeTOCTTa W YCIIOBUATA Ha TPYA, (AKO € NPUIoHCumMo ) /8
ceobogen mexcmwy/.

opuzuHan

3asepeno konue
lpyra uH(OpMaLHsd H/WIM OOKyMEHTH, W3HUCKAaHH OT Bb3JOXKHTENS,

KOPaTo TOBA C€ Hafjara OT NpeaMeTa Ha MopbyKara:

5. Hexnapaumns 3a CbOTBETCTBHE OT MPOW3BOAMTE/S HIH HETOBHs
YIbAHOMOLLUEH Tpe/icrasuren uin EC ceprudukar 3a CboTBETCTBHME C
JupextuBa 98/79/LC, u3ganeH oT HOTU(HLMPAH OpraH 10 CMHCHIA Ha
3MMU;

6. Ceprudukar 3a kauectBo - CE MapkupoBka, CbIVIacHO
Hupextusa 98/79 EC unu ekBUBaJIEHTHO;

7. Jewnapauus 3a OCTaTBYHUA CPOK Ha POJHOCT Ha MpeATaraH1Te
MEAULIMHCKHN M3JeNHs

8. bpowrypa ¢ TvexHuuecka cneuudukauMs M HHCTPYKUMSA 3a
ynorpeba - Cucremu 3a XeMoauanu3a (KpbBHH JIMHHK)

3.1.6.
3asepeno konue
Opuzunan

3aeepeno konue

IV "Ilpensiarany neHOBH napamerpu"

4.1 [TYenoro npennoxenne - IIpunoxenne 6A 3a cbOTBETHATA NO3ULHSA opuzuHa

4.1.1.|LieHoBo npeanoxenuc /lpunoxkeHue 6b/ 3a ¢bOTBETHATA MO3HLIMA opuzuHail




Y4acTHUKBT € npeacTaBui CIOMCHK HA JOKYMEHTHTE, ChABPIKAIIM CE B opepTaTa
Mpunoxxenune Ne 1 OT MOKyMeHTalUuATa 3a Y4YacTHe B IMpolleaypara/ IOAMKMCAH U
HOATIeYaTaH OT HEro.

Komucusita koncratupa, ue:
- Benuku ommcann B Cnmcebka AOKYMEHTHM W HMH(OpMauMs Osxa HaJIU4HU B
NpUIIOKEHATa o0epTa; v
- He € HaJuUe Julica, HENBJIHOTA WJIM HECHOTBETCTBUE Ha
MHQOpManusaTa, BKJIIOYUTETHO HEPENOBHOCT MM (QaKTHUecKa rpelika, HIN
HECHOTBETCTBUE ¢ U3UCKBAHUATA KbM JUYHOTO CHCTOAHME HA YUACTHHUKA WJIH
KpuTepuute 3a noadop.

[Tpeasun roproro KomMucusara eIMHOAYIIIHO
PE Il K:
YvyactaukbT ,ETpoman Tpeiia" OOJ - rp.Etponone orrosaps Ha
H3HCKBAHHATA 32 JHYHO ChCTOSIHHE M HAa KPHTepPHUTe 3a moadop u e

pasrjgeaa TEXHHYE€CKOTO MY NpPeAJOKEHHUE.,

Hpenaoxenune Bx.Ne CH-05-5/13.04.2017 r.-10.00 4y.- . Codapma
Tpeiiauur'" A/l - rp.Codusn

Y4acTHUKBT ydacTBa 3a oOocobenu noszuuuu  Ne 1 _JlekapcrBeH
npoaykt A11CC04 CALCITRIOL  Ilepopanna popma kanc’; Ne
4 ,JlekapctBeH nponykt BO3XA01 Erythropoietin-6sp3oneticrBau; 2000E
[Tapentepanna ¢opma mnpun’; Ne § | JlekapctBeH npoaykT BO3XA01

Erythropoietin -0bp3oaeiictBam 3000E Ilapenrepanna dopma mmnpun”; Ne 6
»JlekapctBeH npoaykt BO3XA01 Erythropoietin -06vp3onedictBaur- 4000E
[fapenTepanna dbopMma mnpui’”; No 7 »JIeKapcTBEH OpOAYKT
B03XA01Darbepoetin alfa - 40 mcgllapenrepanna ¢popma mnpun”; Ne 8
wJlekapcrBer npoaykt BO3XA0l  Darbepoetin alfa - 60 mcgllapenTtepanna
dopma mmpuu”; Ne 9 ,JlexkapcrBen npoaykt BO3XA01 Darbepoetin alfa - 80
mcg Ilapentepanna ¢opma mnpun”; Ne 10 | JlexkapcTBeH MNPOAYKT
B03XA01Darbepoetin alfa - 20 mcgllapentrepanna ¢opma wmnpun™; Ne 11
~JlexkaperBeH npoaykr HOSBX01  Mimpara 30 mg [Ilepopaaua ¢opma
taba.”; Ne 13 ,JlekapcTBeH npoaykt BO3XA03 Mircera 50 mcgllapentepanHa
dopma amnynu”; Ne 14 , JlekapcTBeH npoaykt BO3XA03 Mircera 75
mcgllapentepanna ¢opma amnyau” u Ne 18  Meaunuacko wusgenne-
OUCTYJIHU UTJIN™.

Y4acTHUKBT € MNPHIOKHI KbM odeprara CH CIEIHUTE NOKYMEHTH HU
uHQOpMaLHs:

N




Bua na

Ne JAOKYMEHTHU AOKYMEHTHTE
(opucunai utu
3aeepeno Konue)
I |Cnuchk ¢ BOKyMeHTHTE, ChABpPKALIY ce B odeprara - [Ipuiokenne Ne |
I p :
agBJICHHE 32 Y4aCTHE:
2.1. |[EEJOII - IlpunoxeHue 2 OpHUIHHaJ
o ! ryqn
27 {lokymeHTH 3a ZI0KasBate Ha MpEeNpHeTHTe MEPKH 33 HaIEKIHOCT /aKo ¢ HE IPHIOKHMO
NPUTOHCUMO/, N o -
73 Jlexnapauus 3a CbliacHe OT TPETOo auLie 1o wi. 635, an. 3 ot 3011, He MDUAOHKHMO
T mpuaoscumo/; P o
2.4. [exnapauus no un. 101, an. 9 u an. 11 ot 30I1 Alpuroxcenue Ne 11/; OpHTrHHaN
Jlexknapauus ot ,,Codapma Tpeiaunr A/l OTHOCHO JieKapcTBEHHTE
3 NPOLYKTH W HaMUYHETO HA OTOPH3ALMOHHH JOKYMEHTH OT MPOU3BOANTENH OpUrvHan
1/1IK IPUTEXKATEIH Ha pa3pelleHUeTo 3a ynorpeda.
I |Odepra:

3.1. Texnuuecko npeanoxenne, OKOMIJIEKTOBAHO 3a Beaka 06ocobGeHa 1103
ChABLPAKALHR CHLOTBETHO:

HUHA [0 OTAC/IHO H

JlOKyMEHT 32 YITBIHOMOLIIABaHe, KOraTo JIMLIETO, KOETO 1o4aBa odeprara,

HE € 3AKOHHUAT MPEACTABUTEI Ha YHaCTHHUKA /axo e nprO.?lClUWO/,'

HOTapHajIHoO 3aBepeH
npenuc, nocTaBeH
KbM TEXHUYECKOTO

npeanomkerue 3a Ol

Ne 1 u 3aBepeHH

KOMHUs 3a OCTaHAIUTe

060cobeHr NO3ULKMH |

TexHUYeCKO NpeiioReHne 3a W3lTbjiHeHWe Ha nopbukaTa /Tlpunoxkerue S/ B
CBLOTBETCTBUE C TEXHHYCCKHTE Creun)UKaLMK ¥ H3UCKBAHHUATA Ha
BB3JIOXKHTENS - 338 ChOTBETHATA/MTE MO3HLMA/M

ﬂemapaunﬂ 3a Chrjlacue € KJlay3uTe Ha NMpPHIIOXKEHHS [TPOEKT Ha A0I'OBOp

(ITpunoxenue Ne3);

Jlexrapauus 3a cpoka Ha BanuaHocT Ha odeprarta ([punoxerue Ne 4);

Jlexapauus, ue nNpyu H3rOTBSHE Ha ohepTaTa ca CHaseHH 3aXbJDKEHUATA,
CBbp3aHU ¢ JaHbLM W OCUTYPOBKH, OnasBaHe Ha OKONHATa Cpeja, 3aKpuial
Ha 3a€TOCTTa M YCJIOBHUATA Ha TPYH, (AKO e Mpunodcumo ) /6 c6oboden,
mexcn/.

" lynbIHOMOLLEH npejcTasuten uan EC cepTuMKaT 3a CbOTBETCTBHE ¢

[lpyra uHbopMaLus /1M AOKYMEHTH, H3HCKAHH OT BL3JIOKHUTEN, KOraTo
TOBA C€ Hanara OT IpeAMeTa Ha I0PbUKaTa:

Oer1apayun 3a 0CUZypAGAHE HA HEODX00UMUME KOTUHYeCmea
Ltexapcmeenu npoOyKkmu / MeOUUUICKU U30e.1Un

JleknapalUus 3a CbOTBETCTBHE OT IPOU3BOAWTES UK HEMOBUS

Jupexrusa 98/79/EC. ninanex ot HOTUDHLUMPaH OpraH 1o CMHUCHIA Ha
3MU;

Ceptudukar 3a kauectso - CE mapkuposka, ¢briacHo Jupexrtupa 98/79 EC
WM €KBHUBAJIEHTHO;

v

"IIpexnaraHu 1HeHOBH mNapamerpu' 3a Beska 000co0eHa mo3HI
CaMOCTOSITE/IHO 3alle4aTaH MK ,llpensarann neHoBu napamerpu*

Hd N0 OTACJHO B

4.1

IlenoBo npeaJjioxkenue - [Ipunoskenne 6 A 3a cbOTBETHATa /HTE MO3ULIMA/HU

4.1.1.

LleHoBo npennoxenue /Ilpunoxenre 6 b/ 3a cboTBeTHaTa /MTe NO3ULMA/H




YyacTHUKBT € npeacraBua CIUCEK Ha JOKYMEHTHTE, ChAbpaKally ce B odepraTa
/Mpunoxenue Ne 1 oT JOKyMEHTanusATa 3a Yy4acTHe B Mpoueaypara/ MOANKMCAH U
IOATIEYaTaH OT HETO.

Komucusara koHCcTaTHpa, 4e:

- Benuky onucanu B Crnuchbka JOKyMEHTH M MHGopManus Osxa HAJIHYHU B
HpUIOKeHaTa opepTa;

- He e Hajuile JUIca. HeNbJIHOTa WJIH HECHOTBETCTBHE Ha
MHbOpMAUMATA, BKJIKHYMTEJIHO HEPEJOBHOCT WM (paKTHUecKa Ipelika, HIH
HECBOTBETCTBUE C M3NCKBAHMUATA KBM JIMYHOTO CHCTOAHHE HA y4acTHHKA HUIH
KPUTEPUHUTE 3a OA60pP.

[Ipensun ropaoro Komucusara e AIMHOAYUTHO
PE I N:
YuyactHukst ,Copapma Tpeiiauur" A - rp.Copus orropapsa Ha
H3IHCKBAHHATA 32 JIHYHO CbCTOSIHHe M Ha KpHTepHuTe 3a moalop H e

pa3raeaa TEXHHYC€CKOTO MY NpEeaAJIOKEeHHE,

Ipeanoxenne Bx.No CH-05-6/18.04.2017 r.-08.30 4. - ., Prouunkc Papma”
EOOMA - rp.Codusn

YuyacTHUKBT YywacTBa 3a o0OocoOenu mnoszunun Ne 4 | JlekapcTBeH
npoaykt BO3XAO01 Erythropoietin-Obp3oaeticrsam 2000E ITapenrepanna
dopma mnpun”; Ne 5 ,JlekapctBen mnpoayktr BO3XA01 Erythropoietin -
o6bp3oaeiictBam 3000E Ilapentepanna ¢opma mmnpun”; Ne 6 ,JlekapcTBeH
npoanykt BO3XAO01 Erythropoietin -6bp3oneiictBau- 4000E ITapentepaiHa
dopma mmpun”; Ne 12 ,JlekapctBen mnpoaykr VO3AEQ2 Sevelamer 800
mgllepopanna ¢popma Ta6a.”; Ne 13 ,Jlexkapcren npoaykr BO3XA03 Mircera
50 mcg Ilapentepanna ¢opma amnyau”; Ne 14 ,JlekapcTBeH IpPOAYKT
B03XA03 Mircera 75 mcg Ilapentepanna ¢opma amnyaun” u Ne 21
~Menunuacko usgeaune- KATETPU 3A BPEMEHEH ChJ0B JOCTBII.

YYacTHUKBT ¢ NPWIOXKHJI KbM odeprara CuU cleJHUTE NOKYMEHTH H
UHpOpMaALMA:
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L ‘
Bua na
N I[OKYMEHTI/I JOKYMEHTHTE
(opuzunan unu
3aeéeperno Konue)
I |Coacbk ¢ JoKyMeHTHTE, ChAbpxKaIH ce B odeprara - [Ipuioxkenne Ne | OpuruHan
II PasBjeHHe 3a ydacTHe:
2.1. [EEJJOII OpuruHan
Pedepenuuu - 3 6p. Konus
2.2.
23.
2.4. [lexnapauus o wi. 101, an. 9 m an. 11 ot 3011 /Ipunoscenue Ne 11/; Opurunan
m_ Ogepra: = o R
TexHH4ecko nmpeaoxenne
3.1 |
3 1.1 JIOKyMEeHT 3a yIbIHOMOLIABaHe, KOraTo JIMILETO, KOETO Nojasa ogeprara, He € Horap.3aBeper
7" BaKOHHHAT NPEACTABUTEN HA YYACTHUKA /aKO € RPUIONCUMO/; Tpernuc/Konue
Texnuuecko npemoxeHue 3a U3MbJIHEHHE Ha nopbukara /[Ipunoxerue 5/ B
3.1.2. |CHOTBETCTBHE C TEXHHUECKHUTE CNIELIM(PUKALMU U H3UCKBAHUATA Ha Op#ruHan
BB3JIOJKUTENS - 32 CHOTBETHATA/UTE MOZULMA/M
eKIapaLus 3a CbIJlacHe C Kilay3uTe Ha MPUI0KEHHS NIPOEKT Ha AOroBO
3.1.3. Hleiiapau Y p P A p Opurunan
(ITpunoxenne Ne3);
3.1.4. lexnapauyms 3a cpoka Ha BATHAHOCT Ha odeprara (IIpunoxeHue Ne 4); Opurunan
Jleknapanusd, e Npy U3roTBsAHE Ha odepTara ca Cna3eHH 3ab/DKEHUATA,
3.1.5. (CBBP3aHM C JAHBUM H OCHTYPOBKH, Oa3BaHe Ha OKOJIHATA cpela, 3aKpHja Ha Opurunarn
3a€TOCTTA M YCOBUSITA HA TPYIL, (AKO € HPUIOHCUMO ) /6 caoboden mercmy.




Jlpyra MH(poOpMaLHaA U/ WA JOKYMEHTH, H3UCKAHH OT BBL3JIOXKHTENS, KOraTo ToBa
Cce Hajara oT npeAMeTa Ha NnopbuKara:

1. Jleknapauus, 4e¢ JIeKkapcTBEHUTE NPOAYKTH ca C AbprkaBHa peryjupana
ueHa, cbriacHo wi. 258 u cii. ot 3JIIIXM /3a O6ocobeHn no3uuun ot Ne 1 1o
Ne 14 BK/IIOUHTESHO - J1EKAPCTBEHH MPOLYKTH/;

2. Jexnapauus, ye MnpeajaraHuTe J€KapCTBEHH MPOAYKTH Ca BKIJIHOUEHH B 1. Opurnnan
[To3uTHBHUS J1€KApCTBEH CHMCBK, aKTyaJeH KbM Jarara Ha MOoJaBaHe Ha
otepture/za O6ocobeHn mozuumuud or Ne 1 go Ne 14 BKIFOUHMTENHO -
NleKapCTBEHH NPOLYKTH/; 2. Opurutan

3. Hewnapauus, uye npeaflaraHuTe MEIULMHCKHU H3Ie/us, OTrOBapaT Ha
M3UCKBAHMATA HA 3aKOHA 33 MEAULIMHCKUTE H3aeu /3a ObocobeHa no3uuus
Ne21/; 3. OpuruHan

4. Jlexnapauuss 3a CBbOTBETCTBHE OT [MPOW3BOAMTENS WIH HEroBHA
yIOBIHOMOWEH npeacraputen unv EC cepTudHUKaT 3a CBHOTBETCTBHE C
Jupexrtupa 98/79/EC, u3naneH ot HOTUGHULKUPAH OpraH Mo cMuckiIa Ha 3MU; 4. OpuruHan
3.1.6. 5. Cepruduxkar 3a kauectBo - CE MapkupoBka, cbriacHo Jupektusa 98/79
EC unu exBHBaAEHTHO,

6. Banugno Paspeniene 3a ynotpeba B cTpaHaTa, u3aaaeHo no pena Ha | 5. Opurunan
3JITIXM unu Pernameir (EO) Ne 726/2004 r. Ha EBponefickus napiameHT u
Ceeera /un. 23, an. 1 na 3JIIIXM/ B ciyuail Ha u3TH4aHe Ha cpoka Ha
pa3pellieHHeTO 3a ynotpeda Ha MEAMKAMEHT Npe3 CLOTBETHATA roAMHA 3a | 6. Opurunai
KOSTO Ce MpoBeXkAa OOILECTBEHATa MOPbUKA, YYaCTHUKBT € JeKaapupai, ue
1Lie OCHT'YpH HeoOXOAMMHTE KOJIMYeCTBa JIEKapCTBEHH MPOAYKTH 3a CPOKa Ha
porosopa B Texuuueckoro npemioxenne /mo obpaseu Ha Boanoxurens- | 7, Opurunan
Hpunoxenne Ne 5/.

7. OTopuW3alMH, AOTOBOPH 3a THProOBCKO MNpPEACTABUTENCTBO HIH IpYrH
eKBHBAJIEHTHH JOKYMEHTH OT OBJArapcky My Yy XAECTPaHHHU NPOU3BOAHTEH 8. Konus
WIM TEXHH YIBIHOMOLIEHH TpeicTaBuTeNcTBa Ha Teputopusara Ha Pb,
yOOCTOBEpsiBAllM MpaBa 3a [MpPEACTABUTENCTBO HW/WIM  THProBUA Ha
TEPUTOPHUSATA Ha CTpaHaTa;

8. Karanosu, 6pourypy, WHOOPMALMOHHU JIUCTH WJIM €KBHBAJIEHTHO C
npeaaaraHuTe MEIHLIMHCKY H3OeUs /KOraTo € NpHiIoKumMo/.

IV "Ilpennaranu ueHosu napamMerpn''

4.1 |llenoso npenioxenne - [Ipnioxenue 6 choTBeTHATa /UTE NOZULINA/N Opwurutaii

lleHoBo npensnoxenne /Ilpunoxenne 6/, 3aeaHo c llpunoxenne Ne

41.L 6b - Cneundukauud, 3a CbOTBETHATA /UTE NO3HLHUA/H

OpuruHan

VyacTHUKBT € npeactaBuwi COUCHK HA JOKYMEHTHTE, ChAbPXKALIY Ce B odeprara
Mpunoxenne Ne 1 OT AOKyMeHTalMsATa 3a ydacTHe B IPOLEAypaTa/ MOJANUCAH U
TNIOATIeYaTaH OT HETO.

Komucusta koHcTaTupa, ye:

- Beuuku ommcanu B CrnmcbKa HOKYMEHTH U uHQopMmauus 0Axa HaIUYHH B
IpUIOXKeHaTa opepra;

- He € Haudie JWIca, HelbJHOTAa WJIH HEChOTBETCTBUE HA
HHGOpPMANMATA, BKJIIOMUTEIHO HEPEJOBHOCT MM (AKTHUYECKA TIpCIiKa, HIH
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HECHOTBETCTBHME C M3MUCKBAHHUATA KbM JHYHOTO CHCTOSHHME HA YYaCTHMKA WIH
KpUTEpUHUTE 3a MoAabop.

[Tpensua ropaoro KomucusaTa e JHHOAYILIHO
PE I H:
YyactuukbT ,,Pronukc Papma” EOOJ - rp.Codus orroBaps Ha

H3NCKBaAHHUATA 3a JIHYHO CBCTOAHHEC H HA KPHTEPHHTE¢ 3a IIOI.[ﬁOp H e
pPa3rjJeaa TEXHHYE€CKOTO MY NPECAJOKEHHUEC.

IIpeanoxenne Bx.Ne CH-05-7/18.04.2017 r.-09.00 4. - ..IIpo bapmauns”
EOOHA - rp.Codus

Y4yacTHUKBT ydacTBa 3a oOocobenu mnoszuuuu  Ne 4 JlekapcTBeH
npoaykt BO03XAO01 Erythropoietin-6sp3oaetictam; 2000E ITapentepanna
dopma wmnpuu”; Ne 5§ JlexapctBen mnpoaykr BO3XAO01 Erythropoietin -
O0bp3oaedicrBam 3000L [Tapentepanna ¢dopma wnpuny” u Ne 6 ., JlekapcTBeH
npoaykt BO3XAO01 Erythropoietin -6vp3oaeiictaui- 4000E Ilapenrtepasna
¢popma mnpun”.

Y4YacTHUKBT € NPHJIOXKUI KbM odepraTa CH CIEJAHUTE AOKYMEHTU U
HHpoOpMaALHA:

Bun na
AOKYMEHTHTe
Ne AOKYMEHTH ; (opucunan
- WU 3a6epeno
Konue)
CnHcBK ¢ AOKYMEHTHTE, ChbAbpKaLH ce B odeprara
1 OpUTrHHa
- [lpunoxernne Ne |
I BasBaenue 3a yuacrue:
2.1. EEJIOIT - Tlpunoxerue 2 : OpHruHaa1 |
2.2, Hexnapauys no wi. 101, an. 9 v an. 11 or 3011 Mpusoscenue Ne 11/; OPHIHHAI
2.3 Hewxnapauys no wi. 54, an. 1 ot 30I1 /TTpun. Ne 9/ OpMIHHan

III \O¢epra:

3.1 [Texnnvecko npeaioxenne 3a OIT Ne 4

TexHHYeCKO NpeaIokKeHHe 3a 3NbJIHEHHE Ha nopbyukaTa /[Ipunoxenue 5/ B
3.1.1. [chOTBETCTBHE C TEXHHUYECKHUTE CHEUH(DHKALMHY U U3UCKBAHMATA HA Bb3I0XKHTENS - OpHruHasI
3a CbOTBETHATa/HUTE NO3ULIUA/H

3.12 Jlexnapauus 3a CeIyIacKe ¢ KIay3HTe Ha IIPUIIOKEHHUS POEKT Ha A0TOBOP

(Ilpunoxenne Ne3); opHruHan

3.1.3. F[emapaunﬂ 3a Cpoka Ha BaTMAHOCT Ha odeprara ([Tpunoxenne Ne 4); OpHruHan




I[exﬂapaum, Y€ IpH U3TrOTBSAHE Ha ocbepTaTa Ca CTIa3€HU 3aAb/DKEHHUATA, CBbP3aHH

3.1.4. |c naHBLM M OCHI'YPOBKH, ONa3BaHe Ha OKOJIHATA CPe/ia, 3aKPHJIa Ha 3a€TOCTTA U OpMIHHan
YCJIOBUATA HA TPYA, (GKO € APUAOICUMO ) /6 C80OO0eH meKCH/.
3aBEPEHO
3.1.5. Pasperrenue 3a ynorpeGa Ha odeprpaHus 1eKapcTBEH NPOAYKT; KOMHe
3.1.6. (OropusaunonHo 1uexio o1 Ansored ®apma EOO[ M mbHOMOILHO: OpUIHHATH
3.2 [Texunuecko npepsnoxenue 3a OI Ne §
TeXHHYECKO MPENIOKEHHE 3a U3MTbJAHEeHUe Ha nopbukaTa /TIpunokenue 5/ B
3.2.1 (cHOTBETCTBHE C TEXHUYECKUTE CTIELUDUKALMHY U H3UCKBAHHATA HA Bb3JIOXKHTENA - OpHIHHan
3a CbOTBETHATA/UTE MO3ULHA/N
322 Jlexapais 3a Cbrilacue ¢ Kiay3uTe Ha IPHIOKEHHs MPOEKT Ha 10rOBOp S
7 ((IMpunosxenne Ne3); P
3.2.3 |[lexnapanus 3a cpoka Ha BanuaHocT Ha oteprara (punoxenne Ne 4); OpHUrHHa
Jlexiapalus, 4e IpH U3roTBsIHE Ha odepTaTa ca Cra3eHH 3aJb/DKeHUATa, CBbP3aHU
3.2.4 |c naHBUM M OCHTYPOBKH, ONa3BaHe Ha OKOJHATA Cpela, 3aKpHhiia Ha 3aeTOCTTa U OpHUrHHA
YCTIOBHATA Ha TPY[, (aKO € NPUI0KHUMO ) /B cBOOOAEH TEKCT/.
3.2.5 |Pa3pewuenue 3a ynorpeba Ha oepUpaHus JeKapCTBEH NPOAYKT; 3aBEPEHO
R KQII4§
3.2.6 (OropuzaunonHo nuemo ot AnsoreH ®apma EOO/] v nbiHOMOLWHO, OpHIHHATH
3.3 Texunuecko npeajoxenne 3a OIT Ne §
TexHnuyecKo NMpeanoxeHHe 3a U3MTbJAHeHHe Ha nopbukaTa /[Ipunoxenue 5/ B
3.3.1 cboTBETCTBHE C TEXHMUECKHUTE CIEUM(BUKALIMHM H U3NCKBAHUATA HA BL3JIOKUTENA - OpHIHHaj
3a CbOTBETHATA/UTE MO3HLHA/H
eKjlapalys 3a CbIVIacHe € KIay3uTe Ha NPUIOKEHHS MPOEKT Ha A0roBO
3.3.2 /L patt Y b P A P OpPHTHHAJ
(Ilpunoxenue Ne3);
3.3.3 |dexnapauus 3a cpoka Ha BanuaHocT Ha odeprara (Ilpunoxenue Ne 4); OpUrHHaN
Jlexnapauus, e NpH M3roTBsiHe Ha odepTaTa ca Cla3eHu 3aAb/DKEHUATA, CBBP3aHH
3.3.4 |c naHbBLM U OCUTYPOBKH, OIIa3BaHe Ha OKOJIHATA Cpela, 3aKpHia Ha 3aeTOCTTa U OpHIHHan
'YCJIOBHATA Ha TPYA (AKO € NPUROIHCUMO ) /68 c80600en mereny/.
3.3.5 [Pasperuenue 3a ynorpeba Ha oepupaHus JeKapCTBEH MPOAYKT; 3aBepeno
3.3.6 |OtopuszaunonHo nucmo ot Ansored @apma EOO/ 1 nbaHOMOLWHO, OpHTHHAIN
4.1 llenoBo npeniioxenne - Ilpnaoxenne 6 3a OIT Ne 4
4.1.1 LleHoro npeanoxenue /I lpunoxerune 6/ 3a OI'T Ne 4 u cneundukauus opHrHHATH
"7 Ylpunoxenue 6B/,
4.2 [[Henoso npenaoxenue - lipnnoxenne 6 3a OII Ne §
42.1 LleHoBo npeanokenue /Ipunoskenne 6/ 3a OIT Ne 5 u cneundukaums S—
" Vlpunoxenne 65/
4.3 [[lenoBo npenioxkenne - Illpanoxenne 6 3a OII Ne 6
eHoBO mpeayiokeHue /I Tpunoxenve 6/ 3a OI1 Ne 6 u cnienubukaums
4.3.1 Ll pel P pukan OpHIHHAIN

/TIpunoxenue 6b/;

YuacTHUKBT € NpencraBui CIUCHK HA JOKYMEHTHTE, ChAbpPXKAIlH ce B odepraTa
/Mlpunoxenne Ne 1 oT moKyMmeHTauusaTa 3a ydacTHe B NpouUeaypaTa/ NOIANHCaH U
noarevaral oT Hero.
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Komucusara koHcTarupa, ue:

- Benukn onmcanm B Cnucbka JOKyMeHTH M mHGOpManus 0AXa HalMYHM B
NPUIOKEHATa odepTa;

- He € Halule JMICa, HENBJIHOTAa WJIH HECHOTBETCTBHE Ha
MHOpMANMATA, BKIOYUTEIHO HEPEIOBHOCT WAM (GAaKTHHYECKa TIpellka, HIH
HECBOTBETCTBHE C M3HCKBAHMATA KbM JUUYHOTO CHCTOSHME HA YYACTHHUKA WIH
KpUTepuuTe 3a noadop.

[IpeaBun ropnoTo KoMuCHATA €IMHOAYLIHO
PE III U:
YaactuuksT Ilpo dapmanus” EOOJ - rp.Copus orroeaps Ha
H3HCKBAHHMATA 32 JHYHO ChCTOSIHHE H HA KPHTepHHTEe 3a NOAGOp M e

pa3rjieia TEXHHYE€CKOTO MY NMpeaAJIoKeHHe.

Ilpeanoxenne Bx.Ne CH-05-8/18.04.2017 r.-10.00 4. - ., Xeamen bbarapus”
EOOA - rp.Codus

Y4acTHUKBT yuacTBa 3a obocobeuu nosuuuu N 15 _ MeguuuHcko
nsgeane - XEMOIAWMAJIM3ATOPU, CTEPUIIMBUPAHU C TIAPA; N 16
s~Meanunuacko usnenve - XEMOJMWAJIM3ATOPU, CTEPUIJIM3UPAHU C
ETWJIEH JUOKCUA, TAMA JIbYU U JPVIM BUJIOBE”; N 17
sMenunuacko uszaenue- KPbBHU JIMHUN” u Ne 18 ,MeauUUHCKO U3EIUE -
OUCTYJIHU UT TN,

Y4YacTHUKBT € MNPUIOKHI KBM odeprara CH CIEAHUTE AOKYMEHTH HU
UH(pOpMaNUA:

Bua Ha

Ne JOKYMEHTH AGKYMeHTHTE
B . (opueunan wiu

3A6EPEHO KONUe)

I CnuebK ¢ 10KYMEHTHTE, ChABPIKAIM ce B odepraTa —

OpHTHHAaM
I Ipunoocenue Ne | P

I 3asBaeHue 3a yuacrue:

2.1. EEJIOII - IIpunoocerue 2 OpHUrHHa

22 JIOKYMEHTH 3a [l0Ka3BaHe Ha MPEANPHETHTE MEPKH 33 HANEWIHOCT /aKo

€ MPHJIOKHMO/ HEMPHIOKHUMO
2.3. f;ﬁﬁgg(?:::/?a CBIVIACHE OT TPETO NmIe Mo ui, 65, an. 3 ot 3011 /ako e HenprIOsIMO
2.4. Hexnapanus o wi. 101, an. 9 u an. 11 ot 30I1 /IIpunooicenue Ne 11/; opHrHHan

2.5 Hexmapanus no 4in.54,,an.1 ar 3011 /TIpunosxcernue No 9/ OpHIrHHaN




3aBepeHo

2.6 |Pazperrenue 3a THProBUsl Ha €IpO ¢ MEAULIMHCKH U3IETHS comue

3aBepeHu
KOTHUA

2.7 Karaio3u

11T |Odepra:

3.1 Texnuuecko npeasioKeHHe

JIOKyMEHT 3a YNBJIHOMOLIABAaHE, KOTaTO JHIETO, KOETO 1ojaBa
3.1.1. opepraTta, He € 3aKOHHHAT MPEACTABHTEl HAa YYaCTHUKA /KO € HENpUIOKHMO
MIPHITIOXKUMOY/ ;

TexHnuecko  NpE:UIOKEHHE 33 W3MBJAHCHWE  HAa  [10PBYKATa
/IIpunoxenne 5/ B CHLOTBETCTBUE C TEXHHYECKHTE CMEUHPUKAUHU H OpHIrHHanN
M3MCKBAHNATA HA BB3JIOKHTEA - 38 CbOTBETHATA/UTE MO3UIIHA/M

3.1.2

313 Jlexnapauusa 3a chrjlacMe ¢ Kay3WTe€ Ha NPUITOKEHHUS TIPOEKT Ha

norosop (IIpunooicernue Ne3), oprrhHal
3.1.4. Jlexnapanys 3a CpoKa Ha BaJIMIHOCT Ha odeprara (Ilpunooicenue Ne 4); OpHI'HHA
Jlexmapauusi, 4Ye TpH W3rOTBsHE Ha odeprata ca Cla3eHn
3.1.5, JAIBIDKEHAATA, CBLP3AHA C JAHBUM H OCHTYPOBKH, OMa3BaHe Ha opHTHHA

OKOJIHATa Cpeja, 3aKpuila Ha 3a€TOCTTa M YCIOBHATA Ha TPyAd, (aKo e
MPHITOXKMO ) /B cBOOOJCH TEKCT/.

Jpyra nHQOpMauUXA W/HIA NOKYMEHTH, M3UCKAHH OT BB3JIOXHTEIS,
KOTaTO TOBa C€ Hajara OT NpeaMeTa Ha MOphuKaTa:

1. Jlexknapauus 3a CBOTBETCTBHE OT MPOM3BOAMTENS HIIM HETOBHUS| 3aBEPEHH KONUS
3.1.6, [YTBTHOMOLICH MPE/ICTaBHTET HITH EC ceptudukar 3a ¢bOTBETCTBHE ¢
Jlnpektusa 98/79/L:C, nagageH oT HOTHHULUHPAH OpraH 1o CMUCHJIA Ha)
3MU: 3aBepeHu Korus

2. Ceprudmkar 3a kauectBo - CE MapkupoBka, ¢binacHo Jlupexktusa
98/79 EC niv €KBUBAJICHTHO;

v ('IIpeanarann uenosn napamerpu'

IlenoBo npepioxenne - Ilputoxkernue 6 3a cboTBeTHATA /HUTE

4.1 No3ULIHA/H

OpHUTHHA

4.1.1. lenoso npemnoxenue /Ipunoxenue 6/ 3a CbOTBETHATA /MTE TTO3UITHS/H OpHIHHAI

Y4acTHUKBT € NpejcTaBuil COUCHK Ha TOKYMEHTHTE, ChIbpIKAIllU ce B odeprara
/Mpunoxenne Ne 1 OT HOKyMEHTanusITa 3a ydacTHe B Ipoueaypara/ NONNHUCAH U
nojneyaraH oT HETo.

Komucusara koHcratupa, ge:

- Benuku onmcann B Cnuchka JOKYMEHTH W HH(opMauus Osxa HIAYHHU B
npuioxKeHata odepla;

- He € Hajule JHIca, HeNbJIHOTA UAM HECHOTBETCTBUE Ha
nHbGOpMaLHATa, BKIWYUTEIHO HEPEJOBHOCT WU (akTHUecKa TIpelrka, HiId
HECHOTBETCTBUE C M3UCKBAHMUATA KbM JHYHOTO CHCTOSAHHUE HA YYaCTHUKA HIHU
KpUTepuuTe 3a nog6op.
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ITpeasun ropaoro Komucusra euHOAYIIHO
PEIINMNA:

Yuactaukbr Xeamea Bwarapus” EOOJA - rp.Codus otroBaps Ha
H3INCKBAHHATA 32 JIHYHO CbCTOSIHHE M HAa KpPHTEpPHHTe 3a moa6op H e
pa3rjiela TeXHH4YeCKOTO MY NpeaJIoKeHHE.

Caen KaTo yCTaHOBH, e BCHYKH YYaCTHHIH OTrOBapsiT Ha H3HCKBAHHATA 3a
JHYHO CbCTOSHHE M Ha KpUTepHHTe 3a moabop KomucuaTa moapodHo pasriena u
00ChIH TEXHHYECKOTO HM MPeAJI0KeHHS H KOHCTATHPA C/1eHOTO;

Ipeanoxenune ¢ Bx.Ne CH-05-1/06.04.2017 r.-10.00 y. - ., DpeszeHuyc
Meankbia Kenp boarapua" EOO/ - rp.'aGpoBo

YuacTHUKBT npegiiara B TeXHUUECKOTO CH TIPEUIOKECHUE 32 U3NBIHCHHAE Ha
noppukara /Ilpunoxenue Ne 5/ cnennoro:

1. Msacro Ha wusneiHeHWe Ha TMopbukara: Anteka u Cxianx 3a
meauuuHeku usgenus Ha MBAJL | JI-p UBan Cemumuncku” Al rp. CiuBen; rp.
Camsen, 6yin. ,,Xpucro boreB” Ne 1;

2. Ilpuema yca0BHETO, H3IIBJIHEHHE HA NOPHUYKATA J1a € 33 CPOK OT €/Ha
roJlMHa /IBaHajeceT Mecena/, KaTo HavajlHaTa JjaTa Ha BJIM3aHE B CHJIA Ha JAOrOBOpa
3a BB3JIaraHeTO Ha oOleCTBeHaTa MOphuYka me ObAe JaTaTa Ha CKJIIOYBAHE Ha
noroBopa. [IpuemMamMe, M3IBIHEHHETO HA IMOpbhUKATA Aa CTaBa 4pe3 IE€PHOJUYHU
JIOCTABKH T10 IpeBAPUTC./IHU 3as1BKU OT Bb3J10KUTENS 110 BU U KOJUYECTBO.

3. Ilpennara cpox 3a paszcpoyeHo Iiauiane 60 /iecriecer/ KajleHaapHu
JTHU, cJie]l IpecTaBiaHe Ha (akTypa.

4. Ilpu cnieuenBaHe Ha oOLIeCTBEHATa MOPhUKA € CHIVIACEH C YCJIOBUATA
3a IIalllaHe, [IOCOYEHHU B IIPOEKTa Ha JOTOBOP.

5. Jexnapupa, 4e CpOKbT Ha FOAHOCT Ha MpeJJaraHuTe JEKapCTBEHU
NPORYKTH W/HIU MEIUIIMHCKY U3aenus/ e 66/¢ He mo-Mailbk oT 60 /mecTaeceT/ Ha
CTO OT 00sBEHMsI OT IPOU3BOAUTENS KbM J1aTaTa Ha BCSIKA JOCTaBKa;

6. Ako ObJie n30paH 3a U3NBJIHUTE HA HACTOAIIATa MOPbhUKA JEKIapHpa,
ye:

6.1. E B cbcrTosdHMe Jda OCUIYPH HEOOXONHMMHUTE KOJIMYECTBA
JEKapCTBEHH NPOLYKTH W/WIM MEJUIMHCKH H3AEIHA, NPEeIMET Ha IMOphuKaTa, 3a
IeJIAS CPOK Ha JOTroBOpa;

6.2. Paznosara cwsc ckiazoBa 6asza, KOSTO IO3BOJISIBA B Ciayual Ha
HEOOXOJAMMOCT ChOTBETHHTE JIEKAPCTBEHHU MPOJIyKTH W/ WM MEJIUIIMHCKH U3/IEJIUS 1A
ObaaT JocTaBsHM B J1eicOHOTO 3aBejieHue jlo 72 /cejpemjecer M JBa / yaca OT
3asABSIBAHETO UM;

6.3. Pasnosara ¢bC CHOTBETHUTE TPAHCIOPTHH CPEACTBA, CIIOpen
cnennpHKaTa Ha JIEKapCTBEHUTE IPOIYKTH W/UIM MEAUIIUHCKU HU3/IEIIHA.




7. 'apaHTHpa, 4€ € B ChCTOSHUE 112 U3NBJIHU KAUECTBEHO ITOPhUYKATa U B
IIOCOYEHHUTE OT BB310)KMTENA KOoNMYecTBa B IOKYMEHTAIIMATA 3a YUacTHE.

8. [TorBBpaKAaBa, YEe HAcTOsIIATA OepTa € choOpaseHa ¢ M3UCKBAHUATA,
IIOCOYEHH B JOKYMEHTALMATA 33 yUaCTHE B IIPOLCypaTa;

9. B ciyuvail, ye ObJe OmpeneneHH 3a M3IBJIHMTEIH, LIe NPEACTaBH
BCHYKH JOKYMEHTH, HEOOXOAMMH 3a [OJIMCBAaHE Ha JOTOBOpPa, CBHIVIACHO
JOKYMEHTAUHUATA 34 y4acTHUE B [IOCOYEHHS CPOK OT Bramoxkures.

10. TIpuemame ycnoBuero, ye BBIJIOXUTEJIAT He e 00Bbp3aH ¢be
3aKyMyBAaHETO Ha ILIJIOTO KOJIMYECTBO JIEKAPCTBEHH IHPOAYKTH M MEIUIIMHCKU
U3JICTUA, TOCOYEHO B JOKYMEHTALMATa 3a y4YyacTHe M LIEHOBO INPEAIOKCHHE Ha
W3ITBJIHUTEJIA. KonndecTBaTta ca OpHEHTHPOBBYHH U HE MMOPaXKAAT 3a1b/DKEHUS
32 BB3JIOXKHUTEIA Na I'M 10phYa B NbJHUA o0eM. [Ipn HeoOX0IUMOCT MOCOYEHHUTE
/3afBEHUTE KOJNMYeCTB4/  Morar na ObaaT HaaxebpieHu. KosauuectBata mo
MopbyKaTa €€ KOHKPETW3HpaT upe3 IEPUOJMYHH JOCTAaBKU [0 I[IPEABAPHTETHU
3a4BKH OT Bb3JI0XKUTENA 110 BUA U KOJTHYECTBO.

11. Begka mocraBka e ce NpUAPYKaBa ¢ JOKYMEHTH, Y/IO0CTOBEPSIBAIM
3a MPOU3XOJ U Ka4eCTBO 3a BCEKM BUJ IIPOAYKT U pa3pelieHue 3a ynorpeoba.

12. Ilpu m3rorBsHe Ha odepTaTa ca CIA3eHU 3a8bDKCHHUATA, CBBP3AHH ¢
JaHBIHU 1 OCUTYPOBKH, OIla3BaHe Ha OKOJHATa Cpela, 3aKpuiia Ha 3a€TOCTTa

Jo moarorBanero Ha oQUUMANIEH J0TOBOp, Tasu odepra, 3acdHO C
INMCMEHOTO TIpUEMaHe OT CTpaHa Ha BB3noxwuress W M3BeCTHE 3a CKIIOUBaHE Ha
JI0roBOD, e PopMHUpaT 0OBBP3BALIIO CIIOpa3yMEHHE MEKILY ABETE CTPaHHU.

T KaTo y4acTHHKBT IOJaBa odepra 3a noBeue OT €aHa 000co0eHa MO3UIIKs, B
OIIaKOBKaTa 3a BCSAKa €/1Ha OT TPUTE MO3ULUH, 38 KOUTO yJacTBa MPEACTaBWII MOOTIEIHO
KOMIUIEKTYBaHU JOKyMeHTH mo wi. 39, an. 3, T. 1 ot TII30I1, ¢ nocousane Ha
MO3MLIUATA, 33 KOSITO C€ OTHACHT.

Komucuara mnoapoOno pasriena IpeJOCTaBeHHUTE OT y4acTHMKa KaTalo3H,
Opomypd, MHOOPMAUMOHHU JUCTH C MpeMJaraHUTe MeJUIIMHCKH H3JIC/Us, B
KOMTO HMa noapoOHa MHPopMauusd 3a TAX ¢ HpeBOA Ha OBITapCKH €3UK, OT
KOMTO € BHIHO: MaTepusd Ha U3J€JNEeTO, HAYUH Ha 00paboTKa U BCHYKHU JPYTH
I0Ka3aTeJd U NPOU3BOACTBEHH XapaKTepUCTHKH, OT KOUTO IO 6€31M0opeH HAYUH
Ce J0Ka3Ba Ka4eCTBOTO Ha IpeJjaraHUTe H3AelIUs B CHOTBETCTBUETO UM C
TEXHUYECKHUTE crienudpuKalluu Ha Bp3moxurens.

Komucusra He KOHCTaTupa JIMICa, HCIIBJIHOTa WIW HECBOTBCTCTBHE Ha MPEIOCTaBCHaTa
OT y4YaCTHHKa I/IHQ)OpMaHH}I, KaKTO M HC KOHCTaTrHpa HCCHOTBCTCTBHUC C M3MCKBAHUATA

KbM KpHTCpHUHUTE 3a HOI[60p II0CTaBEHU OT BB3/10XKUTE)IA.

[Ipensun ropHoto. KoMucusaTa e ITMHOAYIHO

P E LI H:
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TexHu4ecKOTO npeasiokeHne Ha yY4acTHUKBT ,,Dpesennyc Meanknbi
Kebp bbarapua” FOOJ - rp.ladpoBo oTroBapsi Ha H3MCKBAHHATA HAa
3axkona u Bu3noxkuTens v me pasrijeia HeHOBOTO MY NpelJio/KeHHeE,

Ipeanoxenune Bx.Ne CH-05-2/12.04.2017 r.-09.00 4. - ,,Megexc” OO/
rp.CODUS

Y4acTHUKBT Mpejiara B TeXHUYECKOTO CH MPETIOKEHHIE 3a H3IThIHEHIE Ha
nopbukarta /I Ipunoskenne Ne 5/ cieuoro:

1. Msacro Ha u3OBAHEHHWEe Ha mNopbukara: Anrteka u Ckiag 3a
meauuuHcky usaenans Ha MBAJT , JI-p WUBan Cemumuncku” AJl rp. CiuseH; rp.
Cnugen, Oyi. ,,Xpucro bores” Ne [;

2. IlpueMa yc:10BHETO, W3ITBIHEHUE HA MOPHUKATA JIa € 33 CPOK OT e/lHa
rojHHa /JBaHadeceT Mecela/, KaTo HayajlHata JaTa Ha BJM3aHe B cMila Ha JOroBopa
3a BB3jAaraHeTo Ha OOHIECTBEHATa NOpbuka e OBJe Jarara Ha CKIIOYBAHE HA
norosopa. IlpyeMame, M3ITBIHEHHETO Ha MOPBYKATa Ja CTaBa 4pe3 [epUOJMYHH
JOCTaBKY IO NMPEABAPUTEIIHU 3aABKU OT BB3510MKUTENS MO BHJI U KOJTUYECTBO.

3. Ilpeanara cpok 3a pascpoueHo Iianiade 60 /iecTaecer/ KajieHAapHU
IIHH, Cleli IPeCTaBsHe Ha (aKTypa.

4. Tlpu cnievesiBaHe Ha OOlIECTBEHATA MOPBHUKA € CHIVIACEH C YCIOBUATA
3a IUIaliaHe, OCOYCHHU B NPOEKTa Ha JOTOBOP.

5. Jleknapupa, 4€ CpPOKBT Ha TOAHOCT Ha NpelaraHUTE JIEKapCTBEHH
NPORAYKTH W/WIM MEIUIIMHCKY u3lieust/ e Obe He mo-ManbskK ot 60 /iectaecet/ Ha
CTO OT 00ABEHUA OT [TPOU3BOAUTENSA KbM JaTaTa Ha BCAKA JOCTABKA;

6. Axo 6bae n30paH 3a U3NBJIHUTE HAa HACTOsIIATa IOPhYKaA JICKI1apHupa,
ye:

6.1. E B cbcrosHHE @ OCUI'YPH HEOOXOJMMHTE KOJHYECTBA
JIEKAPCTBEHU MpPOJAYKTH W/HIM MEIMIMHCKY W3JEus, NpeJMeT Ha Iopbukara, 3a
LEeTUSA CPOK HA I0TOBOPA:

6.2. Pasnojiara cbe cwiagopa 06a3a, KOATO TO3BOJsgBa B ciayyail Ha
HEO0XO0ANMOCT ChOTBETHUTE JIEKAPCTBEHU IIPOAYKTH W/ UMY MEAUIMHCKH U3IeNTus Jia
OpJaT AoCTaBsHM B JIeueOHOTO 3aBeAeHHE J0 72 /cenempaeceT W JiBa / uaca OT
3aABSBAHETO UM;

6.3. Pasnonara cec CHOTBETHHUTE TPAHCIOPTHU CPEICTBA, CIIOPE]
crenr(puKaTa Ha JeKapCTBEHUTE NPOLYKTH W/ WIIA METUITUHCKY H3eIus,

7. I'apantrpa, 4ye € B CbCTOAHHUE J1a U3NBIHU KaUYeCTBEHO NOphUYKaTa U B
HOCOYCHUTE OT BB3IodKHTENd KONMYeCcTBa B JOKYMEHTAIMATA 38 y4acTue.

8. IToTBhpaK1aBa, 4e HACTOAIIATA odepTa € ChobpaseHa ¢ U3UCKBAHUATA,
MIOCOYEHH B JOKYMEHTALMSTA 32 y4acTHe B IIpOLEeLypaTa;

9. B cayuaii, ye Obie onpeneneHH 3a M3MBIHUTEIH, WIE NPEACTaBH
BCUUKH JIOKYMEHTH, He0OXOAMMH 3a TIOJNMCBAaHE Ha J0roBOpa, CBIVIACHO
JOKYMEHTAIMATa 32 y4acThue B HOCOUCHHS CPOK 0T Bh3noxures.

10. TIpuemame yciaosuero, ve BBIJIOXUTEJIAT ne e o6sbp3an cbe
3aKyMyBaHETO Ha 11070 KOJMYECTBO JICKAPCTBEHU HPOAYKTH U MEIUIMHCKU
H3JCIUsA, [OCOYEHO B JIOKYMEHTaIMATa 32 y4acTHE U ICHOBO IPE/UIOKEHUE HA




M3ITHJIHUTEJIA. KonnyectBaTa ca OpUEHTUPOBBUHH M HE MOPAKIAT 3a1b/DKEHHS
3a BB3JOXKHTEIA Ja T 1opbya B OBJAHUA 00eM. [Tpn HeoOXO0MMOCT MOCOUEHUTE
/3asiBEHUTE KOJIMHECTBY/  Morat ja Ownaar uajxsbpichu. Kosmdectata 1o
IOpBYKATa C€ KOHKPETM3HMpAT 4pe3 MHEepHUOJAMYHM JOCTABKHM 110 1IpeABAPUTEIIHU
3asBKH OT BB3I0XKHUTENSA 110 BUA U KOJIUYECTBO.

11. Beaka mocraBka Ie ce NpHIPY»KaBa C JOKYMEHTH, YAOCTOBEpABAIIH
3a IIPOM3XOJ M KAaYeCTBO 32 BCEKM BUJ IIPOMYKT U paspelieHue 3a yrnorpeoda.

12. Tlpu u3rotBsiHe Ha odeprara ca CHAa3eHH 3a0b/DKEHUATA, CBBP3aHHU C
JaHBLIM U OCUT'YPOBKH, OlIa3BaHE Ha OKOJHATA Cpejia, 3aKpujia Ha 3aeToCTTa

Jlo moaroreiHero Ha OQUIMANEH JOTOBOp, Tasud odepTa, 3aeJHO ¢
IMCMEHOTO NpHEMAaHE OT CTpaHa Ha BB3no)xuTens W M3BECTHE 3a CKIOYBAaHE Ha
JOTOBOD, 1ie popMHUpaT 0OBBP3BALIO CIIOpa3yMEHHE MY ABETE CTPaHH.

Twi1 KaTO y4aCTHMKBT IoJaBa odepTa 3a NoBede OT eAHa 060cobeHa MO3UIMS, B
OTIaKOBKATa 3a BCAKA €Al OT OCEMTE ITO3ULIMM. 38 KOUTO YYacTBa IIPE;ICTABUT TOOTIC.THO
KOMILIEKTYBAHH JOKyMciTn 1o wi. 39, an. 3. 1. 1 or HHIT30Il, ¢ nocouBaHe Ha
IIO3ULMATA, 34 KOATO C€ OTHACAT.

Komucusta e JMHOAYIIIHO
PE U U:
TexHH4YeCKOTO nNpeaJioJkeHHe HA YYACTHHKBT ~Megekc” OO

rp.CODUS orroBaps Ha H3HCKBAHHATA Ha 3akoHa U Bw3joxurtens u me
pasrJjea HeHOBOTO MY IpeAJIOKeHHe.

IMpeanoxenne ¢ BXx.Ne CH-05-3/12.04.2017 r. - 09.30 4. - . Jdbumen
Huarepuemanna” EQOOJ/L - rp.Codus

Y4acTHUKBT Ipejyiara B TeXHUYECKOTO CH MpeIoiKEeHHE 3a U3IIbJHEHUE Ha
nopbukata /[ Ipuwiioxenne Ne 5/ caennoro:

l. Msacro Ha wusnbiIHeHME Ha IopbukaTa: Anrteka u Ckiax 3a
meauuuHceku usneinus na MBAJI J{-p Mean Cenumuncku” AJl rp. Caupen; rp.
Cnusen, 0yi. ,,Xpucro boreB” Ne 1,

2. Ilpuema yc10BHETO, M3ITBJIHEHHE HA OPBYKATA A4 € 3a CPOK OT eJHa
roJIMHa /IBaHaJieceT Mecella/, KaTo HayalHaTta JaTa Ha BJIM3aHE B CHJIa Ha JJOrOBOpa
3a BB3JIATaHETO Ha OOLeCTBEHaTa Iopbuka Iie Obje jJaraTta Ha CKIKOYBaHE Ha
norosopa. [IpmemamMe, M3IIBIHEHHMETO Ha NOpBYKaTa Ja CraBa 4pe3 NepUOIUYHH
JOCTAaBKH I10 NPeABApUTEIHU 3a9BKH OT BB3/TI0KUTENS IO BUA U KOJIMYECTBO.

3. IIpenyara cpok 3a pazcpodeHo mianiane 60 /mectaecer/ KajleH[apHU
JHH, ClIe] IpeAcTaBsaHe Ha QaKTypa.

4. Ilpu crieucsiane Ha oOUlecTBeHaTa IOPLYKA € ChIVIACCH C YCJOBHATA
3a IUIallaHe, [IOCOYEHH B IIPOEKTa Ha JOTOBOP.




5. Jlexnapupa, 4e CpOKBT Ha FOJHOCT Ha INpeJlaraHUTE JIEKapCTBEHH
OPOAYKTH W/WIN MEIULIMHCKU U3Ienus/ 1ie 6b1e He mo-Maidsk oT 60 /luectgecer/ Ha
CTO OT OOSBEHHSA OT IIPOM3BOJMTEIA KbM JaTaTa Ha BCSIKa JOCTABKa;

6. Ako ObJe 1130paH 3a U3NBJIHUTE HA HACTOsAUIATa TOPHUKa JeKIapHupa,
ye:

6.1. E B CbCTOsSHME Jla OCUTYpPU HEOOXOJUMHUTE KOJUYECTBA
JE€KapCTBEHH NPOAYKTH WWIM MEIULIMHCKYM HM3/e1us, NPeAMET Ha IopbukaTa, 3a
L[eJIUA CPOK Ha JOTr0BOPA;

6.2. Pasnonara cnc cwiagoBa 6a3a, KOATO IO3BOJIsABA B Clydyaii Ha
HEOOXOAUMOCT CHOTBETHUTE JIEKAPCTBEHU IPOIYKTH H/WIM MEAUIIMHCKH U3IE/IUS 1A
Obmar mocraBsHH B JieueOHOTO 3aBeleHHE N0 72 /cememzeceT M jABa / waca OT
3asBABAHETO UM;

6.3. Pasmojlara cbC CBHOTBETHUTE TpPAHCIOPTHHU CPEICTBA, CIOpPEN
cnenuQuKaTa Ha JEKapCTBEHUTE NPOAYKTH W/ WU MEIUIIMHCKY U3ACITHA.

7. I'apanTHpa, 4e € B ChCTOSIHUE J1a M3ITBJIHHU Ka4eCTBEHO MOphYKaTa H B
IIOCOYECHUTE OT BB3/I0MUTENS KOJUYECTBA B TOKYMEHTALMATA 38 yUacTHe.

8. ITorBbpacaBa, 4e HacToALIaTa odepTa € chobpa3eHa ¢ U3UCKBAHUATA,
HOCOYEHH B JOKYMEHTALMATA 3 Y9acTHE B MPOLeypara;

9. B ciyuaii, ye Objae onpejeieHH 3a M3IMBIHUTENH, le NPeJACTaBH
BCHUUKHU JIOKYMEHTH, HEOOXOAUMM 3@ [IOJAIMCBAHE HAa /JOI'0BOPd, ChIVIACHO
JOKyMEHTalMATa 3a y4acTUe B IOCOUEHUS CPpOK OT Br3aoxuress.

10. Ilpuemame ycaoBuero, ye BB3JIOXKUTEJIST He ¢ o6Bbp3an che
3aKyIyBaHETO Ha LAJ0TO KOJIMYECTBO JIEKAPCTBEHH IMPOAYKTH U MEIULUHCKU
u3aenus, NOCOYEHO B JOKYMEHTAlUATA 3a y4YacTHe U ILIEHOBO INPENJIOXKEHHE Ha
M3ITBJIHUTEJIA. KonnuecTBata ca OpHEHTUPOBBUHU M HE MTOPAXAAT 3abJIAKEHUS
3a BB3JIOXKUTENA a M Hopbya B IbaHUS o0eM. [Ipu HeoOX0AMMOCT MOCOYEHUTE
/3aABEHUTE KOJIMYEeCTBa/  Morar jga ObgaT HaaxpbpieHd. KoauuecrBata Mo
[IOpBYKaTa Ce€ KOHKPETU3HMpAT Ype3 HNEpUOIUMYHH JOCTaBKU I10 MpPEIBApPHUTEIHU
3asBKH OT BB3JIOKUTENS 110 BUJ U KOJTHYECTBO.

11. Beska nocraBka Ine ce HpUIpY)KaBa ¢ JOKYMEHTH, YAOCTOBEpPSABaIIU
3a IIPOMU3XO0. U Ka4eCTBO 3a BCEKU BUJ MPOAYKT M paspelIeHue 3a yrnorpebda.

12. ITpu usrorssHe Ha odepraTa ca cna3eHW 3a/bJDKCHUATA, CBbP3aHU ¢
JIaHBLIM U OCUTYPOBKH, O11a3BaHe HA OKOJIHATA Cpe/la, 3aKpwiIa Ha 3a¢TOCTTa

Jo noxaroresHero Ha opuuuaneH JA0roBop, Tasu odepra, 3aemHo ¢
[IMCMEHOTO NpueMaHe 0T CcTpaHa Ha Bw3noxuTens M M3BecTHE 3a CKIOYBaHE Ha
JIOrOBOp, 1e $opmMupaT 00BbP3BALIO CIIOPA3yMEHHE MEXTY JBETE CTPAHH.

TBH KaTO yuaCTHUKBT nojaBa odepra 3a [oBeue OT eJHa 000coOeHa O3HULUA, B
OITaKOBKATa 3a BCAKA €/1Ha OT IETTe MO3ULUH, 38 KOUTO y4acTBa MPEACTaBHII MOOTAEIHO
KOMIUTEKTYBaHU JoKymeHTH mo wi. 39, am. 3, 1. 1 or IIII30II, ¢ nocouBane Ha
MO3ULIKATA, 38 KOSTO C€ OTHACHT.

Komucusta mnoapoOHO pasriena IMpeloCTaBEHUTE OT Y4yacTHUKAa KaTaJo3H,
6pomrypu, uHGOPMAlMOHHHN JIUCTH ¢ HpeJjaraHuTe MEIAUIUHCKHU U3Aeaud, B
KOUTO HMa moapobOHa mHDOpManus 3a TAX C MNPEBOJ HA OBJTApPCKU €3UK, OT




KOUTO € BUAHO: MATCpHUA HA U3IACIHECTO, HAYHUH Ha 06pa60TKa U BCHYKH JAPYIHU
IMOKa3aTe/u U NMPOU3BOACTBECHHU XapaKTCPUCTUKHA, OT KOUTO IO 663HOp€H Ha4YuH
€€ J0Ka3Ba KadveCTBOTO Ha IpEalaraHUTIC U3 JACHUA M CbhOTBCTCTBUETO UM C
TEXHHUUYCCKHUTEC CIIEIII/Iq._)I/IKaLII/II/I Ha Bwu3noxurens.

Komucusara He KOHCTATHUPA JIUIICA, HEITBJTHOTA WIW HECHOTBETCTBHE HaA IIPEaOCTaBCHATA
OT y4HaCTHHKa I/IHd)OpM'dlll/lﬂ, KaKTO M HC KOHCTatupa HECBOTBCTCTBUEC C U3HCKBAHUATA

KbM KPUTCPUUNTC 3a HOJI()OP [ocTaBeHu 0T Bb3/10KUTE 4.

[Tpensun ropuoro, Komucusara e imHOLYHIHO

PE HOI N:
TexnuueckoTo npeasoxKeHne Ha YYACTHHKDBT »Abumen
Hnrepuemanba” EOOJA - rp.Copusi orroBaps Ha H3HCKBaHHUATA Ha

3akoHa m Bb3joxurTens u uie pa3rjgeaa H€EHOBOTO MY IPECAJIOKEHHE,

Hpeanoxenne ¢ BX.Ne CH-05-4/13.04.2017 r.-09.50 4. - ,,ETponaa Tpeiia"
OO/l - rp.ETpomnoJe

YuacTHUKBT fipe;uiara B TeXHUYECKOTO CU NPE/INIOKCHUE 3a U3ITh/IHCHYUE Ha
nopbukara /I Ipunoxenne Ne 5/ ciennoro:

1. Mscro Ha wn3nbjiHeHHe Ha mopbukara: Anrteka U Criax 3a
mepuuuHcky u3nenus Ha MBAJL | JI-p Uean Cenumuncku” AJl rp. Cnuees; rp.
Cnusen, Oyi. ,,Xpucto boreB” Ne 1;

2. Tlpyema yci0BHETO, U3ITBJIHEHUE HA TIOPBUYKATA J1a € 3a CPOK OT €Ha
rouHa /BaHajieceT Mecerla/, KaTo HavajHaTa JaTa Ha BIIM3aHE B CHJIa Ha J0rOBOpa
3a Bb3jaraHero Ha olfuiecTBeHara NHopbhbuUKa e Obje Jararta Ha CKJIIOYBAHE Ha
jgorosopa. llpuemMamMe, M3IBIIHEHUETO HA MOPHUKATa Jla CTaBa YPEe3 NECPUOAUYHH
JIOCTaBKM M0 TIPEIBAPUTENHN 3as1BKU OT Bh3J10XKUTENA 110 BUJ ¥ KOJIUYECTBO.

3. Ilpennara cpok 3a pascpoueHo Iwiamane 60 /mecraecer/ KaneHAapHU
IHU, CIeA NpeacTaBsHe Ha QaKTypa.

4. ITpu crieyeniBade Ha oOIIeCTBEHATA MOPBUKA € ChIVIACEH ¢ YC/JAOBHATA
3a IUlallaHe, IoCOYeHU B 11POEKTa Ha J0TOBOP.

5. Jdewsiapupa, 4e CpOKbT Ha TOJIHOCT Ha Ipe/UlaraHuTe JIEKapCTBEHU
HPOAYKTH WM MEAUMUMHCKY M3eius/ e Obje He 11o-MainbK o1 60 /mectaecer/ Ha
CTO 0T 00SIBEeHMsI OT IIPOU3BOAUTENS KbM JlaTaTa Ha BesKa JOCTaBKa,

6. Axo 6be n30paH 3a U3NBJIHNATEN Ha HACTOSIATa II0PBYKA JEKIapupa,
He:

6.1. E B CBCTOSHME [Aa OCUTYPH HeoOXOIMMHUTE KOIUYECTBA
JEKapCTBEHU NPOJYKTH W/WIM MENULUHCKN H3JeIud, IMpeaMeT Ha IOphyYKara, 3a
L[eJIAs CPOK Ha JI0TOBOPA;

6.2. Paszmnonara cbc ckilagoBa 0aza, KOSATO I03BOJsABa B Cjydail Ha
HEOOXOIMMOCT ChOTBETHHUTE JICKAPCTBEHHN MPOIYKTH U/UAM MEIULUHCKY U3AEIU 1A




ObIaT JOCTaBAHM B JIeUeOHOTO 3aBeleHHe A0 72 /ceJeMaeceT ¥ jaBa / 4aca OT
3asBABAHETO UM;

6.3. Pasnosara cbC CHOTBETHHTE TPAHCIIOPTHU CPEICTBA, CHOpEX
crenuduKaTa Ha JEKapCTBEHUTE MPOMYKTH W/UIU MEIUIIMHCKY HU3/C/IHA.

7. 'apanTupa, ye € B ChbCTOSIHUE Ja U3IIbJIHU Ka4eCTBEHO MTOPhYKATa U B
IIOCOYEHUTE OT BB3JIOKNTENA KONMUYeCTBa B IOKYMEHTAIIMATA 32 yUacTHE.

8. IloTBBp2KaBa, Ye HacTosmaTa odepTa € ChobpaseHa ¢ U3NCKBAHUATA,
MOCOYEHU B JOKyMEHTALMATA 3a YUacTHe B IIPOLelypara;

9. B ciayuaii. ye Obje onpeleleHH 3a U3NBIHHUTEIH, LIC NPEACTABH
BCHUYKH [JOKYMEHTH, E€OOXOOMMM 3a TMOJIMCBAHE Ha JOTOBOpa, ChHIVIACHO
JOKYMEHTAIUATa 3 y4acThe B IOCOUEHUS CPOK 0T BB310imuTeIs.

10. Tlpuemame yciaoBueto, ue BB3JIOXUTEJIAT He € oOBBp3an ¢he
3aKyIyBaHETO Ha IUIOTO KOJIMYECTBO JIEKAPCTBEHH MNPOAYKTH W MEAHLIUHCKH
U3JICIIHA, MOCOYEHO B JOKYMEHTALMATA 3a y4YacTHE M LIEHOBO IPE/UIOKEHUE Ha
W3ITBJIHUTEJLA. KommuecTBata ca OpHEeHTUPOBBYHH M HE ITOPAX/IAT 3aIb/DKCHUS
332 BB3JIOKHMTENA Ja I'M 10pbYa B IbIHUS 00eM. [lpu HeoGXOaUMOCT MOCOYCHHUTE
/3aBEHUTE KOJNHYeCTBa/  Morar ja ObJaT HaaxBwpieHu. KojuyecTBata 1o
NopbYKaTa C€ KOHKPETH3HUPAT 4Ype3 MNEpHOAMYHH JOCTABKH II0 IpEABApHUTEIHU
3a8BKM OT BB3710XxuTeNs 10 BUI U KOJIHYECTBO.

11. Beska mocraBka e ce NMpuApYXkKaBa ¢ JOKYMEHTH, YAOCTOBEPsBaILU
3a IIPOM3XO0/ U KaueCTBO 33 BCEKH BUJ NIPOAYKT U pa3pelieHuUE 3a yroTpeba.

12. Ilpu u3roTBsHe Ha odepTara ca CHa3eHU 3adbKEHHUATA, CBBP3aHU C
JaHBIH U OCUT'YPOBKH, Olla3BaHe Ha OKOJIHATA Cpela, 3aKpuila Ha 3aeTOCTTa

Jlo nmoArorBaHero Ha oduiManeH JOroBop, Tadd odepra, 3aeqHO ¢
IIUCMEHOTO IPUEMaHe OT CTpaHa Ha BB3JI0KUTENS U HU3BECTHE 3a CKIKOYBAHE Ha
JOTOBOpP, LI popMHUpaT 0GBBP3BALIO CIOPA3yMEHUE MEXK/TY JBETE CTPAHH.

Tl KaTo y4aCTHHKBT IoJaBa ogepra 3a moBeue oT eaHa 000coOeHa No3Ulus, B
OIIAKOBKATa 3a BCSIKA €JIHA OT IBETE MO3UIMH, 38 KOUTO y4acTBa IPEACTaBUII MTOOTAETHO
KOMIUVIEKTYBaHHA JOKymeHTH mno wi. 39, an. 3, 1. 1 or III30Il, ¢ nocouBaHe Ha
ITO3ULUATA, 32 KOATO CE€ OTHACHAT.

Komucusara mnonpoOHO pasmiega npelocTaBeHWTe OT  ydacTHHKA KaTaslo3H,
Opourypu, HHQOPMaUUOHHU JIUCTH C MNpeJUIaraHUuTe MEIHIMHCKH H3JEIHUsi, B
KOUTO MMa noAapoOHa mHbopMauus 3a TAX C IpPeBOX Ha OBJTapCKH €3HK, OT
KOUTO € BUJHO: MaTepus Ha H3JeJIMeTO, Ha4YMH Ha 00paboTKa U BCUYKHU JAPYTH
oKa3aTeaHn U NIPOHM3BOJICTBEHH XapaKTEPUCTHKHU, OT KOUTO Mo O6e3MopeH HaYuH
ce J10Ka3Ba KayecTBOTO Ha IMpeJJlaraHUTe M3JeJHUsd U ChOTBETCTBUECTO UM C
TeXHUYECKHUTE clieluuKkauuu Ha Bop3noxurens.

Komucudra He KOHCTaTHpa JiMIca, HEMBJIHOTA WJIM HECHOTBETCTBUE Ha
npeJJoCTaBeHaTa 0T y4acTHHKa WH(opMaIus, KaKTo U He KOHCTATHPA HECHOTBETCTBHE C

HN3NCKBAHUATA KBM KPUTCPUHUTC 3a HOIIGOp MOCTaBE€HU OT BH3JI0KUTENS.

[Ipensun roproro, KomucusTa € IMHOAYIIHO

AN




PE UI N:

TexHu4ecKOTO npeaoxkeHne Ha y4acTHUKbT ,ETpoman Tpeiia" OO0/
- rp.ETponose oTrrosapsa Ha H3dHcKBaHMATa Ha 3akoHa U Bb3jgoxkureas n

me pasrJjeaa HeHoBOTO MY NpeaJOoKEeHHE,

IIpeanoxenne BX.Ne CH-05-5/13.04.2017 r.-10.00 4. - .Codapma

Tpeiwguar" Al - rp.Codus

Y4acTHUKBT Mipejuiara B TeXHUYECKOTO CU NPEVI0KEHHUE 3a U3IIBJIHEHHE Ha
nopwukata /TIpunoxkenuc Ne 5/ ¢iiegHOTO:

1. Msacro mna wusmbiHeHuMe Ha nopbukara: Anrteka u Ckian 3a
MeauiHeku usaeauss Ha MBAJL |, JI-p WBan Cenumuncku” A/l rp. Ciusen; rp.
Cnusen, OyJ. ,,Xpucro boreB” Ne 1;

2. Iprema ycil0BHETO, W3IBJIHEHUE HA OPBHYKATA Ja € 38 CPOK OT eJHa
roJlMHa /JBaHajJieceT Mecella/, KaTo HayalHaTa /jaTa Ha BJIM3aHe B CMJa Ha JA0roBopa
3a BB3JIAraHeTo Ha OOLIECTBEHaTa HOpbuka Ine ObjJe jJarara Ha CKIIOYBAHE Ha
norosopa. Ilpuemame, M3NBJIHEHUETO Ha MophYKaTa Ja CcTaBa 4peE3 MEPUOJIUYHU
JOCTaBKH I10 MPEBAPUTEIHM 3asIBKU OT BB310)KUTEIIS 110 BUA U KOJTUYECTBO.

3. Ilpennara cpok 3a pascpoueHo IvtaimaHe 60 /mectaeceT/ KajaeH/IapHA
JIHU, CIIEA [IpeJIcTaBsiHe Ha (akTypa.

4. Ilpu creyesiBane Ha oOlIecTBeHaTa IOPbYKA € ChIVIACEH C YC/IOBUATA
3a II1aliaHe, IOCOYEHH B IIPOEKTa Ha JIOTOBOP.

5. Jlexiapupa. 4e CpPOKBT Ha TOJHOCT Ha IpejaraHuTe JIEKapCTBEHU
OPOAYKTU W/ MW MEUIMHCKY u3aeius/ me 0bae He 1o-Manbk oT 60 /mectaeceT/ Ha
CTO OT 00BEHMS OT IIPOU3BOAUTENS KbM JlaTaTa Ha BCSIKA JOCTaBKa;

6. Ako 0ba¢ u30paH 3a U3MBJIHUTE] HA HACTOsAIIATa TOPBYKA AeKIapupa,
qe:

6.1. E B cCbCTOgHHME ga OCUIYpHM HEOOXOIMMHUTE KOJIUYECTBa
JIEKAPCTBEHM IIPOAYKTH WWIM MEIULIMHCKU H3AEHs, MpeIMeT Ha [opbukKaTa, 3a
L[EJIAS CPOK Ha JJOTOBOpA;

6.2. Pasnonara cec cwianoBa 6a3a, KOATO NO3BOJIABA B ciyyail Ha
HE00X0AUMOCT ChOTBETHUTE JIEKAPCTBEHU MPOLYKTH W/ WA METULUUHCKHA U3e1us Ja
OBaaT JOCTaBIHH B JICUeOHOTO 3aBelieHHe N0 72 /cemeMieceT W aBa / 4daca OT
3asBSBAHETO UM;

6.3. Pasmojlara ¢bc CBOTBETHHUTE TpPAHCIIOPTHH CpPEJCTBA, CIIOPE/]
cnenupuKaTa Ha JeKapCcTBEHUTE NPOIYKTH W/WIN MEIUIIUHCKY U3AC/THUA.

7. 'apantupa, ue € B ChbCTOSIHHE [ia U3ITBJIHN KAYECTBEHO MTOPHYKATA H B
[I0OCOYEHUTE OT BB3510HTE/IA KOJIMYECTBa B IOKYMEHTALUATA 38 y4aCTHE.

8. ITorbpakiaBa, ye HacTosmara odepra € chobpazeHa ¢ U3UCKBAHUSATA,
MIOCOYEHH B JJOKYMEHTallMATa 3a y4acTHe B IpolleaypaTa;

9. B cayuaii, ye ObJe onpelcsIcHU 3a W3NBJIHUTCIU, LIE HPECICTaBH
BCUYKHM JIOKYMEHTH, HEOOXOJUMM 3a MOANMCBaHE Ha JOrOBOpa, CBIVIACHO
JOKYMEHTaIMATa 3a y4acTHE B TOCOYEHUsI CPOK OT Bh3moxkuresis.




10. Tpuemave yciaosuero., ue BBINOKUTEJIAT He ¢ obpbpian ¢ne
3aKyIlyBaHETO Ha LAJIOTO KOJMYECTBO JIGKAPCTBEHM HPOAYKTH U MEJULIMHCKA
M3JENNA, TIOCOYEHO B JOKYMEHTaluATa 3a y4acTHe M IIEHOBO IPEUIOKEHHE Ha
W3IITBJIHUTEJIA. KonuyecTBaTa ca OpHEHTHPOBBYHHE U HE MOPaXAaT 3aAbJIKEHUS
33 BB3JOXKWTENA Ja W Nopbua B bAHHUA ofeM. Ilpu HeoOXOOMMOCT MOCOYEHUTE
/3asBeHUTE KosnndecTBa/  morar Ja ObpAarT HagxebpiaeHu. KonndectBara 110
NOPBYKATA C€ KOHKPETM3MPAT d4Ype3 NEPUOJUYHU JJOCTAaBKHU MO [PeIBapUTEIHU
3a49BKM OT BB310XUTENA 110 BIJ U KOJIMYECTBO.

11. Beska nocraBka wie ce npuapyxasa ¢ JOKYMEHTH, YAOCTOBEPABAIIN
3a [IPOU3XOJ U KaYEeCTBO 32 BCEKU BUJ MPOAYKT U pa3pelieHue 3a ynorpeoa.

12. Tlpu u3roTssHe Ha odepraTa ca clazeHH 3aJb/DKCHUNATA, CBBP3aHU C
JAHBIM U OCUTYPOBKH, OIIa3BaHE HA OKOJIHATA Cpejia, 3aKpuiia Ha 3aeTOCTTa

Jo mnoarorsanero Ha oduuMaIeH JI0roBop. Taszuw  odepra, 3ae/HO ¢
[IMCMEHOTO IMpUEMaHe OT CTpaHa Ha Bb3noxmureas v U3BeCTHE 3a CKINOYBAHE HA
JOTOBOp, e GopMupar 0OBBP3BAILO CIIOPA3yMEHUE MEKIY ABETE CTPAHHU.

Teit xaTo yyacTHHKBT IOJIaBa Odepra 3a MoBeUe OT e7Ha obocobeHa no3unus, B
OITAKOBKaTa 3a BcAKa €1Ha OT JABaHaJecerTe IO3MLIMH, 3a KOWTO y4acTBa IpeAcTaBMII
HOOT/IETHO KOMIUIEKTYBAaHU JOKYMEHTH 110 4wi. 39, an. 3, 1. 1 ot [III30I]I, ¢ nocouBane Ha
TIO3ULIUATA, 38 KOSTO C€ OTHACAT.

Komucuara mnoapoOHO pasriena IpeJoCTaBeHMTEe OT Y4YacTHHMKa KaTallo3H,
Opowmypu, "HQOPMAIMOHHHU JIUCTH € MpeIaraHoTo MeauuuHcko uszaenue: Ol
Ne 18, B kouTo nMa nogpodHa mHPOpMaUUsd 3a HETO C IPEBOJ HA OBIrapcKu
€3UK, OT KOUTO € BHMJAHO: MaTepus Ha HU3AEIUeTO, HA4YWH Ha o00padorTKka U
BCHYKHM JPYT¥ [OKa3aTelu W NPOU3BOACTBEHM XapaKTEPUCTHKH, OT KOUTO MO
Oe3mopeH Ha4YyMH C€¢ jI0Ka3Ba KadyeCTBOTO Ha IIpe/laraHOTO uU3jeiue Hu
CHOTBETCTBUETO MY € T€XHHMYECKUTE creuuduKauuu Ha Bre3noxurens.

Komucusita He KOHCTATHpPA  JIKIICA, HEMIBJIHOTA HWIM  HCCBOTBCTCTBUC  HA
npeaocCraBeHaTa OT y4aCTHUKa I/IH(I)OpMaI_lHSI, KaKTO ¥ HC KOHCTaTHpa HECHOTBETCTBUC €

H3NCKBaHUATA KBM KPUTCPHUNUTE 3a HO}IGOP IIOCTaBEHH OT BB3/10KUTEIA.

Ipensun ropaoro, KoMmucusTa euHOAyITHO

PEIIM:

TexHHYECKOTO NpelsioxeHHe HAa y4yacTHHKBT ,Codapma Tpeiaunr"
Al - rp.Codus oTropaps Ha H3IUCKBAHUATA HA 3aKOHA H Bb3nourensn u
Hie pa3rjeia HEHOBOTO MY NpeAJioKeHHUe.




MNpeanoxenne Bx.Ne CH-05-6/18.04.2017 r.-08.30 4. - .. ®rouuxc ®apma”
EOOA - rp.Codug

Y4acTHUKBT Ipejiiiara B TeXHHUECKOTO CH IIPE/TTOKEHUE 38 U3IThJIHCHUE HA
nopoukara /[ Ipunoxuenune Ne 5/ cnegHoro:

1. Msacro Ha wusneiHeHMe Ha nopbukara: Antexka u Ckian 3a
meauuuHeky u3geans xa MBAJT JI-p Usan Cenumuncku” AJl rp. Cnusen; rp.
Cmusen, Oyn. ,,Xpucto bote” Nel;

2. Ilpuema yciioBHeTo, M3MBIHEHHE Ha MOPHYKATA /1A € 3a CPOK OT eJIHa
roJyHa /IBaHaeceT Mecella/, KaTo HaualHaTa JaTa Ha BJIM3aHE B CUIIA HA OI'0BOpa
3a BB3JaraHero Ha oOlnecTBeHaTa Hophuka wle Oble jJaTaTa Ha CKJIOUBAHE Ha
aorosopa. [lpuemame, U3NBIHEHHETO Ha MOpHUKATa Ja cTaBa dpe3 MEPHOAUYHHK
JOCTABKH MO NPEABAPUTEIHHU 3aBKH OT BB3/I0KUTENS 110 BUI U KOJIMYECTBO.

3. TIpeuiara cpok 3a pascpoueHo Iutaiane 60 /mectaeceT/ KajieHaapHH
IIHH, Cie]l NIpe/icTaBsaHe Ha (akTypa.

4. Tlpu crieyesiBaHe Ha obIIeCTBEHATA IIOPHYKA € ChIVIACEH C YCJIOBHATA
3a IL1alllaHe, IIOCOYEHH B 11POEKTa Ha JI0r0BOpP.

5. Jewapupa. 4¢ CpoKbT Ha TFOAHOCT Ha [pe/ylaraHure JICKApCTBEHH
NPOAYKTY WHIH MEAUUMHCKU U3enus/ me 0bje He no-MaibK o1 60 /mectaecer/ Ha
CTO OT O0ABEHUS OT IIPOM3BOJUTENS KbM JIaTaTa Ha BCAKa JJOCTAaBKa,

6. Axo Opae n30paH 3a U3IBIHUTEN HA HACTOSAIATA IOPBHYUKA JeKIapupa,
ye:

6.1. E B cbcrogHMe Aa OCUTYpH HEOOXOAUMMTE KOJIMYECTBA
JIEKAPCTBEHU IIPOAYKTH W/WIH MEIUUMHCKH M3JeHs, MpeaMeT Ha MOphuKaTa, 3a
LeJIUA CPOK Ha J0rOBOPa;

6.2. Pasnonara chc cknanoBa 0asa, KOATO IO3BOJIABA B ClIy4ail Ha
HEOOXOAUMOCT CHOTBETHUTE JIEKAPCTBEHU NMPOAYKTH W/WIM MEAULMHCKY U3/IENHUs Jia
ObJaT HOCTaBAHM B JieyeOHOTO 3aBefeHue MO 72 /cexemiaecer W JABa / yaca OT
3asIBSIBAHETO UM;

6.3. Pasnonara cbc CHOTBETHHTE TPAHCHOPTHH CPEJICTBA, CIIOPE]
crienupuKaTa Ha JIeKapCTBCHUTE NPOAYKTH W/WITH MCJIMITMHCKA M3/1C/ U,

7. l'apantupa, ue € B CbCTOSIHUE [a U3ITbJIHM KaueCTBEHO [TOphUKaTa U B
MOCOYEHUTE OT BB3JIOKUTENS KOJUYECTBA B IOKYMEHTAIIUATA 38 yUacTHe.

8. lloTebpakaaBa, ye HacToAwaTa odepra € cbodpa3eHa ¢ U3UCKBAHUATA,
IIOCOYCHU B JOKYMEHTALMATA 33 yUacTHE B IIporiefypara;

9. B cayuyaif, ye OpAe omnpeneneHN 3a U3NDLJIHUTENYU, Hie NPeJCTaBH
BCUYKK JOKYMEHTH, HEOOXOIMMM 3a MOANKWCBAHE Ha JOr0BOPa, CBIVIACHO
JIOKyMEHTaLMATa 3a y4acThe B IOCOYEHUS CPOK OT Bb3aoxuTens.

10. Ilpuemame ycinopuero, ue B'BIJIOXKUTEIIAT ne e o6Bbp3an cbe
3aKyIlyBaHETO Ha LJIOTO KOJIMYECTBO JICKapCTBEHH IIPOAYKTH W MEIULHUHCKU
u3eans, MOCOYEHO B JOKYMEHTaUUATA 3a y4acTUe U LIEHOBO MNPENJIOKEHHE Ha
N3ITBJIHUTEJIA. KonuuecTBaTa ca OpUEHTUPOBBUHU U HE MOPAXCAAT 3aAbIDKEHUS
33 BBITOKUTENS Ja I'M Noppua B ObaHug obeM. Ilpu HEOOXOAMMOCT MOCOUYEHHUTE
/3asgBeHUTE KOJIMuecTBA/  Morar ga Osvxat Haaxsbepienu. Konuuectsara 1o
fOpbYKATa C€ KOHKPCIM3HPAT Upe3 MNEPUOJMYHH JOCTABKUA MO HPEeIBAPUTEIHU
3asBKM OT BB3JI0MKUTENS 110 BUJ K KOJIMYECTBO.




11. Beska mocraBka L€ ce NMPUAPYXKaBa C JOKYMEHTH, YAOCTOBEpPsBallH
3a IPOM3XO/ M Ka4eCTBO 3a BCEKU BUJ IIPOAYKT U paspellieHHe 3a yrnorpeda.

12. Tlpyu u3rotssHe Ha odepraTa ca CHa3eHH 3ab/DKEHUATA, CBhP3aHH C
JaHBUH U OCUT'YPOBKH, Ola3BAHE HA OKOJHATA CpeJa, 3aKpHila Ha 3aeTOCTTa

Jlo moaroTBaHero Ha oQuUIMaleH JAOTOBOp, Ta3u odepra, 3aeIHO C
[IUCMEHOTO NPUEMAHE OT CTpaHa Ha BB3NOXKHTEIs M U3BECTHE 3a CKIHOYBAHE HA
JOTOBOP, II€ (popMUpaT 00BBP3BALIIO CIIOPa3yMEHUE MEIKIY JIBETE CTPAHH.

Tl kaTO y4aCTHUKBT nojgaBa odepra 3a MoBeue oT eHa 060cobeHa IMo3UIus, B
OMaKoBKaTa 3a BCAKa €JHAa OT ceAeMTe IIO3UIUHM, 32 KOUTO YydacTBa IpeAcTaBUII
[IOOTAEIHO KOMILIEKTYBAaHU JOKYMEHTH 110 4. 39, ain. 3, T. 1 ot [IIT30I1, ¢ nocouBane Ha
IIO3ULIMATA, 38 KOATO C€ OTHACAT.

Komucusara mnoapoOHO pasrnena nOpefoCTaBEHUTE OT YYacTHHMKAa KaTajo3H,
O6pomypu, MHGOPMALIMOHHYU JIUCTH C NpeATaraHoTo MeaIuMUHuHCKO uzgeaue: Ol
Ne 21, B xouto uma nojpo6Ha nHPOpMalus 3a HEro ¢ MNpeBOJ Ha OBArapcKH
€3MK, OT KOMTO € BWJHO: MaTepus Ha M3JelMeTO, HauuH Ha o0paboTka u
BCUUKHM JAPYI'HM NIOKa3aTCAM M NMPOU3BOACTBEHU XapaKTEPUCTHUKH, OT KOUTO 10
Oe3nopeH HAa4yuMH Cc€ [JO0Ka3Ba Ka4eCcTBOTO Ha IMpeliaraHoTo H3JeJHue U
CBOTBETCTBUETO MY C TEXHMYECKHUTE crenqupukanuu Ha Boe3aoxureis.

Komucusta He KOHCTaTHpa JHICa, HEIOBJIHOTA MWJIH HCECBOTBCTCTBUC Ha
npeaocraBeHara OT y4aCTHHKa PIH(bOpMaIII/I}I, KaKTO M HE€ KOHCTAaTHpd HECHOTBETCTBUC C
HN3UCKBAHUATA KBEM KPHUTCPHUTE 34 HO,H60p IIOCTaBEHU OT BB3TOXKUTEA.

[Ipensun roproto, KoMucusTa e IMHOAYIIHO
PE LI K:
TexHH4YE€CKOTO NpeaaoKeHHe HAa YYACTHHKBT ,,PboHukce Papma”

EOOJ - rp.Cojust orroBaps Ha U3HCKBaHUATA HA 3akoHa ¥ Bw3jgoxkurensn
U L€ pa3rjejaa HeHOBOTO MY Mpea/ioKeHHe,

Ipenaoxenne Bx.Ne CH-05-7/18.04.2017 r.-09.00 4. - ,.ITpo dapmauunsn”
EOQOJ - rp.Codus

YyacTHUKBT Ipeiara B TeXHHYECKOTO CH MPEJIOKEHHUE 38 U3IIBJIHECHUE Ha
nopbukata /I Ipunoxxenne Ne 5/ ciaenHoro:

1. Msacro Ha wu3nbJHEHHWE Ha nopbukaTa: Anrteka U Ckiax 3a
meauuuHcku m3nenus Ha MBAJT | JI-p MBan Cenumuncku” AJl rp. CnmBen; Ip.
Caused, Oyi. ,,Xpucto boreB” Ne 1;

2. [Ipuema yc0BUETO, M3ITHJIHEHHE Ha MOphUKATa [a € 3a CPOK OT e/Ha
rojiMHa /JBaHageceT Mecela/, KaTo HavajlHaTa JaTa Ha BJIM3aHE B CHJa Ha JIOrOBOpa
3a BB3JIaraHeTO Ha oOLleCcTBEHaTa MOpbhuKa Iue Obje Jjarara Ha CKJIOYBAHE HA
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norosopa. IlpueMame, M3NMBIHEHHETO Ha MOPHYKATa Jla CTaBa 4YPE3 IEPUOIMYHH
JOCTAaBKH 110 IPpeABAPUTENHHU 3a4BKH OT BB3TOXKUTENS 110 BUA U KOJTHYECTBO.

3. Ilpenmara cpok 3a paszcpoueHo miamane 60 /iectaecer/ KaneH apHu
IHU, CJIe] MpeJCTaBsHe Ha (aKTypa.

4. Ilpu criede;1BaHe Ha oOLIECTBEHATa MOPBYKA € CHIVIACEH C YCIOBUATA
3a IIallaHe, IOCOYEHH B NPOEKTa Ha JJOrOBOP.

5. Meknapupa, 4e CpOKbT Ha FOAHOCT HA IPE/IaraHUTE JIEKAPCTBEHH
NPOMYKTH M/WIM MEAULMHCKA H3nenus/ e 6bae He no-Manbk ot 60 /mectaecer/ Ha
CTO OT 00ABEHMSA OT MIPOU3BOJUTEIIS KbM JaTaTa Ha BCAKA 10CTABKa;

6. Axo 0bJe U36paH 3a M3NBIHATET Ha HACTOAINATA NIOPBYUKA JIEKIapupa,
ge:

6.1. E B CbCTOSHHE Ja OCHTYPHM HEOOXOMHMHUTE KOJIMYECTBA
JIEKapCTBEHM MPOAYKTH W/WIM MEIMLIMHCKM H3MeNus, NpeJMET Ha MopbhbukaTa, 3a
LIeJTUS CPOK Ha JIOroBOpa;

6.2. Pasmosara chc ckilanoBa 0a3a, KOSATO IIO3BOJISABA B Ciydall Ha
HEOOXOAUMOCT ChOTBETHUTE JIEKAPCTBEHH MPOIYKTH H/WIH MEAUIIMHCKH U3JIE/IUS 1A
ObIaT JOcTaBAHM B Je4eOHOTO 3aBelleHHWe J0 72 /cememieceT U ABa / daca OT
3asBSBAHETO UM;

6.3. Pasnosara cbC CHOTBETHUTE TPAHCIIOPTHH CpEICTBA, CIIOpE]
crienu@UKaTa Ha JIEKapeTBCHUTE POAYKTH WHIM MEAULMHCKA U3E/HSL.

7. 'apantupa, e ¢ B CbCTOSIHHE JIa H3ITBJIHH KaueCTBEHO MOphUKaTa U B
II0COYEHUTE OT BB3JI0XKMTEN KOTMYECTBA B JOKYMEHTALIMATA 33 Y4acTHe.

8. [TorBBpiKAaBa, Y€ HacTosAlIaTa Odepra € chobpaseHa ¢ U3UCKBAHUATA,
IIOCOYEHH B JOKYMEHTAUATA 3a YJacTHE B IIPOLEAypaTa;

9. B cayuaii, ue ObJe OnpeAeNeHU 3a H3MBIHUTENH, INe HpeacTaBH
BCUUKM JOKYMEHTH, HEOOXOMUMHM 3a TIOAINMCBAHE Ha JIOTOBOpa, ChHIVIACHO
JOKYMEHTaUUATA 32 y4acTHe B [IOCOYEHHS CPOK OT BB3IoXKHTENA.

10. Ilpuemame ycnosuero, ue B'B3JIOXUTEJIAT He e 006BBp3aH ChC
3aKyIlyBaHETO Ha LAJIOTO KOJMYECTBO JIEKAPCTBEHH IPOAYKTU U MEIUIHHCKH
U3eaus, IIOCOYEHO B AOKYMEHTalUATa 38 y4YacTME M IIEHOBO IPEIJOKEHHE Ha
UIITBJIHUTEJIA. KonudecTBaTa ca OpUEHTHPOBBYHU U HE MOPaXAaT 3aAb/DKECHUS
3a BBIIOXKUTENSA Ja I'M Iopbya B IObJAHUA obeM. [Ipu HeoOXoauMocT mocodeHuTe
/3agBEHHTE KOJIMYECTBa/  Morar ja ObaaT HajaxBepiaeHH. Koauuecrara 1o
HOpBhUKATA €€ KOHKPETH3MpaT 4Ype3 [CPHOMYHM JIOCTaBKU 110 [IpeBapHTE/IHU
3afBKU OT BB3I0KUTENA [10 BU U KOJHYECTBO.

11. Beska mocraBka e ce NpuApykaBa ¢ JOKYMEHTH, yA0CTOBEpsBallU
3a MPOM3XOJ U Ka4eCTBO 3a BCEKU BUJ MPOJYKT U pa3pelieHue 3a ynorpeoda.

12. Ilpu u3roTBsiHE Ha odepTara ca CIIa3eHH 3aJbJDKEHHUATA, CBBP3AHU C
JAHBIM U OCUTYPOBKH, OIIa3BaHE Ha OKOJIHATA CPEAa, 3aKpuJia Ha 3a€TOCTTA

Jlo moarotBsHeTo Ha OQuUIMAJEH J0roBOp, Tasu odepra, 3aeaHO C
IIMCMEHOTO IpUEMaHe OT cTpaHa Ha BB3goxuTesNsd U U3BECTHE 3a CKIIOYBAaHE Ha
JIOTOBOD, 1iie popMupat 0OBBP3BAII0 CIIOpa3yMEHNE MEKIY ABETE CTPAHHU.

Tpit kKaTO y4yaCTHHUKBT nojaBa odepra 3a nopeue OT €1Ha 000cobeHa no3uuus, B
OITaKOBKAaTa 3a BCAKA €/1Ha OT TPUTE MO3HUIIMHU, 38 KOMTO Y4acTBa NPEACTABHII MTOOTAETHO




KOMIUIEKTYBaHM JOOKyMeHTH 1o wi. 39, an. 3, 1. 1 or III3O0II, ¢ mocousane nHa
MO3UILUATA, 38 KOATO CE€ OTHACAT.

Komucusita e1uHO, Ty IIHO
PEIUMN:
TexHHYeCKOTO NpeAIoKEeHHe HA YYACTHHKLT ,[Ipo papmanua” EQOJ

- rp.Codus oTroBaps Ha H3INCKBAHHATA Ha 3akoHa W Bb3jgoxkurens u me
pa3rjefa eHOBOTO MY NpeaJIOKeHHeE,

Hpeanoxenne Bx.Ne CH-05-8/18.04.2017 r.-10.00 4. - .., Xeamex Bnarapug”
EOOA - rp.Codnn

YyacTHUKET npeiara B TeXHUYECKOTO CH MIPEUIOKCHUE 3a U3NBAHCHNE HA
nopwukata /ITpunoxenne Ne 5/ cneanoro:

1. Msacto Ha wu3nbBIHeHWE Ha Mopbukata: Anteka u Ckiag 3a
meaunnHeky usaeaus na MBAJT | Jl-p WBan Cenumuncku™ AJl rp. Causen; rp.
Cnusen, Oyn. ., Xpucro boreB” Ne 1;

2. Ilpuema ycrnoBueTo, U3NBIHEHHWE HA NMOpHYKATA [1a € 38 CPOK OT eAHa
roJMHa /JIBaHaJECeT MeceLa/, KaTO HavajlHaTa JaTa Ha BJIM3aHE B CHJIa Ha JOroBopa
3a BB3JaraHeTo Ha oOmecTBeHara Iopbuka Lie ObAe maTaTa Ha CKJIOUBAHE Ha
noropopa. [Ipuemame, M3NBIHEHUETO Ha MOPHYKATA Aa cTaBa YPe3 NEPHOAMYHA
JOCTaBKY 110 TIPEABAPUTEIHH 3a9BKU OT Bb3/10XKUTENA 110 BUI ¥ KOJTMYECTBO.

3. Ilpennara cpok 3a pazcpoueHo mrauane 60 /mrectaeceT/ KaleHAAPHH
JIHY, C/Ie] MpeCcTaBsHe Ha (akKTypa.

4. Tlpu cnedenBaHe Ha oOnIecTBeHATa OPBYKA € CHIVIACEH C YCJIOBHATA
3a IUIallaHe, IOCOYEHHU B NIPOEKTa Ha JOroBOpP.

5. Jdexnapupa, 4e CpPOKBT Ha TOJHOCT Ha IpeylaraHuTe JIEKapCTBEHU
NPOIYKTH W/WIM MEAULUMHCKU U3JeNus/ me ObAe He Mo-Marek oT 60 /wectaecer/ Ha
CTO OT 004BEHUA OT NIPOWU3BOAUTENSI KbM JlaTaTa Ha BCAKA JIOCTaBKa;

6. Axo Obae n3bpaH 3a U3ITBJIHUTEN HA HACTOAIIATa NOPBbUKa JCKIapupa,
ye:

6.1. E B cbcrosgHHe Ja oOCUIYpH HEOOXOJMMHUTE KOJUYECTBA
JIEKAPCTBEHU IIPOAYKTU W/WIM MEJAMLMHCKM M3JIeNHs, NpeJAMeT Ha NOopbhYKaTa, 3a
LIeTUS CPOK Ha J0roBopa;

6.2. Pasnmonara cbc ckianoBa 0a3a, KOSTO NO3BOJIABa B CJlyuail Ha
HEOOXOAUMOCT ChOTBETHUTE JIEKAPCTBEHU MPOAYKTH H/WIX MEJULMHCKY U3ACTUA Ja
OBbJaT JOCTaBAHU B JIeyeOHOTO 3aBejcHHE J0o 72 /cefleMaeceT W ABa / 4daca oOT
3asBABAHETO UM;

6.3. Pasnonara ¢bC CHOTBETHUTE TPAHCIIOPTHU CPEACTBA, CHOpEX
crieniupuKaTa Ha JEKapCTBEHUTE NPOAYKTH W/ WM METUITUHCKY U3ACITUS.

7. I'apanTHpa, e € B ChCTOSHHE Jla U3IIbJIHU Ka4EeCTBEHO NOphUKaTa U B
MIOCOYEHHUTE OT BB3N0NUTENA KOTHYECTBA B JIOKYMEHTAUMATA 38 yUacTHE.




8. IorebpKaaBa, e HacTodmara opepra € cLobpaseHa ¢ H3AUCKBAHUATA,
MOCOYEHY B JOKYMEHTAlUATA 32 y4acTHe B IpoLeaypara,;

9. B ciyuwail, ye Opae onpeneneHU 3a U3MBIHUTEIH, IE NPEACTABH
BCUYKHM JIOKYMEHTH, HEOOXOHUMM 3a I[IOANMCBAHE HA [JOrOBOPa, CBIVIACHO
JOKYMEHTAIMATA 32 y4aCcTHe B IIOCOUYEHMS CPOK OT Br3soxutens.

10. Tlpuemame ycnosuero, ue BB3JIOKUTEIIAT He ¢ o6Bep3an cne
3aKyIyBaHETO Ha LAJIOTO KOJMYECTBO JIEKAPCTBEHM MPOAYKTH W MEIULMHCKN
U3/IENINA, TTOCOYEHO B JIOKYMEHTAlMATa 3@ YHaCTHC W NEHOBO HPCIOKEHUE Ha
WBITBJIIHMUTEJIA. KonnuectBata ca OpHEHTHPOBBYHM M HE TTOPAXKIAT 3a1b/DKCHIUS
3a BB3JIOXKWTE/IA Ja W 110pbya B NBAHUA 00eM. [Tpu HE0OXOAUMOCT NMOCOoUeHUTE
/3aBEHUTE KOJIMYECTBa/  Morar ja Obaar HaaxBbpieHU. Kosawmuecrsata 110
NOPBhYKATA C€ KOHKPETU3MPAT 4Ype3 NepHOAWYHM [OCTaBKM MO TPEIABAPHUTE/IHU
3aABKU OT BB3N0KHUTENS 10 BU U KOJTUYESCTBO.

11. Beska mocraBka mie ce MPUAPYKaBa ¢ JOKYMEHTH, YAOCTOBEPSABAILH
33 TIPOM3XO]I ¥ KAYeCTBO 32 BCEKU BUJ IPOAYKT Y pa3pelleHue 3a ynorpeda.

12. Tlpu u3rorsgHe Ha odepraTa ca ClIa3eHU 3aJb/DKCHUATA, CBBP3aHHU C
JaHbLH K OCUT'YPOBKH, OIIa3BaHe Ha OKOJIHATA Cpefla, 3aKpuiia Ha 3aeTOCTTa

Jlo moaroresHeTo Ha oOQUIMaNeH JOTroBOp, Tasu odepra, 3achHO ¢
IIUCMEHOTO NPHEMAHE OT CTpaHa Ha BB3IOKUTENS M M3BECTHE 3a CKIIOYBAHE HA
JI0TOBOP, 1ie popMupat 00OBBP3BALIO CIIOpa3yMEHHNE MEMLY JIBETE CTPAHH.

TBH Kato ywacTHUKBT nojaBa odepra 3a nopede oT e¢jHa ofocobeHa no3unus, B
OMAKOBKAaTa 3a BCAKA €AHA OT YETUPUTE I[O3ULUUH, 38 KOUTO Yy4yacTBA MPEACTaBUI
MOOT/IEJIHO KOMIUIEKTYBAHU JOKyMEHTH 1o wi. 39, an. 3, 1. 1 ot [IT30I1, ¢ nocousane Ha
NO3ULIUATA, 38 KOSATO €€ OTHACHT.

Komucudara mnoppo6HO pasriena mnpedoCTaBEHUTE OT YYacTHHKa KaTajlo3H,
6poiypu, UHPOPMALUMOHHH JIUCTH C NpeAiaraHUTe MEOHUUHCKH H3JEeHAusd, B
KOUTO He e IMpeAocTaBeHa HojapoOHa wmHPopManus 3a TAX C NOPEBOA Ha
OBArapCKkyu €3MK, OT KOMTO IO Oe3lOpeH HAuMH Ja ce JOKaXe KadecTBOTO Ha
npeslaraHUTe U3JeIUd M CBOTBETCTBUETO UM C TEXHHUYECKHUTE cnenrPUKanun
Ha Be3noxurens.

KOHCTaTI/IpaHI/IT€ HCCHOTBCTCTBHU Ca KAKTO CJ/icBa !

l. 3a Ob6ocobena mnozuupus Ne 15 : MeaunuHcko usjgenne -
XEMOIHUAJIU3ATOPU, CTEPUIIM3UPAHHU C TTAPA :

YyactHuksT HE E npexpcraBua kartanosu, Opowypud, MHQOPMAIMOHHHU
aucta 3a OIT Nel5 - Xemoamanuzatopu, crepuiausupanu ¢ I[IAPA.
[IpenocraBenn ca Opowmypu 3a xemoauanuszatopu : DORA - High-Flux,
Middle-Flux, xouto ca crepunusupanu ¢ ['ama Abp4u.

2. 3a O6ocobena mosunms  Ne 16; MenuuvHCKO  u3Jelive-
XEMOAUANIU3ZATOPH, CTEPUIW3UPAHU C ETUJIEH JAUOKCHUJ,
IF'AMA JIBDYU U JIPYTU BUJTOBE:




[TpegocraBenn ca Opomypu 3a xemonuanuszaropu : DORA - High-Flux,
Middle-Flux, xouto ca crepunuzupanu ¢ [ama nabYH, MaTepHal Ha
meMmOpaHaTa —nonucyidpoH. He e mpencraBena Gpomypa 3a XeMOAUAIH3aTOPH
ChC CUHTETHYHA MeMOpaHa —nojuHeHpoH.

3. 3a O6ocobena mosunusg Ne 17 : Meauuuncko wusgenue - KPBBHU
JIMHNUUA :

ITpenocraBena e Opomypa 3a JHHHM 3a Xemoauaiusza DORA. Or
npeacTaBeHua HHGOPMAIIMOHEH JUCT U CHUMKA He € BUJIHO/ He € YIIOMEHATO :
- Konko e BBTpEIIHUAT AMAMETLD HA [TOMITEHUS CerMeHT (8 MM).

- JlnaMeTspbT Ha BeHO3HUA yopal 30 MM, 22MM.
- OxoMmJIEKTOBaHa JIM € JHUHHUATA ChC CaK 3a cpOUpaHe Ha 3ambJBalus
(pU3NOJOTHYEH CEPYM.

IIpensun ropHoTo M Ha ocHoBaHue ui.104, ax.4 ot 3011 u BBB Bp.c un.54,
an.8 u an.9 ot IMII30I1, Komucusra

PEWI N:

B cpok or S paGoTHM JHH OT moJy4YaBaHe HAa HAaCTOSINHA MPOTOKOJI,
yuyacTHHKBT ,,Xeamed bwarapus” EOOJA - rp.Codus aga npeacraBu
AONBJHUTEJHO CJEeAHUTE [JOKYMEHTH M/ uHpopmManums, KOHTO mo
O6e3nopeH HAYHH aa noKa3BaT/Ao0Ka3BaT ChbOTBETCTBHETO HA
MEeIHIIHHCKHTE H3J1eHA ¢ TeXHHYECKHUTEe cneuHPpUKAUUH Ha
Brn3jgoxurenn:

I. 3a O6ocobena mo3umus  Ne 15 : MeAUIMHCKO H3JEIHE -
XEMOJINAJIN3ATOPU, CTEPUIIUSHUPAHU C ITAPA :

Kartano3u, Opoumrypu, uHQOpMalMOHHU JUCTH Ha OBJIrapcKd €3uK 3a
XeMmoauaausaTopu, crepuiuszupanu ¢ [TAPA.

2. 3a_ 0O6ocobeHa mo3uuusa _ Ne 16: MeaunuHCcKO  H3Jelue-
XEMOJINAJIN3ATOPHU, CTEPWJIU3UPAHM C ETHUJIEH JUOKCHUA,
I'AMA JIBYU U JIPYTU BUJIOBE:

Karano3u, Opomypu, HHPOPMAIHMOHHHU JUCTH Ha OBJrapcku e€3UK 3a
XE€MO/HAIN3aTOpH, CTEPUIU3UPAHU C raMa JbYM, €THJAEH JUOKCHJ U JpYyrH
BUJOBE CHC CHHTETHYHA MeMOpaHa —IMOoJTHHEePPOH.

3. 3a O6o0cobena nozmuusga Ne 17 : MeauuuHcko wuszgenue - KPbBHU
JIMHUMN :

Karaso3u, 6pomypu, "HQOpMALlMOHHY JIUCTU HA OBJITapCcKU €3UK, OT KOUTO
Jla € BUJAHO/ Ja € ynoMeHaTo, KOJKO € BBTPEUIHUAT AHUAMEThp HA NOMIIECHUS
CerMEeHT, IMaMETHPhT HAa BEHO3HUS HOpall, OKOMIIJIEKTOBAHA JIM € JUHHUATA ChC
cak 3a cpOMpaHe Ha 3ambiABallUsg GU3HOJOTHYEH CEPYM
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C rToBa cBoe peictBue Komucusara 3aBbpilid  ACHHOCTUTE CU
pasriaexiane U 00ChKAaHe Ha JHYHO CHCTOSHUE U Ha KPUTEpUUTe 3a moxbop,
KaKTo # TCXHHUUYECCKATE TIPEIJIOKEHHUT Ha YYACTHHUUTE, CJle KOETo
€AUHOAYIIHO

PE W N:

3aBbppuiBa IIBPBOTO CH 3aCENaHME, KAaTO HACpOuYBa CJAEABAllOTO CHU
szacenanue 3a 10.05.2017 r. /cpaga/ or 11.00 yaca B 3acegarennara 3aja B
crpagara Ha MBAIJI . J-p WUsau Cenumuncku™ Al rp. CauseH, Oyia. ,,XpHCTO
bores” Nel.
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