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OMIOBPSIBAM: |

I-P CTEGAH OUIIEB = - -
MSTTBITHVITETEH. JMPEKT

JOKYMEHTALIVSI
3A YYACTME B IIPOLIE[TYPA 3A U3BOP YPE3 CBBUPAHE HA O®EPTH
C OBSIBA

Hacrosmara AOKyMEeHTalus ce u3gaBa mo pena Ha I'asa [IBagecer u mecra
OT 3aKoHa 3a obmiecTBenyTe nopsuku (3011, oTHOCHO 1300p Ha M3TBIHUTENT Ha
obmecTena mopruxa pes- chbupane Ha odepry ¢ obsiBa, chriacHo wi. 20, ai.
3, T.2 or 30I1 or 3011, ¢ npenmer , JloctaBka Ha ne3suHgexTaHTH, Heobxommmm
3a mevHOCTTa Ha MOBAJT »H-p Credpan Uepkeson“ A/l 32 cpok 0T 12 mecena”
" 00siBa, m3nparena ma 05.04.2018 r. A0 AreHumsTa 110 oBecTseHTe IOPBYKYU
3a BlincBaHe B Perucrbpa Ha o6mecrsenyre IIOPBYKM.

CbOBbPXXAHWUE:

L. ObstBa.
II. Vxasanus 3a TIpOBeX/aHe Ha Mpolefypa 3a Bb3Tarame Ha obmectBena
TOpPika 4pes chbupane Ha odepTnt ¢ ossa o Pena Ha w1.187 or 30IT.

III. O6pasuu Ha TOKYMEHTH
IV. IMpwioxenne - ITpoekr Ha JIOroBOp.




C g

Hacrosmara o6mecrpena [IOpBYKa ce nposexa o pena Ha I'maBa nBapecer i
liecta ot 3akoHa 33 ob1recTBeHUTE nopwuku (30I1), Ha OCHOBaHwMe w1.20, an.3, T2
BBB BpB3Ka ¢ wi. 186 ot 30IT y e 34 VI3BbpIIIBaHe Ha [0CTaBKa Ha AesnHpeKTaHTy,
Heobxomumu 3a freitHocTTa Ha MOBATT ,I-p Crecpan Yepkesos” AJ 3a cpok or 12
(,[IBaHa,IIECET) Mecelia. ' -

MOBATT ,[O-p Credan Yepxesos” A rp. Beriko Tobproso e [Ty6mgen
Bov3noxuren o CMUCBIIa Ha w1, 5, a. 2, . 16 or 30I] M KaTo TaKbB MMma
3a[b/DKEHMETO HPM Bh3naramero ma obmecrenn HIOPBYKM CTPUKTHO fa crasga
pasnopenbure Ha 3akoma 3a obmecTsenyTe TIOPBYKM ¥ mogsakoHOByTe
HOpMATUBHI1 aKTOBe ITo MpuTaranero My.

2.Ilpeamer Ha nopwukara: ,JlocraBka Ha Ae3suHdpeKkTaHTH, Heodxoaumu 3a
AenHocTTa Ha MOBAJT »11-p Credan Yepkesos” AJT 3a CPOK 0T 12 Mmecena”.

IIpenmersr Ha TIOpbYKaTa e pasneseH B 7 060co6emy O3MLMK, a IMEeHHO:
OGocobena mosmupst No 1 - Hesundexranmy 3a MOBBPXHOCTH
Obocobena mosmums No 2 - Hesundexranry 3a VMHCTPYMeHTH
OGocoGena mosmuus No 3 - Hesundexranmy 3a KYXHEHCKM odpmen u canurapuu
[IOMeIleH s
OGocobena mosmums No 4 - Hesundexranty 3a XVIVIEHHa W Xupyprudxa

OT €iHa roguHa u ¢puHaHCOB AHaJIN3 Ce YCTaHOBM, Ye 33 €IIHa roIVHa IporHosHara
CTOVHOCT 3a e 70 000 5B, es BK/TIOYeH []]IC,

Tesu crovtnocTH HaBaT Bb3MOXHOCT Ha Bb3noxurerng ua OCHOBaHMe wi. 2(), aj1.
3, or 3011 a HIPWIOXU  ycrioBusTa 1 penta Ha wi. 186 " 1. o1 30IT - ypes cubmpane
Ha odepru ¢ obsiBa 323 Bb3/1arane Ha obuiecteena ITOpBbYKa.

3a ga OCUT'Yypu  mipospauHocT 1 Ch3daZle SICHM u  ToyHy IpaBwia,
3aKOHOZATEIISIT e npupman Ha IpoLiefiypata 3a Bhamarane na ol1iecTBena II0pbYKa
€AVH  M3KTIOMMTE/THO dopmarnen XapakTep, Karo Bcgko HapymeHue Ha
Hponeny puure npasusia HPEeIATCTBA CKITIOUBaHeTO Ha 3aKOHOCHOOpasen AOroBop 3a
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VIBITb/IHEHMEe Ha obmiecTBeHaTa TIOpbYKa, KOeTo B KpamHa cMmerka 3aTpynHsiBa
OneparuBHata pabora Ha Brantoxurens.  Usbarsarero Ha ropenocouenure
YCI0XHEHS 1 peioTspaTsiBateTo Ha Bb3MOXHOCTTa Hail-U3roOgHOTO IpeyIoXeHne
Aa bwae orcrpaHeHo ot ydacrtve B mpouenypata mo VBKTIOUMTENIHO  (hopMaTHM
TMpMHVIHN Harara yvactHuimre na ClasbaT CTPUKTHO HaCTOSIIyTe yKasaHus u
IipaBwiara Ha 30[1.

4. Ilpornosno kosmmuecrso i CTOMHOCT:

4.1. TIporHosHute KommuectBoTO Ca NonpobHoO pasmicanm B Texmmueckara
cnietdpukas 1 ca 3a Cpok or 12 (nBaHa,uece’r) Meceria.

4.2. TlporHosnara cromocT Ha obIecTBenara TIopbYKa e B pasmep o
70 000.00 (cememuecer Xwisiam) nesa Ges [I7]C.

3a usuncnsBane Ha [TPOTHO3HaTa CTOVIHOCT Ha obmiecTBamera TNIOpbYKa, IIpu
CHassane Ha w1.2l, anl, an? u a8 or 30I], BBITIOXKUTENsT e onpenern

EBEHTYa/IHV TPOMEHM B KO/TMYecTBaTa i1 CTOVIHOCTTa.

4.3. UIstouHuK Ha buHaHcKpane- cobersers CpescTBa

4.4. Odeprara ne Tpsi0Ba 1a ripeBumaBa TI0coueHarTa rporuosHa u IpeetHa
cyma.

5. Cpok u msicTo 3a M3I'bIIHEIIMe Ha IopBhYKaTa:

5.1. Cpok 3a m3mbnaenye Ha IopbYKaTa:

CpoxbT Ha M3ITBIHEeHMe Ha roprukara e 12 (1Banapiecer ) Mecera, cunrano or
AaTaTa Ha CKIIOYBaHe Ha HOroBopa 3a Bb3/IaraHe Ha obIecTBeHA NOpbUKa.

5.2. Msacro 3a smbnmenve: MOBATT ,[I-p Crecpanr Yepkesos” AJ] - rp.

6. Koz cwvriacuo HOMeHKJ/1aTypaTa Ha Knacudpukaropa Ha obmecrBenuTe
nopwsukm: 24455000,

7. Hauun Ha obpasyBane Ha Ipe/y1araHaTa 1ena:

-1. Ilpentaranara nena TpsibBa 1a 6b1e 3a Besika HOMEHKIaTypHa equaMIa B
J1eBa 6e3 BKIIIOUeH TaHbK BbpXy nobaseHara croitHoct (Oac).

7.2. Y4acTHUKBT cleiBa Oa r1ocoymp obiara crovHOCT Ha II€eHOBOTO
lIpeiytoxenvie 3a o6ocoGenaTa TOSMINS, 32 KOATO ywacrBa Ges BKIIIOYEH aHBK
BbpXy tobaBenata crportHocr (AOC), kakTo 1 0brata CTOVIHOCT ¢ BK/ioueH []JIC,

8. Cpok u Hauun Ha IUTalaHe:

8.1. Bw3noxurensr salllalia M3BLpIIeHATa qOCTaBKa OTCpo4YeHo, o GaHkOB

Ha ¢dakTypa 3a VBBbPIIEHaTa [jocTaBKa. V3msmHimrensy C1€1Ba 1a n3naze wbpBuyen
CIETOBOJIEH JIOKY MEHT (daxtypa) 3a M3BBbpIIeHaTa JlocTaBKa.

9. varrepm‘i 3a ouenka. O0mecTBenara TIOpBbYKa ce Bb3lara b3 OCHOBa Ha
MKOHOMUYEeCKM HaM-M3romnHara odepra, xosTO Ce OlIperieNIs BB3 OCHOBa Ha
KpuTepui 3a Bb3narane: ONITMMAJTHO CBOTHOLIeHMe KavecTBo/uieHa, kosto ce
OITpefiesis Bb3 OCHOBa Ha KpuTepuit 3a Bu3tarane: »~HaM-HUCKa 1eHa” 3a A0CTaBKa,
CbIylacHO wi1. 70, an. 2, T. 1 ot 30IT 3a Besixa obocobena IO3ULIMS.



10. Cpox Ha BanugnocT Ha odeprure:

IlpencraBenara Oepra TpsibBa ma Gwme crne CPOK Ha BaaHOcT 90
(,ueaern,ece'r) KaJIeHOApHU [IHM, cyMTaHo OT KpamHus CPOK 3a nonyqanane Ha
ocdeprute. CpoksT 3amousa fla Tede OT paTata, onpeneneHa 3a KpaeH cpok 3a
T07ly4aBaHe Ha odeprure, Cpoxbr Ha BayMmmOCT Ha odeprure npencrasmsiza

BPEMETO, 1pe3 KoeTo yyacTHuIMTe ca 00BBp3anm ¢ ycrioBusta Ha [Ipe/icTaBeHnTe OT
TsX odepTu.

Paspnesn II.
TEXHUYECKA CHEHH@HKAHVI}I 3A U3VUCKBAHWMSITA KbM
IMPEOMETA HA HOCTABKATA M KbM YT-IACTHPII_IVITE

L. suckBanms xum IpeaMeTa Ha JocTaBKara:

L1. Mocraskure, curimacho TIpe/iMeTa Ha ropbuKaTa TpsibBa ma ce U3BbPIIBaT
TIEPMOMINYHO, C TPAHCIOPT - COBCTBEHOCT Ha y4YacTHMKa.

1.2. NocraBkure , chriaacuo TIpeiMeTa Ha nnopbyukara Tpsibsa ma OTrOBapsT Ha
Obrrapckure u €BPOIIEVICKM CTaHAapTH.

1.3. Cpoxksbr Ha gocraska e 110 24 (mBapmecer u 4YeTupu) yaca cien II0JTyYaBaHe
Ha 3asiBKa 110 Tentecpon mm daxc. ITpu crientna HeobxomumocT B pamkure Ha ChIIUS
paboreH peH.

14, Vuacrauxwpr, ONpeNiesienl 3a WM3ITBIHUTEN e ThKeH Ffa u3BbpIIM
Aoctaskara 8 MOBAJI ,[I-p Credpan  Yepxkesos” AJl rp. Bermxo TvpHOBO M
OCTaTbYHMSAT CPOK Ha FOJHOCT Ha lIpe/utarannTe nesmHpexTanTH TpsibBa fa e He r1o-
Marbk ot 70%.

- 15 Texunuecka cnetmpmxarus:
Hammvenosanue

. Me | Kommecrso | Texmrg (CKY XapaKTepUCTVA 1 1 noxasarerm |
ek | | — Pampomysrure |
Obocobena mosumms 1 - [E3) VIHOEKTAHTY 3A IOBBPXHOCTH

Mpenapaty ¢ MVPOK CHEKThP IHHTPH | 200 ] lfﬂzﬁ_uﬁgxﬁ'gopnme;m TITMOKCaT ui
Ha NevICTBUe, 3a BUCOKO | | HMITarm;; |
PVICKOBYM HTOMeIeHms - ¢ | | 2. 1a ceueraBar IIOYMCTBAIIO 1 |;
AIeXWIN - C M3paseHo I | Ae3VHpeKIMpaImo feficTeie, |
CIIOPOLIMITHO aevicteue, Oes | | 53. Hacac IIVIPOK CIIEKTBP Ha [eViCTBIe: |

ChABpXKaHMe Ha aIKoxon /fa | Baxreprmmro, (x1.Tbc, MRSA), |

He ca mpaxoo6pasumu/ ! | byrrvmgo, BUPYCOLIMIHO |

| |(Adeno,Rota,Vaccinja,Polio) " |

| |BupyCHeyTpam13Mpamo (HBV, HCV HIV); |

i 4. [Ta npurexasar CIOPOLMTHM CBOVICTBA '
I 5. Oa ca coBMecTMY ¢ pasmuyHuUTE
| MaTepuasm,oT KOUTO ca HarpaBeHy

TMOBBPXHOCTHUTE,

| | 6. Kparka excriosmips v micxa paborHa

‘ | KOHIIEHTpars; |

| 7. Ilpu usnapenvie pue BB3[Tyxa [1a He OKas3Ba

| APASHEINO U ajleprmsupamo mevicreie BBpXY

METVITMHCKMS HNepCOHal M manmeHTUTe 1 Ia

|
Mpenapar sa peswnperams majmerpsr | ggy LS CCHAPAMbA s
IIpenapar 3a ne3snHpeKums Ha MTpu | 500 1. Ha ca epextBrM  npn HVICKM
HOBBPXHOCTY - Ge3 anpexmmy I N —— FoHnempamme 000 ]



et e —
[Ipenapar 3a Ae3vHpeKums ma JTUTpY

_ _.D;He__@gi"_ngﬁﬁwzﬂ%m CBOVICTBa

2. a ca edrexrmsry TIpY KpaTKa eKCIo3mms |
Ha vmar IIMPOK CIeKTbp Ha nHeficTeye —
!Gakrepummﬂo (1. MRSA), By COLIHO,
byHrMIIAIHO U TyGepKynonmnmo menicreye |'
4. Ta me YBP®XIaT MaTepuamire, ot xouTo ¢
HallpaBeHM pasimranmTe Bimose HOBbPXHOCTH
||5 IIpu m3napenye prp BB3Iyxa [la He OKas3Barl
IePIU3MpaIo fericTBie BBpXy MemmimmHcKsy
FEPCOHAT M naumMeHTMTE M ;A He ca c
HaTparrausa Mupusma |
6. Ila ceuerasar Mueny ¢ neam{q)emnpa[c{
edexr, na ce ormusar JIeCHO /pa He JertHar/
7. 1a He okassar ApasHemo aencTeme |
8. Ma me ce VHaKTUBMpaT OT OpraHiyHa
Marepus

200 Ha e  edexrusen OpM Hucky
TOBBPXHOCTY - Ge3 anpeximr | | KOHIeHTparm |
W QJIKOXOITHA - 3a | | 2. [Ma e edexrusen TPV KpaTKa eKCrosms; |
HUCKOPUCKOBY 06eKTI ' | 3 C Baxrepurpgno, BUPYCOLIMIHO "
| $yHrMIIMAHO NevicTBe
| | 4. Ma He yspexua MaTepuamire, oT KouTo cq
i' i HaIpaBeHVt pasmraryTe BUJIOBE IIOBBPXHOCTY |
_ | 5. Ilpu usnapenve pys BB31IyXa []a He OKa3pa
Il I Iﬁpasuemo " aneprusupamo pevicrsue Brpxy)
| ! MEIWILIMHCKIS. TIepCOHAn M nauveHTyTe 3 i€
| || l&{e € C HaTparrIuBa MupUsmMa |
| | |6. Ha cpueraBa Muemny ¢ ,uesrﬂ-xc})emupam
| | edexT, na ce ormupa JIeCHO /fa He JlerHe / |
i | |\7‘ Ha He ce VIHAKTUBMpPA OT oOpraHuumna
| | aTepusi |
T e —T S W S 8. [lavima noGpu noumcrsarmy CcBOVICTBA |
[Iperapar 3a AesuHpeKIms Ha| |' 200 | [Ta e edpexrmpern IIPY HVICKM KOHIIeHTpamyy |
HOBBPXHOCTH - 33 . Ha e ebextmpen TPV KpaTKa eKCrosmums
BUCOKOPMCKOBM 06ekTy ¢ | Il Ha vva mmpox CIIeKTBp Ha JeViCTBHe.
V3Pa3eH MUPOK CIIeKTEp Ha | Ha ne yBpexna MaTepuamre, or Kouro c
AEVICTBUE, Ha OCHOBaTa Ha | | | HanpaseHu pasmanuTe vaosj
AKTUBEH KMCIOpPOyy | | | TIOBBPXHOCTH |
| Ilpn msnaperve pps BB3lyxa I1a He oKa3Ba
, |  APasHEmO wu  aneprusupamo AeViCTBII¢
| , | BBpPXy  MemMImHCKuMs TepcoHar
| i | mamMeHTMTE M A e € C HaTpamuusg
| | MUpU3Ma I
|! | i| Ha te ce vaxTvBupa or opramrama Marepi1s |
Mpenapar 3a Aesvcbertng a1 Ja vMa 206pu nowvcrsamy CBowcrer |
Ilpemnapar 3a Ae3nHdeKumus Ha mTpy | 1. Ta ca epexrvisrms TIpM KpaTka eKcriosumms
TIOBBPXHOCTH 3a i 300 2. Hamraye Ha A@HTMIKOPO3UBHM ChCTABKI |
TPYAHOIOCTBITHMI | : 3. Ila He ce VIHAKTUBUPAT OT OpraHn4Ha |
TIOBBPXHOCTH; | | MaTepus !
- 3a Obp3a Ae3uHdeKIs: Ha ! | 4. [1a He okassaT [pasHeIo neicTeme _'
QIKOXOMHA OCHOBY; | ~NEE S _.___QEL@ELWEQ@E Ha fievicte |
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- cBOBOMHY OT arexuT

|
TOTOB pasTsop

[Ipenapar 3a erpu

NpeACTepWIM3aLMOHHA

obpaborka Ha xupyprirarm |

VIHCTPYMEHTW - C arexmmy. |
(omaxoBka 110 5 1) |

[Ipenapar 3a
TpeICTepWIN3aLMOHHO _
TIOuVCTBaHe ¥ TesuHpbekms | |
Ha MeIMIIMHCKI | i
MHCTpyMeHTapuyM, i |
ChIbPXKalll [IOBPXHOCTHO |

AaKTMBHW BemlecTsa u AJIB

TepoleTHa KycemHa, | |
oTHeNsAHa in situ |

' —————

—

I‘Oﬁocoﬁeua o3y 2 - :E[_E§H_H(5EI-(_TXI-‘ITI'VI 3A I’THE’I’WEETT’I -
| i il B - i
|

IIpenapar 3a nouncrsare na JIUTpU |

VIHCTPYMEHTH, ChIbpKall] | |
EeH3UMHM CbCTaBKM, no;:xo,umn]
3a pabora c yrrrpassykosa |
BaHa. ' || |
Iperapar sa sucokocTerenma Tpu |
Ae3UH(DEKLIMS, ChIbpiKaly |
T1yTapos amgexws 2 % -rotos |
PastBop, (omakoskamo5m) | |

Ipenapar 3a _BUCOKOCTeIleHHa KIwIorpamu |

I

- _!hH_ee C HaTparr9MBa Mupmsma

-y

6. 1Ta nsnvar octpa u Hatpams aMupisva |
e

1. Ta ca ecbexTvrm mpu rvicxn
KOHLIeHTparym ‘
g. Ha ca edbexruprm rmpu KpaTKa eKCro3uims

- Harmrave sa anmuxoposusrm cucrasxm |
4. [Ta umar MIVIPOK CHEKTBP Ha JIeVICTBIe ~
"Gax'repnumo, $yHrMImaHO, BUpycomEo |
(Polio m Adeno), TyOepKyowmro,

oBakTepuimmHO 1 CIIOPOIMIHO [IeViCTBHe, |

ﬁ. Ha cbueraBar nouncrsan ¢ ‘
AesnHbeKumpar ecext |
6. Ta e ce VIHAaKTVBUpAT OT OPraHVIHMI .
MaTepumu |
7. Ilpu vsnapenue Boe Bb3[yxa /1a He orcasad
(APA3HEINO U aleprusmMparo aeicTBUe B'bpxy{
I' MeOUITMHCKINS HepcoHa ¥ maluMeHTUTe U ,1151

Ha Chb4YeTaBa IIOYMCTBAIIO Ij
AesurdeKuMpanio fevicreye |
2. a wma mmpok COeKTBp Ha MEVICTBUE -
PyuriHo, 6akreprmpao, BUPYCOMITIHO uf
hyﬁepxyno[mm{o AeVICTBIE.

3. Ma He yBpexpar MaTepuaiTe 0T KOMTO ca‘
HarpaseHu oGeKTHTe Ha CTepwamysL,
4. I[Ipn m3napenve BB Bb3[lyXa 1a He OKa3B
OpasHemo n IePIU3UPAIO IeCTBIe BHpX
MEMLMHCKIS NepCoHATT M NMaleHTHTe 11 g
IHE € C HaTparYMBa MypusMa ‘
5 Hae IpeTHa3sHAY€eH CaMO 3a IIOYVCTBAHE W
peIcTe pUIM3aIMOHHA He3vH@eKImsI Ha \
—___ MHCTpymeHTH. R |
150 1. Ta ca edextvsrm IIPU HUCKWM
OHLIEHTpanu
2. Ma ca epextvsrm TIPY KpaTKa eKCIO3MIust |
3. Harmrame na AHTUKOPO3MBHM CBCTABKU |
jt{. Ma He ce VIHAKTUBUPAT OT OpraHMYHM \

500

300

MaTepwvt I R
1. Na ca edpexvimrm mpu KpaTKa eKCrio3umiyst
1o 1 wac |
2. [a vvar Bupyconmao (Pclio) n |
CIIOPOLIMIHO EVICTBIe

b. Ha CBIBpXKaT AHTUKOPO3UBHM ChCTaBKM

|4. PasrBopa ma e Craﬁwrmupaﬂ. ‘
5. [Tpn Vi3lIapeHue BB Bb3/IyXa [a He OKa3Ba I
APA3HEIIO U alIeprusupamo feicTsie BBpXY
E(e,ummncxm TIEpCOHAI U NalleHTHTe 1 a |
He € ¢ HaTpamVBa MypuMa

- Ha ca epexrusrmn TPV KpaTKa eKCIIO3MIys W

300




AesuHpekms -crepunant, Hal | 1o 15 My, |
KMCIOPOIHA OCHOBa | | 2. [a vmar o BUDYCOLIMIIHO nevicTue |
TpaxooGpaseH ¢ kpaTka | i |(Poh'o, Adeno u Noro) u CIIOpPOLVIHO
eKcrosuims 1o 15 My TH ; AENCTBIe,
(omaxoeka 10 5 KT.) -' 3.Jla CHITbPXXaT aHTMKOPO3UBHY ChCTABKI
: ! 4. [1a ca epextrsrm IIpY HUCKa |
. i KOHIIeHTparys !

S. Ilpu w3napenme s Bb3lyxa na He okassa |
‘Fpasﬂemo W aJleprusmpario aevicreme BBpXY
| ! MEIMLIMHCKIS TePCOHAT M MaryeHTITe 1 na
H€ € C HaTpamuyBa Mupusma

1000 1.1 Iapaciabpmajmexnumq Tabnetky |
|

| — e =S
Tabnerxu 3a cexpanere ma Bpon
CTEPWIHY MaTepuams |

e e S e
Obocobena mosumpn1 3 - AESVUHOEKTAHTU 3A KyXHEHCKY OGUCH 7 CAHUTAPHU 4'
TOMEIMEHMY .
IIpemapar 3a AesuHpexs, Iinu'rpu | 350 [1.daca edPeKTUMBHY B HyCKy KOHLIeHTparyy T
Crenuduyen 3a xpaxureay | ' 2. 1a ca edpexTvBHM IIPV KpaTKa eKcriosmust |

oducy - KyxHeHCcku odmcu n .| 3. Ma e c mpox CIIEKThP Ha JEVICTBHE ~ |
TI0Cy/ia /la He Chabpska xop/ | | Gaxrepimno, $yHTMIITHO, BUpycoIHO 1
(ormaxoska 10 5 1) | TyOepKynoummHo mevicraire, !
4. Ta He okaspar APa3sHeIo fercreme |
. [1a chuerasar MMeIn ¢ nesuHpekimpa
edexr :
6. Ilpu m3napenve s Bb3/lyxa 1a He OKasBa |
APA3HEINO i aneprusmMparno neiicreye BBpXy |
MEIMIIMECKIS [IePCOHAT M IaryeHTyTe 31 ma
HE € ¢ HaTparryyBa Mupusma

=

penmapatn 3a ,1:t;e3Mch:)em‘tmrl+ Ko 200 1. Xmopcwmppxar TIpeIIapar 3a OB pXHOCTIL, !
Ha IOBBLpXHOCTY ¢ X7T0p , | A[IB - Hatpues AMXTIOpU3OLMaHy par - |
| 5 raberna ¢opma -
| i' 2. [1a ca ¢ mupok CIIEKTBP Ha IEeVICTBIE:; _
| | baxrepurmro (Bx1. Tyﬁepkynomumo), |
! | BUPYCOLIMHIIHO U CIOpOIMIHO mevicTBye, |
| | 3. Hutcka paGorna kormenrrpars Kpatko |
o — s B e _J?K£H£§Zm_"9_m_{9_sp_eﬂmiﬁﬂoéﬂﬂ;-___.'I
Obocobena noszummmy 4 - HE3VUH®EKTAHTM 3A XUT MEHHA I XMPYPTUUHA HE3VH®EKLIVS HA
e B T
.I'Ipenapar 38 XMrmeHHa | MTpu ] 400 1.[aca XVIIOATIeprity g !
W XMpypruaHa nesvHgpexims .' 2. [Ta ca [IVIPOKOCIIeKTBPHY - GakTeprmro, f
Ha pble - 6a3a cMmec ot i | byHrmmmHo, Bupycomito (Polio, Adeno, |
IKOX0IH, Ge3 XTTOPXeKCUITIH, | ' fN orom HAV), TyOepKyonmmeo i |
Aa e B ChbOTBeTCTBHeE ¢ | ! MUKOBaKTepuLIIIO felicTBIe
eBporerickure Hopyu EN 1500 | 3. [la ca ¢ 6wp30 nevicreme |
n EN 12791 (omaxoska 6yT. 4. [1a He gpasusr koxara |
il L N — > Hacempxar omexorurenn ]
Ilpenapar 3a  xuruenma mITpU 300 1.Mdaca XUIIOATIe prTarm !
Y XMpypriraHa nesunpexips |' 2. Taca IIMPOKOCIeKTBPHM - Gaxrepyummo, |
Ha pblle - Ha A/IKOXO/THA _| ; byrrvImEo, BUpYCOMmIIO It {
OCHOBa Ha 6a3sa et arkoxor | ,' TyGepKynouwmmro nevicrme
u YAC (onakosxa 6yT. 0,750 11)| | 8. Ha'ca ¢ 6bp3o mericrsie |

| _ - # [lane npasuar koxara



5. Mla combpaxar omexorvrens

Tpenapar sa xyrmersa i _.lJmTpH = 300 T L facaxmmoaneprirarns |
XVIPypruHa fnesunpekmyis Ha . | 2. aca IIMPOKOCIEKTHPpHYM ~ axrepriygo,
PBUe - TeyeH canyH, CBABpXKArL ! 'qbym'mmmw VI BUPYCOLIMITHO [eficTBe,
XTIOPXeKCUAVH IITIOKOHaT 4 | i llS Ha ca ¢ 6bp30 u ocrarpumo HEVICTBIe
%, mac B CbOTBETCTBUE C | | ‘4 Ha ne npasmsr xoxara |
eBponenickure Hopmu EN 1499 ! i |5. Ha cbaspxar omexorvrerm |
n EN 12791 (omaxoska Oyr. | !
Oy 0 | S I, I — ]
[Ipemnapar 3a ne3suHpeKIms Ha TPy i 300 1.Jacac HIVIPOK CITEKTBP Ha [IeVicTBIe |'
KOXa v orepaTuBHO roje - , I 2. 1a ca c 6bp3 edexr |'
QIKOXOJIeH IIperapar, Ges ' | 8. la pasreapst noGpe MasHUHITE -
XTIOPXeKCUIUH / onBeTer/ _ 4. 1a CBHIIbPXKaT ChCTaBKa, NoTeHIMpaima ||
(omakoska 6yr. 0,750 ) o OCTaTbuHO fieVicTBMe e,
Ipenapar 3a nesundexims Tpu | 150 1. Ta ca c mpox CIIEKTBP Ha [IeVICTBIe |
Ha KOXa 1 orepaTuBHO 11077e - | 2. [lacac6wp3 edexr
/IKOXOJIeH Ipemnapar, Ges | | 3. la pastBapsr nobpe MasauHMTE
XJIOpxekcuauH /Gesuperen/ | ' 4. Na cbpxat cberaska, TIOTeHIIMpama ,|
(oraxoeka 6yT. 0,750 1) 5 ! ocTaTEuHO OevicTBue _||
Ten 33 xurmenna u | marpu [ 400 1. [a [IpUTeXaBa mmMpok CIEKTBp  Ha|
XMpyprirama nesvHpeKms Ha | |  IeViCTBYe: Oakrepymro |
PBOe  Ha  Gasata  Ha ! | (BrLTYSepKymoATHO u MRSA),|
IKOXOM,0e3 ChbpxkaHMe Ha byHrMIIIHO 1” BUDPYCOLIMIIHO [evicTBue; i
'BOAOpOeH mepoxcuy o li | 2. C 6Bbp30 nmevicTBue - Ao 30 cexkymmu 3a |
XJIOPXeKCHUITUE (ormakoeka | I' | XMIVIeHHa nesmHbexims, no 3 MUHYTI 3a|
Gyr. 0,750 ) ! ' | XMPypruvHa nesvurcexims; |
_' 3. fa orroaps ma EN 1500 EN 12791; |
| | 4 Ma coobpxa OMEeKOTSIBaIll  Ko)kaTa
I ' 'CbCTaBKM 1 [1a e XUTIOA/IepreHeH; |
Teuen CallyH 3a pere Ges TTpU 1|_ 250 |1. 3a pyTuHHO M3MMBaKe Ha pbIie if
@IKkamm (omakoska Gyt. 0,750 _| . | 2. [a cembpxa OMEKOTHTeIM u pa e|
1) .| _' | TIOZXOMISIIIY 32 BCUMKY THITOBe KoXa |
‘Teden camyn 3a pwle u TSUIOTJTH’I‘IJH |' 100 |1. 3a msmuBane Ha pBLE 1 TsIO. |
‘1ox popmara Ha rsHa | | | 2. [MTopxopsmy 3a AeIKaTHa M 9yBCTBUTE THA .
' | | KOXKa. |
| 3. HevicrBa ToHVsMpamo. [TpusreH, ceex _|
| |apomMar. |
| | 4. Hwnrorpartro ycemaHe 3a wumcrora |
! J | CBeXecT |
OGocobena nmosvnms 5 - IIPEITAPATU ChbC CITEUMAJIHO IIP HA3SHAYEHWUE 4
[TlporexruBen xpem 3a | TATpU [ 100 || 1. la ne coappxa XTIOPXEeKCUIE !
TIOABpXXaHe Ha KOXaTa Crtef | | 2. la combpxa AepMOIIPOTeKTOpU I
XVpPyPIVIHa e3vHpeKs Ha | i' 3. la combpxa oBmaxwHvrTem |
plie (omakoeka 10 0,5 JL.) i . 4. Xuroaneprirasm
e e o A I P
omoom____pepn |0 1Tensexrpa |

.-Xnopxexcﬁmu_i- rm(;xo._ﬂa_'raﬂ% Imrpn_ | hZ(T | 1. Xnoﬁxexcnmm r';;x;z; 20%

Obocobena nosuups 6 - [IPEITAPAT 3A NE3VIHOEKIIVIL HA KOYKA 1 OIIEPATUBHO IOJIE |
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Ha aJIKa/lHa OCHOBa, TOTOB i
PasTBOp (KaJKy/mpaH Ha |
JIUTbP KOHIIeHTpar) + [TAB
(ty6a ot 10 1)
Ilpenyarammrre IpenapaTm
TpsibBa fa ca ceBMecTVIVIL C
'HamuHMTe ManmvEy KEN

* VYACIBA CE OBIIO 3A
YYACTHUKDBT E [UTBXEH A
TYPHU EOUHULM

INpenapar sa nesundexipa JmTpu ! 100 1.[acac LIVIPOK CIIEKThp Ha [IeTICTBIe

Ha Koxa 1 onepaTmsHo mojte - : | || 2. [1a ca ¢ 65p3 u ocraTbuen edexr
KoMOuHMpan npena_pa'r Ha ' | 3. la He ca KOMOMHVMIpanm cbe carnyHu |
@IKOXOJIHA OCHOBA C V10]1- | | | 4. JTa o6e3macrsgpa Aobpe xoxara |
roBuzion 10 % (omakobka oo 1
N . e
OGocobena mosmms 7 - ITPEITAPATU 3A [IPO®ECUOHAJTH Y MALLIHU |
s i e T P M VMAINYEN I
IIperapar 3a Musmio- \MTpH | 90 1.dawumar AoOpw HowncTBamy cBovicTBA '
Ae3nHQEKUMOHHM MaIIiEns - | |2. Ha ca mansmm CIIPSIMO MEeOUITMHCKMS

Ha KMCelTMHHA OCHOBa, TOTOB | | VHCTpyMeHTapuyM |
PasTBOp (KaIkymupan Ha | ' (or erupana CTOMaHa), ary MyHm,
JIUTBP KOHLIeHTpaT) + [1AB < | || |OITTMKa, IUTacT™Maca

15 % (Ty6a or 10 1) | 3. Ma ca crmabo rermsi |
Ipemnararre IIpenapaTu | |
TpsiGBa fa ca ceBMecTIMY ¢ | i l
Harmaaure mamman KEN . ' |

Ipenapar 3a Musreo- | JUTpn | 90 1. davmar 1o6pu mouncrBamy cBovicTea 7
Ae3VH(MEKIMOHHM MaIEy - | _| 2. Ja ca mamsmmm CIIPSIMO MeVIIMHCKYIS |

| | MHCTpyMeHTapuym (ot JlerpaHa CToMaHa),

| | @TyMVHWV, OIITHKA, IUTacTMaca |
i 3. Ha ca cnabo nemmsi |
' 14.Ph12,5-13,5 |
| |
; ' |
| | |

ISIIATA OBOCOBEHA NO3ULMA, TOECT

IIPE[ICTABU IIPEIUIOXKEHUE 3A BCUYKU

OT OBOCOBEHATA INO3ULIMS, KATO

EOVHULIA
OTTOBAPS

II. UsuckBaams kum yYJacTHUIIUTE;

1. O6mm usuckBanms:

- 3a yyactue B Hacrosmiara 0bsBa,
obiecTBena mopwuka 3a mocTaska 0 pema
MOXe [ta yyacTBa BcekM, KOMTO OTrosa
rocraBeHuTe oT Bb3noxkurers yCII0BuMs,

- Yuactauimre ca mrpxam a cb

OTHOCHO M300p Ha WM3mBMHUMTET Ha
Ha I'1aBa npapjecer u mecra or 301],
P# Ha v3vcKBaHItsITa, Onpenenenw B 3017
OMVCaHU B JOKyMEeHTaLMSTA 3a y4acTue.

OmonmaBar cpoxosere 1 YC10BUSTA, II0COYEHN

B 0BsiBata U ykasaHmsTa 3a y4actue;

- YuacrHuimre ca 0681
(BRI TexHMYeCKOTO 11 LIEHOB

obenunenmus,

P3aHu ¢ ycrioBusiTa Ha IIpeficTaBeHUTe OT
O IIpeIyIOXKeHn
CYUTaHO OT KpamHMs CPoK 3a lI0Z1IaBaHe Ha o

KaKTO ¥ BCSIKO [1pyro obpasysanue, ko
JIOCTaBKUTe, MIpe[IMeT Ha NopbyYKara,
KOATO TO e ycraHoBeHo. IOpumpruec

TSX ocpepTu
€) 3a mepuon ot 90 KaJIeHOapHu OHw,
deprure.

€TO MMa IpaBo Oa M3ITb/IHSBa
CBITIACHO 3aKOHOOATeJICTBOTO Ha IbpXaBaTa, B
KHUTe Jnua ce IIpeacraBisBaT oT JIMLIETO WiIn
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HOTapuanHo 3asepeno ITB/THOMOIIHO uia. Korato ce TpencrasisBar or papyr,
¢pusmueckure e HPEACTaBAT  HoTapwanmo 3aBEPEHO  ITHIIHOMOIIHO,
Boanoxurenar ne nocraps M3uckBane obenuHenwmsTa na yvar ONpenienieHa IpaBHa
¢opMa, 3a 11a y4acTBar rpu Bb3saraHero Ha Topbukara. OT y4actue B HacTosmara
1opbHka Hima fja 6be otcrpanen YYacTHVK Ha OCHOBaHMe Ha Herosus CTaTyT win

IIpy  yyactme na obenuHenus, kouro pe Ca opunuyeckn mmma
CPOTBETCTBUETO C KpUTepuirTe 3a noabop ce mokassa or oﬁenuHeHuero-yqacer(, a
HE OT BCSKO OT ymuara, BrTOueHy b HEro, ¢ msKIoYeHUe Ha crieLmrHuTe

@ sanbiokenus. Tperure mina TpsabBa /1a OTrOBapAT Ha CHOTBETHMTE Kpurepuu
3a nonbop, 3a nokassaHeTo Ha KOWTO yHaCTHUKLT Ce 11030BaBa Ha Texmys Kararnurer

3. suckBanms kum IIOAM3ITbIIHUTE TN
YuactHmmre nocousar odeprara HOMM3OBIIHUTeIMTEe U nema  or
TOpbKaTa, KOVITO IIle MM Bb3/10XaT, aKo Bh3HAMePsIBaT [1a M3I0/I3BaT TakmBa, B To3y

dJIy4yam te TpHSBa da IIpeacrapsT HOKas3aTeJICTBO 3a Imoeture or HOJZLHBHNH{VITEJTP['I‘E

OTCTpaHsBaHe OT obImecTBeHaTa IIOpBbYKa.

4. UsuckBanus kpm YHacTHMK-"TyXXaecTpanHo ume



1.10a e e ochaen ¢ Bsiama B CWTa npuckaa, ocsen ako e peabwmitupan, 3a
IIPECThIDIeHe 1o wi. 108a, w1, 159; - 159r, wr. 172, wr. 192a, w1, 194 - 217, wr. 219 -
252, wn. 253 - 260, wn, 301 - 307, wt. 321, 321a u wr, 352 - 353e or Hakasaremmuus
KOJIEKC;

2. [la He e ochbpeH c Bisana B CWIa IIpUChIa, OCBEH ako e pPeabwmrupan, sa
TPECTBIUIeHME, aHAIOTMYHO Ha Tesy o T. 1, B apyra AbpXaBa WwIeHKa Tpera

CTpaHa;

AbpXaBaTa, B KOATO KaHOMIATHT wmy YHaCTHUKBT € yCTaHOBEH, OCBeH ako e
HOIyCHATO pascpousane, oTcpousame vy obesnevervte Ha 3ambrDKeHVSITA win
3a/I/DKEHVIETO € 10 aKT, KOVATO He e BIIS3h B Cwia;

4. [1a He e Hamawe HEPABHOIIOCTAaBEHOCT B ClTy9anTe 110 . 44, an. 5 or 301I7;

S5 laHee YCTaHOBeHO, ye:

a) e npencrasun AIOKyMEHT ¢ HeBsipHO CbAbpXaHue, CBbp3aH
YAOCTOBepsiBaHe SMIicaTa Ha OCHOBaHWMS 34 OTCTpaHABAHE WIM M3IThIHeHWMeTo Ha
Kpurepumre 3a nopGop;

6) He e npenocrasu VSVCKBalIa ce MHpOpMars, CBbp3aHa ¢ yocToBepsiBane

HapyLowr wi. 118, wi. 128, i, 245 w1 301 - 305 or Komekca ma TPpyJa win
AHATIOTVMHU 3a[IbIDKEHVIS], YCTaHOBeHU o aKT Ha KOMIIeTEHTeH OpraH, ChITIacHO
3aKOHOIATe/ICTBOTO Ha AbpXaBara, B KOSATO KaHAMAATHT ym YYaCTHUKBT e
yCTaHOBeH;

7. Oa He e Hamme KOHPIMKT Ha VIHTEpecH, KOWTO He Moxe ra Obme

OTCTpaHeH.

OcHoBanusTa 110 T1,2u7 ce OTHACAT 3a JIMIaTa, KOUTo npencraBasiBaT
y“acTHMKa, YieHoBeTe Ha YIpaBUTeTHU U HaA30pHM opraHu u 3a Apyru nuiia,

OT Te3u opraum. Tosa ca:

a)/mriara, Kouro lIpeicTaBnsiBar yyacTHmka;

6) mmuara, xouro ca wrenope Ha YNpaBUTeTHM U HanzopHwu OpraHu Ha
Y4YacTHUKa;



HPEACTaB/ISBalIMTe TO JyMa, WICHOBeTe Ha ynpaBuTenHuTe MY Ha/130pHUTE
opraHm,
Tuyama no 6. a) u 6) ca, kaxmo caeoba;
L. npu cvbupamenno Opyokecmbo - Auyama no ur. 84, aa. 1 u ya, 89 a4, 1 om
Tepeobekus saxon;
2. npu xomandummo Opyxecmbo - Heoeparuveno omeobopnume CoOpyKHUYU
1o 4a. 105 om TepeoBexus 30KO0H;
3. npu dpyxecmébo ¢ ocparuyera omeoboprocm “Auyamano ua. 141, ar. 1 u 2 om
Tepeobekun saxon, a npu eoHoauuHo dpyxecmbo c O¢panuyena omeoboprocm -
Auyama no ua, 147, as. 1 om Tepeobexun 3aKoH;
4. npu axkyuonepno dpyxecmeo - Auyama no ua. 241, as. 1, yy, 242, ar. 1 u ya.
244, aa. 1 om Tepeobexun 3aKom;
5. npu xomandummuo Opyxecmébo ¢ AKYUU - auyama no ua, 256 6p8 bpr3xa ¢ ua.
244, as. 1 om TepeobBekus 3aKor;
6. npu ednoruuen muopeobey, - husuveckomo AuYe - mepeobey;
7. npu xaom na HyxKOecmpano AuYe - auyemo, koemo ynpabasba u
npedcmabanba kaona uay yma Avaroeuunu npaba ceeaacno 3axoxodameacmBomo
Ha Ospxabama, 6 xosmo xaonsn; € peaucmpupan;
8.6 cayuaume nom. 1-7- NpoKypucmume, xoeamo uma maxuba;
9. 6 ocmanarume Cayuau, Braiouumenno 3a wyokdecmpanume Auya - auyama,
Koumo npedcmabanbam, ynpabasbam u Konmpoaupam  yuacmuuka cseracro
3axoHodamecmbomo na Ovpxabama, 8 xosmo ca ycmanoBeriu,

Hoxymenrure or KOMIIeTeHTHuTe Oprammy, YAOCTOBepsIBal mricata Ha
obcrosTencTsata o 154, a.1,1.1 u 1.3 or 3017 ce TIPELICTaBAT pu noamceane Ha
AOroBopa 3a obiuectpena IIOpbYKa OT y4yacTHMKa, OITpeNiesieH 3a U3ITbTHUTerT,

52. Kwm ocdeprara YHacCTHULINTe TIomaBar A€KIapaumust o obpaser; Ha
BB3/I0XUTEIA 3a muricaTa Ha obcrosrencreara o wi1.54,am1.1,17.1-5u7 30I1.

Hemapauwrra 3a Jiricata Ha obcTosrencTeaTa nowr 54, am.1,1.1,2u7 30IT
C€ MoIImIcBa oT ymIaTa, Kouro HpencrasnsBar yyacrauka. Korarto YYaCTHUKBT ce

APYT yHacTHUK CbIy1acHo wi. 101, ar. 9 oy 30I1T.

5.4. Enno dusruecko mnu Iopuanyecko e Moxce Aa ydacTBa caMO B eqHO
obenuHenue,

ChLUA IIpoLiey pa. _
5.6. Bwanoxurensar uma IIpaBo0 na orcrpanu or y4actue B rmnopwukara
Y4YaCcTHUK, KOMTO e HPEACTaBT odepra, kosito He OTroBaps Ha IpeIBapuUTe/IHO
obsiBeHMTe yCIT0BUS Ha BB3ITOXUTE1S.
5.7 YyactHmm v odept, koirTo He OTroBapsAT Ha WM3MCKBaHUSTA Ha
BBITIOXUTENA 11e Obaar OTCTpaHeHu.
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MunyMana; VIBVICKBAHUS 32 rommocrTa (paBocrioco6HocTTa) 3a
YIIpaXHsBaHe Ha npodecuonana HJeVHOCT, TeXHUYecKky BB3MOXHOCTH ¥
KB uKaims Ha VYacTHUKA:

1. Paspemenue 3a TbProBusi Ha €APO C MeIMIMHCKN VI3[envs, wsmameHo or

Ae3NH(pEKTaHTU, KOuTo ca 3a 0bpaborka Ha VIHCTPYMEHTU U MeOVIMHCKI visnenvs/
Z [Tpencrassne wHa CbOTBETHUTE Paspemiennst 3a nyckane ua nasapa Ha
Omomay OPOOyKTH, w3mameHu Ha OCHOBaHMe ui1. 19 or 3akoHa 3a 3aluUra oT

Ae3MH(pEeKTaHTU, KouTo ca OuoLan Iipenaparm/

3. Ceprudmkar 3a ylpablleHue Ha kavectsoto BIIC EN ISO 9001:20xx
€KBMBaJIeHTeH ¢ 06XBaT, KakbBTO e TPENMETDBT Ha [I0pbYKaTa, M3nameH Ha MIMeTO Ha
y9acTHMKa OT aKpeauTvpany sma - 3aBEPEHO OT yYacTHUKa KOITue;
4. Ceprudpuxar 3a yIpas/ieHne Ha KavyectsoTo BIIC EN ISO 9001:20xx v GMP
(mobpa npomssoncreerna TIPaKTVKa) WM exBUBasIeHTeH, M3NalleH Ha uMero Ha
TPOVISBOAMTEISl Ha TpemaranuTe or Y9acTHUKa nesuHpekTanTy - 3aBepeHo oT
y4acTHMKa Korue;

3. Ceprudukar 3a BBBeNeHa cuctema BJIC EN SO 14001:2004 v
CKBUBAIEHTEH, U3a/IeH Ha MMeTo Ha YHacTHVKa OT aKpemmTvpany ma - 3aBepeHo
OT y4acTHMKa Komue;

6. Ceprudpmkar 3a yHpaBieHvie Ha kadectsoro BIC EN ISO 13485:2003 v
CKBUBATIEHTeH, M3laleH Ha wumero ma POM3BOAMTeNss HA mnpemraranure o

Z; EC cepruduxarn u ACKIapaliMM 3a CbOTBETCTBMe 33 BCeKM enuH or
TpeiaranmTe npomyxry - 3aBEPEHO OT yYacTHMKa Komye.
8. Hexnaparmst sa Hanecena “CE” MapK1pOBKa BbpXy MeIMIMHCKOTO usnenve B

CBOTBETCTBUE ChC U3MCKBAHMSTA Ha W, § v w1 15 or 3MU - 3aBE€PEeHO OT yYacTHuKa
Komme /oTHacs ce 3a YYacTHULM KOUTO ywyacTsaT 3a AE3MH(EKTAHTH, KOUTO ca 33
oB6paborka Ha VIHCTPYMEHTU U MEOULIMHCKY vi3fienvsy/.

9. Yuactaukpr TpsibBa fa IIpelicTaBn nexnapaums or IpomsBoauUTe/ISI Ha
obopynBanero 3a CPBMECTMMOCT Ha MpojyKTuTe 110 obocobena mosuums 7 ¢
Ha/liHaTa anaparypa.

B arywan, we yuactHukmr o obenurenue, xoero He € IpuInYecko e,
VBUICKBaHMATa 1o-rope Tpsibsa ma Obnar msmbnHenn or obenuuenuero wmr or
Y4acTHUK B Hero.

Branoxurenar npuema EKBUBATIEHTHU cepTugukary, V3[IaTIeHn OT oprany,
YCTaHOBEHW B IPYTY IbPXKaBy WieHkys,

Branoxurenar npuema i APYTV NIOKa3aTesiCTBa 3a eKBUBaseHTHy MepKu 3a
OCUT'ypsBaHe Ha Ka4ecTBOTO, KOraro YHaCTHUK He e MMal [ocThn mo Takuma

12



He3aBucewm or Hero IIpUYMHU, KaTo B TO3K dJIydari, yYacTHUKBT TpsibBa ma e B
CBCTOSIHME /1a 10KaXe, e lpe/iaranmTe mepku ca CKBMBAJIeHTHY Ha U3WCKBaHuTe.,

Paspnen I11.
V3UCKYEMU HOKYMEHTU u M3VICKBAHUS KbM O®EPTATA
1. Usnckyemu HOKYMEHTU - KbM Bcska odepra yuactHMIITE TpsibBa ma
TIpeNcTaBAaT crnemHuTe IOKYyMeHTH:

1.1. Omuc Ha AOKYMEeHTHTe, CbObpXalln ce B oq:nepTaTa, noarmcad or
Y4YacTHUKa.

13 Anmnﬂucrpamnﬂn CBeleHUs 3a YYacTHMKa, w3rorsey CBIVIACHO
Obpaser; No 2 KbM NIOKyMeHTauusTa, B OpurvHan, momrmucan u roarneyatan or

Korato  yvacrauxpr NpeBxaa  wmsnonssaHero Ha ITOAV3ITbITHUTe Y,
Obpasert Ne 2 ce IIPE/ICTaBst OT BCeKM OT Tsix.

Koraro yuactaux s TIopbuKara e obenmHenme, koeTo He e Iopunmyecko e,
Obpaser; No 2 ce HPEICTaBsT KakTo oT obemmHenMeTo KaTo II;UT0, Taka M OT BCSKO
busiuecko m/mm fopuanyecko muue Boyeno g HETOo, KaTo 3a HenpuoXuUMMTe
HAHHM CTIefiBa [1a T0CcoYBa ¢ Tekcr |, HenpwIoxumo”,

1.4. TIpu yyactauy obetHeHMs - Konve Ha AOTOBOpa 3a o6enunenne, or
KOWTO 1a e BUiHO, mpasHoTO OCHOBaHMe 3a Ch3[aBaHe Ha obenurenuero, kakro u
CleiHaTa HpopMars BsB BPb3Ka C KOHKpeTHaTa ofImecTBera [TI0OpBYKa, 8 UMEHHO:
a) IIpaBaTa U 3aTk/DKeHysITA Ha yHacTHumTe B 06emmHenmeTo;
0) pasnipenenenvero na OTTOBOPHOCTTa MeXITy WieHOBeTe Ha obenurenuero;
B) IIEVHOCTHTE, KOUTO III€ MBITBIIHSIBa BCEKM wieH Ha obenuHMeTo.

1.5. Korme Ha AOKYMEHT 3a perucrpaums mo 30C, ako e npwwioximo.

L.6. Mexnaparps no ur, 54, a1.1,1.1,2 1 7 or 301] - Opueutiar no O6paser; No
5;

Kozamo yuacmuuxem e obedunenie, koemo e e 10puduecko auye, doxymenmeni ce
npedcraabs 3a cexu om waenobeme Ha obedunernuemo.

1.7. Nexnaparys mo wr, 54,a11.1, 1. 3-5 o1 3017 - Opueuras no O6pasery No 6;

1.8. Nexnaparms 3a y9acTeTo wim HeyvacTmero Ha TOV3ITLIIHUTENN 110 W,
66, ar. 1 or 3011 - opuzurasr Obpasers No 7:

1.9. lexnaparms 3a curacre s y4dactue kaTto fomvsILHMTeN/ v 110 W, 101,
an. 9 or 3017 - Opueunar O6pasery No 8;

1.10. Hexmapauys ro ur. 101, ain. 11 or 3akona 3a obmiectBenmTE IMOPBYKY -
opueunar OB6pasers No 9;

npedepeHimanes  nanbyen PEXNM, CBbpsaHuTe ¢ Tax yma i TeXHUTe
ACVICTBUTETHY coBCTBeHMIYL ~ Opueutias Obpaser; No 10;



1.12. 3a nokaspane Ha T'OIIHOCT 3a yIIpaXkHsiBaHe Ha npodecroHanHa AEVHOCT,
TEXHUYECKNUTE BB3MOXHOCTY I KBaMduKamsita cu y4dacTHuLMTe IIpencTaBsT
CIIEMHUTE TIOKYMEeHTI:

BEIIECTBa 1 NpenapaTyt u BLB BPb3Ka cbe 3anoBer Ne PIT 15- 447 or 10.03.2011r. Ha
MunucTbpa Ha 3npaBeonassarero - JABEPEHO OT yyacTHMKa Komve /oTHacs ce 3a
YYacTHULM KOUTO y4YacTBar 3a Ae3UH@EKTaHTH, KouTo ca Orormrm npenapaty/ .

B/Cepruduxar 3a yrpasrenvie Ha kauectBoro BIC EN ISO 9001:20xx v
€KBUBAJICHTEH ¢ 00XBaT, KaKbBTO e TMPCAMETDT Ha MOPbUKaTa, U3IAfeH Ha uMeTo Ha
YHacTHVIKa OT akpenmTvpanm muma - 3aBEPEHO OT y4acTHMKA Komue;

r/Cepruduxar 3a ylpabieHve Ha Kadectsoro BIIC EN ISO 9001:20xx v
GMP (mo6pa npoussoncrsena IpaKTuKa) min CKBUBAJIEHTEH, U3a/leH Ha UMeTo Ha
HIPOMSBOAMTENIA Ha IpeytaranuTe or y4acTHVKa nesuHdexTaHTy - 3aBepeHo oT
y4YacTHUKa KoITue;

o/ Ceprucduxar s3a BbBelleHa cucrema BIIC EN ISO  14001:2004 v
€KBUBAJIEHTEH, M3aNeH Ha MMeTo Ha YHacTHUKA OT aKpeauTMpany mma - 3aBepeHo
OT y4JacTHUKa KOITe;

e/Cepruduxkar 3a ylpasiienve Ha kavectBoto BIIC EN ISO 13485:2003 vn
CKBUBAIIEHTeH, W3JaZleH Ha MMeTo ma TIPOVMBBOZMTeNISI Ha mnpemiaranure o
yHacTHVKa 1e3suHpeKkTaHTy oT AKPEIUTMPaHN /LA - 3aBepeHo oT y4acTHMKa Konwue
/OTHacst ce 3a YHacTHULIM, KOUTO yyactBar 3a Ae3sMH(EKTaHT, KouTo ca 3a
obpaborka Ha VHCTPYMEHTU VM MeIMIIMHCKY v3nenms/ .

X/EC ceprudukaru n fIllapanyy: 3a choTBeTCTBME 3a BCeky eIMH OoT
Tpe/l1araHmTe POty KT - 3aBepeHo ot y4acTHUKa Kore.,

3/Hexnapatms sa Hanecena “CE” wmapkwuposka BLPXY MeIuIIMHCKOTO

a) AOKYMEHT 3a YITBIIHOMOLIIaBaHe, KOraTo JINLIETO, KOeTo rosasa odeprara, He e
3aKOHHMAT I1pe/ICTaBUTe T Ha yvYacTHuKa;

6) mexnapaums 3a cprmacue ¢ iJlaysuTe Ha NPUIIOXKeHWs MpoekT Ha [0roBop -
Obpaser; Nol1;

B) IeK/1apariys 3a CPOKa Ha Ba/lMaHOCT Ha odeprara - O6pasery No12;

r) Oropusupan (yIriHOMOTIEH) ot ¢vipmara npoussommren ma Ae3nH@eKTaHTy -
Ouormm 1/ wim MEeOULIMHCKN VI3IEINSL, 3a mocTaBKara mm B ClTy4avt, ge Toy He e
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VIMa 11paBo [a odepupa IIPOAyKTUTE, IIpenamMer Ha TIOpbYKaTa, 0T coberBeHO MMe 1
Aa  CKIIoYy ,E[OI‘OBOp OT CBoe ume u U3sBIIEHUE, ye Iie 6‘bI[aT OCUTy psiBaHM
Heobxommmure KO/mm4ecTsa, ako ywactHuksT 6bae OTlpelieNieH 3a M3ITbIIHUTeT Ha
oburecTBeHara IIOpPBYKa 3a CbOTBETHMTE IIpoxykTH.

1.14. IlenoBo npennoxenme (O6pasen; No 4) - o obpasen, nombnneno,
ToanvMcaHo u nogneuarano or y4acTHMKa.

2. UsuckBaums kum odeprara:

€1Ha odepra.

Jlumie, koero ydacrtBa B obenmuenme wmy e HAI0 Cbriacue ga Gopoe
HOMVSITBIIAUTeN Ha ApYr kammumar WM yYacTHUK, He Moxe sa TofiaBa
CaMOoCTOsITeITHO ocbepra 3a yuacTye B obimecTsenara nopwuxa.

B Hacrosmara obmecrserna [IOppUKa emHO dusuuecko v IOPUIITYecKo
/IMLIE MOXe [1a y4acTBa caMo B eTHo obemyHenme,

Cebpsanu mma me morar Aa OwbHaT camocTosTeHy KaHOunati wim
YHacTHULM B HacTosIaTa obmecTBena TOpBhYKa.

He ce npuemar odepTnt 3a yuacrie B obmecTBenara [I0pbYKa, KOUTO ca
IIpe[iCTaBeHN cnen msTuuaHe Ha KpaiHust cpok 3a ToJlyuaBaHe wm ca B
Hesaredarana orakoBKa WM B ONaKoBKa c Hapyliena 1suioct. Korato xem MomerTa

flofanenvre odpepru or citysxuren Ha Bobamoxurers,

Odpeprara u goxymenrure, CBBP3aHM C y4yacTuero B obiecTseHara TIOpP'hUKa,
C€ IIPELICTaBAT OT yYacTHMKA, Wiy oT YITBITHOMOLIEH OT HETo IIPeICTaBUTeN - yirdHo
VI Hpe3 MolueHCKa wm npyra KYPUEpCKa ycayra ¢ npenopbuama IpaTka ¢
obpaTHa pasnucka, Ha anpec: MOBATT ,1-p Crecpan Yepkesos” AJT - rp. Bermmxo
TspHOBO, Ha yi1. ,Humu” Ne 1, or 07,30 no 16,00 yaca H0 KparHara fjarta 3a rofaBane
Ha odeprure, cbriacHo obsBara 3a obmecTsena mopwuxa, BKITIOYMTETHO, KaTo
CBIATE Ce NPEACTaBST B 3areyarana HeIpo3pavHa orakoBka, BbPXy KOSTO ce
1I0COYBaT; '
1). HammeHOBaHMeTO Ha YHacTHUKa, BKTIOYMTEIIHO yyacTHMIMTe B obenuHenuero,
Koraro e rpuioxmmo;
2). azpec 3a Kopecnonnenuus, renedon u mo BL3MOXHOCT - ¢hake m €/IeKTPOHEeH
anpec;
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3). HaumeHOBaHMeTO Ha FOpPHKaTa, 32 KOATO ce MOAaBaT 0Ky MeHTHTe,
Bevwakm moxymenTy, xouro He ca TIPENCTaBeHN B OpUIMHA U 33 KOUTO He ce
VI3VCKBa HOTapualiHa 3aBepka, TpsibBa f1a ca:

*  3aBepenu (korarto ca Kormms) ¢ rpud ,Bapro ¢ OpurMHana”, momgmic u
CBEX IeYaT Ha y4acTHMKa, mm, TIpU y4acTue Ha obe/vHeHMs - Ha KOWTO 1 7ia e or
‘WieHoBeTe Ha obemunenuero. Koraro YIaCTHUKBT e usmdyecko e He e
HeOoOXOAMMO IOCTaBsIHeTo Ha Iteyar.

*  Bemuku pokymenty, CBbp3aHM ¢ odeprara, Tpsbsa nma Gbmar ma
Obrrapeku esuk v B IIpeBor Ha Obirapcku esuk,

. AKO B IpemoxeHMero ca BKIIOYEHU [TIOKyMeHTW, pedepenriy,
ceprucMkaTt wm pyru AOKYMEHTU Ha uyXp e3WK, Chlnure TpsbBa 112 ca
[IPUAPYXXeH! OT IpeBoyT Ha Obrrapekm esux.

Odeprara ce nommmcea or TIPE/ICTAB/IBAINS. YYAaCTHVMKA WIM OT HaIUIeXHO
YITB/THOMOLIEHO /U - ¢ HOTapMasHO 3aBEPEHO IThITHOMOLIHO ~ JTMIIe WM JTHIa,

He ce npuemar omakosxu, xouro €a HesanevaTaHu, Ipo3pauyHm wmm c
HapylleHa 1suiocT. Bobamoxurenst wpe fIpMeMa ¥ BpbBIla KBM MOMEHTa Ha
TIPENCTaBsIHeTo MM 1 odepTHTe, KOUTO Ca MPEICTABEHN CIIefl M3TMYaHe Ha KpaiHyis
CPoK. Te3u obcrosiTencTsa ce or6ersapar BbB BXO[ISLIVSL PErmcThbp.

Odeprara TpsiGBa na CeIBPKa naTa, ITOAINC M IevaT Ha y4acTHuMKa.

KbM odeprara crienipa na ca TPYUIOXKEHM BCUMKM M3MCKyeMu oT Branosxures
JOKYMEHTH!.

IMpn mucmeno VICKaHe, HalpaBeHo /10 Tpu [Hu IIPEAM M3TUYaHETO Ha cpoka
3a Tonyvasane Ha ocdepru, Bwanoxurenst e ATEXCH Hal-KbCHO Ha CrIeBarms
paboren pnen ma nybnvkysa B Mpodwia Ha KynyBaua mucmer passicHeHuA 110
yc/IoBMATa Ha obImecTBeHaTa IIOpbUKa.

Hata u wac Ha OTBapsiHe Ha odepture: odeprure cremsa na Obne
lpeAcTaBeHa Ha ajpeca, 40 vaca u AaTaTa, MocoyeHM B obsBata KaTo CPOK 3a
TIpeAcTaBsiHe Ha ocbeprure. Buanmoxurensr CleliBa [ia yIb/DkM oNpenerteHmus CPOK ¢
Hav-MaJIkO TpW JHM, KOraTo B ITPPBOHAYA/IHO OIIperniesieHNs cpok ca TIOJTyYeHu mo-
MaJIKO OT Tpu ocpepru. Crtenr usTHuane Ha To3) CPOK Branoxwurersir pasmiexna i
OHEHABA II071yYeHnTe 0pepTH HesaBuCIMO o Texavst 6port. Komyensia 3a onenxa

MOrar /1a IpuChCTBaT IpeIcTaBuTe I Ha y4YacTHULIMTe.

Bwanoxurernst e OTCTpaHu o'r'yqacme B ob1iecTBeHaTa MOPBYKA YYaCTHUK,
KOUTO mpencraBu odepra, HeOTroBapsia Ha VSUICKBAaHMSITa, 3a7I0KeHM B
HacTosIara MOKyMeHTalsl, KaKTo i Y4acCTHUK, 3a KOTOTO e HauIe obcrosrernicrso
mowr. 54, an. 1, 1.1-5uT. 7 or 3011, a umenno:

1. e ocbmen ¢ Bnszma B CiUla IPUCBOA, OCBEH ako e peabwmrtupan, 3a
lipecTbrulenve no wi. 108a, wr, 1593 - 159r, un. 172, wr. 192a, wr. 194 - 217, wn. 219 -
252, wi. 253 - 260, ur. 301 - 307, wn. 321, 321a u w1 352 - 353¢e or HaxaszaTtenmuus
KOJIEKC;

2. e oceOeH ¢ Bis3Ia B CWIa UPUCHOA, OCBEH ako e peabwmtupan, 3a

TIPECTBILIEHME, aHATIOTMYHO Ha Te3M 110 T. 1, B mpyra nepxaBa wrenka s TpeTa
CTpaHa;
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HAbpXKaBaTa, B KOSTO KaHOUaaTsT wau Y4YaCTHUKBT e YCTaHOBeH, ocBeH aKo e

AIOIyCHAaTO pascpouBaHe, OTcpouBade ymy obesnevenite Ha 3ambrDKeHUSTA Wwin
S3IB/DKEHVETO € 110 aKT, KOVITO He e BIIsi3by cwia;

4. e HaNMLIE HEPaBHOIIOCTaBeHOCT B ci1yyauTe 110 Wy, 44, an. 5;
5. @ yCTaHOBEHO, ye:

a) e mpencraswr HAOKYMEHT C HeBSIpHO CbAbpXaHue, CBbp3aH C

KpuTepuunre 3a nopGop;

6) He e wmpemocrasiy VBVICKBalla  ce  uH(OpMarug, CBbp3aHa ¢
YHOCTOBepsiBaHe mnuricata Ha OCHOBamHys 32 OTCTpaHsBaHe WM M3MThIHeHMeTo Ha
Kpurepunre 3a nop6op;

6. e HayIMIe KOH/IMKT Ha MHTepecH, KoiTo He MOXe fa 6bae oTcTpanen.
PA3JIEJI 1V,

CKIIIOYBAHE HA [IOrOBOP
C vsbpanns Vismsnauren me Obae cxmouen HOTOBOpP 3a M3ITblIHeHMe Ha
TopbuKara. JloroBopst me 6bae ysrorsen CPIVIACHO IIPOEKTa Ha JI0rOBOp, wact ot
Hacrosuata yokymentaums. Ilpu cimousare Ha J1oroeopa, omnpepneneHust 3a
VBITBIIHUTENT  TIPeSCTaBst J1oKymeHTH, V[IaZICHN  OT KOMITeTeHTeH opraH, 3a

HOKYMQHTMTE CC IIpencTaBsIT u 3a IIOAUBITBIIHUTE T Te U TpeTuTe JIMa, ako mMMma
TaKuMBa.

Hpyru ycnosust: Tlo HEypeneHure Bbnpocu or o6sisara 1Ie ce npwiarar
pasniopenbure Ha 30IT 1 TIII30IT i IpWIoXuMUTe pasnopentu Ha HeVCTBAIIOTO
3aKoHozaTesncTBo B Perty6mika Benrapus.
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