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MOCTBEOBT 10 JOKYMEHTALHATA 32 MOPBLIKATA € orpanmyen: [ X] He
MonbanTeHA HAGOPMANUA MOKe 1A 6BIe NOLyIeHa OT:

[X] T'openocoueHOTO/MTe MACTO/MECTa 38 KOHTAKT

[1 Apyr anpec: (mons, nocoueme opyz adpec)

IlpueMaHe Ha AOKYMEHTH H OQ)€PTH HO €EKTPOHEH MBT: [1 Ha [X] He

OlexT Ha HOpBHUKaTa:
[1 Crpourenctso
[x] Moctaeku
[1 Venyra
IIpeamer Ha nopnukara: “/locTaBKa Ha NEKAPCTBEHU NPOAYKTH”

Kpatko ommcanme: Onucanue Ha nopwukata. [pegmeTsT Ha BbanaraHe

€ 3a nepmoaguydHo

NOBTapALIM Ce AOCTaBKN Ha NEKAPCTBEHU NPOAYKTU 3a HyxauTe Ha “Bropa CAMBAJI - LLieliHoBo”
EALL (BB3/IOXKUTE/T), CcbrnacHO NpuUNoMKeHaTa TexHUuYecka cneumdukauma, ¢ uen usbop Ha
AOCTAaBUMK 32 NOCOYEHUTE HOMEHKNATYPU M CK/0YBaHe Ha [0roBOP 3a SOCTaBKa Npu YCNOBUATA U
no pepa Ha 3aKkoHa 3a obLecTBeHuTe.

J
€KapCTBCHATE NPOAYKTH €A MOAPOOHO ONHCAHH IO BHIOBE/HOMEHKJIATYPH B TEXHHYECKATA
cnennnkanns IIpmioxennme Ne 1. Benka HOMEHKJIATYpAa ¢ 0003HAYEHA B TEXHUYECKATA
cuenupAKanus cbC COGCTBEH NOPeXeH HOMep, OMHCAHHE MO FeHEPHYHO HaHMEHOBaHMeE,
JEKapcTBeHa (OPMa M KOJIMYECTBO AKTHBHO BENIECTBO, €MHHHYHA MIPKA H NIPOTHO3HO
TroJITHO KOJIAYECTRBO,

JlexapcTBeHATE MPOJYKTH B TEXHHYECKATA coenudHKanAg ca pasupenejeHd B ciaexnate 14
pa3jieiIn ¢ orjie Ha NPeXHA3HAYEHHETO HM, 4 HMeHHO:




1.1. Pazpen I , XpanocmuiaaTesna cacrema n MeraGomssm®

1.2. Paspea I1 ,,KpsB 1 u KpbBOOGpasyBamu oprann”

1.3. Pasgen II ,,Curpaeuyno-cpa0Ba cacreMa”

1.4. Paznen 1V ,,Jiepmarosornunn cpeacrea”

1.5. Pa3gea V ,,JInko90-n0/10Ba CHCTEMA H XOJIOBH XopMoHH”

1.6. Pasngen VI ,Xopmonanun npemaparu”

1.7. Paspea VII ,,AHTHHAPA3ATHH NPOAYKTH, HECEKTHIMIH H penejeHTH®
1.8. Paspen VIII ,,Auraundexnnosnn CPEACTEA 34 CHCTEMHO NPHJIOKeHHe
1.9. Pasgea IX ,,Myckyano-cKejileTHA cHETeMA”

1.10. Pazpen X ,,Hepsna cucrema”

1.11. Pasngen XTI ,,JinxaTesma cucrema”

1.12. Paznea X1I ,,Ceﬁsopﬂn oprann”

1.13. Pazgen XIII ,,Pazan®

1.14.Pa3pen XIV ,,Bapua®

BAJKHO: Ha ocuoBanne 41.30, an.l or III3OII Bcexn YIACTHHAK MOKe Ja HpeJACTABH
odepTa 3a efHa WM NOBEYE OT HOMEHKAATYpUTe OT TexauueckaTa cnenApuKanus.

1.2. I[OCTaBKKTe H0 npeaAMeTa HA HACTOAINATA HOPBYKA C€ XOroBapsT H H3BLPIIBAT B
PAMKHTE€ Ha INPOrHO3HHTE TOAHINHM KOJHYECTBA HO TeXHHICCKATA cnenmlmlcannﬂ 3a
HOCOICHATE HOMEHKJIATYPH.

1.3. JocTapkuTe ce me H3BLPMBAT ChC CPOK HA H3WbJaHeHHe 10 18.07.2017 roJ. OT AaTara Ha
CKIIOYBAHE HA JOTOBOpa 3a Bh3jJaraHe Ha olllecTBena nopbuka. KpaiiausT cpok 3a
AOCTABKA 10 H3KJII0IEHHE MOKe /1a ce HPONB/IKH X0 NPHKJII0UBAHE HA CleABAIA Nponexypa
32 Bh3Jarane Ha oGmiecTBeHa HOPLYKA Bh3 OCHOBA HA €AHOCTPAHHO MHCMEHO YBeXOM/ICHHE
or crpasa Ha BB3JIOJKUTEJIA, o 3a He moseue or 2 (nBa) Mecena H NIpH cHa3BaHe HA
pasnopenduTte Ha w1.194, an.3 or 30I1. [ocraBkaTe ce H3BBPIIBAT Bb3 OCHOBA HA MACMEHH
3asBKH HA BB3/I0KHTENs N0 HOMEHKJIATYDH B PAMKHTE HA JOTOBOPEHHATE KOJMYECTBA H B
CBOTBETCTEHE ¢ odepHpaAHNTE CANBMYHA HEHM.

1.4. MsicTo 3a H3mbJIHEHHE — GOTHHYHA ANTEKA HA »Bropa CATBAJI f[[eiinmso” EA

1.5. ITocouennurte KOJINYECTBA B TEXHHYECKATA cneum])mcamm Ca OpHCHTHPOBHYHM M HE
IOPAXKIAT 3aABJUKCHNUSA 32 BBL3JIO0KHUTE Ja TH 3aKynH B HPOrHO3HHSNA o0em. UsnmbaHenuero
HA JOCTaBKHTe C¢ onpeaed ot Q)aKanecmaTe l'lOTpeﬁl-lOCTl/l Ha 60J1HH]IaTa Ha 0azaTa npuem
HA MAITHEHTH U (lmnaucona 06e3Me9eHOCT 32 H3NLJIAHCHAETO HA nopbuKaTa.




1.6. Ilpornosna croiinocT Ha mopbukata — 60 000 JB. (WecTxeceT xuasaan) as. 6e3 JJAC

1.
7. Cpox ma BammaHocT Ha odepruTe — OdepTHTe, KOHTO me OBAAT IpeJCTaBeHd OT
yuacTHHOUTEe B Oponegypara TpsalBa ga 0bLJaT CbC CPOK HA BAJHAHOCT Hali—Maiko 60
(mecraecer) xaneHAapHH AHH, CYHTAHO OT KPAiiHHS CPOK 32 HA NMOAABAHe HA odeprnrTe.
Y4acTHHIHATE MOTAT Ja NPEAI0KAT H HO-Fb.JbI CPOK HA BAIHIHOCT.

BL3,10:KHTEIAT HPENOCTABS IbJIEH AOCTHI O JOKYMEHTALUSTA MO €JIEKTPOHEH I'bT, KOSTO €
ny6aHKyBana Ha HHTEpHET agpec: www.sheynovo-ag.eu.

H3uckpanug 3a H3MbJIHEHHE HA NOPHLUKATA:
2.1. O0mu H3UCKBaHUSA KbM YYACTHHIATE

2.1.1.Yuacrauk B HacToSmaTa MNpOHEAypa Moxe A2 ObAe BCAKO OpJarapcko wiam
UYKAECTPAHHO (UINIECKO HIIA IOPHINYIECKO JIHIE, KAKTO H TEXHH 0GEIHHCHHS, 0TrOBAPIIIH
HA H3ACKBAHHATA HA 3aKOHa 32 OGIECTBEHH MOPLYKH, 3AKOHA 33 THPIOBCKHS PErHCTHP
(3TP), nom3akoHOBHTE aKTOBe MO NPHJIOKEHHETO HM H HA CHEMHAIHHTE HOPMATHBHH
H3ACKBAaHMA 32 [0CTABKA HA JIEKAPCTBA, KAKTO M HA W3ACKBAHHATA Ha Bb3noxuTes,
NIOCOYCHH B HACTONIIATA JOKYMEHTALHATA 32 yIacTHe.

2.1.2. He morar jga yuacTeaT B npomeaypa 3a Bh3jarane Ha o0MecTBEHa NOPBHYKA
YIaCTHHIH, 32 KONTO € HAJINNE HAKOE 0T NPHIOKHMHTE 00CTOATEICTBATA N0 CMHCLJA HA
91. 54, an.1, 1.1, 1.2, 7.3-1.5 1 1.7 o1 3OIL.

2.1.3.B cayuaii, 4e y4acTHHKBLT e obequHeHME (xoHcopnHYM, cOpy:xeHHE), KOETO He e
PCTHCTPHPAHO KATO CAMOCTOAITEJTHO HPHIAYECKO JHIIE, TOraBa YydYacTHALHTe B
00eAHHEHNETO CKIIYBAT M HOPEACTABAT B HPONEIYPATA HHCMEHO conopazymenue. B
Coopasymennero TpsGBa Ja e NOCOYEHO NpPABHOTO OCHOBAHHE 33 Ch3JaBaHEe Ha
00eIHHEHNETO, KAKTO H JIa CHABPKA CiIeAHATA AH(OPMANHSA BHB BPB3KA ¢ O0MECTBEHaTa
HOPBYKA:

- IpaBaTa M 3aAb/LKCHHASTA HA YIACTHHIHATE B oﬁezmnelme'ro;
- pasnpeaesieHuero Ha OTTOBOPHOCTHTE MEKIAY YJICHOBETE Ha oﬁemmelmeTo;
- lIeﬁHOCTHTe, KOHTO IN¢ H3bJIHABA BCEKH YJIeH Ha oﬁe}nmenne'ro.

IIpu yvacrne Ha obexHMHEHHE, KOETO HE € IOPHANYECKO JIAIE, ChOTBETCTBHETO C YCJIOBHATA,
Ha KOUTO CJIeBA ]a OTrOBapd yYaCTHHKA, (BKIIOYHTEIHO H3HCKBAHAATA 32 (PHHAHCOBH M
HKOHOMMYECKH YCJOBHH, TEXHHYECCKH H NpogecHOHATHH CHOCOCHOCTH, KOrato e
HPHJIOKHMO) Ce J0KA3Ba OT 00eJHHEHNETO YUACTHHK, 2 He OT BCAKO OT JIHOATA, BK/IIOUCHH B
Hero, ¢ H3K/II0YeHAE HA ChOTBETHATA PErHCTPANMSA, NPEACTABAHE HA CEPTHQGUKAT AM APYTO
ycioBHe, HeOOXOAMMO 3a M3NbJHEHHEe HA HOPHLYKATA, CHIIACHO H3HCKBAHHATA HA
HOpMATHBEH BJIM aIMMHHCTPATHBEH aKT H ChOOPa3HO pa3npede/IeHHETO HA YIACTHETO HA
JIMNATa NPH H3Ob/IHEHHE HA /ACHHOCTHTE, NPEIBHIEHO B AOrOBOpA 32 Ch3JaBaHe HA
o0equHEHHE.

2.1.4. Korato He ¢ NPHJIOKEHO CHOpasyMeHHE 3a Ch3JABAHETO Ha OOeAHHEHHE WJIH B
HOPHJIOKEHOTO CHOPasyMeHHE JIANCBAT KJIay3W, TapaHTHPAINH H3OLJIHEHHETO Ha
TrOpeNoCcOMEeHNTe YCIOBHS MM ChCTABBLT HA 00eHHEHHETO Ce € MPOMEHMT CJied HOAABAHETO
Ha 0)epTaTa — YIACTHHKBT Hie GbJe OTCTPaHeH OT yuacTHe B poneIypaTa




2.1.5. Enno ¢u3nuecko win 0pHIAYECKO JHIE MOXKe 2 YJacTBa B mpoueaypa 3a BhiJjarane
Ha 00IecTBena MOPBYKA CaMo B €IHO 0GeHHEHNE H He MOXKe 12 MPENCTaBs CAMOCTONATEHO

odepra.

2.1.6. Bcekn y9acTHHK B IPONeXypaTa 3a Bh3Jarane Ha o6lecTBeHATa DOPBYKA € AJTbiKeH 1A
3agBH B odeprara cH JadM HPH H3NBJAHGHHETO HA NOPHYKATA M€ W3MOI3BA H
HOAU3NbAHMTENH. Korarto y4YacTHHKBT NpeXBHKIA ydYacTHe HA NOIM3TbIHATEL/H npu
H3TbJIHCHHE HA NOPBLYKATA TOBa O0CTOATEJCTBO H3IPHYHO ce OTGENs3BA B OTHEIHA
Aexkiapanus. B To3sm ciayvaii yYacTHHKBT 3aIL/LKATEJHO HOCOYBA BHIOBETE paGorn or
npeaMeTa Ha HOPBHYKATA M JeJia HA yYaCTHE HA ChOTBETHHS HOAM3NLIHHTEI H 32 CHIIHA Ce
HPeJCTABAT HEOOXOAMMHUTE JOKYMEHTH ChIJIACHO M3ACKBanuaTa Ha 3OIL.

2.1.7.Bp31araneTo Ha paGoTH HA NOXM3NBLJIHHTEIH e AONMYCTHMO €aMO aK0 YYACTHHKBT
upueme, te OTroBaps 3a JaelficrBuATa, Oe3neificTBHATa HW paboTaTa HA HOCOYECHHTE
NOAM3NLIHATEIH KATO 32 CBOH JelicTBus, Ge3neiicTeus u pabora.

2.1.8. JInne, K0eT0 € JAT0 CBHIJIACHETO CH H y4acTBa KaTo MOJH3NLJIHHTE]I B odeprara Ha
APYT Y12CTHHK He MOjKe 12 HPEACTABS CaMOCTOATEIHO OepTa.

2.1.9.Y4acTHHOHTE MOTaT 32 KOHKPETHATA HOPHYKA A Ce NO30BAT HA KANMAIATETA HA TpeTn
JIAN2, HE3ABHCHMO OT NPAaBHATA BPB3Ka MEKIY THAX, 10 OTHOIIEHHE HA YCJIOBHATA, HA KOUTO
CJ€NB2 12 OTroBapiaT yYACTHANHTE (BKIIOYHTENHO H3HCKBAHMTATA 32 (HHAHCOBH M
HKOHOMHYECKH YCJIOBHf, TEXHUYECKH H unpodecHoHATHH CHOCOGHOCTH, KOrato e
HPHJIOKAMO).

TpeTuTe JHAIa TpﬂﬁBa Aa OTroBapAT Ha ChbOTBETHHTE YciioBHA, 32 TOKA3BAHETO HA KOHTO
YYAaCTHHRBT €€ H030BABA HA TEXHHMH KANANOMNTET M 32 TAX Ja HE ca HAJIHIE OCHOBAHHA 3a
OTCTpaHsABaHE OT 06[[[80TBeHaTa HOpBYKA.

2.1.10.Cppp3ann JAna He MOraT Ja OBAAT CAMOCTOSITETHH YYacTHMIH B €XHA H ChINA
o0ImecTBEeHA MOPHYIKA.

2.1.11.Jo y9acTHe B mpomeaypata ce AOMYCKAT CAMO YYACTHHIH C odeprn, oTroBapsmm Ha
H3HCKBAHANATA HA HACTOAIIATA JOKYMEHTANAA.

Benukn 06pasmu Ha JOKYMEHTH ca NyGIHKYBAHH HA IIpoduna ma KymyBaua HA HHTEpHET
CTPaHHIATA HA BH3JI0KHTE, MOCOYCH B 00BATA.

2.2. Cnenu)pann H3HCKBAHAS KbM YIACTHHIHTE

2.2.1. YuacTHHKBT B HACTOSINATa Opomexypa Tpabea na YAOCTOBEPH ChLOTBETCTBHE ChC
cleHM(pUYHH H3HCKBAHAS 32 TOAHOCT (IPABOCHOCOGHOCT) 32 ympaKHABaHE HA
npodecHOHAIHA AHAOCT, TEXHHYECKH M NPO(eCHOHAIHH CHOCOGHOCTH 32 M3MbJIHEHHE Ha
NOPBYIKATA, IOCOYEHHA B HACTOAIIATA JOKYMEHTANHA.

2.2.2. Jlo yuactne B mpomexypara ce MONYCKAT CAMO YYACTHHMIH OTroBapsalil HAa
H3ACKBaHAAT2 Ha 3akona 3a oblecrBenmm mopbukn, 3JIIXM, 3MH, 3axon 3a KOHTPOJI
BbLPXY HADKOTHYHATE BeMECTBA U NPEKYPCOPATE H HA HACTOSIIIATA JOKYMEHTAIMSL.

2.2.3.Bcexn y9acTHHK TpsiGBa Aa OTroBaps HA BCHYKH HOPMATHBHH M3MCKBAHHAS 32
NpoM3BONATE]l W/IH THProBell Ha eApo 3a odepHpaHHTEe JeKAPCTBEHH HPOAYKTH. 3a
AOKa3BaHe Ce NPEJCTABAT: [OKYMEHT Ha pa3pellieHHe 32 NPOH3BOACTBO HA HPOAYKTAa OT
nIpeAMeTa HAa HOPHYKATA, KOETO paspemieHHe /1a € BAJHIHO 32 CPOKA Ha H3ObJHEHHEe HA
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AoCTaBKaTa HA JIEKApPCTBCHHUTE NPOAYKTH /B c.llyqaii KOratro y4acTHHKBT € HPpOA3BOANTEJI;
HJIM BAaJIAAHO pa3penieHne/y0CTOBEPEHHE 3a THPTOBHS HA €PO C JeKAPCTBeHH NPOAYKTH,
H3JA/IEHO HAa YIACTHHKA B HPONELypaTa.

2.2.3. YuacTHHKBT TPsiGBa a UpUTERaBa cepTHPHKAT, YAoCTOBEPABAII BEBEJEHA CHCTEMA
3a ynpasJieHnena KauecTBoro uo ISO 9001:2008 niin eKBABAJIGHT HA HMETO HA YYaCTHHKA B
Hponexypara ¢ npeaMeTeH 06XBaT, CX0JeH ¢ NPeIMETA HA-NOPHUKATA /Uil cepTuduKar 3a
BHEJIpeHA CHCTEMA 34 YHPABJICHHE HA KAYeCTBOTO 3a npoussoguTeas nmo 1SO 9001:2008 uian
ISO 13485:2003 nim exBHBaJEHT, ¢ MpeAMeTeH 06XBAT CXONEH C npegMeTa HA IOPBYKATA,
H3JafeHH OT AKPEIATHPAHA MHCTHTYNHH WIH areHIHA 33 yHpaBJeHHE HA KAa9eCTBOTO. AKO
e NPEACTaBA EKBHBAJICHT, TO YYACTHHKBT CJeABa Aa JOKAXKe Ta3H €KBHBAJECHTHOCT —
TIPEACTaBs Ce 32BEPEeHO 0T KAHAHAATA KONHe Ha ceprAdHKATA.

2.2.4. VYYacTHHKBT 3aTBJOKHTEIHO OpeJcTaBd 3aBEPEeHH KONHA HAa JAOKYMEHTH,
YAOCTOBEPABAMA NPABOTO My A2 H3BbLPIIBA THPrOBHS HA €APO HA oyepHPAHATE THPrOBCKH
HPOAYKTH Ha TepuTOpHATa Ha PemyGiuka Boarapus, BajingnHu 3a cpoka Ha J0roBopa 3a
AOCTABKA — HBJIHOMONIHH, OTOPH3ANHOHHA NHCMA, NOTOBOPH 3a AUCTPUGYNHs HIH ApYrH
AOKYMEHTH YXOCTOBEPABAIIH, Y€ YYACTHAKHT € YHhJHOMOIIEH OT (UpPMATA MPOH3BOJHTET
HJIA OT HelH yIbJHOMOIIEH NPEACTABHTE, OT KOUTO JOKyMEHTH 10 Oe3cmopen HAYHH A2 ce
YCTAHOBABAT J€JIErHPAHHTE NPABOMONIIHA. YYACTHHINUTE 3aXL/DKHTEIHO NONBLJIBAT o
HPEICTABAT KbM OdepraTa ¢H M CHHCHK HA IPEACTABEHH OTOPH3AHOHHH JOKYMEHTH, B
KO#iTO ce mocousa n HOMEpa oT TeXHHYECKATA cuennguraAnMs Ha
HOMEHKJIATYPAaTa/NO3UNAATA Ha odepupanas UPOAYKT — o oGpasel.

2.3. M3ucKBanus 32 H3bJIHEHHE HA TOPBHYKATA

2.3.1. JlocraBKkATe Ha JIeKAPCTBEHHTE HPOAYKTH ce H3BBPIIBA (paHKO anTexkara Ha
GonmAmaTa ¢ TPAHCHOPT HA JOCTABYAKA, KATO HEHATA HA TPaHCHOPTAa ce BKJINYBAa B
AOroBOpeHMTE CIMHHYHH IIEHH HA CTOKHTe. TpaHCHOPTHHTE CpeIcTBa 3a AOCTABKa HA
CTOKHTE A2 OTTOBAPAT HA CAHUTAPHO-XHTHEeHHATE H3NCKBAHAATA .

I[OCTaBKHTe C€ HIBBPIIBAT Bb3 OCHOBa HA NHCMEHA 3a9BKH Ha BL3jJoxuTe/s B PaMKHTe Ha
AOTOBOPCHHTE KOJIHYECTBA IO cneumbmcanmna KbM [JOrOBOP2 M B CLOTBETCTBHE C
oq)epnpaHaTa CANHHYHA IIeHa. JIOCTaBKﬂTe HAa JICKAPCTBEHHTEC HPOAYKTH C€ H3BbPMBA
(]1pamco anreKkara Ha ﬁo.mmnaTa, HE3ABHCHMO OT CTOHHOCTTA HA 3afBKATA.

/ocTaBAHMTE IeKAPCTBEHH NPOAYKTH TPGBA A2 OTroBaps Ha H3HCKBaHHATA Ha 3JIIXM.

JocTaBsHuTE JeKAPCTBEHH MPOAYKTH Aa mMat ,,CE“ MapkmpoBka (mapraaen HoMmep, gaTa
Ha NMPOA3BOACTBO, NPOU3BOANTE, CPOK HA IOJHOCT H JPYrH), KAKTO H A2 cA NPHAPYKEHH ¢
KpaTKa XapaKTepHCTHKa /MHCTPYKIASA 32 yHoTpeda/ Ha npelsiaranus OpoayKT.

H3nb1HATEAAT Ha 00IIECTBEHATA HOPBHYKA € AJIBb/KEH 2 OCHTYPH H 2 HOJABPKA MeceqHa
CKJIa10Ba HAAHIHOCT OT NPOAYKTHTE, 32 KOHTO € MOANACAH JOTOBOP 32 /OCTABKA B pasmep
Ha 1/12 gacT oT 00II0TO AOTOBOPEHO IOANIIHO KOIMYECTBO.

YuyacTHHOHTE 32aJb/GKHTEHO O()epHPAT ¥ AOCTABAT pa3pemieHH 3a YHOTpeda JIeKapCcTBEHU
NPOAYKTH Ha TepuTopHsiTa HA Penmy6imka Brirapns, ¢ ocTaTb4eH CPOK HA TOXHOCT, YKA3aH
Ha ONAKOBKAaTa, He NO-MATBK OT 75 % 0T 00ABEeHHS OT NPOH3BOANTEAA BHPXY ODAKOBKATA
KBbM JaTaTa Ha I0CTAaBKAaTa.

ancTHnnuTe €€ 3aXb/EKaBAT Ja H3BLPIIBAT €:XKeMecedHO JOCTABKHTE Ha JICKAPCTBCHHUTE
HOPOJYKTH B GOJIHMYHATA ANTEKA B TPHAHCBECH CPOK OT NOJYYaBaHE HA HHCMEHA 3asiBKa OT
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crpana Ha Bb3JIOKUTEJIS, a npn cnemna noTpeGHOCT OT J0CTABKAR HA MAJIKH KOJIHYECTRA
B PaMKHTE HA ChIHs paboTeH JieH.

Besika JAOCTABKa €€ M3BbPHIBA B CHOTBETCTBHE CbHC CHEOHAJHHTE H3HNCKBAHHATA HAa
OBJr APCKOTO 32KOHOXATEJICTBO.

Mscro ma u3BbpmBane: TeparopusTa Ha “Bropa CAT'BAJI MleiinoBo” EAJT rp. Codus yai.
Hlleiinoso" Ne 19

O6ma npornosna croiinocT Ha nopbuKarta (6 6., 6e3 JJJC): [ 60000 ]

OGocobenn nosunmu (kozamo e npunooicumo): [ Jda [X] He

Homep Ha 060coGenara nosnnus: [ |

Hanmenoraune: |[...... ]

)

Ipornosna croiinocr (s ze., 6e3 4C): [ ]

3abenesicka: Hsnonseaiime mosu pasden monkosa nemu, KOAKomMo ca 060cobenume nosuyuu.

YcioBusi, Ha KOHTO TPSAGBA Ja OTTOBAPAT YIACTHHAIHATE (KO2AMO € RPUROINCUMO):

B T.49.:

2.1.1.YuacTHUK B HacToawaTa npoueaypa Moxe ja 6bae BCAKO 6bArapcko UAKN uyMOECTPaHHO
bU3MUECKO MAK 1OPUANYECKO MLE, KAKTO U TexHU o6eguHeHus, OTroBapsAuM Ha M3UCKBaHMATA Ha
3akoHa 3a o6LecTBEHN NOPBUKY, 3aKOHA 3a TbProBckua perncTbp (3TP), NOJ3aKOHOBMTE aKTOBE NO
MPUACKEHNETO UM 1 Ha CNeLMaNHUTE HOPMaTUBHN U3UCKBAHMA 3a AOCTaBKa Ha NEKapCTBa, KakTo U Ha
U3UCKBaHUATA Ha Bb3N10XKUTENA, NOCOYEHU B HACTOALIATA AOKYMEHTALMATA 33 y4acTue.

2.1.2. He morar Aa y4acTsaT B npoLiefiypa 3a Bb3naraHe Ha o6wecTBeHa NopbYKa YHaCTHULM, 32 KOUTO
€ Ha/uue HAKoe OT NpunoKumute obcroarencTearta No CMUCbAA Ha 4. 54, an.l, 1.1, 7.2, T.3-T.5 U 1.7
ot 30M.

2.1.3.B cnyyair, 4e y4acTHUKBT e o6earHeHue (KOHCOPLMYM, CAPYXEHME), KOETO HEe e PeruCTPUPaHO
KaTo CamOCTOATE/IHO OPUAMYECKO /NMLEe, ToraBa Y4yacTHUMUMTE B O6GEIMHEHMETO CKAIoYBaT U
NpejcTaBAT B Npouefypata NMCMEHO cnopasymeHue. B Cnopasymenueto TpabBa Aa e NOCOYeHO
MPaBHOTO OCHOBaHWE 3a Cb3faBaHe Ha 06eANHEHUETO, KAaKTO U Ja ChabPKa cnefHaTa uHpopmauma
BbB Bpb3Ka C 0bLlecTBeHaTa NopbukKa:

Hxonomudecko u puaancoBo cuerosnme: |......]

YuacTHEUKBT TpsOBa /a NpPHTeKaBa ceprH(UKAT, YAOCTOBEpHABANI BbBEJEHA CHCTEMA 32
ynpasiiennena kadecteoro no ISO 9001:2008 uin eKBHBANEHT HA WMETO HA YYACTHHKA B
HpoHexypaTa ¢ mpeaMeTen 00XBaT, CX0/IeH ¢ MPeJAMeTa HA NOPHUKATA H/WIHM cepTHdHKAT 3a
BHEJIPEeHA CHCTEMA 32 yHpaBJ/IcHHE Ha KA9eCTBOTO 3a nponssoauteaa mo ISO 9001:2008 nian
ISO 13485:2003 mia eKBHBAJIEHT, ¢ NpeIMETeH 00XBAT CXO/fEH ¢ NMpeJMeTa HA NMOphUKATa,
H3JafieHN OT AKPEJHTHPAHA HHCTHTYNHS HJIH areHHHAd 32 yHpPaB/JIeHHE HA KA4eCTBOTO. AKO
c¢ MPEACTAB] E€KBHBAIEHT, TO YYACTHHKBT CJI€ABa A JOKAKE TA3H €KBHBAJCHTHOCT —
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NPEACTaBA C€ 3aBEPEHO OT KAaHAUAATA KOIIHE Ha ceme])mcaTa. .

YuacTHHKBT 3a{bIDKUTENHO HPEACTABH 3aBePEHH KONHS HA JOKYMeHTH, yAOCTOBepABALIH
HpaBoTO My Xa H3BbPHIBA THPrOBHS Ha €ApPO HA OepHpaHHTE THPrOBCKH MPOXYKTH HA
TepuTOpHATAa Ha PenyGiuka Boiarapus, Bamumuu 3a cpoka Ha J0roBopa 3a JOCTABKA —
L/IHOMOINHHY, OTOPU3ANMOHHH MHCMA, JOTOBOPH 3a AHCTPHOYNMH WM APYTH JOKyMEHTH
YAOCTOBEpPABANIM, 1€ YYACTHHKLT € YHbJIHOMONIEH 0T (PHPMATA NPON3BOAUTEN WM OT HeliH
YUBJAHOMOIIEH NIPENCTABATEN, OT KOHTO 10KYMEHTH IO (e3CIOpeH HAYMH /Ia ce YCTAHOBABAT
/le/IECTHPAHATE NPABOMOIIHS. YYACTHHNOHTE 3aXbL/LKATEIHO NONLABAT H NPEJCTABAT KbM
oepTaTa CH H CHHCHK HA HPEICTABEHH OTOPH3ANMONHH JOKYMEHTH, B KOHTO Ce MOCOYBa H

HOMEpA OT TEXHHYECKATA CHeNHPAKANMA HA HOMEHKJIATYPATA/NO3MOMATA Ha odepHpaHAs
IPOAYKT — 1o oGpazen,. ‘

Hudopmanns 0THOCHO 3aNa3€HH HOPBUKHA (KO2AMO € HPUNOICUMO):

[] Tlopsukara e 3anasena 3a CrieHHATH3MPAHHA IPEATNPHATHS HIH KOOEPALH Ha xopa ¢
YBPEXKJIaHHUs WK 32 JIMIA, HHATO OCHOBHA LEJI € COLMATHOTO HHTErPHpAaHe Ha X0Opa ¢
YBPeXXIaHU WK HAa XOPa B HEPABHOCTOMHO MONOKEHHE

[] Wzmenuenuero Ha TIOpBUKaTa € OrpaHH4YCHO B PaMKUTE Ha IpOrpaMH 3a Ch3JaBaHE HA
3aIUTCHU paGOTHI/I MecCTa

Kpnrepnii 3a sp3narane:

[1 OorrManHo CHOTHOIIEHNE KaueCTBO/IIEHA Bb3 OCHOBA Ha:
[1 Llena u kayecTREHH NOKa3aTeNN
[] Pasxonu 1 xa4ecTBEHM OKa3aTeH

[] HuBo Ha pasxonure

[X] Hait-Hucka 1iena

Hoxaszarenu 3a ONeHKA: (MO, HOBMOPEme, KONKOMO Ny € HeobX0OUMO)
Hwme: [......] Texkeer: | ]

Cpox 32 nosryuaBane Ha oepTaTe:
Jara: (00/mm/zez2 29.07.2016 . Yac: (va:mm) 14:00

Cpoxk Ha BanmgHOCT Ha odepTHTE: Hali—ManKo 60 (WecTaeceT) KaneHAapHU AHU, CYUTAHO OT
KpalHUA CPOK 33 Ha NogasaHe Ha odepTuTe.

Hara: (0oo/mm/zzz2) |...... 1 Yac: (qa:mm) [...... 1

Jara H uac Ha oTBapsiHe Ha odepruTe:
Hara: (00/mm/2222) 11:00 waca na 01.08.2016 r.

MscTto Ha oTBapsine Ha odeprare: yi. Illeiinoso Ne 19

] Hudopmannna oraocHO cpeacra ot EBponeiickns chios:



ObwecTBenaTa NopbuKa € BHR BPb3Ka C TPOEKT W/WiK Tiporpama, (puHaHCHpan/a che CpencTBa OT
eBpornetickure ornose u nporpamu: [ Mla [X] He
Unentudukarms Ha npoekTa, Korato e TIPHJIOXKHUMO: [ ...... ]

Apyra uapopmanus (xozamo e npunodcumo): |...... 1

Hata Ha macrosmara o6aBa
Hara: (0o/mm/2222) 21.07.2016 .

Bo3noxnaTen
Tpure umena: (Tloonuc u nevam) 0-p Pymen JTiobenos Ben
JUTBKHOCT: M3IBIIHHATEIIEH TUPEKTOP
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