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ﬂ? :2017 ron. B rp. Ho6puy, Ha ockopanme wi. 112 i CJI. OT 3aKOHA 3a

00MICCTBERNTE MOPBUKH, CE CKIIFOUH HACTOSIIUST JIOTOBOP MEXKIY:

"CO®APMA  TPEHJIMHI™ AJl,

ChC cCeladile B

rp.  Codus 1756,

pation Usrpes, yn. "Jlzuesap Cranuen" 5, Codapma Buguec Tayspe, Crpana "A", er. 12,
EUK 103267194, npencranszaro ot Humuatep Teoprucs Humutpos, ompenesen 3a

H3ITBIIHUTEN  CJIe)T IIpoBedcHa nponejypa 3a B'bSHaFa}jf

"myOnu4no cueresanme”  No 00083-2016-0011, ¢ npe

Ha OOINECTBEHA MOPHYKA THII
Mer: JloctaBka Ha Meammumcka

JICHHOCT 3a Kap/IHOJIOrMYna AeifHocT, Hapuyan 1IPOJIABAY U
"MHOTI'OITPOGUITHA BOJIHUITA 3A AKTUBHO JIEYEHHUE-JIOBPUY" AJ]
rp. Hobpuy, che cemanmine u allpec Ha yupasnexue: rp. Jlo6puy, yi. “ITamaitor Xurop" 24,

Ten.  058/600160, daxc: 058/600414, e-mail:

oblb@bergon.net,

EMK 124141302,

npeacrabiiBano ot J-p Tpudon Bnagumupos Wopnanoe - Msmbimrurenen Hupextop na

OpyxKecTBOTO, Hapuyana KYITYBAU.

CTpanuTe ce ciopasymsixa 3a ciieJHoTo:

[IPEJIMET HA JIOI'OBOPA U LIEHU

Unen 1. Ilpogasausr IpO/iaBa Ha KyIyBada MEAMLIMHCKHTE M3JENHs, 110 LSHHU,

K4KTO clieana;

Obocobena Haumenopanne ua o6ocoGenata mo3hims Enuanyna rena s
NO3HIKMs No nesa bes JIJJIC
E Koponapen memukamenTt-usinuparn CTEHT, yernoBer No 3 | 762.50

CPOKOBE M HAYUH HA IIIAIIAHE
Ynen 2. CpoxsT Ha HacTOAIMS norosop e 12 m

cCella OT Harara na [IOOITMCBAHETO

MYy. ,[[OI"OBOp’BT MIPOALJIXKABA ACHCTBUHETO CH J10 CKJHOT-IBaHG'fO Ha IoToBOp ¢ APYT U3IIBJIHUTEN

CJIell IIpOBEXaaHe Ha OOIIECTBEHA TOPhUKA.
Unen 3. Tocouenute B wi. | MemuiuHCKH 1
poflasata Ha KyIlyBava B CPOK J10 72 (ceieMiecer u jia) u
Hren 4. Amipkumara Ha npojasaua cyma 1o B

IIATCHa OT KylnyBa4da 110 OaHKOBATA CMETKa Ha npoaan

KQUICHIIAPHH [IHK CIIE/1 U3NaBaHeTo Ha (akTypa oT npogasay

BOCTHS 1€ OBJAT JOCTaBSHHM OT
Aca, CIIe/l 3asIBABAHCTO HM.

CAKa OTHETHA JOCTaBKa Iie Obie
dda B cpok jo 60 (mecrrecer)
a.

Hien 5. CpokbsT HA MOMHOCT Ha MOCTABEHHUTE MEIMIHHCKA H3/IeIH TpsIGBa jia e
HE [I0-MaJ'BK OT 1 (eaHa ) rogMHa KM MOMEHTA Ha OOCTaBKdTA.

Ynen 6. 3a Miacro Ha JOCTaBgIHE Ha MEIH

HIICKHUTC H3NENUsl ce OIpeaens

MACTO HA U3ITbJIHEHUE U HPEMI/IHAB%HE HA COBCTBEHOCTTA

“MBAJI-Jlo6pua™ AJT rp. JToGpmy, yJL. “llanaitor XuToB” N

24, 3BeHo ,,Bonnuuna anrtexa”,

Yen 7. CD6CTBEHOCTT8, BLPXY OOCTAaBIHHUTE MEAMIMHCKH H3JICIHAA U PHCKLT OT
ITbJIHO MM YacTHYHO IIOTHBAHE Ha CTOKHATE NpeMHUHAaRA BLPXY KylyBadya OT MOMEHTA HAa

IIPUEMAHCTO MM HA MSACTOTO Ha HOCTaBsjHE ¢ IpHEMO-TIP
PaBHO3HAYEH TOKYMEHT.

[IPABA Y 3AJIBJDKEHUST HA [TPOJIABAYA

Yiaen 8. (1) Ilpomaeaunr e ITBKEH [1a CKIIIO
KOraTo € OOSBHIT B 3aBJICHHETO CH 34 y4yacTHe IO0JI3BAHETO

Ha TOAM3IRIHKTENL. B cpok no 3
AHH OT CIUTOYBAHETO HA JIOTOBOP 3a NOAM3IBIHEHHE WIH Ha JOTbIHATEIHO CHOPA3YMEHUG L 4/

CHABATCIICH IIPOTOKON HIIH Apyr

YK OOroBOp 3a IIOIU3IIBIIHEHHAE,
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3d 3aMsHa Ha II0COYCH B 3afABJIEHHUETO MOAMZIILIHUTEN | M3 b/IHUTE ST H3Mpalla Konye Ha
AOTOBOPA UM Ha JIOMBIHUTETHOTO CIOPa3yMEHHE Ha Bh3T0KHTENS 3a6HO C JlOKa3aTencTna,
1€ Ca M3IIBIIHCHM YCIOBHATA 110 Wi, 66, ai. 2 u 11 o 3071

(2) NopusmepimuTtenure HaMaT NpaBo ja [pepb3Nnarar egHa WM [OBEYE OT
JICHHOCTHTE, KOMTO ¢a BKIIOYCHH B [IPE/IMETA HA JIOTOBOPA 38 NOAU3ITLIIHEHHE,

(3) HeszaBmcumO 0T BB3MOKHOCTTA 1@ |ce  H3IOI3BAT HOAU3ILIHHTEIH,
OTFOBOPHOCTTA 32 U3IBIHEHHE Ha T0r0BOPA 3a 00IIECTBEHA ITOPHYKA ¢ HA poaaBava,

(4) KynyBaubT HsiMa fa M3RBpIIBA JMPEKTHH PasIIallaHus ¢ TTO/M3ILIHHTEINTE

Hiten 9. IlponaBaubT € JUThIKCH /14 JIOCTABS MeJUAITHHCKH H3JICITHSL, KOHTO:

1. mmar nanecena "CE" mapkuposka B CLOTBETCTBHe C M3HMCKBAHUATA HA 4. |5
0T 3aKOHA 38 ME/IMIMHCKHTE M3aemus (3MU);

2. UMAT HaHeCeH HJIEeHTH(HUKAIIUOHCH HOMEP| Ha HOTU(GHIMPAHHs Opraf 110 il
64, an. 2 or 3MH, xoraro HpoLeiypure, onpefenenn B Hapeadure mo wi. 18 or 3MMU,
U3UCKBAT HAHACSHETO MY,

3. MMaT HaHECeHM HAUMEHOBAHHE M alpec Ha YIpaBIIEHHE Ha IPOH3BOILUTEIS
W/WIIK YITBITHOMOIIEHHS TPECTABUTEN BHOCHTEJIS;

4. ©MaT MHCTPYKLES 32 yNoTpeda, ¢ H3KIIOYeHHe Ha H3ICIIHATA, 38 KOUTO TOBA HE
¢ pensujieHo B 3MU;

5. ca NpUAPYHEHH OT BaujleH cepTudukar, YHOCTOBEPABAIL CHOTBETCTBHETO CHC
CLIICCTBEHHTC M3UCKBAHMS, IPUIIOKUMH 38 U3JIEIIHETO, H3IANCH OT HOTH(HIUPAIL Opra.

0. ca MPOU3BENCHH OT MPOUZBOMUTEN, KOHTO Ipujiara U mnojibpika CUcTeMa 3a
ynpasieHue Ha xadecrBoto ISO 9001:2008 mimm exsupanentHa ¢ o6xBaT B o6JacTTa Ha
IIPOU3BOJICTBOTO HA KOHKPETHUTE MCJIMIIMHCKH M3J1eT sl

7. CbOTBETCTBAT HA M3MCKBAHMA KbM H3IEIMATA 110 CHOTBETHATA obocobena
NO3HUIKA, [TOCOYEHH B ONUCAHUETO, JaICHO B HpHHO}KGHJIjG Ne 6: Crivesk Ha MeMIMHCKHTE
M3ACITHA 3a KapIMOJIOrUYHA JIEHHOCT OT HOKYMEHTALMfTA 3a yJacTHe B OGlIeCTBeHATd
IIOpPBUKA.,

Hnen 10. Ipomasaust B cpoka Ha IOTOBOpA (TpAOBA J1a OTrOBAPS HA CJIEHHHTE
H3UCKBAHMS:

1. JTa uMa paspermenue wim yaoctoBepenue 34 TBPrOBHS HA AP0 C MEIUIIMHCKA
M3/1CIIHsL, H3MANEHO 0T Mambiautennus qupexrop va MUAJ|mo pexa na 3MU.

2. Jla npunara w nommbpika cHCTeMa 3a YOpasjieHHe Ha KadectBoro [SO
9001:2008 mn exBrBanenTHa, ¢ 0OXBAT B 061ACTTA Ha THPIrOBUATA ¢ MEJIUIIMHCKH U3JICITHS,

3. Jla e yIbIHOMOMIEH OT IPOM3BOJAMTENS Ml OT YIIIHOMOIEH IIPEJICTABUTE
Mo cMHUChHIa Ha 9. 10, an. 2 or 3MU 3a npencrasutenciso na TepuTopuiaTa Ha PB minu 3a
KOHKpeTHATa TOpBUKa. OTOPU3AIMA HE Ce M3MCKBA OT IIPOM3BOAMTENUTE Ha MEAHUIHHCKH
M3Jleusl, YCTAaHOBEHH Ha TepuTopuaTa Ha Perry6inka Benrapns.

Unen 11. Ilenara Ha MeMIMHCKATE H3/EIHS HE MOKE JIA € 10-BHCOKA OT [ieHara,
nocouyena B kojgoHa F Ha Chomcebka ¢ MeMIMHCKH uzjennsd, xkouto H30K szamnama s
YCIIOBHATA Ha OOTHUYHATA MEIMIIMHCKA TOMOIII,

Ynen 12. IlpomasausT e jurkkeH na us3naze (B CpoK (akTypa 3a JocTaBeHHTE
MEMITMHCKH H3e/IUs.

[TPABA M 3BAJTBJDKEHMSI HA KYITVBAYA
Hren 13.(1) KymyBaubt mma mpaBo ma IIpOBEpsBa KOJMYECTBOTO HA BCSAKA
OTAEIHA IOCTaBKA, KATO IPH YCTAHOBABAHE HA HECHOTBETCTBHE € JUTHIKEH fa YBEIOMH
[IpojiaBava B cpok OT 24 yaca.
(2) Ilpm ycraHOBSBaHE Ha HECBOTBETCTEHE | B KAYECTBOTO Ha JIOCTABCHUTE
MEAMIUHCKA M3NCIIHS KYIIyBAYBT € JUIBIKCH JId YBEIOMH IIPOIABAYA B CPOK OT 24 uaca. P
(3) HecworBercrBuero ma KkomMuecTBOTO M KayecTBOTO ce YCTAHORSIBA C
IPOTOKOJL, CHCTABEH OT KOMHCHSL, ChCTABEHA OT IIBXKHOCTHHTE JIMIA HA KYIIyBaya.
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(4) B cnywait, ue npogapaust B Cpox mo 24
OCIIOPH IUCMEHO HECHOTBETCTBHETO HA KAYECTBOTO, TOM
YI'BITHOMOLIEH OpraH HIH JIabopaTopHs.
Hnen 14. Kynysausr e mmsicen na samnarw
HATHMHA M B CPOKA, ONPEICICHH B HACTOSLIMS JOTOBOP.

HEYCTOUKU
Yren 15.(1) Tlpu 3abasa na nocraska ot CTp
(IBAZIcCET W YeTHPM) yaca, KYILyBAYBT MMa IpaBo za 1

Haca cJIe] YBEOOMSIBAHETO IO aj. |

MOXE Jla HCKa IIPOBEPKATA My OT

YroBOpeHaTa IieHa B pasMepa, 10

alld Ha TIpojaaBava ¢ moseye oT 24
JIy4d HEYCTOHKa B pazmep Ha 0.]

(Hy1a ns10, eliHa JeceTa) Ha CTO OT CTORHOCTTA Ha zabaBenara ocTapKa 3a Beekn 24 yaca

zabaBa.

(2) Ilpu ycraHOBSIBAHE HA HECHOTBETCTRHE
ATBICH 1a TOCTABU JIMIICBAINOTO KOJIMYECTRO MIPH CIIeIB
OT CTpaHa Ha Kylysauya B cpok oT 24 waca. IIpu me
KyIyBadbT MMa IPaBo Ja MOJIyYHM HEYCTOHKA B pasMep H

B KOIHYECTBOTO, MpPOJaBaybT ¢
aInara JIOCTaBKa, a MIPH MOHCKBANE
H3UBIHEHHE Ha TOBA 3aIbIKEHHE
A 5 (TIeT) Ha CTO OT CTOMHOCTTA Ha

JHIICBAIIOTO KOIMYECTRO.
(3) llpu ycraHOBsIBaHE Ha HECHLOTBETCTBHE B Ka49eCTBOTO, IIPOIABAYBT € JUTHIKEH
A& JIOCTaBH MCIHIMHCKH H3IEHS ¢ YTOBOPEHOTO KAUueCTRO IIpK ClIe/BAIATA JIOCTABKA, A [IPH
HOUCKBAHE OT CTpaHa Ha KynyBada B Cpok OT 24 wyaca. [Ipu Hemsmbiamenwe ma Toma
SaILIDKEHHE KYIYBAYLT MMa IIPABo Jid NOJYYH HEeycTOHKa B pasmep ma 5 (rer) ma cro or
CTOHHOCTTA Ha HEKAYECTBEHATA JOCTABKA.
(4) B cnywaure no ammmen 2 u 3, ako IPOAEBAYLT HE JIOCTABH NOTOBOPEHOTO,
KynysadbT HMMa TIPaBO Ja 3aKyld HEOOXOOUMHTE MY| MeHIMHCKH U3ICIHs OT Jpyr
AOCTABHHK, KaTO pas/iMkaTa MEXKLy LIEHATa 110 JOTroBOPa U [IeHCTBUTEHO 3aIlIaTeHaTs LeHa e
3a CMETKa Ha IIpo/iapava.
Unen 16.(1) Tlpu orkas na IpoliaBaia na NO¢TaBH 3asABEHUTEC MY MEIHIHHCKHU
M3LeIMs 1k 1Ipy 3a0aBa moseve oT 48 (yeTupueceT u ocd M) HYaca, KyIyBauhT HMa IpaBo jia
3aKyIu HEOOXOAMMHUTE My MEMITHHCKH H3/Ie/IHST OT JPYT NOCTaBUHK,
(2) B cryqauTe no npejxojHara ajidmes pasimuKaTa Mexly 1eHaTa o J0ropopa u
ACHCTBHUTEIIHO 3amylaTeHaTa [IeHa € 33 CMEeTKA Ha [IpojaBaya.
Ynen 17. Kynysausr uma IpaBO Jla WCKA OQE3INETEHHE B ITLIICH pasMep Ha
BPCIHUTE, KOUTO ¢ IPETLPIIST B Pe3y/ITaT Ha 3a0aBeHaTa H/HITH HeKAYeCTBEHATA JOCTaBKA.
Hnen 18. ITpu 3abasa ma miamane or CTpaHa Ia KynmyBaya, HOCHEIHUSIT IhIDKH
Ha IIpojiaBada HeyCTOMWKa, B pa3sMep Ha 3aKOHHATA JIMXBA.
Yien 19. Heycroiikure, o6esmerenusta u [NCHOBUTE pasiuky mo wi. 16, am. 2
MOraT 1a OBIaT yABPIKAHH OT BCSIKO ILIDKHMO HA poJaBaya Iamane.

HPEKPATSBAHE HA JTOTOBOPA
Hien 20. loroBopsT ce npexparssa:
l. ¢ m3THYaHe Ha cpoKa, 3a KOHTO ¢ CKIOYeH.
U3PEYEHHE BTOPO;
2. OT W3LpPABHATA CTPAHA TIPH CHCTEMHO HEH3IILIHEHHE Ha 38IbJDKEHUATA 110
norosopa. Ilog cucTeMHO Heu3mbiHeHHe ce pazbupa TakQBa, H3BLPIICHO JBA MJIM [IOBEYE
!TbTH B PAMKUTC Ha eJIMH KaICHIapeH MECCLL, MITH IIOBEYEe 01 TPH MBTH B PAMKHTE Ha CpoKa Ha
JOrOBOpa,;

OCBCH B XHIIOTE34Ta Ha 4YJieH 2,

3 IOPpH CB3IaBAHETO Ha YCIOBHA 3a H0CTaBKA
[IPpOBEKIAHETO HA HCHTpaIM3HpaHu CJIIEKTPOHHH THEProse.

Ha MCAWMIMHCKHA H3ICIIHAI clen

4. B ciyyaif, ye 6BIe mpoMenena HOPMATHBHA
OTIAHE HEOOXOLUMOCTTa OT JIOCTABKATA HA U3IEUATA, KOH
5. IpPH HEBB3MOXKHOCT 1a ce OCHIYPH  (PHH;

ra ypeada, B pe3ynTar Ha KOETO
TO ca IIPe/IMET Ha I0T0BOPA,;
AHCHPAaHe 38 M3MOBIHEHHETO Ha

HOPBYKATA IO IIPHYHUHHI, KOUTO KYLYBa49bT HE € MOI'bJI J1a IIpeaIBHOH.

\\
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HPYTU YCIIOBU ST

HQren 21. Crpanute mo IOTOBOpa HE MOrar
OpeasuzieHd B Wi 116 ot 3011,

Ynen 22. Crpanure no JIOTOBOpa 1e perasa
CIIOPOBE TI0 B3aMMHO ChIVIACHE, & AKO TOBA ¢ HEBDIMOKI
KOMICTCHTHHAT CbI B I'p. JoGpHuy.

Hien 23. 3a Bewuxu Heypeenu 1o HACTOSIITHSI
pasmiopenbure ma 3011, ITT130T1, 331 u T3.

Hnen 24.(1) 3a panumnn aJipecH 3a IpHEM
HACTOALIHS JIOTOBOP €€ CMATAT afpecuTe, [OCOYECHH B HAY

(2) Ilpu mpomsHa Ha nauHHTE 110 [IPEJIX0JIHA
UIBIKHA 1 yBEOME IpyraTa B TPHAHEBEH CPOK OT IpOMs

1

lpn cwberaBswe ma HacToOsMHST JOTOBOP ¢
CJICTHATE TOKYMEHTH 34 JIOKA3BaHe JIMIICATA HA OCHOBAHMS]

= 38 00CTOsITENICTRATA 110 YU, 54,aim. 1, 1. 1 or 3

- 38 OOCTOSTENCTROTO 110 uJ, 34, an. 1, 1.3 or ;
0 TIpHXOIHTE H YIOCTOBEPEHHE OT OBIMMHATA 11O cel
KaHAWIaTa uiIH y9acTHHKA,

- 34 00CTOATENICTBOTO 110 4l 54, am. 1, 1. 6
Msoenuutensa arennus "Tiasaa HHCIEKIMs 110 Tpyaa";

- Pa3pelICHHE 32 ThPrOBUS HA €IPO C ME/HIH
HIIM JIpYT JIOKYMEHT, YIOCTOBEPSBALL NPABOTO HA yaacT
H3JIC/IHA, H3AJIEH OT KOMIIETEHTEH OPraH Ha ChOTBETHATA bi

- cepruduKar 3a npuIaraHe u HOITbPIKAHE
KauecTBoTo ISO 9001 B o6nacrra Ha MIPOU3BOJICTBOTO K

HU3JIeNIUI  W/imu CHCTemMa 3a YIpaBICHHE Ha KayectT
CKBHUBaJICHTHA,

- OTOPH3ALMOHHO IHMCMO, MBIHOMOIIHO MITH
M3MaJICH Ha Y4aCTHHWKA OT IPOH3BOJUTENA WIH OT YIT1
CMHCBIIA Ha wi. 10, an. 2 or 3MU 3a IIPE/ICTaBUTENICTR(

KOHKpeTHaTa npouenypa. B cmyuawre, xorato wmajaren

cllegBa pa ce HpeacraBd u JOKYMEHTBT, C KOHTO 1p

YIBJTHOMOLUIEHH S IIpeJicTaBUTEl.

Hacrosmust norosop ce cherasu B TP eIy

nponaaBayda u JBa 3a KyITyBaya.

IMPOJABAUY: A Y o
A trading

lutien in healthcare

sophat
S0

evo
38

K

Ta I'0 M3MEHST, OCBEH B cliyqaure,

T BL3HHUKHAIIHATE 110 U3ITBIIHEHHUETO

0, 110 peaa na I'TIK, npen pomoso

HOTOBOp BLIIPOCH 1Ile ce [punarar

[AHE Ha C’bO6H_[GHI’IH, CBLp3aHu ¢
AJI0OTO Ha AOTroBOpa.

Ta aJliHEA, CLOTBETHATA CTpaHa ¢
HarTa.

€ IPeACTaBUXa OT M3ILIHHTENs
38 OTCTpaHsIBaLe:;

OII - cuyeTencrro 3a CBIAMMOCT;
SOI1 - ynocrosepenne ot OpranuTe

AJIMIIETO Ha BBITOKHTCIS M Ha

- YOOCTOBEpEHHE OT OpraHvTe Ha

HCKH H3JeNNs, u3ganerno or MAJ]

HUKA Ja TBPIYBA ¢ MEIHITHHCKH
(bprKaBa;

Ha CHCTEMa 3a ymparieHHe Ha
/WM TBPrOBUATA ¢ METUIHHCKH
Boto ISO  13485/13488 wu/wmm

APYT pPaBHO3HAYEH JIOKYMEHT,
bJIHOMOIICHHSA TIPEJCTABUTEN 110
Ha TeputropusaTa Ha PB unm sa
© YUBIHOMOIIEH IIPE/ICTABHTEI,
OU3BOJMTENSAT € YIrbJIHOMOLLIII

OO6pEL'3HH CK3eMILLIpa, €OMH 3a

YIIYBAUY:




TEXHWYECKO NPEARN

Moanucanata Acsi Jlbuesa
npoaax6u BorHuyeH nasap —
INbka CoTupora — HoTapuyec,
Codus, agpec Ha yrpasneHue
er. 12, EWK: 103267194

poea LioHema — MBaHoma, EMH
KoHcymaTven v munHoMOwWHK, cbria

NPEANAFAM CNEOQHUTE YCNOBWSA za usnbnineHue Ha nop

1. Mpass cneaHoTo NPEANnoXeHne 3a M3NbLAHEHWE Ha
CreLngrKaLnm U U3UCKBaHWATA Ha Bbanoxurens

Cernacko Mpunoxerne Ne 6:

B fokymeHTta CMIMCHK HA M
€ ANBXEH Aa NONbIHW:

KoroHa 4: "Onucanve wa n
XapaKkTepucTUKMTE Ha n
KonoHa 3;

KonoHa 5. "Kog H30K",
MEAULMHCKA U3LIernns, KOUT

Konowa 6: "Twproecko HaumMeHoBaHue
MEAWULIMHCKOTO M3genue;

KonoHa 7:
noco9BaT NpoUaBoan
cepTudhukar.

2. [leknapupam cwrnacueto cu ¢ kna

3. Jeknapupam cpok Ha Banw
nofasaHe Ha odiepTaTa.

_4. MNpremam cpoka Ha M3NBLIHEeHN

5. Mpuemam cpoka 3a nnaijade: go 60 (wectnecer
W3AABAHETO Ha (hakTypa oT ManbiHuTens.

6. MNpremam cpoka Ha AocTaeka: go 72 (

7. Mpremam cpoka Ha rOAHOCT:

8. docraBsHuTe MeguuMHcKu n3genus e oTro
BKITOYEHN B Crncbka ¢ MeiMUMHGKY uanenusi, kouto H30O
KaTO LieHara, Ha koATO ce Npeanarar He e No-BUCOKa OT ¢

9. Mpuemam ga uwsnbnHseam BCUYKH
AOKYMEHTaUmMATE 3a yyacTue,

EOVUMHCKUTE U3OENMS 3A

PELnaraHoTo MeAMUMHCKD MSAEMNUS, CbOTBETHY

AHOCT Ha odepTaTa: 3 (Tpu) me

)

BOPAT Ha Wan
K 3annauwa e

10. B cnyvait, ye Gbaa ONPEAEneH 3a U3MbMHUTEN Ha Nopbuk
Aa NPEACTaBs aKTyarnHu LOKyMeHT
O 1 CBOTBETCTBMETO C MOCTaABEHUTE
.1, 7.107300 - csw,quenc‘
an. 1, t. 3 or 300 - ya
Ha BL3NOXUTENS W Ha KaHg,

AOroBopa 3a obilecTBeHa nopbyka,
OTCTPaHABaHe OT NpoueaypaTa, KakT
- 3a oBcToATeNCTRATA MO un, 54, an

- 3a oficToATencTeoTo no yn. 54,
YAOCTOBEpeHWe oT oBLwmHaTa no ceganuneTo

- 32 06CTOATENCTRBOTO Mo yun, 54, an. 1
MHCMiekUms no Tpyaa';

- PaspelieHWe 3a TbProsus Ha egpo
YAOCTOBEPABALY MPaBOTO Ha y4acTHWka Aa Tbp
CbOTBETHATA AwpXara. PaspelleHve wnu yaoc
W3ABNVA, YCTAHOBEHN Ha TEPUTOPUATA Ha Penybn

. T. 8 - ynocrosepeHue o

rysa ¢ mMeauLMHCKK
TOBEPEHNE He Ccu U3
vka bwnrapus;

Codnast 1756,

Codapma Bizsnec Tayepc,
v, Nevesap Cranves 5

Crpaia A, .12

per. Ne 400 Ha HoTapuanHara kamap
rp. Cocbua, n.k 1756, yn. Jlevesap Cras

Crncbk Ha MeguumrHcKkUTe naaeny
PeanaraHoTo  MeAWLMHCKO M

B KoaTo Tpsibea Aa nocoun koga Ha
0 H30OK sannawa B ycrosusTa Ha BonHuyHaTg
Ha uzgenueTto", B KosT

"I‘lpowaso.u,wTenNnanomou.leH npe,qcmsmen/ﬂp:g
TeNAT WK ynbnHOMoLLEHus NpeAcTasiTen no u,

Y3UTe Ha NPUNOXeHUs npoe

|
€ Ha nopbykarta: 12 (gBaHageq
KarneHaa
ceaemaeceT W ABa) vag

He Nno-manko ot 1 (egHa) roguHa

TOMHOCTTA 210 KO
MBNCKBaHWA Ha B'bia

C MeauunHcKku usnen

sopharma tradin

evolution in healtheare

qMEHME

G

7410146258, B KkavecTaoTo c1 Ha Mdup
HO MbrAHOMOLHO Ne 6565 or 14.12.2015
@ Ha Cocbapma Tpeiguur Al, cbe cepa

‘ues“ Ne5, Cothapma BuaHec Taybpe, crp

“'4 KaTa:

tik(op
. Ha
nvye:”
apa A

A

i

r|othKaTa B CbOTBETCTBME ¢ TEXHWYecKKTe

jﬁ 3a KapanonoruyHa AerHocT.
KAPOMONOrMYHA AEWHOCT Beexu YYECTHUK

BABNWE", B KOATO TpsiGea da ce nocoyar
8 U3NCKBAHNATA Ha BL3NOXUTENS, NOCOYEHM B

MEANLWMHCKoTO n3genve cernacHo Cnucbka ¢
a MeanuuHcka nomoLy;

O Ce rnoco4sa TbProBckoTo HanMeHoBaHne Ha

iTexaren Ha CE ceptudmkat, & kosto ce
10, an. 2 ot 3MW wiunu nputexartenar Ha CE

KT Ha forosop.

|
eUa oT parara, KosTo e NnocoYeHa 3a garta Ha

C
!

¢eT) Meceua ot cknoyBaHeTo Ha forosopa,

PHU OHW OT usBbLPLIBaHETC Ha mocTaBkaTa 7] )
b
a 0T MOMEHTa Ha 3asBsBaHeTo, 1/, /
4 KbM MOMeHTa Ha JocTaskara. ”‘ (
ckBaHuaTa no 4n. 82, an. 1 ot 3MW u we ca i }

yFnoamnTa Ha BonHMYHaTa me
ATO 1 3annawa H30K.

NOXUTENsA, nocoyeHw =

AULVHEKE MoMoL,

0BsBreHneTo 1
ATa, Ce 3aAbLnKaBsaMm, Npu NognNUCcBaHeTo Ha
YAOCTOBEPABAILM NUNCATa HA OCHOBAHWS 3a
pUTEPWUK 32 NnoaBop:

30 38 CbANMOCT;

PCTOBEPEHWE OT OpraHvTe no npuxoaute u
naaTa unun yyacrrHuka:

PPraHnTe Ha ManbnHutenHa areHuma "Mnasna

0
K

.‘I.

I
T

i
l“{C

7, M3gageHo ot WMAJ unw APYr OOKyMeHT,
AeNng, N3pafed oT KomneTeHTeH opraH Ha
kBa& OT MpoOW3BOAWTENUTE Ha MEOULIMHCKI

tharc: 1359 2 8133 666
www.sopharmatradlng.bg




- CepTudbukar zg Aaa
Ha mpoussoacTsoTo Whnn Teprosustg C M
13485/13488 nianu eKBUBaneHTHa:
OTOPM3aLNOHHG nuc

bpxaHe Ha CUCTema 3a yn
CAVUMHCKY n3nenug wn

!

p

- sopharma tr
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ading "
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aBneHue Hag KadecTeo

70 ISO 9001 & 06nacrry ™
cicTema sa ynpasne

HWe Ha kavecTsoTo 1SO

|
AYeH fokymenT

APYr paBsHoz » M3daneH ua Y4acTHuka ot
NpousBoANTENN MY OT YMbNHOMOWEHUS npeacrasuren no CMUCHNA HY |km. 10, an, 2 o7 3MW 3a npencrasuTencTeo Ha
TepuTOpPUATa Ha PR WU 3a KoHkpeTHaTy Npoueaypa. B crnyyanre Korfam W3daten e ynbriHomoLyeH npeactaBsyTen
Cneaea aa ce npescrasy Y AOKYMEHTLT,

Acsa Ibvesapoba
Avpekrop npoga
ﬂbﬂHDMOLuHMK,
TMoBka Cotupos

LoHesa - I
#OW BN — K¢
CBINAacHo nob
a-— Horapmyc

Codims 175 G,

Cotapma bidzner ayepe,
Y Movesan Cranyen 5

Crpopa A, er.12

MHOMOo

W1 ynenHomowyen
|

|
|
BaHOBg
HCYMaTuBm u
THOMOLLHO Ne Ne G565 0T 14.12.2015 r. yg
» Per. Ne 400 yg Hotapuarnnara Kamapa

n.:r359 2 8133 660
PKC 1359 2 8133 666
Nw.sopharmatrading.bg
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HEHOBO HPEUIOKEHUE 3A N311L.)

a,

EVIK / BYJICTAT 103267194 |
HIpencrasnsaean ot Hamursp T €opruen
Ka9ecTBOTO My g Manbnnureney JHPEKTOp, T
LIOHeBa-I/IBaHOBa, CBIIIACHO IBIHOMOIHE
Cotupoga- HOTapuye B paiton P.C. Codust, pe

(06

HpaBH CIICIHOTO LIE€HOBO Ipennoxenne 3a U3

Oboco6 HaHMGHOBaHHe
000cobenara

Ha | M3uckpapug KBM Mey

Marepuan: CoCr L605; 11
Hm (0,065MM 1y 0.0026%)
saryba (mean forashorteni‘
Rapid exchange, xuﬁpmeﬂf
Kietka;  Homwubanug
Maxkecumanuo Hangrade: 16
Balloon overhang: <(,5 MM
wadra: Ipokeumaey 19T
MapKkepu: 2 — IMnatuna / |
ABJKHHA Ha KaTeTbpa; 140T
katerbpa: 5F; Bopau: 0.
Hbmicina (mm): 8, 13, 16, !I
ﬂmamem}g (mm); 2.5, 2.75,13.
Marepuan: CoCr; Mebennug
Huzaity  pa KJlleTkaTta
CBBMECTHMOCT — paramagnei
karerbpa: SF; Ilusaiin: Rap
semi-compliant,
1415 Mm; Bopay: 0.01
wadra:  Mpokcumaen 2.1F
Abikina 1pu inamersp no
19, 24,28, 34, 38; ]
(mm) - 19, 14, 18,24, 28, 34|

CTEHT, 9]

OpOHapEE;I
ycmoBen No 2

CTEHT,

Koponapen

THEHHE HA MOPBLYKATA

eRs Nes,
|

,‘HHMHTpOB,
i
HPe3 BIIHOMO

T.Ne400 1a Horapuamyar

IMHHCKOTO H3enue

Recoil; < 3%;
12): 0,29 %, Husatin;
r OTBOPEHa U 3aTRopeny
Halisrame;

Broumen AHAMETBD Ha
PHIHH; H3nonsgaepmg

9,24, 29, 32, 37, 40
0,3.5,4.0,4.5

Monesna A
4“; Bi}
3
Humxuna H‘p

2.00; 2.25, 2.50, 2.75, 3.00; 315
Marepuan: Carbon-Ion stain]e

MEJHKAMEHT- OTBOpPeHa KiteTKa; ,[[eﬁemmai ia ctpara 110 HM;
r . Kpocunr npodum:  <1,05 mm; - Jlexaperso:
TSRt . CTeHT, PaHaMHLIIdH/SirO]iI]ILIS/; ‘ Exeusanentig
yclloBen No 3 MeKapCTBena go3a: 2,0 p,g/n:amg Husaitn: Rapid
exchange; Momumep: OHopasrpamum 34 nepuon ot
WEeCT  cenmumy;  MR] | CbBMecTHMocT
paramagnetic;  IeGenpyg | 4 MOKpHTHeTO:
npHOIHU3KHTE RO 5 um";T CroTHOWeHKe
. ME:TEIJ]/APTB}JHH = 13%-15%;

-

patton npec Ha (,\{\

P-H Usrpeg, i 5

Er'H 7408019062, B
IIHUK Acst JIsuesapoga
122015 1, g Jlo6ka
a Kamapa

565 or 14

|
I{IDJIHGHPIG Ha IIOPBUKaTa:

Enunmypa
UCHa B jepa

Oez JIJIC

ClHRa Ha cTeHaTa 65
Cpenna

9 atm.;
atm (burst pressure);

Hucraney 2,7F; Ro

M; CoBMecTHMOcT Ha
14 wnu 036 MM;

Ha ctpara 0,065 MM;
semi-open; MR]
¢; CbBMecTHMOCT Ha
id exchange; Banon:
JXHHA Ha Bogayp:
HIICH Nuamersp pg
Hucranen 2.6 E;
00 (mm); g, 12, 16,
1 AHaMeTsp Haz 3.00
38; Huamersp (mm);
0,4.00

Ss steel;

Huzaii;

Homunanno

Cotapma Busmee Tayppe,
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Halsraxe: 6 - 7 atm.; Maxcumanmg Hamarawne; 14 - e
16 atm (burst bressune); Boumey AHaMETED Ha
wadra; Hpoxcumaren f2.] F Iucranen 2.4 F;
CoBMecTUMOCT Ha KaTeTbpa: S5F; Bopay: 0.014%
Lbixung (mm): 10, 14, 18, 24, 28, 34, 38,
[[Hameﬁ:p (mm): 2.5, 4.5, 3.00, 3.25, 3.50, 4.00,
4.50, 5.00

Marepuan; CoCr L605; [Meemng Ha cTpara 65
(0,065Mmm 1y 0.0026); |Recoil: < 3 %. Cxbeanane:
< 0.29 %; Jexaperso: S;iro]imus; EKBHB&HGHTH&
JeKApCTBeHA  m03a; | .45 Hg/mm; Honumep:
Gropasrpagum u O0nocer MECTHM;  Tusajin: Rapid
exchange, XHOpHEeH — OTBOpeHa p 3aTBOpeHa
kinerka;  Homwugango | Hagsraue: 9  atm.;
Makcumanuo Hanarane: | 16 atm (burst pressure);
Balloon overhang: < 0,5 nﬁm; BrHmen AMaMeTBp Ha
wahra: IMpokcumaney I9F Hucranen 2,7F; Ra
Maprepu: 2 — ITinatuaa Hpu,uﬂﬁ; Hsnonspaena
ObJDKHHE Ha KaTeTepa: 14 ‘~142 CM; CLBMSCT‘HMOCT
Ha katetspa: SF; Bonay: 0.014% 1y 0.36 MM,
Hvmxina (mm): 8, 13,1619, 24, 29,32, 37, 40, 44,
48. namersp (mm): 2.0 ), 2.25, 2,50, 2.75; 3.00,
3.50,4.00, 4.50 |

DBM - MeIuKamenT - mnr'PtmaLu baon ¢ aktusno
2IIXe3UBHO BeLIecTRO Paclitaxe] y eKCLUUIINe T
BTHC (11-6yTHn-TpM n-Xekcun LHTpaT);
CroTHOmIE HIe Paclitaxel | kpym BTHC - 90/10;
Otnensine na Paclitaxel} 2.5 pg/mm? PTCA
Katerpp Rapid Exchange; Bonay 0.014";
Xunpodumnuo HOKPHTHE Ha|uacTry RX; Yecrora Ha
IOKpUTHE Ha Gamona ¢ MEIHKaMeHT; 99.0 %,
Homunanno Hajarane 6  bar . 16 bar:
Paguonsoronng 5 BUSYallin mapkepu (Pt - Ir);
Hbimxnna (mm): 10, 15,20, 25, 30, 35, 40;
Huamernp (mm): 1.50, 2.00i 225, 2,50, 2.75, 3.00,
3.25;3.50, 4.00 '

Bunonspen neficunr KareThp 6e3 Ganon s3g JAACHO
CBPUE KpHBKa ¥ 15 neficupane g Kamepara,
Cobsnanen g OCHI'YPH  HalexHo nelcupane n
YII4BAHE HA CHIHaNK B Kame aTa "pes IocTen mpes
Z0IHa  BeHa Kaga, Iperfusen KOHTpon  Ges
TIpekoMepHa TBBpaOCT. Onrp MAJICH KOHTpon npn
Bbprene. Tunboumna | CM. Ha Mapkepure 3g
NoAcKIBAKE ipy MOCTABAHET(), Mbiminna — 110 CM,
PasMep —5F, enexrpoano pasgTosue — 1 cm.

Koponapen
MEIHKAMEHT-
H3IIBYBAL] CTEHT,
YCIoBeH No 4

Menuxamenr-
H3bYBau Ganon

Enexrpox 3a
BpeMenHa
KapIuoctumymanus

3abenescka: B Koiona 4 ce nocoygy yenama ¢ segq 6es JIC camo 3a
obocobenama RO3UYUS, 30 Kosmo YUACmMuUKDmM npedemags F(j)epma,

)
HOHHHC Ha Hpe,HCT&BJISIBaU.IOTO JIHIEe ¥ meyar i .L y ..........

Acs JIB4esapoga Lonesa- Usanoga
Hupexrop IpogaxOu- Bonuuyey l1asapr KOHCYMaTuRy




