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JOroBoOP /\/'a /fi

Huec. /L ..2018 roz. B rp. JoOpuy, Ha ocHoBaHKe L. 11
OBLIECTBEHHTE OPHUKH, CE CKIIOYM HACTOSIIMAT JIOI'0OBOP MEMLY:

"HOBE MEJIMKBJI TPEUI" OO/, che cepamuue & rp. C
O6opulie, ajpec Ha ynpasiaenue: yi. "Mockoseka" 47, EMK 202670720
Ioue Cumeonos [ouer, B KauecTBOTO MY HA.YIPaBHTEI, oTpeeleE
Pewenne na sb3noxutens No 12/ 18.04.2018 r. ciex npopenena nponern

2 ¥ cJi. OT 3aKoHa 3a

ofus 1000, paiion
IpPeCTaBIsBAHO OT
| 32 M3IBJIHUTEN C
ypa 3a Bb3JlaraHe Ha

ofiiecTBeHa TTopbuka Tin "oTkpuTa”, Briucana B Perncrbpa Ha 00LIECTBEHATE NOPBYKH M0

Ne 00083-2018-0006, mapuuan ITPOJABAY K
"MHOTI'OITPODUJIHA BOJTHULIA 3A AKTUBHO JIEHEFE
rp. Jo6pu4, che cemaiuile | aapec Ha ynpasnenue: rp. Jobpuy, yi. “I
ten. 058/600160, dakc: 058/600414, e-mail: oblb@bergon.net,
npezacrasisieado ot J-p Tpudon Bragnmupos HMopnanos — Msmeimu
npyxkectBoTo, Hapuuana KYITYBAY,
CrpanuTe ce criopazymsxa 3a ClIeJHOTO:

[PEAMET HA JIOI'OBOPA W LIEHHA

{UE-JIOBPUY" AT
Tanafior Xuros" 24,
EMK 124141302,
tejied JlupexTop Ha

Ynen 1.(1) IlpojpapaubT nponasa Ha KynyBada MeEIHIL

KapAooruuHa faeitnoct no obocotena nosuuus Ne 2: KopoHaper cTeHT,
[AHTHPAHE Ha CTeHT

Tuprosexo nanmernopanue: ArthrosPico — cucrema 3a HMIL

Ipoussoaurea: Amg International Gmbh

Koa nmo H30K: B04041012000001,

Ilo ofocobena nozunms Ne 3:
ycnoseH Ne 3

Tepropexko HAHMeEHOBAHHE!
UMIUTAHTHpaHE Ha CTEHT

Mpoussojauresn: Amg International Gmbh

Kon mo H30K: B04041020000009; ;

ITo o6Gocobera nosumus Ne 7: MeaukamenT u3abpusan 6anon

Tuproserko naumenosanue: PacSol — MeIMKAMEHT H3IBUBA

[pounssoauren: Amg International Gmbh

Koa mo H30K: B04043000000015,

3a KOMTO € Y4acTBasl B IPOILeypara 3a Bh3jiaraie Ha 00uiect

(2) LleHoBHTe npeUIoyKeH s Ha [TpojlaBaya ¢a KaKTo Cle/ipa:

ITo o6ocobena mo3unus Ne 2: KopoHapeH CTeHT, YCI

KopoHapeH MeauKaMeH

Itrinll Rapamycin — 315

(uerupucrorun) aesa 6e3 JJIC 3a 1 (eann) Opoii.
I[To oBocobena ro3unus Ne 3: Koponapen MEIHKAMEHT M3JIb
No 3: 758.33 (cenemMcTOTHH, METAECET M 0ceM JeBa 33 CTOTHHKM)
(enun) Gpoit.
[lo obocobena

J
nosumms  Ne  7: MenuxaMeHT H3JIbYB
(nesercrorun) nesa 6e3 JIJIC 3a 1 (eqmn) OGpoii.

(3) TlporHo3uuTe KOIHYECTBA, IIOCOYEHH B JOKYMCHTAIM

osed No

amy,  OalloH:

HHCKH M3Jlelus  3a
ycaoreH No 2

T H3Jb4Ball] CTCHT,

ypalia cCHCTeMa 34

11 OasIon

BEHA ITOPBHKA.

2: 400.00

YBall CTEHT, YCJIOBCH

1ega 6e3 JUIC 3a 1

900.00

siTa 3a o0UlecTBEHA

IopbYKa HE HOpaKiaT 3a/lbJDKEHHE 34 KyllyBaia Jia ' 3aKYIIH B [TOCOYUCHH obem.

CPOKOBE 1 HAUYMH HA TUTAILIIAHE

Usten 2. CpokhT Ha HAcTOAIIMS 1oToRop € 12 (1pananecer)
TMOJINHCBAHETO MY. ﬂOl“OBOstT Ipoab/RKaBa ﬂeﬁCTBI’IGTO CH 10 CKJIFOY
JPYI U3MBIHKETEI CJiejl IPoBeskaane Ha 0OLIeCTBEeHa HOPbUKA.

MEcCela OT Jartara Ha
BAHETO Ha J0roBop C
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Ynen 3. MeauUMHCKHUTE H3Jeius wie ObJaT JOCTaBAHH

0T Mmnpomagava Ha

KylyBada B CpOK J0 72 (CeaemaeceT W [Ba) yaca 0T MOMEHTa Ha 3asBABAHETO OT CTpaHa Ha

BB3JIOMKHTENS,
Ynen 4. JIpJoxuMmara Ha mpofaBada cyMa o BCsKa OTJIENIH

njareHa OT Kynypada Io OaHKOBaTa CMETKa Ha I[poJapaya B CpPOK

KaJISHJAPHU JIHM CJIe/l M3/1aBaHeTo Ha (GakTypa OT mpojaBaya,

1 JOCTaBKa Lie Onjie
no 60 (wectmecer)

Ynen 5. CpOK'bT Ha I'OJHOCT Ha AOCTaBAHHUTC MCIOHIHHCKH H3JACIHA € HE I0-

MaJKo oT | (eﬂ}‘lﬂ) rogiHa KoM MOMEHTA Ha J10CTaBKa.

MSICTO HA U3ITBJIHEHUE U ITPEMMHABAHE HA COGCTBEHOCTTA

Unen 6. 3a MICTO HA JIOCTABSHE Ha MEIMIMHCKHUTE M3

[cnusa ce onpenens{

“MBAJI-Nobpuy™ AJl rp. Jo6puu, yn. “llanaiior Xuros” Ne 24, 38eHo ,,BonanHa anrexka”
Ynen 7. CobeTBeHOCTTA BBPXY JOCTABIHATE MEIMIIMHCKH HS,I];@IIHH u pHCK’bT OT

IIBJIHO HJIM 9aCTHYHO HM IIOTHBAHE NPEMHUHABA BBPXY KyIIyBaya OoT MOM

CHTa Ha NMpHueMaHeTO

UM Ha MJICTOTO Ha OOCTaBAHE C IPUSMO-NPEHAaBATEICH IIPOTOKOI HIJIKM Apyr PaBHO3HAYCH

IOKYMEHT.

[PABA W 3AJBIDKEHU S HA [TPOJIABAYA
Hen 8. (1) TlpomaBaubT € ATBIKEH Ja CKIIOYH JIOTOBOP
KOraTo € 0DsABMII B 3as(BIIEHHETO CH 3a yYacTHE ITOJI3BAHETO HA MOJM3IIb

3a 3aMsHa Ha INOCOYECH B 3asBJICHHUCTO HOAWU3IIBIHUTE HU3IBJIHMTEIAT

3a HOAH3ITBIIHCHHE,

aauTen. B cpok no 3
JIHY OT CKJIIOUBAHETO Ha JIOTOBOP 3a MOH3IIBIIHEHHE HIJIH HA JIOITBIHUAT

€JIHO CIIOpazyMeHue
H3IIpalla Kolue Ha

AO0ToBOpad MM Ha NONBJIHHTCIHOTO CIIOpasyMEHHE Ha Bb3JIOXKHUTEIA 3aCHO ¢ JOoKa3aTeJIcTRa,

Ye ¢a M3IIBJIHEHH YCIOBHATA 110 wi. 66, ay. 2 u 11 or 30I1.

(2) HommanbiauuTenuTe HSIMAT [PABO Ja IPEBB3JIArar €

Ha WK IIOBEYEC OT

JICHHOCTHTE, KOUTO ¢a BKIKOYEHH B IIPEAMETa Ha JOMOBOPA 3a I0JIM3ITIbIIHEHHE.
(3) HesaBucuMO OT BB3MOXKHOCTTA J1a Ce 1/131'10J13B.':1’L‘“ MOU3I'BITHUTENH,
OTFOBOPHOCTTA 3@ M3IIBJIHEHUE HA JOrOBOPA 33 00LIECTBEHA HOPBUKA ¢ Ha [Po/iaBaya.

|
(4) KynysausT HsiMa J1a M3BBPIIBA JIUPEKTHH PasIIAIaHus ¢

[NOOU3IIBJIHHUTEIIHUTE

Ynen 9. HponaBa%T € JIBXKEH ga J0CTaBsd MEOAHITHHCKH M3IEIHs, KOUTO;

1. oTroeapsT Ha U3UCKBaHusiTa Ha uil. 82, anm, 1 ot 3MU;
2. OTroBapsT Ha H3UCKBAHMATA, [TOCOYEHH B OOSBIEHHETO

oblecTBeHaTa IIOPBYKa M B JOKYMCHTAIUATA 34 ob1ecTReHaTA IMOpBUKA.

Yen 10. IlponaBaubT B cpoxa Ha JOTOBOPA € JTEIKEH;
1. la ¥Ma paspelleHne WIM YAOCTOBEPEHHE 3a ThProBHs Ha

34 OIIOBCCTABAHE Ha

eIpoO C MEIMIIMHCKH

M3IeNHs, u3naaeHo ot Manennurenuus jupekrop Ha MAJI no pema na SMH.
2. Jla npunara  rojybpika cucTeMa 3a yrpasieHue Ha kadectsoro EN ISO 9001

u/unmn EN ISO 13485/13488, u/unu expuBaienTHa, ¢ o0xBar B obnacrra

H/HITH ThproBusaTa ¢ MEIUMIHMHCKH U3CIIH.

Ha IIpPOHU3BOACTBOTO

Ynen 11. Llenata Ha gocraBsHHTE MEAMIMHCKH M3/EIHs HEe MOXKE JIa € [0-BHCOKA
0T LleHaTa, rnocoueHa B KoJjioHa IF na Cruchbka ¢ MeIMIIUHCKY u3aenus, xouro H30K zamaia

B YCJIOBHMSTA Ha OOJHHYHATA MEAHIIHHCKA TOMOIIL.
Ynen 12. IlpomaBaubsT € anbKeH Jia u3faie B Cpok (hakT
MEIHIIMHCKH H3JIEIHsL.

I[TPABA U 3AABJDKEHM A HA KYITYBAYA

ypa 3a JIOCTABEHUTE
1
\

Ymen 13.(1) KymyBaubr uMa mnpaBo Jia IpOBepsBa KOJNMYECTBOTO HA BCIKA

OTJIeJIHa JIOCTABKa,
lipoJaBayda B Cpok ot 24 uaca.

KaTo IIpH YCTAHOBABAaHE Ha HECBOTBESTCTBHE € [

|
JIBXKEH JIa YBEIIOMH
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(2) Ilpu ycraHoBsiBAaHE Ha HECHOTBETCTBME B KAueCTBOTO HA JIOCTABEHMTE
MEIAMIIMHCKH W3e/IMd KYILyBaubT € JUIbKeH JIa YBEJI0MHU IIpojiaBaya B CpoK oT 24 yaca.,

(3) HecwoTBercTBHETO HaA KOJIMYECTBOTO H KauecTBOTO C€ YCTaHOBABA C
NPOTOKOJI, ChCTABEH OT KOMUCHS, ChCTABCHA OT JUIBKHOCTHUTE JIML(A Ha KYyITyBada.

(4) B ciyuait, ue npojaBaysT B CPok 10 24 uvaca clel yBe,H,OMHBaHe'IO no ai. 1
OCIIOpH ITHUCMEHO HEChOTBETCTBHETO Ha KAawyeCTBOTO, TOH MOXKE Ja HCKA IIpOoBEpKara My OT
YII'BIHOMOIIIEHA J1a00paTopusl, upe3 B3eMaHE Ha KOHTPOJHKM 00pasiy OT AOCTaBKaTa, WM
Yype3 CpaBHSBAHETO Ha JOCTABCHUTE MEIHIMHCKH M3JIEIHs ¢ IPEJACTABEHHTE MOCTPH,
OIIHCAHKE WJIM CHUMKH [IPH YUaCTUETO B 00IIECTBEHATA IIOPHYKA.

Unen 14. KynyBaubsT € ANTLKEH Ja 3aIUIaTH yroBopeHara
HAuWHA H B CPOKA, ONPE/IeSIEHH B HACTOSILIA 10T0OBOP.

[eHa B pasMepa, II0

HEYCTOWKU

Unen 15.(1) Ipu 3abasa Ha jlocTaBKa OT CTpara Ha [Ipolasada c roseue oT 24
(IBajeceT W UETHPHU) uaca, KyIyBaubT MMa IpaBO Ja MOIY4H HEYCTOHKa B pasMep Ha 0.1
(iyna uso, €IHa Jecera) Ha CTO OT cTOHHOCTTa Ha 3abaBeHara ILOCT&BK& 3a BCekH 24 yaca
zababa.

(2) Ilpu ycraHOBsIBAHE HA HECHOTBETCTBME B KOJIHYECTBOTO, IpOJaBaybT €
JUTBKEH J1a JOCTABH JIMIICBALIOTO KOJIMYECTBO IIPH ClleABaliaTa JO0CTaBKa, a IpU IOUCKBAHE
OT CTpaHa Ha KymnyBada B Cpok oT 24 daca. [Ipu HeusnwiIHEHME HA TOBa 3ab/DKEHHE
KyIyBauyLT MMa IIpaBo Ja [ONyud HeycTOHKa B pasMep Ha 5 (11eT) Ha CTO OT CTOHHOCTTA Ha
JIMIICBAIOTO KOJIHYECTBO.

(3) llpn ycranoBgBaHe Ha HECHOTBETCTBHE B KaYECTBOTO, IIf
Jla JIOCTABH MEJMITMHCKH M3JeJIHs ¢ YTOBOPEHOTO Ka4eCTBO MPH CleBall
IIOUCKBAHE OT CTpaHa Ha KylyBaya B Cpok or 24 wyaca. [lpu Heu
3a)(bJDKEHME KYIIYBaYbT MMa IMpaBo Aa [OJNyuH HEYCTOHKa B pasMep H
CTOHHOCTTA HA HeKayecTBeHaTa JI0CTaBKa.

(4) B cinyyaure no anuHew 2 W 3, ako [poJaasaybT HE JOC

YOIABAYBT € ANBIKEH
1aTa JI0cTaBka, a npu
BIIBJIHEHHE Ha TOBd
a 5 (mer) Ha CTO OT

TaBH JOI'OBOPECHOTO,

KyIyBaubT HMMa TMpaBO Jia 3aKynH HeoOXOJUMHTE MY MEIHLUHCKH
JOCTABYMK, KATO pa3jMKaTa Mei/1y [leHaTa [10 J0roBopa H JeHCTBHTEIHC

U3LENIUsl OT JApyr
3aryiaTeHara leHa e

33 CMETKa Ha [1poJaBaya.

Ynen 16.(1) Ilpu oTka3 Ha npomasada Ja HOCTaBU 'aaﬁBeHma MY MEIHUIIMHCKH
w3ieids Wik rpy 3abasa roseue ot 48 (YeTupuieceT U 0CeM) uaca, KynyBa%T HUMa IpaBo aa
3aKyNU HeOOXOAUMHTE My MEIUUMHCKY M3EIHs OT JAPYT JOCTABYMK,

(2) B cniyyanre 1o mpeaxoaHaTa alHes pasuKaTa MexIy 1
JIeHCTBUTEIHO 3a1IaTeHara ieHa € 3a CMeTKa Ha [1poJiaBada.

Unen 17. KymyBaubT uma mpaBo Ja Mcka 00€3IeTeHHe B ITBJIEH pasMep Ha
BPE/MTE, KOUTO € IPETHPIsl B pe3ynTaT Ha 3abaBeHara 1/Uix HeKauecTBeHaTa J0CTaBKa.

Unen 18. Ilpu 3abapa na riamane oT cTpaHa Ha KyNyBaua, MOCICIHUST IBILKH
Ha I1poJlaBaya HeyCcToiKa, B pazMep Ha 3aKoHHaTa JIUXBa.

Unen 19. Heycroitkure, obe3lieTeHusaTa U LEHOBUTE pa3iiy
Morar jia Ob/laT yABpIKaHH OT BCSKO JBIDKUMO Ha IIpojaBaya ILIallaHe.

cHaTa o Jorosopa U

IKH 1o wi. 16, an. 2

[IPEKPATABAHE HA JIOT'OBOPA

Ynen 20. JJoroBopsT ce npekparsasa

l. ¢ u3THYaHe Ha CpoKa, 32 KOHWTO € CKJIOYEH, OCBEH B CIyHAWTe MO Wi. 2, U3p.

BTOPO.
2. NpH CHCTEMHO HEW3I'BJIHEHHME Ha JOCTABKHUTE IO KOJIHMYECTBO W/UIIM Ka4yecTBO

OT cTpaHa Ha IpoJasaya. 1107 CHCTEMHO HEM3NbJIHEHHE ce pa3Oupa TaKoBa, H3BBPIIEHH JIBa




'"MHOT'OIIPOPHUAHA BOAHUIIA 3A AKTUBHO AEYEHHUE ~

JOBPHUY" ALl

JOBPHY 9300 P4 yn."Tanaiior Xutop" 24 B 058/600488 haicc 058/600414 H e-mail: ob

b@bergon.net

HJIH TIOBCYC IIbTH B PAMKHTC Ha €JMH KalCHIapeH MECEIl, HJIM [10BeYe 0T
Ha CpoKa Ha Jorosopa,

TPH II'bTH B PAMKHTC

3. Inpn Cb3JIaBaHCTO Ha YCJIOBMJA 3a HOCTaBKa Ha MEAMUMHCKHUTE W3JCIHA,
NpeIMET Ha JOTOBOPa CJC/ NPOBEKIAHETO Ha LECHTPAIH3HPAHH LJICKTpOHHH TEPIoOBE.

4. B cnyual, ye ObJe NMpoMeHeHa HOpPMATHBHATA ypenda, ’
OTIajHe HEOOXOAMMOCTTA OT J0CTABKATA HA MEJHIIMHCKUTE H3IENNs, K
JIOr0BOPA;

5. mpu HEBB3MO)KHOCT Ja ce OocHUrypu (uHAHCHpaHE 3
MOPBUKATA 10 IPUYHHH, KOUTO KYIYBAYbT HE € MOI'BJI JIa IPEABHIIH;

pesynrar Ha KOeTo
OMTO ca IpeJMET Ha

H3IIBJIHCHUCTO Ha

6. LPH HPEYCTAHOBABAHE OT CTpaHa Ha KyllyBada Ha MCIHMIMHCKaTa JICHHOCT, 3a

KOATO c¢a NpenBHACHH NOCTABAHHTE MCJMIMHCKH H3JEIHS, HE3ABUCHUM
OpCYyCTAaHOBABAHETO.

JAPYT'U YCIIOBU

Ynen 21. CrpaHuTe 1o A0roBopa HE MOTAT Jia IO M3MEHST
npeasuaeHy B wi. 116 or 3011

Ynen 22. Crpanure 110 JOrOBOpa IIE PEIIABAT BB3HHKHAJIHT
CIIOPOBE 11O B3AaMMHO ChIVIACHE, @ aKO TOBA € HEBBL3MOXKHO, 10 pejla He

KOMIIETEHTHHUAT ¢bJL B I'p. JJoOpuy, OCBeH B CIy4anTe, KOraTto MpeTeHIH

pella Ha 3aI0Be/IHOTO POU3BOICTRO.

Unen 23. 3a BCHUKH HEYPEICHH [10 HACTOSIIHS JIOTOBOP BBIIL
pasnopendure na 3011, [TI13011, 331 u T3.

Yren 24.(1) 3a BanuiHu ajpecd 3a NpHEMaHe Ha CHOOI
HACTOSIIMA JOTOBOP C€ CMATAT aJIPECUTE, IOCOUEHHU B HAYATIOTO HA JIOT'OF

(2) Ilpu npomMsiHa Ha JAHHWATE IO TIPESAXOJHATA AJIMHES, Ch
JUTbXKHA J1a YBEJIOMM Apyrara B TPHAHEBEH CPOK OT IIPOMSIHATA,

O OT HIpHYHHAaTa 11a

, OCBEH B CIIyYauTe,

re 110 U3NBJIHEHUETO
1 ['TIK npen pomoso
ATa € MpeasiBeHa 1o

OCH 1I€ CC Ipujarar
TICHHA, CBBP3aHHU C

opa.
OTBETHATa CTpaHa ¢

llpn cberaBdHe Ha HACTOALIMAT JIOTOBOP €€ TIPEICTABHUXA OT M3ITBIHUTEISN
CIEIHUTE JOKYMEHTH 3a JIOKA3BaHE JIMTIcAaTa Ha OCHOBAHMS 38 OTCTPAHSBAHE!

- 3a oOcTosaTencTara 1o wi. 54, ain. 1, T. 1 or 3011 - CBHﬂeTe}ICTBo 3a CBJIHMOCT,

- 38 00CcTOATENCTBOTO M0 Wi, 54, an. 1, T. 3 ot 3011 - yocroBepenue ot opranuTe

110 TNPUXOJUTE H YHOCTOBEPEHHE OT OOLMHATA [0 CENAJHILETO HA
KaHJHIaTa UM y4acTHHKA;

- 3a o0crosATencTBoTO MO Wwi. 54, an. 1, 1. 6 ot 3011 - ynocTos
Ha MsnbeinuTenna arennus "l naBHa vHCIIeKIMs 110 Tpyaa';

- pa3pClIeHue 3a THProBHs Ha €Ip0 C MCOHLHHCKH H3JIE/IHs,

WITH JPYr JOKYMEHT, YJOCTOBEPSBAlll MPaBOTO HA YJIACTHHKA Jid ThD
H3CInA, H31a/ICH OT KOMIICTCHTCH Oprad Ha ChLOTBETHATA AbpiKaBa;
- cepTM(hHUKaT 3a HDpUiIaraHe M IOJUIbPIKAHE HA CHCTEMA

BEBE3JIOMKHUTENSI M Ha
CPCHHC OT OpraHMuTe

u3ganerHo or MAJI
'YBA C MEIUIMHCKH

3a YIOpaBJICHHE Ha

kauectsoTo EN ISO 9001 w/umu EN ISO 13485/13488 u/mim exBuBajentHa, ¢ o06XBaT B
obnacTra Ha IPOU3BOACTBOTO W/HIIM THPrOBUATA ¢ MEAMLIHHCKH H3IETH;

- IeKjapanms 1mo 4i. 6, ajr. 2 oT 3aKoHa 32 MEPKHTE cpem)}f H3IIHpaHe Ha apu
cernacho Ipunoxenue Ne 2 xom un. 11, an. 2 ot [HII3MUIT - no 3aJIBIDKUTETHUS 00pasenl
[Mpunoxenne No 3 0T 0OpasLuTe JOKYMEHTH KbM JOKYMEHTALIMATA 38 YYACTHE.

wg?fv%w &

Hacrosmusar jgoroBop ce chCTaBd B TPH €QHOOOPasHH eK3e

T

Mpo/JaBava | JIBa 3a KyIyBaya.
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Hpunoncenue Ne 2.2 - 3a0vcumeien oopasey

IIpeocmaen ce no obocodena nosunua N 2: Koponapen cmenm, ychosen No 2

HEHOBO NPEAJOAEHUE 3A U3ITHBJIHEHHUE HA ITOPBYKATA Q%/‘f

ot ,,Hose Mejun Tpeitn™ OO/

cbe cepanuiue 8 rp. Codus, .. 1000, yir. ,,Mocxoscka™ Na 47
obwuna Crosmuna B anpec Ha ynpasienue rp. Codus,

n.k. 1000, yi. ,,Mockoncka™ No 47

EVK / BYJICTAT 202670720

mpencrapisBad ot ['one Cumeonos ['oler

ET'H ", B KAYECTBOTO MY Ha Y IpaBHTE)

[pemiaram nenoBo npeuioxkenne no obocodena mosuumms Ne 2:

400,00 (uerupuerornu siesa) sepa 6e3 JIJ1C 3a 1 (equn) 6poii.
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Tpunoscenue No 2.3 - 3a0vaoicumenci obpasey

Mpeocmasa ce no oGocobena nosuuun N 3 Koponapen meouramenin
H3TBUGaN cHienm, yenosen N3

HEHOBO NPEJJOKEHUE 3A M3MTBJHEHUAE HA IOPBUKATA ;‘% o
p o Hﬁit:
N

ot ,,J-Hose MeanKDLh Tpeiin* OO \.
) ene cepanuue B rp. Codus, k. 1000, yir. ., Mocxogrcka® Ne 47

o6imna CTo/Muna | ajipec Ha yIpaBjeHue I'p. Codus,

r.x. 1000, yn. ,,Mockopexa™ Ne 47

EMK / BYJICTAT 202670720

HpeCTaBIABAH OT Tone CumeoHos l'ones

ETH KAYECTBOTO MY Ha YTIPaBHUTEN

fpeanaraM NeHOBO NpeJIoIEnHe N0 oGocoGena mosmuns Ne 3:

758,33 (cepeMCTOTHH IETHECeT M OCeM JieBa | TPUIECET U TPH CTOTHHKH) JIeBa
Ges JU1C 3a 1 (emmn) Opon. o

Y /:

T, e e £
["one CuMeonosJ,61ies — YpasuTel
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[Ipunoscenue Ne 2.7 - 3a0vaxcumenet obpaszeu

[Ipedcmacn ce no obocobena nozuuua N 7: Meduxamenn- UsipHeain oaon

LEHOBO NPEAJIONKEHUE 3A M3II'bJHEHUE HA IOPBYKATA

or ,,Hose Memugnn Tpein OO,
cne cemandue B rp. Codus, n.x. 1000, yi. ., Mocxoscka“ Ne 47
obmura CronndHa ¥ aJ(pec Ha yrpaBaeHHe p. Codus,
n.k. 1000, yi. ., Mockoscka™ Ne 47

EUK / BYJICTAT 202670720

npeacranmsiwan ot I'ote CHMEOHOB [oueB

ETH® _ ... == KAUeCTBOTO MY Hel Y IIPABHTEI

[peaaraM neHoBo MPEI0KEHHE T0 o6ocobena nozuuust N

900,00 (mesercroTin) nesa Oe3 JU1C sa 1 (enun) Opoit.




“MHOI'OITPODUAHA BOAHMIIA 3A AKTMBHO AEYEHUE - IOBPUY" ALl
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Hpunoancernue Ne 1.2 - 3advicumenen odpazey

[Moanucanusr Noue Cumeonon Tones, ETH
Ynpasutren na ,Hose Mepukwn Tpern™ OO/, epe cepanume: rp. Codus, mx. 1000, yiu.

a

TEXHHUYECKO NPEAJOMNETL

X

THE

aMECTBOTO CH Ha

~Mockosexa®™ Ne 47, anpec na ynpasienue rp. Codus, k. 1000, yi. ,Mockoscka® Ne 47,

EMK 202670720,

1. H]?CIUIHFELM HocraBKara Ha MSAHIIMHCKO H3CIIHE!

Toeprosexo naumenopanue; ArthosPico Cucrema 3a UMITIAHTH

IMpoussoauren: amg International GmbH

pdaHe Ha CTCHT .

MsznckBanus KhLM Mean HHHCKOTO

Onucanue Ha Nnpejaaranoro

Kon no H30K

H3aeane MEIHLIMHCKO H3/Ie/IHE
1 2 | 3
Marepuan: CoCr Jebemuna wa | Marepuan: CoCr . leGenmuna na | B04041012000001
crpara 0,005mm. Jlusaitn va knerkara | crpara  0,065mm.  dusaiin  na
- semi-open; MRI cbBmectumocT — | knerkara - semi-open; MRI |
paramagnetic;  CHLBMECTHMOCT — Ha | ChBMECTUMOCT — paramagnetic; |
Kareropa; Sl Huzaiin:  Rapid | CeBmecTHMOCT Ha KaTeTbpa: S,
exchange; banom: semi-compliant; | Jluzaiin: Rapid exchange; Banou:

[Tonesna mbmxuHa na poxava:l4dls
MM, Bonaau: 0.014% BrHiIeH
mameTsp Ha madra: [Tpokcumanen
2. 1F ucranen 2,6 F; Huiokuna npu
aiamersp o 3.00 (mm): 8, 12, 16, 19,
24, 28, 34, 38; wvmowuna npu
gramersp Hazg 3.00 (mm) - 10, 14, 18,
24. 28, 34, 38, Huamersp (mm): 2.00;
2.25.2.50,2.75, 3.00; 3.50, 4.00.

semi-compliant, Ilonesna
AbiHHAa Ha Boxada:l415 mwm,
Bojau: 0.014% BrHien
JIMAMETBP Ha magra:
[Tpokcumenten 2.1F Hucranen 2,6
Iy Ibmxuna npu auaMmersp Ao
3.00 (mm): 8, 12, 16, 19, 24, 28,
34, 38; Hwmxuna npu guamersp
Han 3.00 (mm) - 10, 14, 18, 24,
28, 34, 38, Juamernp (mm):
2.00, 2.25; 2.50, 2.75, 3.00; 3.50,
4.00.

2. Jlexnapupam cpox Ha BamuaHocT Ha odeprara: 3 (Tpu) M
KOATO € [TOCOYEHA 3a JaTa Ha liogaBane Ha 0(])epTaTa.

3. Ilpuwemam cpoxa Ha M3IILJIHeHHe Ha rmophukara: 12 (aBana

CKJIIOUBANETO Ha J0TOBOpa.
4.

[Ipuemam cpoxa 3a mamade: jgo 60

M3BBPIIBAHETO Ha JocTaBKard M u3jlaBalero Ha (ba’m‘ypa OT H3ITHJIHMTEJIS.

5. llpuemam cpoxka ma gocraska: Mo 72 (cejiemjiecer 1 /Ba) 4aca OT MOMEHTa HA

3AABABAHETO OT CTPaHa Ha Bh3JIOKHTEII.

Ha gocraBxara.

(Liectaecer) KaleHAapHH [AHM OT

0. Ilpuemam cpoxa wa roanoct: He no-manko ot 1 (enHa) roguua KbM MOMEHTA

7. llpueMam na M3TBIHABAM BCHYKH M3MCKBAHHS HA BB3JI0WKH
OOSIBIICHMETO U JOKYMECHTAILHSATA 38 YUaCTHE,
8. I_[elcnapmpai\m, H4e JocTaBsauTe MEOUITHHCKN W3S A

CCella OT Jarara.

1eCeT) Mecera oT

»f"j 7

F t* o1 {F)
re.nﬂ#t ot (]?33
E L

(e
csh Ty
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8.1 BapsT Ha M3MCKBaHMATA Ha Wi, 82, an. 1 ot 3MM; A\

8.2. ca Bitoueny B CHUCHKA ¢ MEAHIMHCKH u3penus, xouto H30K samnama B N
YCIOBHATA Ha 6OJIH]/I‘U-IEX1“H MCHOHLIMHCKA [TOMOII, KaTO LeHara, Ha KOsTO Ce npejiarar He € e
[10-BHCOKA OT CTOMHOCTTA, JIO KosiTo ru 3amama H30K.

9, )lelcnapnpam CBIIACHCTO CH € KJIay3HTC Ha NPYIGMEHUA ITPOCKT Ha ,.T_LOFOBOp.

10. B ciyyait, we 6b/1a OIpenerieH 3a H3IIBIHATE Ha I0PhUKATa, C& 3a,(LIIIKABAM,
J'lp{/[ MOJMITMUCBAHCTO IHa JOTroBopa 34 06]_1_[60'1‘13@}18. l'[()p'b‘-[l(ﬂ, lda  TIpeacTaBst aKTyaJIHH
JOKYMCHTH YJOCTOBEPSIBALUM JIMIICATA HA OCHOBAHMs 3a OTCTpaHsABAHE OT IPOLEaypara,
KAKTO W ChOTBETCTBHETO C IIOCTABEHUTE KPUTEPUH 3a [10400p:

10.1. 3a obcrosirencrBata mo wi. 54, an. 1, r. 1 or 30I1 - csuaerencrso 3a
CBAMMOCT, M3A8EHO0 B O-MECEUHMSL CPOK HA BAJMIHOCT [IPEJH NPEACTABIHETO;

10.2. 3a o6crogrenctsoro no un. 54, an. 1, t. 3 ot 30I1 - YAOCTOBEPEHHUE OT
OprafuTe Mo IPUXOTUTE H YIOCTOREPEHHE OT o0LIMHATA IO CEIAJUIIETO Ha BB3I0KUTENS U
Ha Y4aCTHMKA, U3[aJICHH ClIe)l pPelleHHeTo Ha BB3noKuTes no 4in, 108, am 1 or 3011 3a
OIPEJIEIISIHE Ha M3 BIHHUTE]!,

10.3. 3a obctosrencrsoro mo un, 54, an. 1, T. 6 or 30II - ynocToBepeHHE OT
opraiute Ha MsnenHurenwa areHous "IyiaBHa WHCIEKUUS II0 pr,uaf', H3JIaJIEHO Clieq
pereHrero na Bhajoxuress mo wi. 108, an. 1 or 3011 3a onpenensue Ha U3 bIHUTEN,

10.4, Paspeiienye 3a Thprosus Ha e4po ¢ MEIUIMHCKH H3ACIUS, H3JAEHO OT
VIAJI wima jipyr mOKyMEHT, yNOCTOBEDSIBALL [PABOTO HA YyIKAECTPAHHHTE YYaCTHHIIN Jia
TBLPTYBaT ¢ MCAMIMHCKH U3EIMS, H3Aa1eH OT KOMIIETEHTEH OpraH Ha C’I)O?Bb"[ HaTa Jbprkaia.
Pasperuenye uny yloCcTOBEpEHME HE CH M3MCKBA OT IMPOM3BOAMTENMTE HA MEIHIMHCKH
H3IeJHMs, YCTAHOBEHY Ha TepUTOpHaTa Ha Penybnuka Buirapus.

10.5. Ceprudukar, ynocropepssall, He y4aCTHHUKBT NpUIara M IOUIBpIKa
cucTema 3a yrpariienne Ha xayectsoro EN ISO 9001 w/mmum EN ISO 13485/13488 w/unu
CKBMBAJICHTHA, ¢ 00XBAT B 00jacTTa Ha IPOM3BOJACTBOTO HM/MIM ThPrOBUATA C MEAMLHHCKHU
H3HEIHS,

10.6. Otopu3aunOHHO TMUCMO, NBLIHOMOLIHO WIIH JIPYT PaBHO3HAYEH JOKYMEHT,
M3JlaIel Ha YYaCTHMKA OT IPOM3BOAMTEINS WK OT YII'BJIHOMOIUCHMS [IPEJCTABUTEN [10
emuchia Ha wi. 10, an. 2 or 3MUW 3a npemcraBuTEICTBO HA TEPUTOPHATA Ha Pb unu 3a
KOHKpeTHaTta mnpouelypa. B ciyuaute, xoraro wmsparen e ynbnuomomeH IPEICTaBUTEN,
clejBa ja ce NOCOYM M JOKYMEHTBT, C KOHMTO IPOU3BOJMTENAT € YIIbJIHOMOLINI
YITbJIHOMOUIEHHSL TIpejcTapuren. OTOpH3anMS HE CE H3UCKBA OT TPOM3BO/IUTENHTE Ha
MEJAMUMHCKI M3/EN1s, YCTAHOBEHM Ha TepuTopusTa Ha Pernybiuka BLnrapm

10.7. ewapawust no Wi, 6, ajt. 2 0T 3aKoHa 34 MEPKHUTE cpemy M3IIUpane Ha napu
- 1o samgpipkuTesien  obpaszen [lpunoxenwe Ne 3 or o6pa3ume 1101<ymeﬁm Ha
JOKYMEHTALMITA 38 yHacTHe, :
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Ipunosicenue Ne 1.3 — 3a0vnocumencr 06pazey

lipeocmass ce no obocobena nosuyua Ne 3:

UzIvYeaU| cmenm, ycioeen N 3

TEXHHUYECKO MHNPEJAJOXEFE

Honnucannsar None Cumeonos oues, EIH

Koponapen

LCHUE

MEQUKAMCHIN

Ka4CCTBOTO CH Ha

\_A (¥
Yupasuten na ,Hose Meuuiwsn Tpeiin OO, che cepanuiie: rp. Cous, n.x. 1000, yn,

~Mockoseka™ Ne 47, agpec na ynpasienne rp. Codus, mx. 1000, yi.

EWK 202670720,

I Hpemiaram octaskara Ha MEAHIIMHCKO U3IEIIHE:
Tuprosexo mHaumeuoBaHme:

HMILTaHTHPpane Ha CTedT

Hpoussoanren: amg International GmbH

ItrixIl Rapamycin - wu3npusama

wvockonpeka® Ne 47,

cucrema 3a

M3MekBanns KLM MEJHMUHHCKOTO
H3JEJHe

Onncanue na npeaIaraHoTo
MeAHLUHICKO H3Ae/ue

Koa no H30K

1

2

3

Marepuan: Carbon-lon stainless steel,
Hunszaiin:orBopena xkinertka; [eGenuua wHa
crpara 110 pm; Kpocwnr npodu: <1.05
mm, Jlexaperso: Panamuuun/Sirolimus/;
ExsupanentHa Jsekapersena mosa: 2,0
pg/mm; - Husaitu:  Rapid  exchange;
Honumep: Guopasrpamum 3a nepuop or
weer ceamuun;, MRI ¢nBmectumoct —
paramagnetic; Hebenuna Ha
MOKPHTHETO:NPUOIHIHTENHO 5 LM
CootHowenne Meran/Aprepust - 13%-
15%: HoMuunanno sangraume: 6 - 7 atm,
Makcumanio vansrae: 14 -16 atm (burst
pressure); Bouiuen jpamersp wa tuadra:
Hpokeumanen 2.1 F Jlucranen 2,6 F;
CeBmecTuMocT Ha xarerspa: SF. Bopau:
0.014" Inmxuua (mm):10. 14, 18, 24,
28. 34, 38.

Marepuan: Carbon-Ion
stainless steel,
JMsaitn:oTBopena KJIETKA;
Hebenuna Ha crpara 110 pm;
Kpocunr npogum: <1.05 mm;:
Jlexapcrso:

Panamunun/Sirolimus/;
Exsusanenrtna JeKapcTBena
nosa: 2,0 pg/mm; [usaiiu:
Rapid exchange, Tlomumep:
GuopasrpasuM 3a HEpuoOL oT
LIECT CeJAMHITH; MRI
CBBMECTHMOCT — para.magneti}c;
HebenyHa Ha
NOKPUTHETO: MPUOTHIUTENHO | 5
LIM; C’E}OTHOIHGH]‘/IG
Meran/Aprepus - 13%-15%:;
Homuuanuo wansrase; 6 - 7
atm. Makcumaino wansrade:
14 -16 atm (burst pressure);
Bruiuen juameTsp Ha madra:
ITpokcumanen 2.1 F I[HCTEIJI(‘SH
2,6 F, ConsMmecrumocr Ha
karerbpa: SF. Bomau: 0.014%;
Memokuna (mm): 10, 14, 18, 24,
28, 34, 38.

B04041020000009

2. [lexnapupam cpox ma sanmumgoct Ha odeprara; 3 (tpu)
KOSTO € [10COUeHa 38 lata Ha nojarane Ha odepraTa.
3. llpuemam cpoxa Ha M3ITbIHEHME HA NOpbuKaTa: 12 (nBan

CKIIIOUBAMNETO HA AOTOBOpA.

azecer)] Mgcé

COLAR 5

NV AE
ffa OT

£ kf
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4. llpuemam cpoka 3a rutamane: g0 60 (wectaecer) KaJIEHAApHU JHH OT

M3BBLPILBAHETO Ha JOCTaBKaTa ¥ U3JaBaHeTo Ha (pamfypa OT U3IIBJIHHUTEIIH,

5. Ilpuemam cpoxa ma nocraska: Jlo 72 (cenemuecer o ga)
35BSBAHETO 0T CTPaHa Ha Bh3JIOKUTEN,

0. lpuemam cpoxa na rogxoct: He no-manko ot 1 (eaHa) ro
Ha JlocTaBKata,

7. IlpreMaM Jia H3IBJIHABAM BCHYKH M3UMCKBAHMA HA Bb3JIO
OD$RJICHUETO U JOKYMEHTALIMSITA 3d yUACTHE,

8. Jlexmapupam, ye JIOCTABIHUTE MM IUHCKH U3/eIUsL:

8.1, orrosapsar Ha n3uckBaHuaTa Ha 4. 82, an. 1 or 3MU;

==  8.2. ca Brmoyenyu B CIMCBKA ¢ MEAMIMHCKA H3AEINS, KOUT

YCIOBHATA Ha OONHHYHATA MELMLIMHCKA TIOMOLL, KATO LeHATa, Ha KOITO
[10-BUCOK& OT CTOHMHOCTTE, 10 KoATo ' 3amnama H30K,

9. Hexnapipam CbIMIACHETO CH C KIIAY3HTE Ha IPUIIOIKEHHS 1]

-

Haca OT MOMEHTa Ha

JWUHa KbM MOMEHTA

e -
CUTEIIs, TTOCOUCHU B;E A

o0 H30K zannama »

Ce Ipemjiarart He ¢

0EKT Ha JIOroBop.

10. B cnyuait, ye 6bra onpejened 3a H3ILIHATEN Ha NOPBYKATA, CE 3a/Ib/DKABAM,
TpH  [OATIMCBAHETO Ha JI0roBOpa 3a 00WIecTBEHAa TNOPbhYKA, jAa MPEACTaBi aKTYaIHH

JNOKYMEHTH YJIOCTOBEPSBALIM JMIICATA HA OCHOBAHHS 38 OTCTPAHABAH
KAKTO M ChOTBETCTBHETO ¢ NOCTABEHHTE KPUTEPHM 3a N0A00p:
10.1. 3a obctosrencreara nmo wi. 54, ain. 1, . 1 or 30I1

€ 0T npouenypara,

= CBHJIETEJICTBO 34

ChIMMOCT, H3JAACHO B O-MECEU sl CPOK Ha BaJIMTHOCT IPEH MIPEJCTaBIHETO;

10.2. 3a ofcrogrencrsoro no um 54, am 1, 1. 3 ot 3011 -
OpPralyTe 10 NPUXOMHTE H YIOCTOBEPEHUE OT OOIIMHATA 10 CeNAIHILETC

YOAOCTOBEPEHHE OT
Ha BBIJIOKHUTCIL 1

Ha y4acTHHKE, M3NaACHM Cliel pPelleHreTo Ha Bb3noxurens mo @i, 108, an. 1 ot 30I1 3a

OlIpe/IeTIsIHE Ha H3ITBLIHHTEN.
10.3. 3a obcrosrencrsoro 1o wi. 54, an. 1, T. 6 ot 3017 -

YOOCTOBEPCHHE OT

opranure Ha Msmbnuurenna areunwus "TUaBHA HHCHEKIHS 110 prng”, H3JaJEHO Clel
peuiennero Ha b3nokutesst o wi. 108, an. 1 or 3011 3a onpenensue na H3UBAHUTEN,

10.4. PaspenreHue 3a THProsus Ha eApO ¢ MEIMLIHHCKH WU3IENHs, U3NALEHO OT
VIAJT vt opyr JokymeHT, y[OCTOBEpSBALL [IPABOTO HA UyIKHECTPAHHMTE YUACTHMIM Jia

TBHPTYBAT C MEAULIMHCKH M3AEIHs, H3AaLeH 0T KOMIIETEHTEH OpraH Ha Chb
Paspelnenne MM yNOCTOBEpPEHHE HE CH M3MCKBA OT HNPOM3BOLUTENH
M3JICIHs), YCTAHOBEHH Ha TepuTopusaTa Ha Penybnuka brirapus.

)TBE’lHald AbpKaBa.
T€ Ha MEIUINUWHCKH

10.5. Cepruduxar, ynocroBepsiBall, 4e y4acTHHKBT annara U OB

cucTemMa 3a yrnpasienue Ha xauectsotro EN ISO 9001 m/unu EN ISO

13485/13488 w/unu

exBUBaNedTHa, ¢ ofxBar B obnacrra Ha [IPOM3BOACTBOTO W/ THPTOBHATA ¢ MEAMIMHCKK

H3CJIHA.

10.6. OTopu3alHOHHO MHCMO, IBJIHOMOIIHO WX APYr PaBHO3HA'CH JOKYMEHT,
M3[a[IeH Ha YJaCTHHKA OT TPOM3BOAMTENS WM OT YI'BJHOMOLUCHHS [PEACTABUTEN 110
evucoia Ha @t 10, an. 2 o1 3MM 3a npeacTaBuTeNCTBO HA TepuTOpHATa Ha PB min 3a
KOHKpeTHATa Hpouesypa. B ciydaure, xoraTo M3jaTenl € YILIHOMOIUEH NpEeICTaBHTE,

clieliba la ¢ TOCOYHM MW JOKYMEGHTLT, C KOMTO HIJOHBBOJ_LI'ITGIISIT

€  YHOBJIHOMOIIMII

YI'bJIHOMOLUEHHS 1peacTaputest. OTOpu3annsg He Ce H3MCKBA OT rlponsBo,zmTenme Ha
MEIMLMHCKH M3/1€/IHs, YCTAHOBEHH Ha TEPUTOPHATA Ha Puny6n§,1<a E;}m:apnﬂ
10.7. Hexnaparus 1o wi. 6, an. 2 ot 3akoHa 3a Mcpmﬁp i‘pem}/ I/ianapanc Ha rnapu

—~ 1o sagbmkutened  obpasen  Ilpunoxenne Noo 3 0'.13-'
JAOKYMEHTaLMsATA 38 YUacTHE.

,Of:paé’lm

c; JIOJCyMLH} U Ha

="_1%,";)}1%:13 — Ynpasnren
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Hpunoncerue N 1.7 — zadvadcumenen odpaszey

~

[oynucanuar one CuMEOHOB ["ouen, EI'H

N
N\

Tpeocmass ce no 060cobena no3uKus Ao 7: Meouramenm- U3TbY6ALU owion “"z&q\
TEXHHUUYECKO NPEAJONKEHHUE

KA4YeCcTBOTO CH Ha

Yrpasuren Ha ,Hose Memuknil Tpeiin® OO/, cbe cepanniie: Ip. Codus, k. 1000, yi.
.Mocrogcka® Ne 47, aupec Ha ynpasieHue Ip. Cod¢us, n.x. 1000, yn. . Mockoscka® Ne 47,

EUK 202670720
1. [lpesiaraM AOCTABKATA HA MEJIMIIMHCKO M3ICIHC.

ToHproBexko HAHMEHOBAHIE! PacSol MeniKaMeHT H3npaBan Oanon

[Ipou3BoauTeN: aNg International GmbH

BTHC (n-OyTun-Tpu n-xexcun | excounuent BTHC (n-OyTuia-tpu
purpar).  CpoTHOLICHHE Paclitaxel | n-xexcus murpat). CLOTHOUICHHE
wbm BTHC - 90/10. Ompensue Ha Paclitaxel kem BTHC - 90/1b.
Paclitaxel 2,5 pg/mm?  PTCA | Ornensine  Ha Paclitaxel 2,5
Katerpp Rapid Exchange, Boaad pg/mm?, PTCA Karersp Rapid
0,014". Xuapo(QuiHo TOKpUTHE Ha Exchange, BoIAd 0,014".
yacrTa RX. YecToTa Ha mokpuTve Ha | XMAPOQHIHO  TOKPUTHE Ha
Ganona ¢ Memmkament: 99,0 %. | wactra RX, UecToTa Ha [IOKPUTHE
Homubaimmo Hasrane 6 bar - 10 bar, | ua GanoHa ¢ MeEIUKaAMEHT! 9?,0
PajlHoM30TONHKM W BH3YaJlHH MapKepu %. Homunanno najisrase 6 bar -
(Pt - Ir). ImnxaHa (mm): 10, 15, 20, | 16 bar,  PaguomsoTonmdd  H
25,30, 35, 40; Jlnamersp (mm): 1,50; | Busyaann MapKepH (Pt - 111').
2.00; 2,25, 2,50; 2,75; 3,00, 3.25: | Teoxuna (mm): 10, 15, 20, 25,
3.50; 4.00. 30, 35, 40; JlnameTsp (mm):
1,50; 2,00; 2,25; 2,50; 2,75; 3,00;
3,25;3,50; 4,00.

M3pckBagus KbM MEIRIHHCKOTO Omucanue Ha NpelIaragoTo Kopa no H30K —l
B wige/ e MeIMUIMHCKO H3/lejine
. 1 \ 2 3 1
DBM - MemnuKaMenT - H3TbuBall DBM - MeauKkaMedT - H3IbyBalll B04043000000015
GaoH ¢  AKTMBHO  ajxe3upHO | 6aloH ¢  AKTHBHO aXE3MBHO
pelgectBo Paclitaxel M eKCUMIMEHT | BEILCCTBO Paclitaxel u

2. JleknapupaM CpOK Ha BaJMAHOCT Ha oeprara: 3 (Tpu) mecena OT jaTata,

KOsTO € [1ocoueHa 3a gara na 1l 0JlaBaHE Ha O(I)CI)THTB..

3. [Ipuemam CpOKa Ha U3IIBJIHEHME Ha IOphUKATA: 12 (amanagecer) mecela oOT éf// I
CIOTIOUBAHETO Ha J0TOBOPEL. 7N
4. Tlpuemam Ccpoka 3a Iulamaxe: Jo 60 (wecrieceT) KajeHJapHH JHH OT >

M3BDLPUIBAHETO Ha 0oCTABKATA ¥ M34aBAHETO Hel (1)a1<'rypa OT U3NIBLIIHHUTEN.

5. ITpueMam cpoxa Ha JOoCTaBKa: Ilo 72 (cesempeceT | Ba) Jaca OT

JasBABAHETO OT CTPaHa Ha BB3IOMKUTCIIA.
6. [1pueman cpoka Ha TOIHOCT: He no-manko ot 1 (enHa)
HAa JOCTABKATA.

MORenTa Ha-.,

{
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7. Tlpuemam j1a H3IBIHABAM BCHHKH H3MCKBANUS Ha BL3JI0YKHTENS, TOCOUCHH B
obsiBIeHHETO M JMOKYMCHTALMATA 38 YHacTHE.

8. Iexnapupam, 4e JHOCTABSHITE MCIHIMICKH W3NS

8.1, OTroRapsT Ha M3MCKBAHMATA Ha L. 82, ain. 1 o1 3MU,

£.2. ca BKIIOUEHH B CluchbKa ¢ MEJMIMHCKHA wapenus, kouro H30K 3annaia B
yenopusTa Ha OONHHUHATA MCIMIHUHCKE [IOMOILIL, KATO LEHaTd, Ha KOjATO Ce mpeiarar He €
MO-BECOKA OT CTOMHOCTTA, A0 KOSITO TH 3aruiaima H30K.

%} 9. Jleknapupam CLIVIACHETO CH € KITay3HTC Ha IPAJIOIKCHHSA [[POSKT Ha I0T0BOP.
% 10. B cnyuait, ue Onaa ONpeagiicH 34 HAMTBIHATE) HA [OPbUKATa, Ce 3a/ib/IKaBaMm,
n']jﬁgjﬁrmcnanem Ha gorosopa 3a ofmecrseda [OpBUKa, [d peacTaBs  aKTyaHu
JIOKYMEHTH YJ0CTOBEpABALLY JiHIcata Ha OCHOBAHHS 3a OTCTpAHABAHE OT TPOoLELypald,
KAKTO W CHOTBETCTBUHETO € IMOCTABCHUTE KPHTEPHH 34 noxoop:

10.1. 3a obOcrosrencrnara no i 54, an. 1, T. 1 ot 30101 - CBHIETEICTBO 3a
CBLIMOCT, H3IAeH0 B G-MeceuHmst CPOK Ha BaTHIAHOCT IIpen IpeJCTaBIHeTo;

10.2. 3a o6CTosSTENCTBOTO 110 Wi, 54, alL. 1, . 3 ot 30II - ynocroBepeHKe OT
OpraHuTe 110 MPUXOLMTE H yJIOCTOBEPEHHUC OT OBLMHATA 110 CEHATUILETO Ha BB3JIOMKHTCILT 1
HA YHaCTHHKA, W3JaJIeHH CIIell PeIICHHETO Ha spanoskiTens no un. 108, an. 1 or 3011 3a
OTIpeeIIsiHE HA U3ITBIIHHTEN.

10.3. 3a ofcrogrencreoTo 1o wi. 54, ar. 1, T. 6 ot 3011 - ynocrosepeHue ot
opramire Ha MW3mbnHHTENHA ArcHlms ""jiapHA MHCICKUMS MO Tpysda", M3JaIeHO Cle
PELICHHETO Ha BH3J0MITENT MO Il 108, an. 1 ot 3011 3a onpene/sine Ha U3 BIIHUTEN,

10.4. Pazpemenue 3a THPropus Ha €1pO C MCIMILMICKH W3MeNHs, M31aJieHo oT
WMAJ] uiv gpyr AOKYMCHT, YIOCTOBEpABAUL HpaBoTo Ha YYIKLECTPAHHMTE YUACTIHIM Ja
TBLPIyBaT ¢ MEIHITMHCKHI M3ENIs, H31/IeH OT KOMIIETCHTEH Opraf Ha CLOTBETHATA ALPHKABA.
Paspeiuenne WK y/JOCTOBEPEHHC HE CH W3UCKBA OT TIPOU3BOJMTENNTE Ha MC/IMLMHCKH
W3 esus, yCTAHOBEHH Ha TepUuTopysTa Ha Peny6nka bearapus.

10.5. Ceprudukar, ypocrosepssard, 9¢ yIaCTHHKLT npuiara u TIOJULLPIKA
cucTeMa 3a YIpapiieHde Ha KauecTBOTO EN 1SO 9001 w/mmm EN ISO 13485/13488 /I
cKpUBAIEHTHA, ¢ 00xBaT B 00nacTTa Ha IIPON3BOACTBOTO /UK T'bpro‘erra ¢ MEAUIHMHCKH
W3 EITHSL,

10.6. OTOPH3ALMOHHO HCMO, IIBIHOMOLIHO HITH Apyr paBHO3HAYeH HOKYMCHT,

panasiey Ha ydacTHHKa OT IPOM3BOAMTENs HIM OT YIVBJIHOMOLIEHHST [PENCTABUTEN 110

emuenia na wi. 10, an. 2 ot 3MM 3a npeacTaBHTeICcTBO Ha Tepuropusra Ha Pb uiu 3a

KOHKpETHATA IIpoleiypa. B ciydante, KOrato y3garell € YI'bJHOMOLICH NpeACcTaBruTel,

cllefBa @ Cce Mocoud H JIOKYMCHTHT, C KOWTO NPOU3BOAUTENT € YIBJIHOMOUIMI

YIILAHOMOILEHHS  IPEACTaBHTEIL. Otopuszarusi He ¢ M3HUCKBA OT ‘npomsonmenme Ha
MEJTHIHCKI H3Ie/usl, YCTAHOBCHH Ha TepUTOpuATa Ha PenyGnuka brirapus.

10.7. Hewnaparms mo wi. 6, ai. 2 o1 3aKona 3a MEPKUTE cpelily U3MHpaHe Ha Tapy

o sagbmxetenen  obpasen  [lprioxenne Ne 3 OT_ﬁ,_.O@}?IE}BT;I‘H'LE JOKYMEHTH  Ha

JOKYMEHTALMATE 38 y4acTHeE. AN By
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