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BbB Bpb3Ka ¢ MyONUKYBaHATE B B 6p. 17 ot 76.02.2019r. ©3sMeHEHHU U TONBIHCHAA B Hapenta Ne 10
or 2009 r. 3a yclIOBHATa, pefa, MeEXaHM3Ma U KpUTEpUHTE 32 samiamaHe oT HalpoHAJIHATA
3/[paBHOOCUTYPUTENIHA Kaca Ha JICKapCTBECHA IPOIYKTH, MEIAMHCKY H3IENHA 1 HA IMEeTHIHA XPaHU 32
CHeNMaTHy MEIUIMHCKA LM, JOTOBapAHC Ha OTCTBOKY ¥ HpHUIaraHe Ha MEXaHU3MH, rapaHTupalu
IpeJBUOMMOCT Y yCTOWIMBOCT HA Or0rKeTa Ha H3OK (HapenGa Ne 10), Ha OCHOBaHHE "I 13, am. 2, T. 2,
6. ,,0“ or Hapen6a Ne 10 ca 060cOBEHH OTIPEIEeHH TPy (TOATpYyTH) MEMIMUHCKA U3/EIHs OT H30K,
IpWIOKKMH B YCIOBHSTA HA GoTHMYHATA MEAUIIMHCKA ITOMOII, KOUTO H3O0K 3amiama U3BBH CTOHHOCTTA
HA KIMHMYHATE ITbTeKu/aMOyaaTopHyA TPpONeAypH. ComuTe Ce 3aIlamaT JUPEKTHO Ha HPOM3BOUTEIH
WM THProBiw Ha epo ¢ MV i TexXHH YIBITHOMOIICHH PEACTABATEIN, CKIOTIILA norosopu ¢ H30K
3a mocraBka Ha MM mo pema Ha HapeOaTa 3a] YCIOBMSITa M peia 3a CBCTaBiHE HaA COUCBK Ha
MeapIEECKATe m3fenus mo wi. 30a oT 3aKoHa |33 METMIMHCKHTE H3JCIUd M 34 ompezesiHe Ha
CTOMHOCTTA, JI0 KOATO Te CE 3aljiamar (Hapenba mo ;qn 30a 3MH).

B chOTBETCTBME € MOCOUEHNUTS NU3MEHEHHA 1 IIPOBEZIEHO JIOTOBApsHE MO pe/ia na HapenGara no @wi. 30a
3MM e npwero pemenre Ha HajzopeH chBET Ha H30K Ne PA-HC-04- 28/01.04.2019 r., CEIIAaCHO KOETO
caurano ot 01 romm 2019 r. BiM3a B CANa HOBHA pen 3a 3aIialiaHe Ha MEIUIMHCKATE U3ienus, KOUTO
e ce 3aIUialar JAPEKTHO Ha MPOU3BOAMTEIIN WM THproBiy Ha efipo ¢ MM yimm TeXHH YITBJIHOMOIIICHH
TIpe/ICTABATEIH, CKIIOUHIH JIOTOBOPH € H30K, mocodenr B CIMCHK ¢ MEMIMHCKY H3/ETM 10 TpylHy,
kxouro H3OK 3amnama B yCIOBHATA Ha GoIHWYHATA MEIUIUHCKA oMo, U croitocTTa, 1o Kosro H30K
sarala 3a BesKa pyTa Ha IPOW3BOJMTENM WM ThPIOBIM Ha expo ¢ MY miy TEXHH YIIBIHOMOMICHH
TIpe/iCTaBUTENH, CBCTABEH 10 Pl Ha 9. 13, ax. 2, 1. 2, 6.46% ot Hapenta Ne 10 ot 2009 r., B cuna oT
01.06.2019 r., myOIMKyBaH Ha MHTCPHET CTpaHMIaTa Ha H30K.

C ore]] TOPEU3IOKEHOTO 1 yKasaHUATa Ha H30K, ChIIacHO KOUTO JedeOHWTE 3aBCICHHA TpsiOBa Ja
npeanpuemar AeficTBAs 3a TIPEKPAaTABAHC Ha cnioueHn 1o pefia Ha 3011 I0roBopH, N0 HO3UIMK 1 32
M3IeNHATa, KOUTO Te Ce 3aILIaliaT o HOBHS pell, CTpaHuTe ce cropasyMsxa 3a CIeHOTO: '

1. Cuprano ot 01.06.2019r, ce mnpexpariBa NeficCTHBHETO HA J0roBop NeJI-OI1 -
49/04.04.2019 r. 32 MocoYeHHUTE MO-10.Ty MeAMIHHCKH A31eNHst - KapAMOI0rNHA KOHCYMAaTHBH 1O
HOMEHKJATYPHH eIHHANH OT cHenupARanusiTa KbM JAoroBOpa:




o,

”

O60co6ena no3uims Ne2 - THBA3VMBHA KAPIMOJIOT A

Hom.
N HaunmeroBaHue Me.e. Kommu.
o .
000248 Tun 2 - Npochun Ha Bbpxa:0.017", Qusaiik Ha wadTa: Hypotube EFT(Enhanced Force Gpon 50

Transmission), [WameTbp Ha AUCTaNHK WadT: 2.5F (2.0 - 3.5 mm), 2.6F { 4.0mm),
Mapkepu:4Ba NnaTnHa-npuani, PaBoTHa AbmkuHa: 140cm, Boael kateTsp: 5F, NMOKPUTUE
MepukameHT : aknutakcen(Paclitaxel), [osa Ha MegukamenTa: 3.0 pg/mm2 Matpuua
Maknutakcen v ByTvpun-Tpu-xekcun UuTpar MokpuTa noBBbPXHOCT LMnnHApUdHN 1
KOHYCOBMAHM pasaenu Ha GanoHa; HaamuHasalli NPOKCUMATHNS U AUCTANHUS Mapkep
Bpeme 3a u3nbyBaHe Ha MeAUKaMeHTa: 30 cex

000267 Tun 2 - MaTepuan: ko6anT-xpoM, AWsaiiH: JBOEH XenuoKouaanex, CbOTHOLWEHNe Gpon 100
MeTan:cBoBOAHO NpocTpaHcTeo: 16/13% v 12/11%, AeGenuHa Ha cTparoeeTe:0,0024",
npemmHasaLy npocun:0,037”, AbmiUHa Ha wadta:140cm, mapkepu:platinum iridium, Habua,
nokpuTue: PROBIO /cunukoHos kapbua/, anameTpu: 2.0-5.0, Awnxunu: 9-13-15-18-20-22-26-
30-35-40 ;

000388 035" OTW Martepman: Hepbxaaema cTomana, fusaiit Ha TeHTa: cnupana, [iusaiit Ha 6pon 15
wacpra: Bi-lumen, BbmxuHa Ha wacpTa: 80 n130cm, RBP:15atm(5-8mm), 13atm(9-10mm);
Paamepi: d:5,0-10,0; 1:15-25-38-66; okputne: ProBio, TexHonorna Ha TepMHIHO
3akpensaHe Ha cTeHTa, CbBMEecTMMOCT: 5F-7F uHTpOAocep

000389 014" Matepuan: Cobalt Chromium(L-605) , Boaau: .014”, uzaitH Ha cTeHTa: ABOWHA Gpon 15
cnupana, lnsanH Ha wadpta: Hypotube EFT(Enhanced Force Transmission), PaGotHa
AbMkvHa:80-140cm, [lebenvHa Ha cTpaToBETE: 155 ym, Mapkepu:1 anaTeH npokcumaneH
(Ha cTeHTa), Mpodun Ha NpemMnHaBaHe: 1.35-1.70mm, RBP:15atm, Pasmepu: d:4,5-7,0; 1112-
15-19; Moxputune: ProBio, TexHonorns Ha TeépMusHo 3aKpenBaHe Ha CTeHTa .

000390 Martepman: NiTi; .018”, leBenuna Ha cTparoBeTe :140/85um, CxueaBaHe:<2%, PaboTHa 6pont : 15
asmxuHa:90-135cm, Mapkepu: no 6 3anaTHu BbB BCEkU kpai, nokputue: ProBio Ha cTeHTa;
xuapodhobHo Ha wadgTa(3.6F), Release handle- cuctema 3ja ocBoBoxaaBaHe Ha cTeHTa, 4F
CLBMECTUMOCT C UHTpoaiocep, Pasmepu: d:4,0-7,0Mm; 1:20:200MM : .
000391 Matepuan: NiTi; .035", [leGenvHa Ha CTpaToBeTe :140/85um, CxbeaBade:<2%, PaboTHa 6poii 15
AbmxuHa:90-135cm, Mapkepu: fio 6 anartHy BbB BCeki kpai, Mokputue: ProBio Ha cTeHTa;
xuapodobHo Ha WwadTa, Release handle- cuctema sa ocso6oxAaBaHe Ha CTeHTa , 6F
CHEMECTUMOCT ¢ UHTpoatwcep, Pasmepn: d:5,0-7,0Mm; 1:30-200Mm; Astron .035” MaTepwuan:
NiTi; .035", usaiin Ha cTeHTa:12 seHeua; 3S BPBL3KM Me)lq;ly cermeHtute , [lebenvia Ha
cTpaToBeTe:225um, CkbcaBaHe:<2%, QbmknHa Ha wagpta: 70 v 120cm, Mapkepu: rio 4
anaTHY BbB BCeku kpail, Mokputne: ProBio Ha cTeHTa; xuapothoGHo Ha wadTa, Easy release
system- cucrema 3a necHo oceoGoX/aBaHe Ha cTeHTa , 6F CHbBMECTUMOCT C MHTPOAIOCED,
anti jump mechanism- cneuvanto yaebenexne Ha wadTa; koeTo nNpeanasea CTEHTA Mo
BpeMe Ha pasrbBaHe 0T n3nib3eaHe Hanpea, Pasmepu: d:7,0-12,0; 1:30

000392 018" Marepuan: NiTi; .018", [jusaiin Ha ctenta:12 BeHela; 3 S BPb3KN MEXAY CermeHTUTe , 6pon 40
[ebenuna Ha cTpatoBete :155/80um, CxbecaBaHe:<2%, PaboTHa AbnxuvHa:70-135¢cm,
Mapkepu: no 6 3naTHu BbB BCekM kpaii, Mokputue: ProBio Ha cTeHTa; xnapodobHo Ha
wadTa, Easy release system- cuctema 3a necHo ocBoBoXAaBaHe Ha cTeHTa , 4F
CLEMECTUMOCT C MHTPOAtoCEp, anti jump mechanism- cneyuanto yaebeneHue Ha wadTa,
KOeTO MpeAnassa CTEHTa Mo BpeMe Ha pasrbBaHe OT usniib3sane Hanpea . Pasmepu: d:4,0-
7,0; 1:20 .

2. OcraHanute Ki1aysH I1o ﬂoron;op NeJI-O1I - 4?9/04.04.2019 I. OCTaBaT HEIIPOMEHEHH.
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U3x.Ne u pata
168/05.06.2019 r.

KoHTpojeH JHCT 32 H3BbPIIBAaHE HA NPeJABAPHTEIEH KOHTPOJ OT GUHAHCOB KOHTPOJIBOP B
YMBAJL "AJIEKCAHJAPOBCKA" EAJ]

Tpusoxen kbm gokymert: IToaroreeno 3a noanucsase CIIOPA3YMEHHE knm Jorosop Ne/l-O11-49/04.04.2019 r.
mexay YMBAJL "AJIEKCAHAPOBCKA" EA (Bb3JOKHUTEJ) u "MEJUXEJIT" EOOA (M3IIbJHUTE.), BpB
Bpb3Ka ¢ npueto Pemenne na Hagzopen cpper Ha H3OK Ne PI-HC-04-28/01.04.2019 r., cbrnacHo koeto cuutano ot 01
1oau 2019 r. BAM3a B CUNTa HOBHUS el 3a 3aNalllaHe HA MEAHLHHCKHUTE H3JENHUs, KOMTO LUE ce 3allallaT JHPEKTHO Ha
TIPOM3BOAWTENY WM THPrOBLM Ha epo ¢ MU MM TeXHH YIThJIHOMOLIEHH NPEACTaBUTENH, CKIIounu norosopu ¢ H30K,
riocoueny B CUChK ¢ MEAMUMHCKN U3aenus no rpynu, kouto H30OK 3annaia B yejoBusaTa Ha GoHHYHATA MEIMUIHHCKA
oMOLL, H ¢cToMHOCTTa, 1o KoaTo H30K 3ammama 3a Bcika rpyna Ha NPOU3BOAUTENH WM THPTrOBLM Ha eApo ¢ MU wim texHu
YITbJHOMOLICHH PEACTABUTENH, ChCTABEH MO pena Ha 1l 13, an. 2, 1. 2, 6. "6" or Hapen6a Ne10 or 2009 r., B cuna or
01.06.2019 r., my6nukysau ua uHtepHet ctpanunara Ha H30K. Cunrano or 01.06.2019 r. ce npexparaba aeiicrBiero HA
norosop Jorosop Ne/I-OI1-49/04.04.2019 r. 3a nocouennTe B Wil 0T CNOPA3yMEHHETO HOMEHK/IATYPHH eIHHHIH OT
cnenHPHKAUUATA KbM CHOTBETHHS JOTOBOP.

/ Bua, Ne n gara/

I. IIpoBepuxa ce OCHOBHO BCHYKH NPEACTABEHH JOKYMEHTH:;

1. [MoaroTseHo 3a noanuceane CriopasyMeHue B IBa efHo00pasHu exsemmiapa keM Jlorosop Ne/l-O11-49/04.04.2019 r.,
ChINIacyBaHH OT ANbxKHOCTHM Jinua Ha YMBAJI "Anekcanaposcka” EAJL;

2. - Tucmo ¢ U3x.Ne 1807/29.05.2019 r. ot Usnenautennus aupexrop Ha YMBAJL "Asekcanaporcka” EAJT no "Meauxenn"

EOO/, usnpateno no ein. nowa Ha 29.05.2019 r.; :

TTucmo ¢ H3x.Ne 12/03.06.2019 r. or ynpasurens Ha "Memuxenn" EOO] xo Msnbiuurensus aupexrop Ha YMBAIJI
"Anekcanaposcka" EAJL;

4. Mucwmo ot I'. Jepmenmxuesa, HauanHuk "O0uwecTBeny nopbuku” kM YMBAJ "Anexcangposcka” EAJT ao "Meanxenn"
EOO/, n3npateno no en. noma Ha 05.06.2019 r.

v

5. 33 MOeMaHe Ha 3a1bJPKEHHETO H ce YCTAHOBM:
II. Ilposepkuy Npean NoeMaHe HA 3aAb/DKEHHETO:
4. Cnaseny 11 ca TPBhKHATE APOLEAYPYH U APYTUTE HOPMATHBHU aa X HE
H3UCKBAHHA, CBBP3aHH C MOEMAHE Ha 3aIbJDKEHHETO B T.4U.:
4.1. CroiiHOoCTTa Ha 00LIECTBEHATA NOPbYKA € ONIPEAEIEHA ChITIACHO na X HE
n3nckBanuATa Ha wi. 20 ot 30IT;
42 JIOTOBOPHT, IOATOTBEH 33 CKIIOYBAHE B CHOTBETCBUE JIK € C na X He

NpeaBAPUTESIHO OOIBCHATE KJIay3U U MAapaMETPH Ha [IOPHUKATA U
odeprara NPUIOKEHa KbM HETO;

4.3. CrniaseHo JiM ¢ YCIOBHETO ia HE C¢ CKIMoUBAT Oe3cpo4Hy gorosopu 3a OIT; aa X HE
44. [apanuuaTa 33 1o0po U3IIbAHEHUE CHOTBETCTBA JIM HA ONMPE/IEIEHATA B aa X HE
JIOr0BOpa ¥ JOKYMEHTALMSATA 38 IPOBEXKAAHE HAa OTKPHUTa IPOLEIypa 1O
pena Ha 3011,

4.5. HapexxaHo 14 € onoBecTeHa NpoLieAypaTa - JOCTHIHAA JIH € na X HE
uH(popManus 10 rojisM 6poii MOTEHUMANHY KaHHAaTH.

I11. B pe3yaraT Ha H3BBLPIIEHHAs NpedBAPHTeIeH KOHTPOJI CURTAM:

Mosxke fa Gbe 0ETO 3ab/DKEHHE /H3BBPILEH pa3xojy/: JA

Heobxomnmo € a ce NPEACTABAT CICAHUTE JOKYMEHTH U OT KOTO!

WIN [

He moxe na b€ nmoero Ba)l’bJ'l)KCHHCTO/HSB’prICH pasxona nopanu
CICAHUTE NPUYHHH!

H3ebpmun nposepkata - PHHAHCOB KOHTPOJILOP: Hpena Anexcanaposa

o Al

yn.2,an.l ot 33711

Jlara: 05.06.2019 r.
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