AN [ .

JTIOBPUY” AT i e

1 JIOBPHY 9300 B yn "Tlanaitor Xuros” 24 B 058/600488 daxc 038/600414 B e-mail: oblb@bergon.net e U
Intertek -

“MHOT'OIIPOPUAHA BOAHUIIA 3A AKTUBHO AEHYEHUE - (;jﬁg

/
\

vER
N
£z >
iz

aiv

JOKJIAA

o wi. 103, aim. 3 or 3aKkoHa 32 001ECTBEHUTE NOPHYKH

3a pe3yJTaTHTe 0T padoraTta Ha KomucuaTa no 4wi. 103, an. 1 or 3011,
HA3HAYEHA 32 Pa3r/Ie:K/aHe U OLIEHKATA HA o(pePTUTE HA YHACTHHIHTE
B HIpoueaypa TaIl "oTkpuTa' 32 J0CTABKA HA MEAHIMHCKH H31e/IUs
32 KapHoJoru4na jaeinoct 3a ny:xaure Ha '"MBAJI-lo6puu" Al

YBAXAEMMU IN'OCIHO/WUH U3ITBJIHUTEIEH JUPEKTOP,

Ha 27.12.2016 roj. HOpUKIIOYM 3aCelaHMETO Ha KOMUCHATA, HA3HAYEHA Ha
ocuosanue ui. 103, an. 1 ot 30I1 cee 3amose No 361 / 09.12.2016 roja. ga VM3reinuTeadms
mupekrop na "MBAJI-Ho6puua" Al rp. JJo6puy, B cheras:

IMPEJCEJIATEJL: 1. Enena ArtanacoBa BenukoBa — excrnepT o0mIecTBeHH
MOPBHYUKH.

YJIEHOBE:

2. ajuB. I'eopru CroiiueB MUTKOB - I0pPUCT Ha TpaskIancku jorosop B "MbAJI-
Hobpuu" A/,

3. J-p Becenxa I'eopruesa Ilanorsa-TomopoBa — 3aMECTHHK-IMPEKTOP
MEIMILUHCKH JISHHOCTH.

3ajagyaTa Ha KOMHUCHATA €, 10 pena Ha wi. 104, an. 2 ot 3011 » un. 61 or 1113011,
lla pasriesa v oleHu odepruTe Ha yHACTHUIMTE B IPOLEAypa 3a Bb3araHe 3a oOliecTBeHa
nopwpYKa TUIT "OTKpUTa" ¢ IpeaMeT: JlocTaBka Ha MEOUIMHCKA JEMHOCT 3a KapAMOJIOrHYHAa
neiiHoceT 3a HyxauTe Ha "Muorompoduina OosHUIA 3a akTUBHO Jeuenue-lobpuda” AJl, rp.
Jobpuy.

[poueaypara e otkputa ¢ Pemenue Ne 22 or 02.11.2016 roz. va M3nbnnurennus
IHPEKTOP Ha JpyxecTBoTO, 1o obgnicuue Ne 755994, mpenucka Ne 00083-2016-0011 B
perucTepa Ha AreHnumara 3a oOINECTBEHM HOpBUKH, 00sBeHa B O(uMIMaNeH BECTHHK Ha
Eporneiickus curo3 moj Ne 2016/S 213-387729.

1. OgeprH 3a yuacTue ca NpejICTaBHIN YUaCTHHLIUTE:

1.1. "HOBE MEJIMK'BJI TPEMJT" OO/1, npuera ¢ x. Ne 11411/ 01.12.2016 ros.
B 11.00 uaca.

1.2. "MAKMEJ" OO/, mpuera ¢ Bx. Ne 11411 /01.12.2016 rox. B 11.10 yaca.

1.3. "CODAPMA TPEMJIMHI™ AJL, npuera ¢ Bx. Ne 11544 / 07.12.2016 roj. B
13.50 uaca.

2. 3acelaHMeTo Ha KOMHCHATA MIPOTEYE B JIBE YACTH - MyOIHUHA U 3aKPUTA.
2.1. B ny6mxunara 9acT OT 3aCeaHMeTO KOMHUCHSITA OTBOPH TI0 pelia Ha TIXHOTO
[OCTBIIBAHE 3alICUaTANUTE OMAKOBKH Ha YUACTHHIIUTE H ONOBECTH TIAXHOTO CBHIBPKAHHE,
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BKJIIOYHTEIHO MHPEATOKCHUATA Ha YHYaCTHHIIUTE IIO CBOTBCTHHTC MMOKA3aTCIH 3d OICHKA

oeprute.

2.2..B 3aKpuTaTa 4acT OT 3acCCHaHUeTO KOMHCHATA,

- pasrieja IpeacTaBeHuTe OpepTH M OLEHH ChIVACHO M3DpaHus KPUTCPUH
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BB3JIAraHe Te3r OT TAX, KOUTO ChbOTBETCTBAT Ha IMIPEABAPUTEIIHO obgBenuTe YCIIOBHSL,

- pasriena JOKYMEHTHUTE, CBbp3aHH € JHYHOTO CBCTOMHHC H KPHUTCPHHUTE
HO,I[60p Ha YUACTHHIIATE B HA3XOMMAML el CIPAMO MMONIYYCHUTC OIICHKH, 10 YCTaHOBABAHC

34
Ha

CBOTBETCTBHE C HM3MCKBAHMATA HA JBaMa YYaCTHHIM, KOHTO KJIacupa Ha IIbPBO H BTOPO

MSCTO.

3. VuacTHHLIMTE ¢a ITPECTABUIN 0(epTH 10 000COOEHH MO3ULIMH .
3.1. "HOBE MEJIMKBJ TPEM/T" OO: No Ne 2,3 1 5;
3.2. "MAKME/I" OO: No Ne 1, 4 n 6;

3.3. "CO®APMA TPEMJIMHI™ AJT: Ne Ne 2,3 1 5.

4. B 3aKpuTO 3ace/aHie KOMHCHSTA Pasriie/ia IpeACcTaBeHuTe 0hepTH U 'Y OICHH
CBHIVIACHO M30panus KpUTepHii 3a Bp3arane "Hai-Hucka rena'.

5. VuacTHHIMTE Ca HANPaBUIN CIEAHHTE IPEIONKEHHS [0 KPHTCpHs 33
BB3IAraHe, 110 BCAKA OT 000co0eHHUTE MO3MIHH, 33 KOUTO ca IIPeCTaBUIN 0hepTH:

5.1. "HOBE MEJIMKBJI TPEH" OO/I:

O6ocobena Haumenosanue Ha obocobenaTa mo3HIHs Enunugna 1ena B
mo3utus No nepa 6e3 JIJ1C
) KoponapeH cTeHT, ycinoseH Ne 2 400.00
3 Koponapen MeIUKaMeHT-H3TbUBALLL CTEHT, yCa0BeH No 3 766.67
5 MemuKaMeHT- H3ILYBAII 0anoH 900.00

5.2. "MAKME/[" OO[T:

Obocobena Haumenopanue Ha obocobeHaTa mo3uius Enpanuna 1eHa B
no3unmst No nesa 6e3 HJIC

1 Koponapen creHT, yenosen Ne 1 400.00

4 Koponapen MeuKaMeHT- H3IILYBalll CTEHT, yesiosed Ne 4 766.67

6 EJjlekTpoa 3a BpeMeHHa KapIHOCTHMY 1Ak 122.33

5.3. "CO®APMA TPEHJUHI" AJl:

O6ocobena HaumeHnoBanue na obocobeHara no3uims Enunuuna 1neHa B
mo3uius Ne nesa 6e3 HJIC
2 Koponapes crent, yciuoseH Ne 2 387.50
3 KopoHapen MeIMKaMEHT-H3ILUBAI CTEHT, yeiosen Ne 3 762.50
5 MenukaMmeHT- U3JIbuBal Oagion 896.00
6. KomucusaTa NpoBEpH CHOTBETCTBHETO Ha OQEPTHTE HA NPEABAPUTENHO

00sIBEHHTE YCJIOBHA, IIPH KOETO YCTAHOBH M IIPHE HE MpeJUIOKCHUATA CLOTBETCTBAT Ha
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[pelBapuTeIHo 00SBEHHTE YCIOBHS, ¢ u3kmodeHde Ha yuactHuka '"COMAPMA
TPEHJIMHI" AJl, unuTO Tpeanoxkenus 1o obocobena noszuims Ne 2 "KopoHapeH CTEHT,
yesosed Ne 2" 1 Ne 5 " MejmukamenT-u3npupalr OanoH” He CbOTBETCTBAT Ha IPEABAPUTETHO
00SIBEHUTE YCIIOBHSI.

7. Komucusra KJacypa y4JaCTHHUIIUTE 110 CICOHHA HaYUH!

7.1. TTo obocobena nozunms Ne 1: Ha nopso msicto "MAKMEL" OO/;

7.2. Tlo obocobena mosurms No 2: Ha mwpeo mscro "HOBE MEJIUKbBJI
TPEUJI" OO/I;

7.3. ITo obocobena noszumms No 3.

Ha mspso Msicto "CODMAPMA TPEIL/'I,I[I/’[I“IT” All;

Ha sBropo msicro "HOBE MEJMKbJI TPEIT" O0JL;

7.4. 1o ob6ocobena mosurus Ne 4: Ha mopro msacro "MAKME/L" OO/;

7.5. Tlo obocobena mozurms Ne 5: Ha mepso macro "HOBE MEAWKBJI
TPEV" OOJ;

7.6. Ilo ob6ocobena mo3unusa Ne 6: Ha mepro mscro "MAKMEL" OO0/,

8. Komucusra pasriena JOKYMEHTHTE, CBBP3aHH C JHYHOTO CLCTOSHHE U
KPHTEPUHUTE 3a MOAOOP HA YUACTHUIMTE B HU3XOMAIL PE CHPAMO HOJYYEHHTE OLEHKH, JI0
YCTAHOBABAHE HA CHOTBETCTBHC C M3UCKBAHMATA HA YYACTHHKA, KOUTO € KJIAacHMpaH Ha I'bPBO
MSICTO.

KoMucusita prie, 4e BCHUKH KIaCHPaHH YIACTHHIIM OTIOBApAT HA H3UCKBAHUATA
HAa BBL3JIOKHTENS, CBBP3aHH C JINYHOTO ChCTOSHUE M KPUTEPUUTE 3a IoA00p.

9. Kommcmara mpennmara na Oblie OTCTPaHEH OT YYacTHE Y4acTHHKA
"CODAPMA TPEMJIMHI" AJl, o o6ocobena mosunus Ne 2 "Koponapen cTeHT, yeloBeH
Neo 2", sa ocrosanue wi. 107, T. 2, Oyksa "a" oT 3011, kolTo e npeicraBui odepra, KOsSTO HE
OTroBapsi Ha MpeIBapuTeHo 00ABEHUTE YCIOBMA Ha ITOPLYKATa.

MOTHUBMU:

M3uckBaHusgTa HA BBIJIOKHTENS 110 OTHOIIGHHE Ha IPUTOJHOCTTa HAa
npeUlaraiiTe MeIUIMHCKHA H3JeNusl ca NocoueHn B KonoHa 3 Ha Ilpuioxenue Ne 6 kbMm
nokymeHrtarmsTa 3a ydacthe "CIHCBHK Ha MEJMIMHCKATE HM3JIEIHMsl 3a KapIUOoJOrHuHa
neiiroct". JlokazarescTBara, ¢ KOUTO Ce€ JI0Ka3Ba NPUTONHOCTTA ca NMpPUMEPHO W3DPOECHH B
touka 3.10 oT moxymenTta "YKaszaHus 3a 10JroToBka Ha ogeprara' m morar pa Obuar:
[POCIIEKT, KATAJIOT, CIeUHU(UKAIINS H/WIH JOKYMEHT 34 TeXHMUYEecKarTa XapakTepHUCTHKa Ha
H3JIEJMATA WIIH JIPYT PAaBHO3HAUCH MOKYMEHT, M3[AJIEHH OT IPOM3BOIUTENS, JOKA3BAIIN
CHOTBETCTBHETO HA MEJUIMHCKUTE W3IENUS C TEeXHUUecKaTa CIeluHUKaius Ha
BB3JIOMKHTESI, I0COYeHa B OOSBJIEHHETO € KOETO C€ OIIOBeCTABAa OTKPHUBAHETO HA
mpoueaypara 1 B kooHa 3 Ha IIpuioxenue Ne 6.

YYacTHUKBT € MpeJICTaBil JIOKYMEHTAIIMS 32 MEIUIIMHCKOTO m3jenne SUNA —
CucTema 3a IOCTABSHE HA CTEHJI, KOOAIT-XPOMOBA ¢ XHAPODHUIIHO TOKPHTHE.

Ilpy  mpoBepka Ha  CHOTBETCTBUETO  KOMHCHATA  YCTAHOBH  CJICJHHUTE
HECHLOTBETCTRUS U JIUIICA Ha HH(OPMAITHSL:

a) Jluncsa mudopMmanus 3a roje3na ALDKAHA Ha Bojaua — M3UCKBaHMATa ca
noJie3HaTa IbDKHHA Ha Bojada na e 1415 mm;
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0) Jlusaiti na kieTkaTta: OTBOPEHA - H3UCKBAHETO € 3a JIN3aiiH Ha KJIeTKaTa: semi-
open (II0IyOTBOPEHA);

B) Jluncea urdopmarnus 3a MRI cpBMecTrMOCT-paramagnetic — H3HCKBaHETO €
Jla UIMA TaKaBa CbBMECTHMOCT, KOETO 03Havana, ue MOJKe Ja H3I10MI3Ba Ipu u3ciaeasane ¢ MP.

r) Jluncea mHbopmanus 3a ausaitn Rapid exchange — M3mcKBaHeTo € Ja HMa
TaKbB IH3aITH, KOETO 03Hayara Obp30CcMeHseM | 10y Pa3TErIUuB,

n) Jlumcesa wH(OpPMAIKMA 3a BBHHIIEH IUMaMeThp Ha madra — MU3MCKBAHETO ¢ 3a
npokcumanen 2.1F u nucranen 2.6 F.

10. Kommcusta mpemnmara aa OBAe OTCTpaHEH OT YYacTHE Yy4acTHHKaA
"CO®APMA TPEMJIHMHT" AJl, no ofocobena mosumnus Ne 5 "MeaukaMeHT-U3IBUBaIL
6asion", Ha ocuoBanme wi. 107, 1. 2, 6ykea "a" ot 3011, xo#TO € mpencTaBmI odepra, KOITO
HE OTrOBapsl Ha IPEJIBAPUTEIHO 0OSBEHUTE YCIOBUS Ha IOPhUKATa.

MOTUBMH:

M3uckBaHusiTa Ha BBUIOIKHTENSS T0 OTHOIICHHE Ha IIPHTOJHOCTTA Ha
IpeiaaraiuTe MEIHIMHCKHE H3Jleisl ca MocoYeHr B KoyoHa 3 Ha llpunoskenue Ne 6 KbM
JoKyMmenTamuaTa 3a yduacthe "CHHCBK Ha MEIUIUHCKHTE H3JEIuS 3a KapIHOJIOrH4Ha
jeiinoer”. JlokaszarencTeara, ¢ KOMTO €€ JI0Ka3Ba IIPUIOJHOCTTA ca IPUMEPHO M30DPOEHM B
touka 3.10 or moxymeHnra "YKazaHWA 3a TOArOTOBKa Ha odeprara’ M morar ga Obuar:
IIPOCIIEKT, KATaJIor, Crelu(puKaius 1/ uiM JOKYMEHT 3a TeXHHUecKaTa XapaKTepHCTHKa Ha
H3ICUATa HIIH OPYI PaBHOZHAYCH MJOKYMEHT, H3J1aJCHH OT IMIPOU3BOAUTENIA, AOKa3Balln
CHOTBETCTBHETO HA MEUIHMHCKHTE H3IENUs ¢ TeXHHUYecKara Ccleru@ukalus Ha
BB3JIOKUTENS, [10COYeHa B OOSBICHHETO C KOETO Ce OIIOBECTABAa OTKPHBAHETO Ha
mpoleaypara u B Konosa 3 Ha ITpunoxenue Ne 6.

YYacTHHKBT € MPeACTaBII JOKYMEHTAUMS 3a MeIHIMHCKOTO n3nenne EMITTER
— MeukaMeHT-u31s4Ball OaoH, ObP30CMEHIEM.

IMpu 1npomepka Ha  CHOTBETCTBHETO  KOMMCHATA  YCTAHOBH  CIEIHHTE
HECHOTBETCTBHS M JIMIICA HA HH(POPMAaLIHsL:

a) Jluncear wrdopmanus 3a croTHomenune Paclitaxel kem BTHC — u3nexsaneto ¢
3a croTHOIEeHHe 90/10.

6) Jluncea uadoOpMalEs 3a XuaApoUIIHO MOKpHTHE Ha yacTTa RX — M3MCKBAaHETO
e Jla uMa MOKpUTHEe Ha vacTTa RX.

B) JIuncea wH(OpMANMA 3a 4eCTOTa HA OKPUTHE Ha DanoHa ¢ MeaukamenT: 99.0
% - H3UCKBAHETO € 34 YecToTa Ha MOKpUTHE Ha OanoHa ¢ Mequkament: 99.0 %.

r) Jlumcsa wmH(GOpMaIMs 3a PaJMOM30TONHM M BU3yanHu wMapkepu (Pt-Ir) —
M3HCKBAHETO € Jla UMa TaKHBa MapKepH.

) Jurnesa wrdopmanus 3a AuaMeTnp 3.25 MM — U3MCKBAHETO € 3a HAJIMYMETO Ha
muamerpu (mm): 1.50, 2.00, 2.25, 2.50, 2.75, 3.00, 3.25; 3.50, 4.00.

11. ITpu B3eMaHero Ha perieHusTa ¢ 110 Toukd 9 1 10 oT mokiaga, KOMHCHATA
npeleny, e HECHLOTBETCTBHATA M JIMIcaTa Ha HHpopMmaius B odeprara Ha ydacTHHKA
"CODAPMA TPEMJIMHI" AJ[ He ce OTHACAT 10 AOKYMeHTH 110 uil. 39, am. 2 ot 3011,
4 3a TaKMBa, KOHTO ca YacT OT TEXHHUECKOTO NPE/UIOKEHHE, I0paj KOeTo He cle/Ba Jia
npuiara wi 61, T. 5 u 6 ot [HT30I1.

12. Komucusra mpemiiara CKIIOYBAHETO HA JIOTOBOPH 0 000COOEHH MO3HIKAN C
YHaCTHHITUTE, KaKTO CJIeaBa:
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12.1. Tlo o6ocobena rmozumms Ne [, Ne 4 u No

0 6: "MAKME/" OO;
12.2. TTo obocobena mozuuma Ne 2 u Ne 5

o 5. "HOBE MEJIUKBJ TPEHI"
12.3. ITo o6ocobena nozuums Ne 3: "CODAPMA TPEHIUHI " AJL

00/;

JIOKNameT ce TIOAIHCA OT BCHYKH UICHOBE HA KOMMCHATA M Ce€ Npejajie Ha
BB3NOKUTEIIA 38 YTBBPIKIaBAHE 3acIHO ¢ wsiata gokyMmenTamus Ha 29.12.2016 rox. s 10.00
qaca.
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