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IIPUTEXATEJ/JNUTE HA PASPEIIEHUE

Hex-3B3 | /202 8. 3A THPTOBHS HA EJIPO C JIEKAPCTEHHI

IHPOAYKTH

IMOKAHA
3a nogaBaHe Ha odepTH 3a JOCTABKA HA JIEKAPCTBEHH NPOAYKTH, BK/IIOUeHH (HIH
He BKJII0YenH) B Cniiceka 1o 4. 266a, an. 2 ot 3akoHa 3a JieKapCcTBEHHTE MPOAYKTH B
xymanHaTa Meguouaa (3JIIIXM)

YBAKAEMH JTAMH U I'OIIOJA,

Crnenuanusupana 60IHUIA 32 aKTUBHO JICUCHHE HA XEMaTOJIOTHYHY 3a0omnsaBanus EAJ]
(CBAJIX3 EANT), Ha ocHOBaHme WI.266a, an. 5, T. 3 ot 3JIIIXM u wn. 156 ot HapenGa Ne 10
ot 17.11.2011 r., ¢ Hacrosimara nokaHa, Bu xaHu ga npeactaBuTe odepra 3a TOCTaBKa Ha
JEKAapCTBEHH INPOAYKTH, BKIIOUEHU (WM He BKIoueHH) B CHHChKa 1Mo wi. 266a, ain. 2 ot

3JIIIXM, np# clneHUTEe yCIOBUS:
I INPEIMET HA ITPOIIEAYPATA:

[IpenMer Ha mponexypara € JIOCTaBKa Ha JICKAPCTBEHM NPOAYKTH, BKIIOYEHH (WA HE
BKJIFOUeHN ) B CnichKa 1o Wi, 266a, ait. 2 ot 3JIITXM 3a myxaute Ha CBAJIX3 EA/L, chriiacHo

TEXHHYCCKA CHGHI/I(i)I/IKaIII/IH, a HMCHHO!

Mexaynapogno JlekapcTBena ¢gopma u KosmuaecTBo/0poii 10:
HENATCHTHO KOJIHYeCTBO HA AKTHBHOTO
HAUMEHOBaHHe BEIECTBO
Rabbit anti-human 25 mg powder for 60 fl.
thymocyte immunoglobulin | concentrate for solution for
infusion

IL. N3NCKBAHHUSA KBM YYHACTHUILIUTE

[Tokxanara ce oTIIpaBsi 40 BCHUKH [PUTEXATEIH HA pa3pellleHue 3a ThproBuUsl Ha €JIpo C
JIEKAPCTBEHU IIPOJAYKTH, NONy4eHO 110 pena Ha ['maBa pesera ot 3JIIIXM. Vyactauk
Yy>KICCTPaHHO JIMLE Clle/Ba Ja IIpUTEeKaBa paspelicHHe 3a THProBUs Ha €Ipo ¢
JIEKApCTBEHU IIPOAYKTH H3OaACHO OT CBHOTBETHUS KOMIIETEHTEH OpraH, CHIVIACHO
3aKOHOJATENCTBOTO HA IbPXKaBaTa, B KOSTO € YCTaHOBEH.

B cnyuaii, ye ThproBensT a €po ¢ JEKapCTBEHH POLYKTH HMa CKJIAJJOBH ITOMEIIECHHUS
Ha Tepuropusita Ha PemyOnuka bearapus, To Toi ciie/iBa Jia pUTexXaBa paspelieHne 3a
TBPrOBHA, U31aJICHO OT H3I'BJIHUTENHUA AupexTop Ha AT
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L.  YCJIOBHUAU PEJ 3A IIPEJACTABSIHE, PA3T JEXIAHE U OLIEHKA HA
O®EPTUTE

Misicro na mogaBane Ha opepTuTe: B 1e10B0ACTBOTO Ha Jre4e6HOTO 3aBeeHHe, HAXO/IAIN0
ce mHa anpec: 1p. Codus, Gyn. ,Kimmentr Oxpuncxu® Ne 1A wim Ha e anpec:
vladimir.iliev@hematology.bg;

Kpaen cpox 3a mogaBane na oepru: 25.09.2026r. 15:004.

Heob0xonumu noxymenTn:
Odepra — cBOGOdEN TEKCT, HOMHCAHA OT 3AKOHHHTE NPEACTABHTE/H HA JIPY:KECTBOTO
ChAbPiKaMa NOAPOOHO ONHCAHNE HA NPEIJI0KCHHS NPOAYKT HJIH NPOAYKTH, 4 HMEHHO:

»  MexayHapoaHO HENATEHTHO HAHMEHOBAHHE (INN) Ha aKTHBHOTO BEIIECTBO;
»  Tpproecko HaMMEHOBaHHE Ha JIEKAPCTBEHHS IIPOJTYKT;

»  Bun Ha nexapcreHata gopMa W KOIHYECTBOTO HA AKTHBHOTO BELLECTBO B
JI030Ba CIMHUIIA,

»  IlpousBogurern;

»  KonudecTBo B e/iHa OIAKoOBKa;

»  EIuHHYHA IieHA Ha JIEKApCTBEHHS IPOMYKT 3a e1uH 6poii B €Bpo;
> Cpok 3a JocTaBKa;

»  Cpok 3a BAIMAHOCT Ha NpEAOCTAaBEHATa LEHOBA OpepTa — MuUHUMYM 30
KaJICHJApHU JIHH.

»  IInnHoMomHo, KoraTo odeprara ce moaaBa ot YI'BIHOMOIIEHO JIHIIE.

4. OtBapsine Ha Moay4ennte odepru: 28.09.2026r., ot 10:00 . B crpagata Ha CBAJIX3
EAJ, anpec: rp. Codus, 6yi. ,,Kimument Oxpuncku Ne 1A. Odeprure e ce pasrnexnar ot
KOMHUCHS, HA3HAIEHA ChC 3aII0BE/ Ha U3IBIHUTEIHHUS TUPEKTOP.

Pesynrature ot paGorara Ha KOMHCHATA ce OTpassiBar B ITPOTOKOJI, KOHTO ce MOIINCBa OT
BCHYUKH WIeHOBE. KoMuCHSTa KIlacHpa y9aCTHHLKTE, KATO PAasryieska IPeIcTABCHHTE oteprH,
YCTaHOBsBa CHOTBCTCTBHETO MM C H3UCKBAHHsTA Ha Br3noxwurens u ouensasa odeprure na
AI0IyCHATUTE yYACTHHIIH, ChIVIACHO KPHTEPHHTE 32 OLIEHKa Ha O(epTHTe.

S. Ha pa3riiexxaane mogie:kar e JHHCTBEHO odepTH, KOUTO CHLABLPXKAT HHpOpManuATA
nocovena B pasaen I, 1. 3 or HacTosmaTa nokana.

*3abenexncka: He ce pasznexncoam oepmu, nonyueHu uzewvH onpedenenun CPOK Ha
noxkanama.

6. OcTaTb4eH cpOK HA rOJHOCT HA JIEKapcTBeHHs npoayKT: Kem natata na npuemane ua
AOCTaBKaTa, NOCTABEHUAT JIEKAPCTBEH MPOJIYKT CJIEIBA []a € C OCTAThYEH CPOK Ha [OMHOCT He
mo-Maiuko or 1 /exna / roguna.

IV. KPUTEPHUH 3A OLHEHKA

Ilpn u36opa Ha THpromer Ha eApo C JICKAPCTEEHH IPOAYKTH H Heo0XOAUMOTO
KOJIMHUCCTBO OT JICKapCTBEHHUA IIPOAYKT C€ B3eMa IPEIBHI MOMEHTa, B KOHTO CieaBa na
3all0YHE TEPAIHATa U Kypca Ha JICYEHHE.
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IIpu u30b0pa Ha THProBeN Ha €O ¢ IEKAPCTBEHH TIPOYKTH OCBEH IIpe/IaTaHa IieHa ce
0OCHKAT U ChOOPA3ABAT M APYTH ACIEKTH Ha 0epTHTe, KOUTO Ca CBHP3aHH C OpraHH3aIuITa
Ha JIoCTaBKaTa, KaueCTBOTO, 0€30MacHOCTTa H e(PUKACHOCTTA HA JICKAPCTBEHHS ITPOIYKT.

IlpuioskeHue: IPOSKT Ha JIOTOBOP

JA-P HUHA PHhCHUHA
U3ITBJIHUTEJIEH IUPEKTOP HA
CBAJIX3 EAJT
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SAX Ha portvEqitfre
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