[TPOTOKOII
Na2
3a pasriemaaHe HA TEXHHUECKUTE NPEAJIOKEHHS

Komucus naznadgena cwe  3amoBer  Ne4(/04.11.2016.r. wa VYnpasurenstr na ,MBAJI-
Cpunenrpan”EOO/] 3a npoeexaaHe Ha oTKpuTa mpoledypa o peaa na 3011 3a Bn3narane Ha
oOwecteena nopweuka ¢ npeamer: ,,JJOCTABKA HA JIEKAPCTBEHH HPOJAYKTH 3A
HYXJIUTE HA ,MBAJI - CBLWIEHI' PAZ1” EQO/”, orkpura ¢ PemenneNe36/27.09.2016r.
u Pemrenne Ne38/11.10.2016r. 3a oxoGpusane Ha obaB/ieHne 32 H3MeHeHHe U JOMBLIHHTENHA
nndgopmanus

Ipencenaren: Crosnka Xpucrosa Yaknpora -3aB.anteka B “MBAJT Ceunenrpan” EOO/];
Yaenose:1. JI-p Papoct Muresa Ckepaesa- OpauHarop BbB BbBIpelIHO OT/ENEHHE B
“*MBAJI-Cerunenrpan”™ EOOJ]
2. J-p Humurep CrosHos Cranuer- OpauHatop B XHPYPrHUHO OT/I€TEHHE B
“MBAJI-Crunenrpan” EOO/
3.Bcepana Benxosa OBuapoBa- KOpUCT /a/iBoKaTt/;
4.Tana lumurtpora- rin.cyetoBojuten B “MBAJTI-Crunenrpan® EQOJ]

3anouHa paGora B 3AKPHTO 3acefanie B 3aceaarejnara 3ama na MBAJI - Ceuienrpag na
11.11.2016r. 8 14,00 uaca, 3a pasriexiaHe Ha JONBIHATEIHO NPEACTABEHUTE NOKYMEHTH
H3HCKaHH B mpotokon Ne 1 or 07.11.2016r., u pasrnesxnane Ha TEXHHUECKUTE MpeIoKEeHE Ha
JAONYCHATHTE YYAacTHMIH, Ha ocHoBaHde w156, an2 ot II[I30I1 u mpomepka 3a TAXHOTO
CBHOTBETCTBHE C NPE/BAPHTETHO OOABEHHTE yCITORHS,

Komucusra xonctatipa, ue ¢ B cpoka 110 41,54, an.9 ot I[MI13011, 10 5/mer/ paboruu anu ot
noay4asaHero Ha nporokoa Nel or 07.11.2016r. ¢ nmomydyeHO H PErUCTPHPAHO IMMHCMO C
Bx.Ne6/11.11.2016r. 8 10,30 u. o1 ,,Menodapma” EQO/L.

Komucuara npueTsnn KM pasriexjiase Ha JONBIHUTEHO NPEACTABEHUTE JOKYMEHTH .

»Megopapma” EQO/ e npeacrasmn:

Hos noanucan n nomnevaran ot Axuieac llanrapHc B KauecTBOTO CH Ha yHpaBHTE
Enunen epponeiickn IoKyMeHT 3a obutectsenn nopruku (EEJOI).

Komucusra xoncraTupa, 4e y4yacTHHKBT ,Memodapma” EOOQJI e nonpasun B cpok
HEpPeJOBHOCTATE B odepTara cH, choGpa3HO NPeAocTaBeHaTa My BE3MOXHOCT 110 w1104, and ot
30IT 1 w54, an.8 u an.9 or [1IT30I1, ¥ yCTAHOBH , Y€ CLINMTE OTTOBAPAT HA YCIOBHATA 32 JTHUHO
CBCTOSHUE W HA KPHTEPUNTE 33 HOAOOP, NOCTABEHU OT BB3TOKUTEINS.

C ormeag Ha TOBa BCHUKH YIEHOBE HA KOMHCHATA C CAHHOAYIIHEC B3CXa PCUICHHE 34
AOIIYCKaHE Ha 0(])epTaTa Ha YYACTHHKA 10 Ppa3lICkAaHe Ha TeXHHYECKOTO IMpeaIOKeHHE 3a
W3NBIHCHHC Ha TOPBYKATA.

Komucusita npoabmky cBosita paboTa 10 pasriiex/1aHe H OUCHKA Ha TeXHHYECKHTE IIPEJIIOKEHHs
Ha YYaCTHULHTE 1Mo 000COOEHH NO3MIMH 110 PEjla Ha TAXHOTO NMOCTHNBAHE, HA OCHOBAHHE /.56,
an.2 ot IIT30I1 n npoBepka 3a TIXHOTO CBOTBETCTBHE ¢ IIPEABAPHTENHO OOSIBEHNTE YCIOBYS,

I. Yuacmunux ,,@vonuxc @apma” EOON cve cedanume n adpec na ynpasienue
ep.Cogpun 1700, yn. Oxonospvcmen nom XNel99 A, EHK:203283623 ¢ npedcinasun caeonume
OOKYMEHMU, COOBPHCAULU CE 6 MEXHUYECKOMO MY HPEONONceH e O , @ UMEHHO!

HpH pPasriicKaaHe M OIICHKA HA TEXHHYCCKOTO NPENJIOKCHHE HA YYACTHHKA KOMHCHATA YCTRHOBH

CIACAHOTO!
YYacTHHKEBT € HMPCACTABHII  CNICHHUTC JOKYMEHTH, CBABDMKANIH CC B TCXHHYECKOTO MY
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NpeaIOKEHUE, 4 HMCHHO!

[looTnenno xoMnnexkTyBauu 12 Opos manky 3a Bedxa obocobeHa MO3KMUMS ChABPXKAUIM CAeIHHTE
JNOKYMEHTH:

v' Tlpemnoskedye 3a U3IBIHEHHE HA TNOPBYKATa B CHOTBETCTBHE ¢  TeXHHUECKATa
clielMbHKalKg ¢ MocoYeHa KOHKpeTHa 060cobena 1o3HiMa M KOJ Ha HOMEHKIATYPUTE 110
oBocobenata mo3uLKA, M3rOTBEHO 10 obpazenr [lpuroxcenue Ne 3, gedwno ¢ Ipunooene Ne
3a — Texnuuecka ogepma, Ha xapmuer 1 MOSHUMeH HOCUMEN(Ha eQun 00wy JUCK 34 BCUYKU
obocobeny no3uyul, 30 KOUMO ce KAHOUOAMCMEd, 6 CbOMGENCIMeUe ¢ NPULONCEHAmd
exceacka mabauya)

v' IIeanomowno ot Becenun Besmuxor Kyner m IOmuan Aranacos Hegenue HOTapHanHo
3apepeHo ¢ Per.Ne282 ot 11.02.2016r. Ha HoTapuyc ¢ per.Ne049 na Hot.kamapa;

v" Jlexnapanus 3a ChriiacHe ¢ KIIAY3HTE Ha [IPMIIOKEHHA IIPOEKT Ha J0roBop 1o 4i. 39, an. 3, 1.
1, 6ykea ,,B* HITT30!1 o obpazen Ned;

v' Jlexsapalust 3a cpoka Ha BANHJAHOCT Ha odeprata no wi. 39, an. 3, 1. 1, 6yksa ,,r* TII130I1
1o obpazen Nej;

v' Jlexnapalus, 4e OpH H3rOTBAHE HA odepTaTa ca CHACHM 3aib/DKEHHATA, CBBP3aHH C
JAaHBIM H OCHTYPOBKH, OIA3BaHE HA OKONHATA Cpefia, 3aKpuiia Ha 3aeTOCTTa i YCIOBHATA Ha
TpyA, 1o Wwi. 39, an. 3, 1. 1, 6yksa 0 TTII30T] o obpaser; Neb,

v' Jlexnapanus no wi. 101, an. 11, BB Bph3ka ¢ wr. 107, 1. 4 3011 3a nunca Ha CBBP3AHOCT C
JIpYT ydacTHUK o odpaser; No7;

v Jlexnapauus , de NpejlaraHuTe NeKapCcTBEHH IPOAYKTH Ca PErHCTpUpaHy 3a yrnotpeba B
CTpaHaTa M [IpUTEXaBaT paspeliuTeNnHu 3a yrnorpeda, cormacno 3JIITXM, npurexasar
cepTH(HKATH YAOCTOBEPSABAIM KAauecTBOTO Ha HPONYKTHTE, JIANCBAT OQHUHANHK
CHOOLUCHHS WIH OrPAHHYMTEIHM MEPKH 3a yrorpeda Ha NEeKapCTBEHW IPOAYKTH IO
O6pazers Nel0

v' Jlexnapauus , ue B cayuall Ha H3TMYAHE HA CPOKA HA paspeiieHHeTo 3a ynotpeba /PY/ na
JIT mpes 2017r., xonuuectBata ot JIII e 6®/aT goctapaHy B jle4eOHOTO 3aBEIEHHUE 0
H3THYaHE CpOKa Ha JOTOBOpPa, B CHOTBETCTBHE ¢ Wil, 55, an. 6 ot 3JITIXM, obpazenr Nell;

v Jleksapalys 3a OCTATHYHMS CPOK HA NOJHOCT HA JIEKAPCTBCHHTE CPEICTBA, KOWTO IIE ce
JoctaaT — noHe 60 % OT cpoka Ha FOAHOCT Jia € OCTaThUEH CIPAMO JIATATA HA JOCTABKATA
— ¢ TIOATIMC ¥ MOXB) I€YAaT, CbIIAcHO, IPUACKEHH KBM JIOKYMEHTAaMSTa o0pasern Nel12

v' Hexnapaitus 3a obesneyanaie Ha KaUeCTBEHOTO H3ITBJHEHHE HA JOTOBOPA C OCHTYpABAHE
Ha HeOOXOIMMHTE KOJNMYECTBA JIEKAPCTBEHM NPOAYKTH 38 LleNis CPOK Ha JAOroBopa 1o
obpazen Nel3 .

v' Jlexnapauus, ue odepupaHuTe JEeKapCTBEHU MIPONYKTH UMAT HOPMATHBHO OLIpe/elieHa LIeHa,
cpracHo wi. 261a, an. 1 ot 3JHIIXM u npennaraHata oT yyacTHMKA IieHa He HalBMILABA
CTOMHOCTT2 Ha ONAKOBKA H3uuclicHa Ha ©Oasa pedeperTHa CTOMHOCT, B ciiydail, ue
YUYaCTHHKBT OBbjle ONpefe/eH 3a U3IBIHUTEN aBTOMATHYHO Iie ChoGpassiBa NPOMEHHUTE Ha
OLPKABHO peryaupaHuTe LEHY, KOrato ¢ B MO0J3a Ha DBE3JOKUTEIN M INe J0CTaBs
NeKapCTBEHUTE TMPOAYKTH HA HAMAIEHWTE LEHH, CUMTAHO OT JaTara Ha NpOMsHa Ha
nocneaHuTe B [[03MTHBEH NEKAPCTBER CIMCBK - C NOANMC U MOKBP neyar 110 Obpasen Nel4,

B nipefuioxeHHeTo 3a M3IBAHCHNE Ha NOpBUKaTa 110 0bpasell yyacTHHKBT:

Jexnapupa, ue e 3alI03HAT ¢ YKa3aHHUATA U YCIIOBMATA 32 yuacTHe B 0OsBEHATA MPOLCAYPA.
CwhriiaceH € ¢ MOCTaBEHHUTE YCAOBHS H I'M npremMa 6e3 Bp3pakeHud.,

3asgBsiBa, Y€ NPEJIOKEHMATA H IOETUTE aHTKUMEHTH ca BanuaHu 3a cpok oT 180 (cto u
OCeMJeceT JHHU ) HM, CUYMTAHO OT KpakHUs CPOK 3a [10JaBaHe Ha odepTH.

Janosnar € M npHeMa YCIOBMATa Ha MpPOEKTa Ha J0roBop. Ako Obje ompejenes 3a
M3ITBITHUTEN, 1€ CKIFOUH JIOTOBOpP 3a Bh3NaraHe Ha OOIIECTBEHA IOPHYKA B 3aKOHOYCTAHOBEHMS
CPOK M II€ CTIa3BaT MPOMEHUTE B JIbPIKABHO PErYIUPAHUTE UCHY B [I0O3UTHBEH JIEKAPCTBEH CIHCEK,
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KaTo CYHTAHO OT JaraTa Ha HaMalABaHe Ha LeHHTe uI¢ JOCTAaBY CLOTBETHHUTE JIOTOBOPEHU
JICKAPCTBEHH TIPOJYKTH HA HaMAEHHTE LIEHH,

Cpok 3a M3nwnHeHWe Ha ofMecTBeHata noppuka 12 /nBaHajgeceT/ Meceua, CYMTAHO OT
JlaTaTa Ha BJIH3aHE B CHJIA, IOCOYEHA B JOTOBODA.

Cpok Ha miamase - 0TIOXKEHO B cpok Ao 60 (mectaeceT) KaJCHZAPHH AHA, CHHTAHO OT
/laTata Ha AOCTABKa U I[IPSACTABSIHE Ha [IPEABHACHHUTE B NPOEKTO-I0TOBOPA IOKYMEHTH.

OcTaThueH cpoK Ha OJHOCT Ha O(epHpaHHTe MEIMKAMENTH KbM Aartara Ha gocraska; 60
{(mreicet) % OT OOABEHHSI OT IPOU3IBOAHTENS.

B cnysadl, ye Owae ompefcneH 3a HINBIHMTEN, WE TPEJACTABH BCHUKM JOKYMEHTH,
HEOOXOMMMY 34 NMOAIKCBAHE HA JOTOBOPA, CHIVIACHO JOKYMEHTALMSTA 33 YYACTHE B IOCOMEHUS
CpoK 0T Bb3noxurens.

Ilpeanara fekapcTBEHH NPOAYKTH 10 BCAKA 060cofeHa MO3UINS H 33 HOMEHKIATYpPHH
CAMHULM /apTHKYIH/, KOKKPETHO ocodeHu B o6paser [Ipunoikenue No 3a KbM Ipe/TIONEHHETO 38
H3IBIHEHHE HA IOPHHKATA.

KoukpeTHHTe NpeAnokenns Ha y4acTHHKA ca nocodenu b [punoxenne Nel, Hepasaenia
YACT OT HACTOSIIHS MPOTOKOIL,

Komucusra KoHCTaTHpa, 4e TEXHHUYECKOTO NPEIOKEHHE HA YYACTHHKA € M3TOTBEHO II0
obpasell M OTroBapsl Ha IMpPEeABAPUTENHO OOSBEHUTE OT BBINOKHTEL YCIOBHA 3a CREAHHTE
000CcODEHH MO3UHHY ¥ HOMEHKJIATYPHH SIHHHUIH:

Obocobena nozuums Ne 1, HoMeHKNAaTypHu eaununu(apTukynu) NeS;6;8;10;11;
12;17;18;19;26;27:28;30,31;32,33,34;35,36;38;44;45,50;52,53;55;58:59;65:66:67,68:69,70;71:72;

O6ocobena mosumus Ne 2; HoMeHKnatypHu emunuum(aprukynu) Nel;2:3:4:5:6;7;9;10;
11;13;14;16;17;18;19;20;22;25;30;31;32;40;41:42:43:47;48:49;50;51:52:53:54:55;60:62:63:64:

Ofocobena nozunms No 3; HOMEHKNATYpHH e/ WMHMIU(apTHKYIH) Nel;3;10;11;12;14;15;
16;22;25;26;27;28;30;31;34;35;36;38:43:47,49;50;51;59;61:65;

Obocobena nosunus No 4; HOMenknatypHu enunuuu(aptuxymu) Ne7:8:9:10;11;12:13;
14;15;16;17;18;

Obocobena nozuumsa No 5; HOMEHKNATYpHH eAMHHIH(apTHRYAK) No2;3:4:5:6;7;

Obocobena nozuimsa No 6; Homenknarypayn earnannu(apTurynn) Nel;2;4;10;

Obocobena nosuuma No 7;. HOMeHKnarypHu emunnnu(apruxynu) Nel;2:7:8:9;10;11:12;
13,14;15;16;17;18;20;21,22;23;24;27,28,29;32;33;34,;36;37;38;39:41;42:43:46:48:50;

Ob6ocobena nosunusa No 8; HomeHkmarypuu exuuunu(aptukynn) Nel:4;5:6:7:8;10;11;12;
13;14;15;:16;

Obocobena mnozmnms  Ne  9;.  HOMEHKNATYpHH  eaMHUUM(apTUKymTH) Nel;2:4:5:6:7;
9;10,13;14;15;16;17;18;19;20,21,22;23;25,26,28:29:30;36,38;40;42;44:45;46:48:50:55;

O6ocobena mosuumst Ne 10; HOMEHKIATYpHH eaunam(apTryn) Nel;2;3;5:6;13;14;17;
18;19;20;21;23;24;29,30;31,32;33;

O6ocobena mosuuusa No 11; HoMeHKnaTypHu evHuuu(apTukynu) Nel;3;

Obocobena nosunms No 12; HomeHKnaTypHH eanHunmH(apturyan) Nel;2:3;5:6;7,

KaTo HE MOJUICKM HA OLEHABAHE, NPEABHA H30paHms KPUTepHil 3a oueHKa Ha odeprara
wHai-HUCKa neHa”. C Orjed Ha TOBa KOMHCMATA B3€ €IHHOJYIIHO pEIIEHHE, KaTo JIOMycKa
YyJacTHHKA [0 npoueaypa I0 OTBapsiHE Ha LEHOBHTE odepTH 3a ropemocoyenurte o6ocoberH
TIO3HMITHN ¥ HOMEHKIATYPHH SAUHHLY (apTHKYIH),

Ilpy Hanmpasenata MpOBEPKa 3a ChOTBETCTBHE HAa TEXHMYECKOTO MNPEANOKEHHE OTHOCHO
HOMeHKNATYpHH euunpH(apTukyam) 37, 39 u 57 or ,Ilpusoskenne Neda-Texuudecka
odepra mo obocobena mozuuma Ne 1” KOMHCHATAa YCTAHOBM Y€ CBINOTO HE OTrOBAPS HA
IpeABapuTEIHO 00ABEHUTE OT BL3TOKHTENS YCIOBHS, & UMEHHO!

- 33 HOMEHKJIaTypHa equHHua (apTuKys) 37 e npeuioxmeH JICKapCTBEHNS TIPOAYKT
HOBOMHUKC 30 [MEH®WIT 100IU/MIT 3IMJI X 1, koitto He oTrosaps Ha
AnaroMo-repanesTuuen ko)1 /ATC-ko/ 3a ceoTBETHATA HOMEHKIIATYPHA EMHHULA
/ ATOABOS Insulin aspart/, a ceotBeTcTBa HAa ATC-x01 — A10ADOS Insulin human.

iA-IE MPOTOKO2
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- 32 HOMEHKIATypHA €MHHHNA (apTukyn) 39 € NPeinoKeH JCKApCTBEHHS [POAYKT
HOBOMUKC 30 TIEH®WIT 100IUMIT 3MJII X 1, xoiito He oTromaps Ha
Anartomo-TeparieBTH4eH Ko /ATC-koj1/ 38 CHOTBETHATA HOMEHKIATYPHA €MHHALA
/ A10ACO1 Insulin (human)/, a cnotsercrra Ha ATC-xon — A10ADO1 Insulin
human.

- 38 HOMEHKIATYpHA eAUHMUA (apTUKYNI) 57 € NpeJUIoKeH JCKAPCTBEHHs IIPOJYKT
MUIIFAMMA N KAIIC. X 100, koiiTo He OTrOBaps Ha H3HCKBAHOTO OT
 BB3TOKHTENA  KONMYECTBO  HA  aKkTHBHOTO  BEIECTBO, a4  HMEHHO
15mg/10mg/0.02mg, a croTBercTRa Ha 40mg/90mg/250meg.

ITpensun ceappkamoro ce B [Ipesioxenne 3a U3NbLIHEHHE HA NOphuKarta - obpaser; Ne3,

Beano ¢ Texuumuecka odepra /lpunoscenue MNe 3a/ Ha ydyacTHMKA HeCLOTBETCTBHE HA
NPEAOXKECHUS JIEKAPCTREH IPOJAYKT 10  HOMEHKIATYpHM exuHMuM(aprukynu) 37,39 u 57 mo
obocobena no3uuug Ne 1, koMHCcHATa CUETE, Ye TOBA IPE/UIOKEHHE 38 H3IIRIHEHHE HA IOPHUKATA €
HEpCJOBHO OTHOCHO TE3H TO3HIMK. C OITIe] HA TOBA KOMHCHATA B3¢ SIHMHOIYLIHO PElIEHME: HA
ocHoBaHusta Ha 4n.107, 1.2, 6.”7a” ot 3011 1 p-n Il ,,TEXHUUECKHU CIIELIUOUKALIMH- 1.1.9
¥ T.2 0T JOKYMEHTAaUHATAa N0 NOpbYUKaTa Ha Bw3soxkutens, npemmara yuyactHuxa ,,Ononmke
®apma” EOO]l 3a oTcTpaHABaHe OT yuacTHe B mpoueaypata no obocoBena mosmmust Nel
HOMEHKJIATYPHH eAUHBIH {(apTuKynu) Ne 37,39 u 57.

Ilpn nanmpapenara NpoBepKa 3a CHOTBETCTBHE HA TEXHHYECKOTO MPEMIOKECHHE OTHOCHO
HOMeHK/IATYpHa eanHuua(apTukya) 5 or . JIlpuioxenne Neda-Texumuecka odepra mo
060cobena nozuuna Ne 4” KOMHCHATA YCTAHOBU Y€ HANPABEHOTO HPEINONKEHUE HE OTTOBApS Ha
IPEABAPUTENHO OOABEHHUTE OT BB3NOXKUTEIS YCIOBHA 4 UMEHHO!

- 32 HOMEHKJATYPHA eAMHMUA (APTUKYN) S e IPeJUIOKEH NeKAPCTBEHUSA MPOAYKT

BAHEOLIMH YHI'B. 15TP, koitro He oTroBapa Ha M3MCKBAHATA OT BB3AOKUTENN

OMaKOoBKa, a UMeHHO 20rp.
ITpeasun cpabpxaioro ce B [Ipefiioxkenye 3a U3MBIHEHEE Ha IOPRYKaTa - oOpasen Ne3, BesHO ¢
Texnuuecka odepra /Mlpunoxenne Ne 3a/Ha ydyacTHWKA HECHOTBETCTBHE HA NPEUIOKEHHUS
MEKapCTBCH NPOAYKT N0 HOMEHKIaTypHa eIMHMuA{apTHxynm) 5 mo 0bocobeHa nosunus Ne 4,
KOMHCUATA cueTe, ve ToBa llpemnoxenne 3a H3NbIHEHHE HA MOPBUKATA € HEPEAOBHO OTHOCTHO
Te3u nosuumu, C ores Ha TOBa KOMHCHSATA B3¢ €NUHOAYIIHO DECIISHME: Ha OCHOBAHMATA Ha
w1107, 1.2, 6.”a” ot 30Il u p-n Il ,,TEXHUUECKU CIIELHUOHUKAIIMU- 1.1.9 u 1.2” oT
AOKYMEHTALEATA 0 MOPBUKaTa Ha Bbanoxurensd, npeanara yyacTHuka ,,Pronuke Papma” EQO]]
3a OTCTPAHSABAHE OT Y4aCTHE B polleaypata 1o obocobena nmosuits Ned HOMECHKIATYpHA eIMHHLA
(apTukyn) Ne S,

¥

2. Yuacmnux ,,Medopapma” EOQOJ cve cedanumie u adpec na ynpasienue 2p.Codus
1784, p-n Mnaoocm, sex. Maadocml, 6438 B ouc cepada, EHK:121578346, e npedcmasun
CeORUNE OOKYMEHIH, CLOBPHCAUN CE 8 MEXHUYECKOMO MY RPedIoNceH e N0 , (t UMEHHO!

HpI/I pa3rack/iaHe u OIEHKa Ha TEXHUMECKOTO IPCANOKCHHE Ha YYaCTHHUKA KOMHCHATA YCTAaHOBH
CIICOHOTO.

YYacTHHKBT € nopeacTtabun  CICJHHUTE JNOKYMEHTH, ChOABP¥AILIKW C€ B TEXHUNUECKOTO My
npennoXKeHue, a MMCHHO!

Hootnenno xomniekTyBank 3 6pos manky 3a 060coOCHN MO3HIMM 32 KOMTO Y4aCTBA, ChABPIKAILH
CIICJIHUTE JJOKYMEHTH:

v' TlpennoxeHue 3a M3MbIHCHHE HA [OPBYKATA B CHLOTBETCTBHE € TEXHHYECKATA
CICUH(DUKALKA C IOCOYEHA KOHKPETHA 000co0eHa TIO3MIHS M KOl HA HOMEHKIATyPHTE 10
obocobenata mosuuua, U3rotTBeHo no Ipunosicenue Ne 3, gedno ¢ Ipunoocenue Ne 3a —
Texnuuecka oepma, na xapmuen u mazHumeHn Hocumen(na edum 06wy OUCK 30 BCUYKU
0bocobeny no3uyuy, 3a KOUMO Ce KAHOUOGMCMSA, 6 CLOMEEWCMEUe C MPUNONCEHAMA

[AE MPOTOKGN2



exceacka mabauya),

v IbnnoMomuo ot Axuneac Llanrapue rpaxaanun Ha Kunbp, HoTpuamHa 3aBepka Ha
moarica Ha 30.03.2015r. or chayxuren mo sasepkure B Jlumacor, Kunbp ¢ anoctun
Per No68005/15 or 31.03.2015r. na obuacten cayxurea 8 Hukosus, Kunep ¢ npesos Ha
OBJITAPCKU €3HK NMPEJCTABEHO B HOTAPHAIHO 3aBepeH npenuc ¢ Per.Ne26214 na HoTapuye ¢
Per.Ne 558 na Hot. xamepa.

v' Jlexnapalns 3a chrijacke ¢ KJIAY3HTE HA (PHIIOKEHHST TIPOSKT Ha JOFOBOP [0 4. 39, L. 3, T.
1, 6yxsa ,,8" I1IT30II - o6pazew Ned;

v Jlexnapaus 2a cpoka Ha BaTHIHOCT Ha ofeprata 1o wi. 39, an. 3, 1. 1, 6yksa .0 [1113011 -
obpaszer Ne§;

v' Jlexnapauus, ue IpH W3roTBAHE Ha o(epTaTa ca CHA3CHH 3aibIDKCHUSTA, CBBP3AHH C
JaHBLUM H OCUTYPOBKH, OTIa3BaHE 1a OKOJNIHATA Cpesia, 3aKpHiia Ha 3a€TOCTTa W YCJIOBUATA Ha
TPYA, no 4. 39, an, 3, 1. 1, 6ykea .1 [II13011 - oGpazen No6;

v" Hexnapaums no un. 101, am. 11, ges Bph3ka ¢ wi. 107, 1. 4 3011 3a nuca na cebp3aHoCT ¢
JpYT YYaCTHHK - obpazei Ne7;

v' Jlexnapauns , 4e npejuiaraHiTe N€KApCTBEHH NMPOAYKTH ¢a PErHCTPHPAHHM 3a ynorpeba B
CTpaHaTa M NPUTEKABAT PaspelldTeNHy 3a ynorpeba, ceriaacHo 3JITTXM, npurexasaT
CEepTU(HKATH YAOCTOBEPABAILM KAUCCTBOTO HA NPOAYKTHTE, JIMICBAT OQHIUAIHY
CHODILEHNS HIIM OrPaHHUHTEHE MEPKH 3a yNoTpeba na JIeKapcTBeHH NpoaykT — Qbpazen
NelO

v Jlexrnapaumss , 4e B Ciyuall Ha W3THYAHE Ha CPOKA Ha PaspelleHneTo 3a ynotpeba /PY/ na
JIT npe3 2017r., xonuuecrsara ot JITT uie 6baat mocTassnd B eueGHOTO 3aBECHHE JIO
H3THYaHE CPOKa Ha AOI0BOPA, B CHOTBETCTBHE ¢ uil. 55, an. 6 ot 3JIIIXM, obpazen Nel 1;

v’ Jlexknapalusa 3a OCTAThUHMs CPOK Ha TOAHOCT HA JIEKAPCTBEHHMTE CPEACTRBA, KOUTO LIE Ce
AocTaBAT — noxHe 60 % OT cpoka Ha TOLHOCT /1a € OCTAThYEH CIIPAMO AATATA HA A0CTABKATA
— C IOMIKC ¥ MOKBP I1€YaT, CLrIacHo, IPUIIOKEHHS KbM JOKyMeHTanuaTa obpaser Nel2

v Jlexnapaiyst 3a 06e3NedyaBaHe Ha KAYeCTBEHOTO U3ITBIHEHYE HA JIOTOBOPA ¢ OCHIYPSIBAHE
Ha HeoOXOIMMHUTE KOJNHHECTBA JIGKAPCTBEHH MPOAYKTH 3a LEIMA CPOK HA JOT0BOpa —
obpazen Nel3

v Mexnapauus, ge oepupasnTe NeKapcTBERH NPOLYKTH MMAT HOPMATHBHO ONpee/IeHa HEHa,
chiylacHo wi. 26la, an. | or 3JITTXM u nipeanarasara OT YyYacTHHMKA LIEHA HE HAABHINABA
CTOMHOCTTa HA ONAakOBKa H3uKcneHa Ha 0a3a pedepeHTHA CTOHHOCT, B CIydad, e
YYACTHHKBLT Oble ONPENENEH 38 U3NLIAHUTET ABTOMATHYHO e ¢hoOpassBa NPOMEHHTE Ha
ObPKABHO PETYIHPAHHTE LEHH, KOTaro € B Mojza Ha Bh3nokuTens M I1e A0CTaBs
JICKAPCTBCHUTE NPOAYKTH HA HAMAJCHUTE LEHHW, CUMTAHO OT JaTara Ha IPOMsIHA Ha
nocnefinure B I103NTHBEN jieKkapCTBEH CIIHCBK - ¢ NOANHC W MOKBP Tevar - no Obpasen
Neld
B npeanoxenneTo 3a H3NBIHEHHE HA IOPHYKATA 110 06pa3el] YUACTHHUKBT;

Hexnapupa, 4e € 3aTI03HAT ¢ YKa3aHHATA M YCIIOBHATA 3a yyacTue B o0sBeHaTa npoueaypa.
Cbraacet € ¢ NOCTABEHUTE YCIOBHS H IH MpHeMa 6e3 Bu3paskeHus.

3aaBssBa, ye NPE/UIOKEHUATA U MOCTHTE aHTKHMEHTH ca BaiHjIHY 3a cpok oT 180 (cTo M
OCeMZICCET JHH ) JIHH, CYHTAHO OT KpaHHHA CPOK 3a IojJaBane Ha o(epTH.

3ano3HaT € M IpuUeMa YCIOBMATa HA MpOEKTa Ha JOrOBOp. AKO OhAe OMNpefeieH 3a
H3IBJIHMTEN, IHE CKIIIOHH JOrOBOP 3@ Bb3JlaraHe Ha obLIECTBEHA MOPBYKA B 3AKOROYCTAHOBEHHS
CPOK H III€ CIa3BAT HPOMEHHUTE B JILPIKABHO PEryJIHpaduTe LeHy B Ilo3nTuBeH IeKapeTBEH CIIHCHK,
KaTo CYHTAHO OT J[aTarTa Ha HaMalsABaHE HA LEHHTE I A0CTABS CHOTBETHHTE JOTOBOPCHH
JICKApCTBEHH MPOYKTH HA HAMANCHUTS LICHH.

Cpok 3a uanbiHenue Ha obliecTBeHaTa mopbuka 12 /aBamajecer/ Mecena, CYUTAHO OT
JATaTa Ha BIW3aHe B CHJA, IOCOUYCHA B AOTOBODA.

Cpok Ha IallaHe - OTJIOKEHO B €pok A0 60 (urecriecer) Kanengapuy AHH, CUHTAHO OT
liatara Ha AOCTaBKa U NPEACTABAHE Ha IIPEABHACHHTE B ITPOEKTO-/I0TOBOPA JOKYMEHTH.

A-IE IPOTOKOMN?2
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OctarbueH cpoK HA roAHOCT Ha odepupaHuTe MEIUKAMECHTH KEM JaTaTta Ha foctapka: 60
{(wekcer) Yo OoT 00SABEHUS OT IPOU3BOAUTENSL.

B cnyuait, we Obfe ompeleieH 3a W3INBIHUTEN, IME IPEACTABH BCHUKH JIOKYMEHTH,
HeoOXOAMMK 3a TOJNUCBANE Ha JOroBOpa, CHLJIACHO NOKYMEHTALMATA 33 YYacTHE B [TOCOUCHU
cpok oT Branoxutens.

[Ipeanara mexapctBeHM IIPOJYKTH NO BCAKa 0OocobeHa HO3MIMS M 32 HOMEHKIATYPHH
eJIMHUIT /apTHKYIN/, KOHKPETHO riocodeny B obOpasen [Ipunosxenue Ne 3a KbM IPeUIOKEHHETO 38
M3IIBIIHEHNE Ha TOPHYKATA.

KoHKpeTHHTE NpeiIoKeEHHa HA YYACTHHKa ca nocoueHd B Ilpunoxenue Nel, Hepasjenna
JACT OT HACTOSINHS TIPOTOKOL.

KoMucusaTa KoHCTAaTHpa, Y€ TEXHHYECKOTO MPEHIOKEHHE HA YYaCTHHKA € M3rOTBEHO I10
oOpasell U OTroBaps. Ha IIPEIBApUTENIHO OOSIBEHHTE OT BBINOKHTENS YCHOBHS 3a CIEJHMTE
obocobeHr NO3UIMH ¥ HOMEHKIATYPRH €IUHHIIH:

O6ocobena nozuius Ned;. noMeHKnaTypHy eauHuM{apuKyan) Ned4:46;60;62;

Obocobena nozuuua Ne7;HoMeHKnatypHu enumHuum(apruxynn) Nel(;11;12;13;14;15;16;
17:18:37:38

Obocobera nozunma Ne§; HoMenknaTypuu euHuLm(apTaKy ) Nel;2;

Karo He nojnexu Ha oneHsBape, NpelBHI H30paHMA KPUTEpHH 3a oleHka Ha odeprara
»Haji-HMcka 1eHa”. C oryiel Ha TOBAa KOMHCHMATA B3¢ eNUHONYIIHO pelieHHe, KaTo JIONyCKa
y4yacTHHKA A0 IIpolleflypa IO OTBapsHe Ha ICHOBHTe ofdeprd 3a ropernocoueHute obocobesu
MO3ULIUN HOMEHKIIATYPHH SAHHHIM (apTUKY/IH).

3. Yuacmnux ,Meoexc” OO/ cvc cedanuige u aopec na ynpaenerue 2p.Cous 1138, p-u
Maaoocm, ack. Fopybnane, Camoroscko wioce Ne2Jl, EHK:131268894,e npedcmasun crednume
OOKYMEHNU, COOBPHCAUIU CE 8 MEXHUYECKOMO MY HPeON0NCeHUE HO , A UMEHHO!

HpI’I pasrinexjade M OlCHKA Ha TEXHMYECKOTOC MPEIOKCHHAS Ha YYACTHHKA KOMHCHATA YCTAHOBH
CIEAROTO! .

YYyacTHHKET € OpeAcTaBHI  CICOHHUTE AOKYMCHTH, CHALDIKANKA C¢ B TEXHHUYECKOTO MY
MIPEANOXKEHHUE, a UMEHHO!

[ooraenuo xommlekTyBani 9 6pos nankn 3a 060coGeHH IO3ULMA 32 KOUTO YUYACTBA Ch/IbPIKAIIM
CACHHTE DNOKYMCHTH.

v’ Tlpeanoxkenue 3a H3UBIHEHHE HA IOpPBYKATA B CBHOTBETCTBHE € TEXHMUECKATa
crenudUKalusl ¢ HOGOYEHa KOHKpeTHa 000cobeHa IMO3UIMA M KOj1 HA HOMEHKJIATYPHTE IO
obocobeHarta NO3ULKA, U3TOTBEHO MO [lpunoowcenue Ne 3, eedno ¢ Ilpunoxcenue Ne 3a —
Texnuuecka ogepma, na xapmuen u Mmaznumen Hocumen(Ha edun 06w OUCK 30 GCUYKU
obocobenu nosuyuy, 3a KOUMO ce KAHOUOQMCIMEA, 8 CLOMBEMCHIGUE C NPUIONCEHAMA
exceacka mabnuyaj,

v' Ilexnapauus 3a CbIIacke ¢ KIay3uTe Ha IPUIOKEHHS IPOSKT Ha I0roBop 110 9. 39, am. 3, T.
1, 6yksa ,,z“ 1113011 - obpazer; Ned;

v Jleknapalifs 3a cpoka Ha BanuHOCT Ha odeprata o wi, 39, an. 3, 1. 1, 6yksa ,,r* [II1301] -
obpazen Ne5,

v' Jlexnapauus, ye Npd HM3TOTBSHE HAa odepraTa ca CHa3eHH 3aXbDKEHHSTa, CBBP3AHH C
JabIy H OCUTYPOBKH, OIla3BaHe Ha OKOJHATA CPEla, 3aKpuila HA 3aeTOCTTA K YCIOBMATA Ha
TpyA, no 4. 39, an. 3, 7. 1, 6yxsa ,,n” [1113011 - ob6pazen Nob;

v" Hexnaparus mo wi. 101, an. 11, 8sB Bpb3ka ¢ un. 107, 1. 4 3011 3a nunca Ha CBLP3AHOCT C
APYT YYaCTHHK - oOpazen No7;

v' Jlexnapauus , ue NMpejiaraHuTe JIeKapcTBEHH IPOJYKTH ca PerucTpMpaHd 3a yrorpeba B
cTpaHata ¥ IpUTeNaBaT paspelIMTeNHH 3a ynotpeba, cerinacuo 3JIIIXM, mputexasar
cepTudHKATH  YAOCTOBEPABAIlY KAueCTBOTO HA  TPOJYKTHTE, JMNCBAT  O(HUMATIHY
cHOOIICHAS WK OTPAHUYMTENHYE MEPKY 3a ynoTpeda Ha gexapcraery npoaykTtd — Ob6pazen

1A-IE TIPOTOKOI2



Nol0
v' Jlexnapaius , de B clyyail Ha H3THUAHC Ha CpoKa Ha paspelieHHeTo 3a ynorpeda /PY/ Ha

JIIT npes 2017r., konuuecrsata ot JIIT e 6buaT A0CTABSHM B NeueSHOTO 3aBENCHUE O

H3THYaHe CPOKa Ha AOTOBOPA, B CHOTBETCTBHE ¢ I, 55, an. 6 o1 3JTIXM, obpaszen Nol 1,

v' Jlexnapauns 3a OCTaTBYHMA CPOK HA TOAHOCT HA NEKAPCTBEHNUTE CPENCTBa, KOMTO IIe Ce

AOCTapAT — roHe 60 % 0T cpoKa Ha roJHOCT Jla e OCTATHYEH CIIPAMO JIATATa Ha JOCTABKATA

— C OATHC B MOKBP NIEHAT, CBIVIACHO, NPHIIOKEHUS KbM JOKyMeHTaiHsTa obpaser Nel2

v’ Jexnapauus 3a ofe3meuaBaHe HA KAYECTBEHOTO U3MbIHCHHE HA JIOTOBOpA ¢ OCHIypsaBaHe
HA  HEOOXOQUMMHTE KOJMYECTBA JICKAPCTBEHH NPOJAYKTH 34 LEMA CPOK HA JOrOBOpa —
obpazen Nel3

v Jlexnapaims, de o(epupaHuTe TCKapCTBEHY IPOAYKTH MMAT HOPMATHBHO OMPEHCIICHA 1CHE,

CBINacHo wi. 261a, an. 1 ot 3JIITXM u npepnaranara ot YUACTHHKA 1ICHA He HaJBUIIABA

CTOHHOCTTa Ha OMAaKOBKA M3uHcieHa Ha 0asa pedepeHTHA CTOWHOCT, B chydail, e

YYaCTHHKST ObJle ONPE/IC/IEH 3a U3MTBIHUTEN ABTOMATHYHO IIE ChoOPA3ABA MPOMEHHATE Ha

OBPIKABHO DPETYINUPAHUTE [ICHH, KOraTo € B I10/13d HAa BR3ToKATENs W e JOCTABA

JICKAPETBEHUTE TIPOAYKTH HA HAMajeHWTE LEHH, CYMTAHO OT Jarara Ha MpoMaHa Ia

nocneanute B ITo3UTHBEH NekapcTBeH CHOMCHK - ¢ NOJNHC H MOKBp medar - no OBpaser

Neld

B npeanokennero 3a M3ILIHEHHE HA MOPBUKATA [0 06PA3CL YIACTHHKDT:

Jlexyapupa, 4e € 3al03HAT ¢ yKA3AHUATA U YCJIOBHSTA 32 YYaCTHE B 0OSBEHATA IpoLeaypa.
CBriacen € ¢ MOCTABEHUTE YCIIOBHS H M TIpHEMa Ge3 Bh3PaKeHHS.

3anBsABa, Ye NPEIOKCHAATA U TIOCTUTE AHTAKHMEHTH CA BANMIHY 34 cpok o1 180 (cTo u
OCEMJIECET IHY ) /IHH, CIMTAHO OT KPaliHHs CPOK 3a 1101aBane Ha odepTH,

3amosnar € ¥ MpueMa YCIOBHATA HA TPOEKTAa HA AOrOBOP. AKO GBIE OlpejleNieH 3a
H3ITBJIHUTEN, 1Ie CKTIOYM JOrOBOpP 3a Bbh3/TAaraHe Ha OOMICCTBEHA MOPLYKA B 3aKOHOYCTAHOBEHHS
CPOK H IIg CTa3BatT NPOMEHUTE B IbPKABHO PEryIHpanuTe LeHH B [1031THBEH JIeKapCTBEH CIUCHK,
KaTo CUMTAHO OT jarara Ha HaMalABaHE HA LEHWTE I JOCTaBs ChOTBETHUTE JOrOBOPEHH
ACKAPCTBEHH NPOJYKTH Ha HAMAJIEHMTE LIEHH.

' Cpox 3a m3nbmHeRne Ha obwecTBenata nopkuka 12 /aBanajeceT/ Meceua, CYHTAHO OT
JaTaTa Ha BIIM33HE B CHJIA, IOCOUEHA B JIOIOBOPA.

CpoK Ha Iammarne - OTJIOXEHO B cpok A0 60 (nrecriecer) KaaenaapHu JH, CYHTAHO OT
Aarara Ha I0CTaBKa 1 NPEACTABSIHE HA IPEBUACHHTE B IPOCKTO-JI0OBOPA TOKYMEHTH,

OctaThueH CPOK Ha TOJHOCT Ha o(epHpaHNTE MEAUKAMEHTH KBM JATATA HA JOCTaBKa: 60
(weticeT) % 0T 06ABEHUS OT IPOH3BOAUTENS.

B cayuaii, ye Onme ompeseieH 3a M3NBNHMTEN, Ule NPEACTABM BCHUKU JOKYMEHTH,
HEOOXO/MMH 33 MOJNUCBAHE HA [0rOBOPA, CLIVIACHO JOKYMEHTALMATA 33 y4YacTHE B MOCOYEHHS
CPOK oT Be3noxkurens,

[Ipeanara nexapcTBeHu NpoAyKTH 10 Beska oGocobeHa mo3uiua 1 3a HOMEHKJIATYPIHH
C/IMHULIA /APTHKYIIH/, KOHKPETHO ITocoueny B obpasen [Ipuitoxenne Ne 3a xbM IPE/UIOKEHHETO 3a
H3IIBJIHCHHE HA OPLYKATA.

Konkpernure npeanoxenus na yqactHuka ca rnocouenu B Ipunoxenne Nel, Hepas/ieiHna
HaCT OT HACTOALIMS MPOTOKOIL.

Komncnsira xoncTaTHpa, Ye TeXHUYECKOTO IIPE/UIOKEHHE HA YYACTHHKA € H3rOTBEHO 10
obpasell W OTroBaps Ha NPEJABAPUTENHO OOSBCHHTE OT BBHINOKWTENS YCIIOBHSL 33 CJEAHHTE
000CODCHH MO3ULAY U HOMEHKJIATYPHH CIMHULH!

O6ocobena mosuims Ne 1; HoMeHKnaTypHu eJMHHI(apTuKyan) Ne7:8:10:19;55:61;62
O6ocobena noauims Ne 2 HOMCHKIATYPHU eAMHHIH(apTHKym} Ne5:6;13,14;21,26;27:28:29;
Obocobena nozunua Ne 3; HOMCHKJIATYPHY eARHMUM(apTHKYH) No5:6:7:10;24:31;

O6ocofena nosnius Ne 6; HOMEHKIATYPHH eMHHIM(apTuKynH) Nod:14;15;16;

OGocobena nosunmss Ne 7, HOMEHKIATYpHH EARHUUM{APTHKYIH) No7:8;10;13;16;17;18:19;
29,34:36;42:43;

O6ocobena mosuums Ne 8; HOMEHKNATYpHH caMunnu(apTakyan) Nel:4:5:11;12;

[A-IE NPOTOKOS2
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Obocobena nosuuus No 9; nomenknaTypnu enuuunu(aprakym) Nel;5;20:40:41;
O6ocobena nosuups Ne 10; HOMeHKIATYPHU eIMAMIA(apTUKy ) Nel§;
Obocobena nosuuus Ne 12; HoMeHKIIATYpHY euHumu(apTukyid) Ne3;9;

Karo ne momnexu ma oneHapane, npeasui u30pauus KpuTepHil 3a ouenka na odeprara
nHaH-HHcKa eHa”. C ormel Ha TOBA KOMHCHATA B3€ ©JHMHOJYIIHO peleHHe, KaTo JIONycKa
yUyacTHHMKa [0 Tpolieaypa Mo OTBapsHe Ha leHoBHTe odepTH 3a ropenocodcuTe 06Gocobeny
NO3ULMH HOMEHIJIATYPHM eIHHKIM (ApTHKYIM).

[lpu nanpapenaTa mpoBepKa 3a CHLOTBETCTBHE Ha TEXHMYECKOTO INPEANIOKCHHE OTHOCHO
BOMEHKIATYPHH efuHNuM(apTauKyan) 23 n 24 or , Jlpunoxenne Ne3a-Texnnuecka odepra no
ofocobena nozuuusa No 9” xoMuCHATAa YCTaHOBH, Y€ CEHINOTO HE OTFOBApd HA NpeJBapHTEIHO
OOSIBEHHTE OT BBH3NIONKUTENA YCIOBHA & MMEHHO!
- 3a HOMCHKJATYpHa cIOuHMUa (apTHKyN) 23 e IpeUIoKeH JeKApCTBEHHS POIYKT
TYLOL, Oral suspension, 120 mg/5 m! - 100 ml, -, Pack: 1, xoitto ne otropaps Ha
H3MCKBAHOTO OT Bb3IOXKHMTENA KOIHYECTBO HA AKTHBHOTO BEUIECTBO U ONAKOBKA, &
uverHo 150mg/Sml - 90ml .

- 3a HOMEHKAATypHa eauHHNA (apTHKyN) 24 € npeasiokeH JNCKapCTBEHHS IPOLYKT
TYLOL, Oral suspension, 120 mg/S ml - 100 ml, -, Pack: 1, , xoiiTo He oTropaps
Ha M3MCKBAHOTO OT BB3NOKMATENN KONHMYECTBO HA AKTHBHOTO BEILECTBO H
OMakKkoBKa, a UMeHHO 30mg/ml - 90ml.

lpensun cranpxamoeto ce B [ipeuioxenne 3a H3NBAHCHAE Ha mophukara - obpazen Ne3;
BenqHo ¢ Texnmuecka odepra /lpunoocenue Ne 3a/ Ha y4acTHUKA HECHLOTBCTCTBHE Ha
NPEIUIOKCHUS NCKAPCTBEH MPOAYKT [0  HOMEHKNATYPHH eUUHHHM(ApTHKYIH) 23 u 24 no
obocobena nosuuug Ne 9, komucHATa cueTe, 4e ToBa [Ipe/ioxkenHe 3a H3NBIHEHAE HA HOPBHYKATA €
' HEPEHOBHO OTHOCHO Te3M NMo3uluM. C orneJ Ha TOBA KOMHCHMATA B3€ COMHOAYUIHO pelIeHHE: Ha
ocHosanusTa Ha w1107, 1.2, 6.”a” or 3011 v p-n Il ,, TEXHUUYECKHU CIIELTIUOGHUKAIINHA. 1.1.9 1
T.2” 0T JOKyMeHTallMgTa II0 MopbykaTa Ha Branoxurens, npegnara yyacrnuka ,.Menexc” OO/ za

OTCTPAHABAHE OT YUacTHE B Npoueaypata mo obocobeHa mo3uuus Ne9 HOMEHKIATYPHH €AMHHIM
(apTuxymu) Ne23 u 24.

4. Yuacmuux ,,Cohapma Tpeitounz” AJ] coc cedanumie u adpec na ynpasnenue 2p.Codua
1756, yna. ,JIvuesap Cmanuee” Ne5, Cogapma Buznec Taywvpe, Cezpada A, em. 12,
EHK:103267194 e npedcmasun cieduume OOKYMeHMU, COOBPHCAUU CE 6 MEXHUNECKOMO My
RpeOnoYCceHIte RO , ( UMEHHO!

le/l pa3racKiade H OlieHKa Ha TEXHHYECKOTO HPEANOKCHHE HA YJaCTHHKA KOMHCHATA YCTAHOBHU
CJICAHOTO:

YYacTHUKBT € MPpCACTABMI  CICHHHMTC JOKYMCHTH, CHABPKAINA CC B TEXHHYCCKOTO MY
HPEANTOXKEHME, 4 HMCHHO!

Hootnenno xomnnexryBanu 12 Opost manky 3a Begka oGocobeHa ro3unma CBABPKAIM CHIEJIHUTE
TOKYMEHTH

v IIsmuomoutso or Jumutsp [eoprien Jlumurpos Hotapuanuo zapepeso ¢ Per.Ned288 ot
11.08.2016r. na norapuyc ¢ Per.Ned(00 na Hor.xamapa;

v' Ilpeonoxkenue 3a H3NBIHCHHE Ha IOpPBUKATA B CHOTBETCTBHE C TEXHMUECKATA
criennpuKanysa ¢ I0coYEHa KOHKpeTHa 060coGeHa MO3KUMS M KOJ Ha HOMEHKJIATYPHTE IO
obocobenara MO3MIKA, H3TOTBEHO 1o llpunoocenue Ne 3, eedno ¢ Hpuroscenue Ne 3a —
Texnuvecka oghepma, Ha Xapmuen u MazHumeHr HOCUMeL(Ha edun 0B OUCK 30 8CUYKU
obocobeny nosuyuy, 3a KOUmMo ce KaHOUOAMCMEd, 6 CLOMEEmCMmEUe ¢ MPULONCEHAMA
excencrka mabauyaj, ,

v' Jlexnapatus 3a ¢briacue ¢ KIIay3uTe Ha NPUIIOKCHHS TIPOeKT Ha JOroBop 1o 4. 39, am. 3, 1,
1, 6ykea ,,5 III130T1 - obpazen No4;

[A-IE NPOTCKOI?
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v' Jlexnapaius 3a cpoka Ha BaIH/HOCT Ha oeprara o wi. 39, an. 3, 1. 1, 6yksa ,,r TIH30IT -
obpazen No5;

v’ Jleknapauus, 4e HOpH W3TOTBAHE Ha o(epTaTa ca CMA3EHH 3a/bIKEHHATA, CBbP3AHH ¢
NAaHBIH ¥ OCHI'YPOBKH, OMTa3BaHe HA OKOJIHATA CPEeAa, 3aKPHaa Ha 3a€TOCTTA H YCIOBHATA 11a
TPYH, o . 39, an. 3, 7. 1, 6ykea 1" [1[T3011 - oGpasetr No6;

v' Hexnapaums mo wi. 101, an. 11, BB BpBh3Ka ¢ w1, 107, 1. 4 3011 3a aurca Ha CBBP3aHOCT ¢
JIpYT yMACTHHK - oOpazer| No7;

v Jleknaparins , 4e npeJularanuTe JCKApCTBEHH IPOLYKTH ca PErHCTPHPAHH 3a yhnoTpeba B
CTpaHaTa H NPHTEXKABAT Pa3spelUMTEHH 3a ymnotpeba, cernacho 3JIIIXM, npurexasar
CEPTH(RUKATH  YJIOCTOBEPABAIY KAUECTBOTO Ha TNPOAYKTHTE, JHIICRAT O(QUIHAIIH
CHOOLIEHMA NITK OTPAHMUHUTENHH MEPKH 3a yroTpeba Ha JiekapeTeen npoaykTd — OBpasel
Nel0O

v’ Hexnapauus , 4e B ciiy4aii Ha H3THYAHE Ha CpoKa HA paspeienuero 3a ynorpeba /PY/ na
JIIT npe3 2017r., xonuyectsata ot JIII we 6b7aT J0CTaBAHU B Ne4eBHOTO 3aBelcHHE 10
H3THYaHC CPOKa Ha JIOTOBOPA, B CLOTBETCTBHE ¢ Wi, 55, an. 6 ot 3JIITXM, obpaser; Nel 1

v' Jlexnapanus 3a 0CTaTBYHHMS CPOK HA FOJHOCT Ha JICKAPCTBEHHTE CPEACTBA, KOMTO lie ce
IOCTaBAT — noHe 60 % OT cpoka Ha roJHOCT JIa € OCTATHUCH CIIPAMO JIATATA Ha J0CTABKATA
-~ € IOMHC 0 MOKBP TIEUAT, ChIIACHO, IPHIIOKEHUA KbM JIOKYMeHTalmaTa obpaser Nol2

v Iexnapauus 3a o6e3neuaBane Ha KAYecTBEHOTO MIMBIHEHHE HA JOTOBOPA ¢ OCHIypABalle
Ha HEOOXOAMMHATE KOJHYECTBA JICKAPCTBECHM INPOAYKTH 3a NENHA CPOK Ha JOTOBOpa —
obpazer Nel3

v Jlexnapanus, de odepypanuTe JCKAPCTBEHH IPOLYKTH HMAT HOPMATHBHO ONPEACTCHA LCHA,
chracHo wi. 26la, an. 1 ot 3JIIIXM u npennaragara oT yu4acTHUKA [EHA He HAABHUIIARA
CTOHHOCTTa Ha OIAKOBKAa H3YHCIEeHa Ha 6a3a pedepeHTHa CTOMHOCT, B ciydad, ue
YYACTHHKBT OBbJIC ONpEAEIeH 33 H3IBIHUTE aBTOMATHYHO 11¢ choOpa3gBa NPOMEHHTE Ha
AbPXKABHO DPETYNMPAHHTE WEHH, KOTATO € B Io/3a Ha Bo3jloxkuTens W Lie J0CTaBs
MEKAPCTBEHHUTE NPOAYKTH HA HAMAaJeHHTE LEHM, CUHTAHO OT JlaTara Ha MOpoMsna Ha
nocineanute B 1To3MTHBEH AEKApCTBEH CIMCLK - € HOAMMC ¥ MOKBP nevar - mo O6pasen
Neld

v' Jleknapanys ,u4e yHacTHHKBT HMa IIPABO 1a M3ELPILEA THProBUs Ha AP0 Ha oBepHpaHHTE
NEKapCTBEHU NPOAYKTH Ha TepHTopusita Ha Phbirapus 3a cpoka Ha JOTOBOpa
B npeanoxennero 3a H3MbIHEHHe HA OPBHUKaTa MO 06pasell YYAaCTHHKET:

Hexiapupa, ve € 3aIo3HaT ¢ yKa3aHMATA U YCIOBHAITA 38 yYacTHe B 00SBEHaTa NPOUELYPA.
Chriacen e ¢ NOCTABEHHUTE YCIOBHUA H I'H NpHeMa 6e3 Bb3pakeHus.

3asssBa, Ue MPEUIOKEHUSTA H HOSTHTE aHTAKUMEHTH Ca BAIMAHK 3a cpok oT 180 (cTo u
OCEMICCET JIHH ) IHHM, CYUTAHO OT KpaHHKS CPOK 32 MOAABAHE Ha oQepTH.

3ano3HAaT € M NpHeMa YCJIOBHATA Ha IIPOCKTa HA JOTOBOP. AKe ObJe OMpeJeleH 3a
H3ITBJTHHUTEN, ¢ CKNKYH JIOTOBOP 3a BB3NaraHe Ha oOILIeCTBEHA NOPBUKA B 3aKOHOYCTAHOBEHHS
CPOK H L€ CIa3BaT NMPOMEHUTE B ABPKABHO PETYIUPAHHTE LeHH B [TO3UTHBEH JICKAPCTBEH CIIMCHK,
KaTo CUMTAHO OT JaTaTa Ha HaMalsBaHe Ha LEHUTE INe JOCTABA CHOTBETHHTE AOTOBOPEHH
JICKapCTBEHM IPONYKTH Ha HAMAICHHTE LIEHH,

Cpok 3a H3NBIAHEHWE Ha OGIIECTBeHaTa mopbhuka 12 /xBanajecer/ Meceua, CUMTAHO OT
JlaTaTa Ha BAM3aHe B CUJIA, IOCOMEHA B JIOTOBODA.,

Cpox Ha mramade - OTIOXEHO B Cpok g0 60 (nrecriecer) KadeHIapHH IHH, CYHTAHO OT
jlaraTa Ha JOCTaBK4 M IIPEACTABANE Ha NPEABUACHHTE B IIPOCKTO-I0rOBOPa JOKYMEHTH.

Ocrareyen cpok Ha rOJHOCT Ha odepUpaHITe MEJMKAMCHTH KbM JATATa Ha JocTaBka: 60
(meiicer) % OT 0OABEHMS OT MPOUIBOIUTEIA.

B cnyuait, 4e Onae ompeseNeH 3a HM3NBIHMTEN, WIC NPEJACTABH BCHYKM JOKYMEHTH,
HEOOXO/IMMH 3a IOANNCBAHE HA JOTOBOPA, CHINACHO JOKYMEHTALMATA 32 YYacTHE B [IOCOUEHWA
CpOK OT Buanoxurens,

IIpe;urara  nexapcTBeHM NMPOAYKTH IO BesKa 000COOeHa MO3MLMA H 38 HOMEHKJIATypPHH
CANHMIM /apTHKYIH/, KOHKPETHO Iocouery B obpaser, [Tpunoxenne Ne 3a KbM npeiiokeHHETO 32

[A-IF MPOTOKOM2
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H3ITBJIIHCHHUE Ha ITOPBYKarTa.

Konkpernute npejuioxenss Ha yyacTHHKA ca nocodend B [lpuioxenne Nel, uepasmesnHa
YacT OT HACTOSIIHA [IPOTOKOI.

KoMucuaTa KOHCTATHpA, Y€ TEXHHYECKOTO NPEIIOKCHHE HA YYACTHHKA € M3TOTBEHO T10
obpasell ¥ OIToBapd Ha MpPEeJBAPUTCITHO OOSBEHHTE OT BBHINOKHTEAS YCIOBUS 3& CHEIHHTC
000cOo0CHH NO3NIMH M HOMEHKJIATYPHH CIMHUIK'

ObocobeHa nozunus Ne 1, HOMEHKnatypHH eJuHunE(apTukyan)Ne3;5;7;8;9:10;11;12;13;14;
15;16;17;18;19;20;21,;22;23,24,26,27;,29;30;31,33,34,35,36;37;38,44,45;50,54;55.56,58,60,61,;63,6
4:65:66;67;68;69;70;72;

Obocobena mno3uuus Ne 2; HoMenknaTypuu epmupunu(apruxynu) Nel;2;3;4,5:6;7;
10;13;14;16;17;18;19;20;22;24,25;30;31;32;36;37;38:39;40,41;42;43,47,48,49,50,51,52;54;61 64,

Ob6ocobena mno3uuus Ne 3; woMenwnaTypuu exuHunu(aptuxymu)Nel;2;5;8:10:11;12;
13;14;18;19;20,21,22;25;27;30;31;34;36;37;38;41;42;50;51,54;

Obocobena nozuiyg Ne 4; HOMCHKNATYpHHE eAMHUIA(apTHKYAN) Nel;2;3:4:5:6:7:8;10;11;12;
14;15,16;17,18,

Ob6ocobena nozunus Noe 5; HOMeHKIATYpHU e imBuim(aptakynn)Nel ;2;3:4:5;6;7,

O6ocobena no3uuus Ne 6; HoMeHKkIaTYpHu eauuumm{aptukynn) Nel;2;4:5;6;7;8;14;15;

O6ocobena mosuums Ne  7;. HoMmenknarypuu egununu({aptukymu)Nel;2;3:4;5;8,9;10;
11;12;13;14;15;16,17;18;19;20;21;22;23;24:25;26;27:28;29;31;32,34;35;36,37,38;39;40;41,42;43;4
4:46:47:.48,50;51;

O6ocobena nozuiust No 8; noMeHKnarypiu equHuIU(apTHKYIM)Ne3;5;6,7:8:9;10;11;12;13;
15;16;

Ob6ocobena noszuuus Ne 9;. HoMenknarypuu ejumuauim(aprukynn) Nel;2:4:5:6;7;8;9:10;
11:12:13;14:15;16,17:18;19;21,22;23,24,25;26,27:29:30;31;32;35,36;37;38;40:42:43:44.46;48;50;5
1:52:55;

O6ocobena mozuuus Ne 10; HoMmenxnarypuu emnwHMIU{apTukynn)Nel;2:4;5;8;9;10;12;
14;15;16;17;18;19;20;21;22;23,24,25,26;27,28;29;30,31;32,33;

O06ocobena nosuius Ne 11; HoMeHKNaTypHY eanHAm{apTuKyu) Nek;2;3;

Obocobena nozunus No 12; Homenxnarypuu equaunu{apruyiu) Nel;2;5:6;7;9;10;

Karo He nomnexy Ha OUEHsABAHE, IIpefBWl M30paHus KpuTepuil 3a oueHKa Ha odeprara
HHaii-mucka nena”. C orfen Ha TOBAa KOMMCHATA B3¢ ©JIMHOJYIHHO pElICHME, KaTo JoIycka

yYacTHHKA JI0 NpOHeAypa II0 OoTBapsAHe Ha LeHoBuTe odepTu 3a ropenocoueHute obocobeHH
HO3HIHA HOMEHKIATYPEH €AHHULIHM (APTUKYIIH).

[Ipu HampaBeHaTa INpoBepka 32 CHLOTBETCTBHEHA TEXHHYECKOTO MPEANOKEHHE OTHOCHO
HOMEHKIATYDHH equunuu(apruxyan) 42:53:57:59 ot Jlpunoxenne Neda-Texnuuecka
odepTa no oGocobena nozuuua No 1” xoMmucHsTa ycTaHOBY Y€ HAIIPABEHOTO NPEVIOKEHHUE He
OTTORAPA HA NPEXBAPHTENHO OOSBEHUTE OT BB3NIOKUTENS YCIOBHS & HMEHHO!

- 332 HOMEHKJIATypHa eIdHulA (apTUKyN) 42 e UpeIoKeH JIeKAPCTBEHUS MPOAYKT
SHYMET Tabn 50/1000mMr 2 x 146p, koifto He oTroBaps Ha AHATOMO-
tepanesTnued kKod /ATC-xo/ 3a CBOTBETHaTAa HOMEHKNIATypHa eIMHMLA /
A10BAO02 Metformin/, a croteercTBa Ha ATC-xoa —~ A10BD07 Metformin and
sitagliptin.

- 3a HOMEHKJIATypHa eOuHHIA (apTHKYN) 53 € mpeIoKeH JNeKapcTBEHUS NPOAYKT
BEBHUT GOPTE amni 100/100/1mr 2Mn1 X 1, KOHTO He 0TroBaps Ha M3UCKBAHOTO OT
BHINOMHUTENA KOJMYESCTBO HA AKTHBHOTO BEIIECTBO M OUAKOBKA, a WMEHHO
100mg/50mg -1 ml.

- 3a HOMEHKJaTypHa eIUHHUa (apTukyn) 57 € mpeinoxeH MeKapcTBEHHUSA MPOLYKT
MWJIITAMA mp. x 100, xo#ito He OTroBaps Ha HZUCKBAHOTO OT BL3JIOXKHTE!IH
KOMMYECTBO Ha AaKTHBHOTO BeliecTBo, a wuMeHHo |5mg/10mg/0.02mg, a
crotBeTcTRa Ha 40mg/90meg/250meg.

[A-E MPOTOKOJI2
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- 34 HOMEHKJIATypHa €JUHHIA (APTHKYJ) 59 € IpeAnoiKen JICKAPCTBCHUA POLYKT
HEBPOBEKC AKTHUB 16 x 30, koifTo He 0TroBaps Ha H3UCKBAHOTO OT
BB3JIOKHTENS KOJMYESCTBO HA aKTHBHOTO BEUECTRBO, & MMeHHO 100/200/0.2mg, a
croTBeTCTBa Ha 15/10/0,02 mg,
ITpensun cvabpxamoro ce B [peanoxerne 3a UdbIHEHHE HA nophukara - oOpasen Ne3;
Bemo ¢ Texmmwecka odepra /llputoncenue Ne 3¢/ wa yuacTHMKA HECHOTBETCTBME HA
HPEUIOKEHHS JICKAPCTBEH MPOUYKT 10 HOMEHKJATYpHU eadHuumM{(apTuxynu) 42:53:57;59 no
obocobena nozuums Ne 1, koMucHsTa cuete, ue Tosa [pejtoneHne 3a M3MBIHERHE Ha [I0PBUKATA €
HEPEOBHO OTHOCHO Te3d Mo3HuuK. C ornea Ha ToBa KOMHCHATA B3€ €IMHOAYINHO pelI¢HHE: Ha
ocHoBanusaTa Ha w107, 1.2, 6.”a” o1 301 u p-n 11 ,, TEXHHUYECKHW CIIEUUPHUKALIMH. 1.1.9 u
T.2” OT MOKYMEHTALHATA 110 TOPBUKATA HA Bbanowurens, npeanara ydactauka ,,Codapma
Tpedimuur’AJl sa orctpaHsBaHe OT y4acrtue B npouejaypara no obGocobena nosuims Nel
HOMEHKNATYPHHY eAMHULM (apTHKynH) No 42;53:57:59 ;

llpn manpaseHata NpoBepKa 3a CHOTBETCTBHE HA TEXHHUYECKOTO MPEITOKEHHE OTHOCHO
HOMEHKJIATYpHA _eaunuoalaprukya) 63  or ,Ilpnuaoxkenne Neda-Texuuuecka odepra mo
obocobena mosuuus No 2” KOMHCHATA YCTAHOBH Y€ HANPABCHOTO MPEANOKCHHE HE OTIOBAps HA
pe/IBAPUTENIHO 0OABEHUTE OT BB3IOKHUTEISN YCHOBHS & HMEHHO:

- 33 HOMCHKNIATYpHa €IHHHLA (apTHUKYN) 63 e NpeUloiKeH JIEKapCTBEHUA IIPOAYKT
HU3WTA mnazan crpeft x 20M7, KOHTO He OTrOBaps Ha AHATOMO-TEPAllEBTHUCH
kon /ATC-koa/ 3a cwoTBeTHaTa HOMmeHKmatypHa emuHuua / BOSXA02 Sodium
hydrogen carbonate/ u nexapctBena dopma Concentrate for solution for infusion
Konuuectro Ha akTHBHOTO NekapcrBeno semecrso 8,4 g/100 ml - 20 ml, a
cwoTBeTcTBa HA ATC-Ko1 - ROVAX yru Hazanuu npenapartv , Haszam crnpei.

[pensua cpabpxkaioto ce B [lpeanoxenue 3a v3mbiIHeHHe Ha nophukara - ofpasert No3;

BenHo ¢ Texnnuecka odepra /lipunoscenue Ne 3a/ Ha y4acTHHKA HECHOTBETCTBHE HA NPEUTOKEHUS
JEKapCTBCH NPOAYKT 110 HOMEHKIATYpHa euHuNE (apTukymu) 63 nio oGocobeHa rozuums Ne 2,
KOMHCHATA cyeTe, e ToBa lipeanoixeHue 3a M3NBIHEHHE HA MOPBHYKATA € HEPEMOBHO OTHOCTHO
Te3n nozuunn. C orned Ha ToBa KOMHCHATA B3¢ €IUHOAYINNO PEUICHHE: Ha OCHOBAHMATA HA
w107, 1.2, 6.7a” or 3000 u p-n 1I ,TEXHUUECKHU CIIELIUOUKALIMM, 1.1.9 u 1.2” or
DOKYMCHTAIHSTA [0 [TopbUKaTa Ha Bhanoxurens, npeanara yuactHuka ,,Cohapma Tpeitnuur’All
3a OTCTpaHsIBAHE OT YUacTHE B npoueaypara 110 obocobeHa no3unusa Ne2 HOMEHKAATypHa eIMHHLA
(apTukym) Ne 63,

IIpn nanpaBeHata NpoBEpKa 3a CHOTBETCTBHE HA TEXHHUECKOTO NPEMNIOKEHHE OTHOCHO
HOMeHKAAaTYypHa eauauna{aprukya) 13 ot ,IIpuiaoskenne Neda-Texunuecka odepra mno
060cobena mosumus Ne 4” koMHUCHATA YCTAHOBH Y€ HANPABEHOTO MpPEIUIOKEHHE He OTrosaps Ha
NPE/IBAPHTEITHO OOABEHUTE OT BBIIOKHTEA YCTIOBHS & UMEHHO!

- 32 HOMEHKJIATYPHA ¢IMHHNA (apTUKY/) 13 e NpeanokeH NekapeTBeHHs MPOAYKT

THHKTYPA HOJM p-p 5% x 50Mma, xoifto ue OTroBaps Ha H3UCKBAHATA OT
BB3JICXKHTENSA OMaKoBKa, a uMeHno 20 ml.

IIpenpua ceabpkamoto ce B [IpejuioxkerHe 3a H3MBIHEHHE HA NOpPBUKATA - obpasen Ne3,
eano ¢ Texuuuecka odepra /lpurooicenue Ne 3¢/ Ha y4YacTHHKA HEChOTBETCTBHE Ha
NPEIUIOKEHUs JIEKAPCTBEH NPOAYKT 10 HOMEHKIATypHa eauHuua(aptukys) 13 no obocobeHa
nosuiua Ne 4, koMucHATa cueTe, de ToBa [IpennoxeHne 3a H3rbIHeHHE Ha IIOPHYKATA € HEPeaOBHO
OTHOCHO TE3M NMO3ULIMK. C OrJiel Ha TOBa KOMUCHATA B3¢ SAMHOAYIUHO PELISHKE: HA OCHOBAHHATA
wa 41.107, 1.2, 6.7a” or 3001 u p-n I ,TEXHUUECKH CIIELUOHUKALIMH. T.1.9 u 1.2” oT
JMOKYMEHTAMATA 110 NopbUKaTa Ha Beanoxuresnd, npepnara yuactuuka ,,Codapma Tpeianar’AJ]
34 OTCTpaHsABaHE OT yJyacTHe B Ipoleaypara 1o obocobeHa nosunus Ned HoMeHKIaTypHa ¢ANHULA
(apTuxym)} No 13,

1A-IE 1IPOTOKG)12
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[Ipu nanmpaBeHaTa LpoBepka 3a CLOTBETCTBHE Ha TEXHMUCCKOTO NPEAJIOXEHHE OTHOCHO
HoMenkaarypua eamnuualapruxya) 13 or ,JIpunoxenne Ne3a-Texnmuecxa odepra 1o
obocobena mosunus Ne 10” xomucusTa yCTAHOBH Y€ HanpaBeHOTO MPEIJIOKEHHE HE OTroBaps Ha
INpeBAPUTENHO 0OABEHNTE OT BB3NOKUTENS YCIOBHS & HMEHHO!

- 3a HOMEHKNaTypHa eJHKna (apTukya) 13 e HpeanodkeH NeKapcTBEHUS HPONYKT

ALI- AUETHILIMCTEMH mpax 200mr x 20, Ko#To He oTroBaps Ha H3UCKBAHOTO
OT BBL3JIOXKHTEIIS KOJMYECTBO HA AKTHRHOTO BEILECTBO W OIAKOBKA, & HMMEHHO
100mg.

[lpensua cpappxauioTo ce B llpeanoxenne 3a usirbiiHEHNE Ha IOpbukara - obpaser Ne3;
BeaHo ¢ Texnuuecka odepta /flpunodcenue Ne 3a/ na yaactHrKA HECHOTBETCTBUE HA TIPEIJIOIKEHHS
AeKapcTBEH M0 HOMEHKIaTypua eguHuna(apraxyn) 13 no obocobena nozuumsa Ne 10, komucHuaTa
cuete, ue Toba llpenoskenye 3a H3IIbJIHEHHE HAa NOPBYKATA € HEPEAOBHO OTHOCHO TE3M TIO3HIHH.
C ornen Ha TOBAa KOMMCMATA B3€ €NMHOJIYIIHO pelileHHe: Ha OCHoBauuaTa Ha wi 107, 1.2, 6.7a”
or 30IT u p-n II ,,TEXHUUECKHN CIIEIIU®UKALIMU. 1.1.9 u 1.2” oT mokyMeHTaumsara ito
nopruxara Ha Beanoxurens, npeara ysactuuka ,,Codapma Tpeitnuur’All 3a orcrpansizate oT
y4acTue B mpoleAypara o obocobena nmosuuust NelQ womenxarypha ejnuuia (aptaxyn) Ne 13,

5. Yuacmnux ,, Topeoecrka iuza — Hayuonanen Anmeven Ienmup” A/ cvc cedanume u
adpec na ynpaenenue zp.Copua 1172, p-n Hzzpee I'M. Jumumpos Nel, EHK:030276307 e
HPeOCmAaguR ceonIme OOKYMEHMH, COOBPHCAUU CE 8 MEXHUYECKOMO My RPeOa0MCeHUe O , &
UMEHHO:

Hpﬂ Pasriaexiane H OLCHKA Ha TCXHHYECKOTO NPEAJIOXKCHNE Ha YYACTHHKA KOMHCHATA YCTaHOBH
CNEIHOTO.

YYyacTHUKET € OpeicTaBul  CICIHUTE HOKYMEHTH, CBABPXKAINM C€ B TCXHHUCCKOTO MY
IIPCATIONMEHNE, & HMCHRBO!

Mootnenno xoMmiekTyBanM 9 Opos mnanku 3a obocobenure THO3HLMHE 3a KOUTO YYACTBA
CHIBPXKALIM CIEAHNUTE JOKYMEHTH:

v Onuc Ha IpeACcTaBEHUTE JOKYMEHTH o uil. 47, an. 3 IIT130I1 - o6pazen Nel.

v' Ilpnuomomuo ot Taxsop boxoc boxocsu notapumamo sasepeno ¢ Per.Ne23043 ot
05.10.2016r. na morapuyc ¢ Per.Ne310 na Hot.xamapa;

v llpeanokenMe 3a M3OBIHEHHE Ha [OPHYKATA B CHOTBETCTBHE € TeXHHYECKATa
crienmbuKanua ¢ MocoueHa KOHKpeTHa 000ocobeHa MO3NIUS U KO/l Ha HOMEHKJIATYPUTE T10
obocobeHaTa mo3unKA, M3roTseno no lpunooenue Ne 3, eeono ¢ Ipunosicenue Ne 3a —
Texnuuecka ogepma, Ha xapmuer U MasHUMeH HOCUMEN{Ha eOuH 00wy OUCK 3a BCUUKU
0b0CcoGery NO3UYUY, 30 KOUMO ce KAHOUOAMCMEd, 8 CbOMBemCmeue ¢ NPUulONCeHama
exceacka mabnuya);

v' Jlexnapauus 3a ChIiacHe ¢ KJIAY3WTe Ha IPANOMKEHHS IIPOeKT Ha A0roBop mo wi. 39, ai. 3, T.
1, 6ykea ,,z“ [TII30I1 - obpaser Ned;

v" Jexnapalus 3a cpoKa Ha BaJIMIHOCT Ha odeprara no 4, 39, an. 3, 1. 1, 6yxsa ,,r** IIII301] -
obpaszer; Ne5;

v' Jlexnapauns, 4e [pu HM3rOTBAHE Ha odepTaTa €A CHA3CHH 3aABL/DKCHUATA, CBBP3aHu ¢
JAHBIK ¥ OCHI'YPOBKH, ONIa3BaHe Ha OKOJIHATA CPEefia, 3aKphila HA 33eTOCTTa H YCIOBHATA Ha
TpyA, 00 wi. 39, an. 3, 1. 1, 6ykea ;i TITI30II - obpazen Neb;

v' Jexnapanust no 91. 101, an. 11, 86 Bpb3ka ¢ @wi. 107, 1. 4 30I1 3a nunca Ha cBBp3aHoCT ¢
JIPYT yuacTHHK - obpasen Ne7;

v Jleknapauus , ye UpearaHuTe JEKapCTBEHHM NPONYKTH €2 PETMCTPHPaHH 3a ymoTpeba B
CTpaHaTa ¥ NpHMTEeRABAT paspeluTenuu 3a ymorpeba, cwrimacuo 3JIIIXM, nputexarar
CepTHU(MKATH YIOCTOBEPABAIlA KAYeCTBOTO Ha HPOAYKTHTE, JIHICBAT O(ULHAIHY
CHOBILECHHS MM OFPaHHYMTENHH MEPKH 3a ynoTpeba Ha neKapeTBeHH HpoaykTH — Obpazen
NelQ

JA-IE NPOTOKON?2
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v' Jewnapanus , e B Clyuall Ha M3TMYAHE Ha CpOKa HA PA3PCIIEHHETO 3a ynotpeba /PY/ na
JIIT npes 2017r,, xonuuecrsara ot JIIT me 6baar QOCTaBAHW B NeveGHOTO 3aBeleHHE JI0
H3THYAHE CPOKA HA IOTOBOPA, B ChOTBETCTBHE ¢ wil. 55, an. 6 oT 3JI[1XM, obpazew Nell;

v Jleknaparist 3a 0CTATBUHHS CPOK HA TOAHOCT HA JIEKAPCTBEHUTE CPEICTBA, KOHTO LIE Ce
noctasaT — noxe 60 % oT cpoKa Ha OAHOCT A4 € OCTATHUCH CNPAMO JaTaTa HA JOCTABKATA
— € HOJITMC H MOKBP NEYAT, CIMIACHO, NPHIOKEHUS KbM JOKYMEHTALUATA 0Opazen Nol2

v' Jexnapanud 3a ofe3leuapate Ha KaUeCTBEHOTO H3MBLIHEHHE HA JOTOBOPA C OCHIYPABAHC
Ha HEOOXO/IMMUTE KOMMYECTBA JIEKAPCTBCHH NPOAYKTH 33 LEHMA CPOK Ha JOroBOpa —
obpaszey Nel3

v Heknapanus, se oepupaHnTe IeKapeTBEHU NPOAyKTH HMAT HOPMATHRHO OTIpeIe/IeHa lieHa,
cbracro wi. 261a, an. 1 or 3JIIIXM u npejutaranara OT YYaCcTHHKA IlEHA HE HAABMIIABA
CTOHHOCTTa HAa ONaKOBKA M3uMCICHA Ha Oasza pedepenrtHa CTOHHOCT, B CIydail, ue
YYACTHUKBT OBAC ONPENENEH 3a H3MBAHKUTEN ABTOMATHYHO e ¢hoOpasasa NMPOMEHHTE Ha
JBPKABHO PCrylupaHHTe LIEHH, KOraro € B [OJM3a Ha DBB3moKuTens W e A0cTaBs
TCKAPCTBCHUTE TPOAYKTH HA HAMAJICHWTE LIEHHW, CUHTAHO OT Jarara Ha [pOMsHA Ha
nocnennute B 1I03ATHBEH neKapcTBEH CIUCHK - ¢ NOANUC ¥ MOKBp redar - no O6pasen
Nold

v Jexmapanus 3a NpuTexKaHue Ha PaspelleHue 3a THPrOBHE Ha CAPO ¢ JEKAPCTBEHH
IPOAYKTH.

B npesutoxenneTo 3a U3NbIHEHHE HA MOPBUKATA [0 00pas’el YYaCTHHKBT:

Jlexnapupa, ue € 3al03HaT ¢ YKa3aHHATA ¥ YCJIOBHATA 3a yUacTHe B 06ABEHATa NPOLEAYPA.
Crrilacen e ¢ mOCTaBCHKTE YCIOBHS W I IPHEMA 6e3 Rb3pakeHH .

3asBABa, Ye NPETOKEHUATA U MOCTHTE AHIAXKMMEHTH Ca BAIMAHM 3a cpok oT 180 (cTo u
OCeMICCET UM ) JIHH, CUWTAHO OT Kpalilus cpoK 3a nojapane Ha oepTH,

3anosHaT € W NpHEMA YCIOBMSATZ HA HpOEKTa Ha A0TOBOP. AKo Obje ompeaencH 3a
H3IBAHUTEI], IIE CKIIOYH AOTOBOP 3a Bh3Narane Ha OOLICCTRCHA IOPHYKA B 323KOHOYCTAHOBEHHS
CPOK M 1i¢ CIasBaT IPOMCHHUTE B JAbPKABHO PETYIUPAHUTE HeHH B TTO3HTHBEH NEKApCTBEH CITMCHK,
KaTo CYMTAHO OT JATATA HA HAMANSIBAHE HA LEHWTE e JIOCTaBd CHOTBETHHTE JOTOBOPEHH
JICKAPCTBEHH TIPOJIYKTH HA HAMATICHUTE ICHH.

Cpox 3a wsnenHeHre Ha olmectBeHara nophuka 12 /mBaHagecer/ Mecena, CUMTAHO OT
NATaTa Ha BIW3AHE B CHJIA, [TOCOUEHA B JIOIOBOPA.

Cpox Ha mnamaze - OTIOXKEHO B ¢poK Ko 60 (wecTaeceT) KaNEHAAPHK JHH, CUHTANO OT
IaraTa Ha AOCTABKa M MPeACTaBAHE Ha NPEJIBHACHUTE B NPOEKTO-I0r0BOPa JOKYMEHTH.

OcraTpueH cpok Ha TOAHOCT Ha odepupaHuTe MEMUMKAMEHTH KBM HaTaTa Ha jocTaBka: 60
(meitceT) % OT 0OABEH IS OT TIPOUIBOIUTEIA.

B cnyuait, e Objie ompeseNeR 3a H3NBIHATEN, LI TMPEACTABM BCHYUKH JOKYMEHTH,
HEOOXOMMMH 3a TIO/IMCBAHE HA JOrOBOPad, CHIJIACHO AOKYMEHTANMATA 3@ YUacTHE B IOCOUEHMS
Cpok oT Beanoxurens.

Ilpennara nexapcTBEHM HPOAYKTH IO Besika oboco0eHa MO3UIMA M 32 HOMEHKJIATYPHM
CHUHMIM /apTHKYIH/, KOHKPETHO MocoyeHH B obpasen [Ipunokenne Ne 3a KbM NPEeSIOKEHHETO 34
M3ITBJIHEHHUE HA [TOPhUYKATA.

KoHkpeTHHTE npeanoXeHUs Ha yyacTHHWKA ca mocoueHH B Ilpuiioskenue Nel, nepasjenHa
YACT OT HACTOSIIUS [TPOTOKOIL.

KoMucusra koHcratapa, 4e TEXHHYECKOTC IPCJUIKEHNE HA YYACTHMKA € M3rOTBEHO MO
o0pasel, W OTroBaps Ha IMPEIBAPHTENIHO OGABEHUTE OT BBLINOKUTENSA YCIOBHSA 34 CICIHHUTE
000COOSHH MO3NIMH H HOMEHKIIATYPHH €IHHNIIA:

Obocobena mozumua NeNe 1; HoMenwnarypuu eauuui(aptakyma) — Nel;2;36;38;39;41;44;
46;47:;48:49;50.

O6ocobena mozumpa NoNe 2; HOMEHKIATYpHU e HULM(apTrKy ) Ne9;10;

Obocobena mno3umms NeNe 3; HOMeHKnatypHu enusuim(aprukyitn) Ned;22:24;28:29;33;40,
42:43;44;45:46;47,52,55;56,57,58;59;62;64,65;

O6ocobena mosumua NeNo 7; HOMEHKIATypHu enpHAmM(aprukymu) No5;11;12:13;17;18;25;

TA-IE TIPOTCKON2
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26;41:43;
O60cobena nozuuust NeNe 8 HoMmeHKIaTypHH eTHHUIA(apTHKYIH) NeS;6;
O6ocobena nozutus NeNe 9; HoMeHkIaTypHu eiuHUIM(apTUKy) Ne21;
O6ocobena nozunus 10; HOMeHKIATYpHH eUHULIKA(apTHKYIH) Ne6;
O6ocobena nozuiug NeNe 12; HOMEHKIATYpHH eAMHULM(ApTHKYIH) Ne9

[Ipu HanpaBenata NpoBepKa 3a CHOTBETCTBHE HA TEXHHYECKOTO IPEUIOKEHHE OTHOCHO
HOMEHKJATYPHU eiHHMUH(apTHRY M) 23 1 60 ot ,,IIpuitoxkenne Ne3a-Texnuvecka oepra mo
0bocodena mo3unus Ne 3 KOMHCHATA YCTAHOBH Y€ HAIPABEHOTO MpPEIONKEHHE HE OTroBaps Ha
[peBapuTeHO 00SBEHUTE OT BB3IOMNKUTENS YCIOBUS @ UMEHHO:

32 HOMEHKJIaTypHa eJMHULA (apTHKYI) 23 € NpeyIoKeH JIEKapCTBEHUs IIPOAYKT

- Pisizif SR Prolonged-release tablet 1.5 mg x30, koHT0 He OTrOBaps Ha U3UCKBAHOTO

OT BB3JIOKMTEJIS KOJIMUECTBO Ha aKTHBHOTO BEILECTBO, 8 MMEHHO 2,5 mg.
- 3a HOMEHKJaTypHa eaMHuua (apTukyn) 60 e npe/ulosKeH JIEKapCTBEHHS IPOYKT
Cardifriend tablet 5 mg x 30, KoiiToO He OTroBaps Ha H3UCKBAHOTO OT BB3JIOKUTEIs
KOJIMYECTBO HA aKTUBHOTO BEIIECTBO, a MMeHHO 10 mg.

[Ipeasun cpabpskainioto ce B [Ipennoxenue 3a u3nbiaHeHHEe Ha MopbhukaTa - obpaser Ne3;
BejiHo ¢ Texuuuecka odepra /Ilpunosicernue Ne 3a/ nHa ydacTHHKA HECHOTBETCTBHE Ha IPEIOKEHUS
JIeKapCTBEH MPOAYKT MO0 HOMEHKJIATYpHU eIuHuIM(apTUKyIH) 23 1 63 no obocobena nozurus Ne
3, xomucHsTa cuete, ye ToBa llpennoxenue 3a U3NBIHEHHE HA MOPHUKATA € HEPEJIOBHO OTHOCHO
te3n no3uiu. C Ornea Ha TOBa KOMHCHATA B3¢ €IHHOMYIIHO PEIlIeHHe: Ha OCHOBAHHATA Ha
yr.107, 1.2, 6.7a” ot 30Il u p-n Il ,TEXHUYECKHW CIIELHUOUKAIIMU. 1.1.9 u 1.2” oT
JIOKYMEHTallMsTa 10 I[opbyukaTa Ha Bb3noxurens, mpejara ydacTHHKa ,,['bproecka jura-
Hauunonanen anteuded ueHTbp” AJl 3a orcrpaHsBaHe OT ydactue B Ipolelypara 1o obocobeHa
no3uius Ne3 HoMeHKIaTYpHH eAMHUIM (apTuKyan) Ne 23 u 60.

C pasrnexxzaHe M ONEHKA Ha TEXHUUYECKHTE NPE/UIOKEHUs] Ha YYACTHHUIUTE TMPUKIIOUH
HACTOALIETO 3ace/IaHME Ha KOMUCHATA.

[IpeacenatensT Ha KOMUCHATA NPEUIOKH U YICHOBETE NMpUEXa CIIEABALIOTO 3aceJaHue Ha
KomucusaTa jaa ce nposeae Ha 16.11.2016r. ot 14.00 yaca 3a oTBapsHe Ha LieHOoBaTa odepra Ha
JIONYCHATUSAT YYaCTHHK.

Hepazjienna yact ot HacToswus npotokoi e [Ipunoxxenue Ne 1 no o6ocobenu nosuiu.
[TpoTokoabT € u3roTBeH U nojanucad Ha 11.11.2016r.

Ilpencenaren: Crosuka Xpuctora Hakbpora ..... &AL L.
UYaenose: 1. JI-p Pagoct Murepa Ckepresa:.....

2. J1-p Jumutsp CrositoB CraHues

3.Bcepnana Benkora OByaposa...... e B

4.TaHﬂ):[HMHTpOBa.................. ..................
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