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2 . Kowains.ra e Ha3Har{eHa c'bc 3anoBe.q Ns 21 3 / 7t - 09 .2t
KO\/MCV|ETa I rr4pBoHarJarHo onpe.ueJIeIITITe CbC SarloBe.4Ta cpoK
KOTNYICIAflTA HC CA YI3 IICH'IHIA "

3. Pa6otata Ha KoMI4cll.sra nporeqe [p]4 cna3BaHe vr3r4(

lifl3oll B rer nocJIe.EoBareJII{I4 3ace.qaFl4.q.
Ha rt'bp|oro cu 3aceEaHl4e FoMI4clAfl.Ta noJ]yqtJ. u orl

.4OKyMeHTIA :HIet yqacTHI4I-lI4Te / [O.qnyICa TexH]',lqecKl4lle rM npeEJToI

UeHOBr4 npeIJIOXSHyI.s, npOBepl4 3a C.5OTBeIICTB1u1e Ha npvIJIOx

o:|Ivrca:ts.wT1e orl yqacTHTIUI4Te, CJIe.q KpeTo l43B'bpIIITI U rlpoBepKa
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5.1. Ha 11.09.201.8 D,, b 09:00 qaca, B rca6rHela Ha Inaesara
Me.qr4r_lr4HcKa (:lecrpa Ha KOII-EypIac pe |IpoBe.qe nIEPBo!0o Sace,qFHr e Ha KOIrnvrcIAfl.T'a -

H;r '::.:ENAH'46lTIO HC |IPIICbCTBAXA NPC.qCTABI4TEilIA HA YI]+CTHI4UI4TE VIJTIA HA

cpe.UcrBara 3a MacoBO o(lBeJIoM.qnque. IIpe.qce.UareJlttr Ha KPMIrcwfl.Ta noJlyql4 c

llltrerrlo-nperaBareJTeH npotroKorr or cJIyxI4TeJI Ha KOI-I-Eypraq e.ElzHaIIecer 6pon
3ilnerlaraHr4 r{enpogparlHl4 onaKoBKr4 ,J Oniac Ha yr{acrHI4qI4Te, [P.UaJII4 ,rIoK)/MeHT],4. 3a
=arr"o-tur,, r{enpogparrHr4 orraKoBKr4 :l4. on c Ha yr{acrHI4qI4Te, np.ua.nzr ,rIoK)/MeHTI,4. 3a
yqacTr4e B npoqe.qypalra 3a Bb3JIaraHe Ha oOilIeCTIleHaTa lrlop'brrKa / Kol4rro ca
rnr6naaurz p qr A

4. yuac\rHurJrL B rlpoqeAypara IloAdJI.l4 QltdKQt3KJ,'.l c 4ut<, n!'J.l 5(a y Y<au avlE

EN EHI nt4 OAPMA E'bJll,\Pylfl"EA,4 Bx.Ne 01/0:t.09.2018 r. - 09: 5!i q.

,,POII1 B'bllIlAPl4fl" EOO,4 Bx.Ne 02l0:t.09.2018 rr. - 10:40.r.
,,trKOOAPM" trOO.U Bx.Ns 03/01 .09.201-8 rr. - 10 : 1lj .r.

,,oboHI4KC OAPMA" EA,4 Bx. Ns 04 /IO.09.2078 f . - O9:40.r.
,,Mtr.4EKC" OOI Bx.Ns 05/10.09.2018 rr, - 10: 1!r .r 

"

,,AJITA OAPMACIOTYIK'bJ]C" EOOII Bx.Nr 06/10.09.2018 r. - 10:1? .r.
,,coJroME['l EooI Bx.Ns 07 /10.09.2418 rr. - 10:20 u.
,,OAPMHE'I,/ trA.4 Bx.N! 08 /I0.09.20L8 f . - 10:221 -t.

,,ByJIftrPN{EII BE" OO,[ Bx.Nr O9/I0.09.2018 rr. - 10:25,t,
,,COOAPMA TPEI4I',IHI" AA Bx.Ns 10/I0.09.2018 r. - 10:2-1 u.
,,OAPKOJI" AT Bx.Nq 11l10.09.2018 f . - 15150 .r.



B r43frbJrHeHzre vr:vrcKBarfr4fllra Ha rJ4. 51/

yqacrr4K'br ,,€APMHET" EAI e ilpe.qcrarluJr
oraKoBKa c BoKyMeHTr4/ K.':TO C'b.u'bpTat 

]

- e.qI4H nlrrlKt c Ha.q[]4c ,,,!orcylaeuru fa yr acrl4e B [poue.qypara'i r

- e.ur4H ttJrvIK, c Ha.qfluc ,,llpep,JloxeHrr? ga mgrt'bJtHeHIle Ha noptt]Kara",
- e.qtlH nlrrrKt c Ha.urttlC .f]p'e.q"nalaHI4 ueHoBI4 napaMe'lpz.".
Kotntavqms \/amFH- r,-,^-roBr4/ rre ylracTHT4K'bT e npe.EcTaByrJI caMo e.4vIH rTJTvrK c IIpeJuIarrr,a]Iil
ueHoBr,r napaMeTpyr / a Bbpxy ona4oBKaTa c .qoKyMeHT'1Te
rtpoue.Uypara e [ocoqI4JI / rJe yuqclea 3a OCEM JIeKapc
HoMeHKrarypH.ri HoMe'oa Oll Ne I , N, 2 ,14 ,25 ,32 ,36 , 45 , 4'7 ,HoMeHKrarypH.ri HoMepa Oll Ne I I T. E. JI]4I]C.BAT

npe.[craBeH]4 oceM or.qeJlHr4 rJ.tr4Ka d npelJraraHyJ u,eHrz 3a orrqeJIHZTe JIIT, TaKa /

KaKTo e vr3vrcKBaHero Ha llll3oll - .lr.39 n un.4'7 n Ha BreldNzt'e.lrx, BrTvICa:g-L4. B

IOKyMeHTaUIIHTa: ,,5, *Konaso yeractrH K noqaBa oilepna ga EoBeqe oD egtla HoMeflrcnasyPa aE
o5oco6eHttTe no.enquu, B OfiAJ<OIIK;AT'A sa BCEKa otrEetraa EoMeHKJratrWa ce npeqcivaBsItE rrootrEeJxrlo

gotyMe*trv on n.'{,6, otr Eaclotnrns pas4eJr) a otrEelrrau rrenpospaur:r rurrtKoBe c Ha)lnnc rrllpegnaraxu
uewoBu napalael:pn", c nocoqBa*e ,ta Ha o6oco6esara nogtrqrt.t t! HoMeHKtraEWaEa oE

ae.z(aanp.7.3"; 7.7"; ...), sa Koetro

/ o(DeprFatra naKot"gttcuzna cr{r4i!a, qe EaKa
I45r4cKBal{91rrtra Ha Btbnoxvrnr=,ns
olBctrPaltelta olt| yrIactrI4e B rrPol

5.1.2. Kovrzcm.sla pa3r,JI
c Kpfirreprlrr.T() 3a no56op vr

Bt3roxl4Ter.E, ycraHoBr4 c'borBr
14 KJIaCI4'OaHe, l{aKTO CJIe.qBet:

aHerta oT yraacTr4e Er [[Poq€!A]rPa
5.1.2. Kovrzcm.sla pa3r,re.qa r(

f rrepr4mTe 3a no56op v u3vrcKr
xI4TeJr.Ef yCTaHOBr4 C'bOTBeTCTBT
cr4paHe, l{aKTo cJIe.4Bet :

Ea r{4, ocltoEar{vre r{Jr. Lv t I
)KyMeHTr4Te Ha yr{acTHI4UI4T

aHILg.Ta 3a JII4!I]:IO C'bCTOg
ero uM u .qonycjHa ooeprr4'

.- |
/ 3a cboTBeTtcTIlIr

Lrae I nocTilBe.Hr4 o
e I4M .UO OUeHgBa.Lr
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5.2. Ha 17 . 09 .20L8 T, | il og: oo qaca/ e rca6il*era Ha I'rallHa'ra
Me.urrul4HcKa cecrpa sa KO[-Eyprracr pe ntr

Kottrttcvnt a iltr?I4cubnl4 KtM
r43['bJIHeHI4e Ha nopbrJKaTa Ha
no3vllvfiA, rIO KOI4TO lr4 e ,Eo

C'E,OTBeI'CTBIIeTO U.M C IIOCTaBeIlI4Te l43nCK
Irc)pbrrKallla, no peEa Ha rIocTb|IBaHeTio Ha

Kctr"vtcuzma ycltreHoBr4 :

5.2.L. Texsr.recKmr(3 flpel(Jr fireHu.q Ha yqacrFll4rlmre ,lrm EHq J\14 OAPMA

EbJIfAPI4.f," EAE, ,,POIi EjbJIf'API4tI" E gJ\i ,'

,,MEIEKC" OOI; ,,COJIOMEII" EOO,4l ,,

oT|oBapET :H-a'r/I3tfcKBaHI4HTtl Ha B'lg.rloNrr
olleH.qBaHe vI KJIacilpaHe no oQelpmpaHIzTe

5 . 2 . 2. V.racusvrK:-r',AJITA iDAPt"lAC

.[ocraBKara Ha JIll c HNe 1.48 cr:,c cpoK
npegroNenre), xolZro He oTrroBapa nd noCOrIeHI4s B r' 5.3. or K[n, ny6nuttyBaHa Ha

c.\ir\a Ha EMI\.
K<>tttytcvxra cqr4Ta, He [pe,uroxeHmerjo Ha yIIaCTHI4Ka 3a u:n'ljneHue Ha JIll c FlNs

1,48 He orr,)Baps Ha l4sl4ciKBcrFtrlnral Bnrlcanvr " loi"T:-1l"1Tfi:::,:t"n-tjltt"u::::;-'- - -'I

Ilnrz T/rir.)rFR r{He Ha Ilpe!,JIo}KeHuI el<f cr4 3a I43nT,JlHeHue Ha [op'bqKaT,a / BcieKI4
tt!!yvL

yrracrHr4r{ tp.a6ea .qa [ocot]I4 rraarcdmManHil.q cpoK Ha ro,[HoqT Hi1 npe.qrarrelHm'q

JIeKapcrBeH ilpo.uyKT olI' KoHKperHIAfl npovr3Bogl'trer. " .

:Kor"rl.rc;:yrf,Ea rrpeAJrara o(trepr,aEra rra yyactrHr4Ka 5a JIII c HNs 1.48 ga 6':age otctrParletla
o'tr yr{actrlte I3 rrPoqenypatra Ha oCHorjaHme tu.107, T.2, 6."a" ol 3Oli'
Koowrcry1.Ta JlqrlycHa oQeptrre Ha yrlacrHTtKa ,/AJITA CAPI{A$PTI4KbJIC" EOCII Jlo

or_leHsBaHe r4 Kracr4 ar{e :3a ocTaHFJII4Te HoMeHKJIarypI4 J-In/ 3a I<loI4To e noIlaJIor_leHsBaHe r4 Kracr4 ar{e :3a ocTaHFJII4Te HoMeHKJIarypI4 J-In/ 3a I<loI4To e noIlaJI

ot|eprr
5.2 "3. yrracrHr4K.br ,,CO€AP}4+ TPE'{A''1Hr // A,q e npe4Jlox.wJr .4a r[3nbrHtr

.uocraBKara Har JjII c HNs L.22 c nll or' llPy Teea @apvracrctnrcpnc Ei'urapra EOOE,

Korzro He Ql4rrypilpa B tUIC-IpfiJToNeH{e 2 o

Kotuttcug:ta cqtt;"Ta, 9e npe.qJloxeHl,teTo Ha

I.22 He or
/,....reKapc
llp14roxeHI4e
Vqacruvtxsr
Io.qHocr ( xeHrze) , KoIZro He orloBPps Ha nocorfeHvi.s B

r.6.3. o a Ha 71AJI.

Ko\ayrcri.l|.. Ha yqac['Hr4Ka 3a u=n'sinneaze Ha J]II C HNe

I .29 He BrI7I,

,,IIPV IA3 CIA

yqacrHI4K rp46ea .ua |locoqil MaKp]4MaJI

JTeKapcTBeH npo.qyKT Olf' KoHKI)eTHnfr n
Vqacruurcsr e rtpe.4Jrox]4JI IIa vI3r7'bJrHIA.

|IIC e c JIeKapcrBeHa Qlopvta pa3rtlrJlla
Kotttvtcugta clqvlTa r 9e rlpe.qJIoxeHTlett'o
1 Aq Ho ^mrr.rR^Dfr Ha yI3I4CKBiaFIeTO 3a
4uac
Kouucra oQeP'rrare rra Yqactr
6'rgar Yqacrtre B rrPorle,g

or 3Oll
Kowwcvxra .qollycHa o@elptl,rre Ha Vu[cn'nr,rra ,TCOIDAPIIA TPEtIItlHItt i4{, .4o oUe]ltIBaHe

14 K;1aCI4paHe Pa oCTaH€IJII4Te HoMeHxparypr'r JIll , 3a .KoI4TO e ilo.4aJl oQeprm'

: OO qacil , B Ka6YlHera Ha l.naeHara
e trPetrotro gace,Tar{e1e Ha BIONMCI4}f Ta '

r'. I ny6nvrrcyeeiHo lla llpoQrna Ha



Ky[yBaL]a, yqacrHr4ur4Te ei.qx,a sa.ulneNuo yBe.qoMerryr 3airla / yrracrHr4ur4Te O.qxa Ha.ulnexHo yBe.qoMeHvr 3a ,Earara \/r qaca. Ha
IIIoro Sace.qaHr4e 3a orBap.rrHe lra qeuoavrre IAla flpe.qJ]oxeH].rJr. H,a 3ace.EaLrr/lero
'Awcvrfl.ra ,flpl4cbcrB;IXa ynbJlHoMorleHyl npeICTaBrATeJt Ha yrtqcrFrr4Ur4Te ,,q)boHr4r(c
' EOOn - Ilrznnonrlan RE" OOTT v POITT Fqnn:nrzq\\ Ef]f\TllvvA I u J rll ul/rvru,ir, u! vvA yr tt L vu D Drr! qyyLa !vvl+ ,

5.3.1 . Kowucttts.ra orBopr.T, on(>Becrr4 u no.unlzca .qoflycHarr4re ,qo ou,eHtrBaHe

HaCTO.EUOTo SaCe.qaHI4e 3a OTBap.qHe +Ia LleHOBtlTe I4M |Ipe.qJ]OIteHI4JI . H'a 3aCeEaLtl/IeT'O
Ha KOM]4CI4.qTa ,flpl4CbCTB;IXa ynbJIHOMOIIeHm npeICTaBIATe,Tr Ha yqaCTFII4J-II4Te ,,q)b OHT4KC

HA I]OCTT)IIBAHC HA NPE.EJIOXEHVTg.IA HA
\/u^.mHT/Trrlma rlo eAIA.H OT npllC'FCTBaIIII4Te npe.qCTaBI/ITeJIIA Ha yTJaCTHTII_II4['e

no.unr4caxa Bcr4rilKr4 ueHoBr4 npe.uJroxe}lrlr.z;. Ha ocTaHaJrr4Te yqacTHr4qr/r B rpoue,qypaTa.
fr n^ n -- 'F( -'.."' 'uJre,4 rrli/lKJrfJ'{BaHe Hd tryuJrr4r4HaTa r{acT oT 3ace.qaHtleTo, a prgErb])urr4

qPe4eHrca lra. IIeI{oBrrtDe 4petrJxoxelrr[4 Ha yqacrH]4u,r4Te 5a II(:IIBYIE|trO WTq C

.qoroBopeHtlre c H3OK UeHr4/ Karo 3a UeJrra cbcraBrz Ta6nr,rqa t I npfiJroxeHa r1'bM

rlpoToKoJIa/ cbJlbpxaqa BCuuKr4 npe.uJr+r'aHr4 oT yqacTr{r1u4Te ueHI4.
Kolorcvrsra rcou{OTatrr4pa cJre,qnorno :

5.3.1.1.. 3a yqacrHr4Ka friDbO$I4KC iDAPt"lA\ EOOI - rpelharaFrara e.u]4]rmLrHa

r-rsna no ursnal:u-lBeits.VIg. flpOJIyKTr HNq 2 . 3 H(

ub3JIOXI4TeJI,I , [Opa.q]4 KOeTO Kolt[r4c.WrrEa
2.3 F,a 6age oEctrpaaeaa orr' orleHrrBa]rre
6. "a" or 3oll , Karo Heorrollapgqa Ha

KJracr4paHe/ FIa ocHoBalll4e qJr .I0'7 , T.2, 6. "a" or
npelBapr4TeJrHo oo.cBeHr4Te ycJroBr4a Hfl nopbsKaTa.

5.3.1.:l . 3a yrracirHrKa /,coaD4P!4A TPEIZI%Hr* A,q - npedralaHara e.qzlrr4urra
^TBeH [po.qy. He oT|oBap.q Ha flocor]qHoTo r43r4c.KBaHe Ha

B'l:noNmrerx, nopa.ur4 Koerc rrpeEJrara o0eptrara Ha yr{a.cuHr4rca ba JIII Nt

1.18 ,qa 6tge orcrpaHena c u KJracrdpane/ Ha ocHo aHme qJr.I)l , T,2.,
6. "a" ol 3OII , Karo HeorrroBapgul4 Ha [pe.n,Baplz're.]tHo o6.qB'eFrr4re ycJtoBr4.q Ha
nopbrrKaTa,
3a ocraHaJlilTe V\raclHvrrJw - ncpauxu
CbOTBCTCTBAT IIA ]I3IICKBAHETO HA

5 . 3 . 2. Korraracr.qra npr4crlrrn
npe.qroxeHr4.q !ra yqacTHr4ur4Te/
nnr/nAr:HAT^ LI: ,lll .'72 / aJl , 1 OT 3ofl Ha .UOlyCHaTI4TS .qO OUeHflBaHe 14 K;1aCUpaHe
o$eprr4/ Karo 3a UeJrra o@opMfi Ta6nizqa Nt 2, Hepa3J:teJrHa rracr or nlloroKcJra.
Koaa,rcugra KorIeIr'aIttI4Pa/ rle 3a npe.EJIAIraHaTa oT yr{acTEtl4Ka ,TMEflEKC* OOE e.qYIHI4rlHa
rleHa Ha nll FIN, 1 . 22 tA HNe ! .49 :r'']tta ocHoBaHr4.q 3a flpr4J1alaHe +a r43.'4cKBaHuATa ri-a
sn.'72, aJr.1 or 3Oll r4 zt=rrr)arrr Ha vi{acrHl4Ka r4cKaHe =}a rpercfasr{He Hcr nonpo6r{a
flrcMeHa oooC.HOBKa 3a I_{a!Iu;.Ha H^ AhhrD\/Erua ua maar/ rraHT/

f v-J,r +vrryr I

5.3. 3. iKouucrssa ,tBBrEprrrrz tcracrapane rra ocranaJrrrtr+ npegJroxenurr rra
yqactrru4r4rrtre, Aonycnatr% Eo or{enrrbaHe w KJracratr)arre, Karo 3a rlerr-r oQopvr
Ta6lmqa Ne 2-2, Hepa3.EelrHa. qacr or nporoKoJra.

5.3.4 . FIa ocHoBaHZe il3BtprxQnoro rr B c'borlBercrBr4€ p u.zucxuaHrtlTa na
.rn.58, aJr. 3 oT llll3on I Kavtr cr4s.ia perrr4 Jla npoBe.qe ry6rr4qeH XPEEIII-C 3a

r4g4CKBaHeTO Ha Btsgnorit('!trens, nocor{eHo B 06ffBIeHr4eTo (pasqeJI ,,Lonriluu;.Te-[Ha
I4HQopMaUI4s" ) - npe.qJrarraHr4rf e e4ltHrtrrHvr UeHr4 na o$epr4paHr4['e JreKapcr]B(lFrm
NPO.EYKTI4 .UA HC HA.UBT1IIIABAT CT,OTBCTHATA CTO]ZHOCT IIA CbIIII4TE E IIJ]t] / IIPZ.IOT(C]I]4C
o ^ " -'-:M .qara 05.09.2078 :r. v Ia He Ha,qBr4uaBar KbM c'brlcrra .Earaa I aN Iy aJIs5. n r

A?flrrfl:Ar^l1en MF)rcrly K4acI4paHIlTe Ha fl.bpBo M.qcro ooellTI4/ rtil, K,f'Io
Kpr4Tepr4.qT B H<lclfo.sIIaTa oeiuecrneHa ilop'bqKa e ltHafr.-L.IrtcKa ue+a" vr TaSu rleHa ce
TrnonTT:rr: R rTR.tr OQepril/ 3a. JIII C HNt 2.7.

pe6vfir vr 3a KJIacrpaHP Ha BToprl Mr{cllo/
'a B EBe OoepTr4, Kor4iTo Ce KJIaCt{par r{a
: HNs 2.3.



Ha llpoQrra Ha KyryBaqa ce ny6nrai<.yea
3a]lHTepecoBaHTITe JIr4Uat 3er .qaTaTa, uaca
na ny6nvtr4.Hnfl. Npe6ulZ.

5.4. lla 01.10.20113 F. / ri 0B:00
Me.EI4I-U4HCKa cecrpa Ha I(OIj-Eyplac ce rtpoBe.qe trenarprono Baeegianrre Ha
Ko\lyrcwfl.Ta B,:r npoBex.qaHe Ha XPEFIIIZ, 3a onpeller,cHe Ha r43l.bJrFrr4TeJT MexJ]y

Me.qI4uvIHCKa cecrpa ua JtOII-Byplac cQ npone.qe Eetroro gacegaHr4e ua KoMyrcr4.q.r:a 3a
--*^^J-.^^..^r43B'L,puBaHe Ha OKOHr{aTeJTHOTO KJraC4paHe Ha .[OnyCHaTr4Te OQqpTTl 3a yrraCTUe B

npoqe.qypara ::a B.b3JrarraHe Ha o^"'orrlecTBeHara nop.brrKa .
Va^^.,a,,--- 

^-A-r\oMr4u14H'-L'd Ir,c3rrJIe.qa rlpe.qCTaBeHaTq o60CHoBIta BX.Ne 233/03.10.2018 r.,. 3a
^Fih - 

h.ndavlnd Hd uLrlld3y.aaHe .Ha LIeFIOBI4Te npe.UIOXeHI4.q Ha yrIaCTHI4Ka ,,ME],!EKC" OOI 3a
JreKapcTBeHr4Te npoIyKTr4 c HoMeHKIa
Kot"qrtcwF.ra e;1ilHo.uyrxHo rrpr4e rtpeIcr

IHJ4 yCJIOBVTH e npILJlOXr4Jl 
'1 

C'bOTBeTCTB rrlLl

r4M ,qoKa3aTeJrcTBa I onwcaHr4 B npoTofoJra.
Kovsacunta cqllTa [percraBeHara 060cHoBKa 3a n'bJlHa/ o6eKT]4BHa u [o.EKpeneH c
nna naT:RaHTlmF -^*^=^mrfn-rFF:v 4vr\uJq KOI4qO Ca .4OCTaTbqHI4 Cnope.q KOI\|II4CUX.ra. | 3a Ia
o6ocHoBar npeJIJIoxeHI4r'e oT Herro Uer,{u Ha JIll HN, 1 . 22 vt HNs L 49 .

Ko.Mu cr.qra lt3B'bplxr4 oKoHqareJIHoIro KJlacrlpaHe Iro ncngxw HoMeHKJt.;rrypt4

9 3/26"09
EHIA '3A

Cto6uesv e vrsx. Ne 9

I4 M.qCTOT'O, Onpe.qe

trlle n rrnr . /.4v

+ryv!vJr.\A\,rrrv

ooocHoBaT npeJIJIoxeHI4lI,e oT Herro Ue
Ko.Mu cr.qra m3B.bplxr4 oKoHqareJIHo
neKapcT'BeHI4 [po.qyKTvI IA cBCTaB]4 ra

4 I{n:^r/n-rr^m^'.",* -"'pdHe'I'o l1d y '-t,ccTHI4
xpwrepwil.,,Hah.--HvrcKa npe.qJloxeHa ue

rrl Ha JIll HNe 1 .22 w HNs 1 . r

o KJIaCrpaHe IIO BCn
inrzrrr 

^ 
haE\7rm:t l",,., rt4.Te oT p:

tfim1 aqn6nr aur- 1r-6.^arra^\vLL9t UDVVPqJ!.V ytavPqnvt

r:\\ a ktkm^ -rr/-.,3.q84 :

g

tKvr HoMeHKJ];rTyp
6orara c:2.

I oT Br,3.noxure.l

nn Nf\l
l'leKapcrBeHa

QopMa
l-Bo MtcTo ll.po uncro lll-lfo Mnclo h cneABaulu

Ol7 1 - Llumocmamu,.tp

1 Abiraterone acetate nepopanHa QopMa IOAPMA TPEI4NUHF X )
2 Afatinib nepopanHa QopMa DbOH14KC OAPMA COOAPMA TPEIAEV HT )

Aflibercept napeHTepanHa (popMa DbOH14KC OAPMA MEAEKC
COOAPIVIA TPEI/1!ilHT

COIIOME.II

Axitinib nepopajrHa QopMa DbOH14KC OAPMA cooAPMA TPEr4Ar HT MEAEKC

5 Bevacizumab POUj SbItrAPhF X )1.

Cabazitaxel napeHrepanHa SopMa ,bOHt4KC OAPMA MElEKC cooAPMA TPEt4AhHr
conoMEA

7 Calcium folinak: IOAPMA TPEl4trhHT ObOH14KC OAPMr )i

I Capecitabine nepopanHa QopMa ,bOHt4KC OAPMA MEAEKC )

I Carboplatin napeHTepanHa cFopMa MEAEKC COOAPMA TPEKUI HF
OAPKOII

AflTA O/\PM-fiC

10 Cetuximab ME!EKC ObOHl/IKC OAPM v

11 Cisplatin napeHTepanHa +opMa DbOHt/IKC OAPMA X )

12t Crizotinib nepopallHa QopMa ,bOH14KC OAPMA COOAPMA TPENNV HT )



1l Cyclophospharnide I rrapenrepranxa gopva EKOOAPM X

14 Dabrafenib nepopanHa QopMa )bOH14KC OAPMA COOAPMA TPEl4At/ lHr AIITA OAPM.flC

tl Darbepoetin altfa napeHTepanHa {popMa )oAPMA TPE14!ilHr MEAEKC

1e- Denosumab napeHTe[,anHa FopMa MEAEKC COOAPMA TPEfi!fiHT

17 Docetaxel rrapeHTepanHa +opMa sYTTEPMEA BE OAPKOII
ObOHI/KC OAPMA,

cooAPMA TPEr4A14Hr
AIITA OAPM.TIC

18 Doxorubicin hvrirdch loride
powder, dispersion and

concentrate for dispersion
for lnfusion

ANTA
)APMACIOTLIKbJIC ObOHI4KC OAPM

MEITEKC
OAPKOII

19 Enzalutamide nepopanHa +opMa
AIITA

APMACIOT14Kb.IIC
ME!EKC

20 Epirubicin napeHrepanHa QopMa OAPKOII MEAEKC
cooAPMA TPEr4Ar/Hr

AJITA OAPM..IIC

21 Eribulin napeHTepanHa QoPMa MEAEKC cooAPMA TPE14!l HT

22 Erlotinib nepopanHa QopMa MElEKC ANTA
OAPMACHCTl/lKbI

conoMEE
POLll Et,IlfAPl4F

23 erythropoietin(l-poetin alfa) napeHTepanHa OopMa MEAEKC X )(

X X

zc Everolimus nepopanHa QopMa DbOHtzlKC OAPMA cooAPMA TPEl4flr 1Hr AIITA OAPM"IIC

zo Filgrastim nEpeHTepanHa QopMa DbOH14KC OAPMA MEAEKC (

27 Fluorouracil nirpeHTepanHa OopMa ObOH14KC OAPMA X

28 Gefitinib nepopanHa QopMa )OAPMA TPEhIIfiHT oboH14Kc oAPt!

29 Gemcitabine nirpeHrepanHa QopMa MEAEKC OAPKOII ObOH14KC OAPMF.

?ni lbandronic acid nilpeHrepanHa QopMa ObOHI/KC OAPMA X (

31 lfosfamide nEpeHTepanHa +opMa EKOOAPM X (

3'2" lmatinib nepopanHa QopMa MEAEKC ObOH'1KC OAPM A cooAPMA TPEvtAt4Hr

lnterferon alfa napeHTePanHa (popMa POl.lj EtflrAPhff X (

AA lpilimumab napeHrel)anHa QopMa :11 EHA Atl OAPMA X i(

lrinotecan ilapeHrel)anHa QopMa OAPKO'I ob()Ht4Kc oAPM
cooAPMA TPErlArlhlT

MEIIFTKC
AIITA OAPM-IIC

Lapatinib nepopaflBa QopMa ObOH14KC OAPMA cooAPMA TPEl4Er HT
AIIIA

OAPMACIOTT4KbIC

37 Lipegfilgrastim napeHTepanHa QopMa )OAPMA TPEI4ANHT ObOH14KC OAPM
MEIIEKC

AIITA OAPM-IIC
OAF'KOII

JO Mitoxantrone rapeHTepanHa SopMa ObOH14KC OAPMA X K

39
Mycobacteriuni bovis BCG
(Baccilus Calnrette - Guerin)

napeHrepanHa QopMa )OAPMA TPEIIAIAH| ObOHI4KC OAPMA K

40 Octreotide
powder for suspension
for injection + solvent )OAPMA TPEI/AilHT ob(lHt4Kc oAPN AflTA OAPM.IIC

41 Olaparib nepopanHa OopMa )OAPMA TPEIAEIAHf X JX

+z Oxaliplatin napeHTepanHa 4ropMa ObOH14KC OAPMA MEAEKC

sYflTEPMEA BE
ATITA OAPM-flC

OAF'KOII
COOAPMA '1'PE1/1ITI4HT

43 Paclitaxel napeHTepanHa 4)opMa OAPKOII ob()Ht4Kc oAPN
MEIlF-KC

cooAPMA TPEl/.qt4Hf

44 Panitumumab napeHTepanHa (I)oPMa c )OAPMA TPE]4E14HT MElEKC X

AE Pazopanib nepopanHa QopMa DbOH14KC OAPMA cooAPMA TPET4A!4Hr AflTA O,APM-JIC



43 Pegfilgrastim flapeHrepanHa SopMa MEAEKC COOAPMA TP

47 Pembrolizumah napeHr€panHa SopMa oAPMA TPEr/ArHr AIITA
OAPMACIOTI4KbJ

48 Pemetrexed Concentrate for solutlon
for infusion

OAPKOII cooAPMA TPEl4Ar Hf ME!lE:KC

4) Pemetrexed Powder for concentrate
for solution for infusion

MEAEKC oboHl/Kc oAPrv
AIITA OAPM-flC

COIIOMEI]
5l Pertuzumab napeHTepanHa $opMa POUI EbJlt-APl/fl X

5l Ramucirumab flapeHTepanHa PopMa )bOHLIKC OAPMA
AIITA

OAPMAC}OTL,IKb]

5) Sorafenib nePopanHa QopMa DbOH14KC OAPMA cooAPMA TPEt4[l, HT
AIITA OAPM.'lC

MFI'IFKC

5l Sunitinib nepopanHa SopMa )bOH14KC OAPMA cooAPMA TPEr4Al4Hf MEEE:KC

X X

5i Temozolomide nepopanHa QopMa )bOH1,4KC OAPMA X

ct) Temsirolimus OAPMA TPEt/[14HT MEAEKC

5'7 Topotecan napeHTepanHa QopMa
'bOH14KC 

OAPMA cooAPMA TPEt4Et HT

53 Topotecan nBpopanHa QopMa OAPMA TPENEIAH| X

5l Trastuzumab 150 MG MEAEKC POul SbrTAPt4t X

60 Trastuzumab 600 MG napeHrepanHa QopMa POIU 6bflTAPhF X

6t Trastuzumab emtansine napeHTepanHa QopMa POTII ETIIFAPLI'] X

6) Vandetanib nepopanHa 9opMa )bOH14KC OAPMA coltoMEA COoAPMA TPEt4!t4Hr
ME,NEKC

63 Vemurafenib nepopanHa QopMa POTIJ 6bIITAPI4'] X

X X

X X

o() Vinorelbine napeHTepanHa OopMa OAPMA TPENIHHT X

O// Vismodegib nepopanHa (popMa POUr EbfirAPt/fi X X

oat Zoledronic acid napeHTepanHa (FopMa ,bOH14KC OAPMA cooAPMA TPEr/Al HT X

O11 2 - Onraru

1 Buprenorphine nnaquP OAPKON cooAPMA TPEl4Ar HT
MEAEKC

ObOHt4KC OAPMA

2 Dihydrocodeine nepopanHa Q0pMa MEEEKC X X

J Fentanyl nnacTilp OAPKOII COOAPMA TPENAV HT MEEEKC

4 Fentanyl
Sublin'tual tablet

MEEEKC cooAPMA TPEVTAV HT )t

5 Morphine napeHTepanHa (popMa )oAPMA TPEt4[hHr X X

X X X

7 Oxycodone capsules, hard MEEEKC OAPKOII X

I Oxycodone modified-16lease tilblets MEAEKC X )l

9 Oxycodone prolonged release tablets MEAEKC ObOH14KC OAPM, OAPKON

10
Oxycodone hydroghloride/
Naloxone hvdrochloride

nepopaJrHa QopMa MEAEKC X )

11
Oxycodone hydrochloride/
Naloxone hvdrochloride

nepopaJrHa OopMa MEAEKC X X

1?_
Oxycodone hydrochloride/
Naloxone hvdrochloride

nepoparHa (poPMa MEAEKC X

4'.\ Tramadol nepopaJrHa QopMa OAPMA TPE'IAhHT X

Ht-\

EA,q .4a 6s.qe

" "at' or 3oll .

ENA

yqacTHr4urA tA MoDrABw I

Ha yrracrHilKa //eAP\fiIETz
7 . llpe,4lorxeHr4e sa Ha
7 .L. Kovmcr4.qra np ara

oTcTpaHeHa o'r yqacTI4e B Ha ocHoBaHr4e r{r.107, \.2, 6



Mrrmrrprr. n^rlnn611g I,,j3JIO211eHil B T, 5. 1 . 1. OT Irl^mAnrrrr/n TTnvnl n - f)rha.n.r,:.r,a lla. rrvAY!/vl]v D r, J. r o r. vI nquf vdr4yln AvNJrqA v$/g.yrorq

ytracrHI4Ka I{(:) c'b.qbpxa oT)lerHm ref Hvrvecrc14 rpe.qroxeHu.q v !tA.rrHr n,J]yrKeBe c
IIpelJ]arraHI4 lleHoBI4 napaMeTptt 3a OFeMTe HOMeHKJIaTypil nn, ga KoIlTo Brrr4caJr ]ra
oIIaKoBKaTa C .UoKyMeHrI4 3a yIlaClII4e B npoqe.UypaTa, T . e I He oTrroBap.s Ha
Ir!]I4cKBaHvrF.Ta Ha 3arcona 3a Oll/ n|I9on rA Ha npe.qBapilTeJ]Ho o6.EBeHr4r'e y'C:Jrc:BuF- tI
14:]14CKBaHIAfl.Ia Ha B.b3IOXilTeI.q .

7 ,2. I<oMMCIrfl"ra rpe.qJlarra ooepTar Ha yqacrHr4Ka ,,CbOHI{KC CAPI"IAZ EOOI sa
JIfl c HM 2.3 .Ea 6r.qe o'rcrpaHeH+ or yqacryre B flpoue.qypara Ha ocHoBanyre
qJI .107, T.2, 6."a" or 3OI1 .

Mrrmrrprr. n^nnn6119 W3JIO)I<eHVI B m q ? 1 1 ^T HaCT'OCt1tftr I'TOK.fian - ITouonOfOv f rru u r v 
^q/r^ Av a!,r qA +u rrv D \

rr\ann^vaur'6 ur yqaCfHlZKa 3a TO3II If] He OTI1CD:hn Tr. .ptI,IeJiFIO Cr(i,qnenfferrI-/sAJrvaen/re nq yqaCfHlZKa 3a TO3II In He OTIOoaya ,rq rryeAD?
y }JIjBIA fl. VMF|U'CKB aHVI flT a H aI B'b3 JlOrfl4E eLS .

7 .3. e,,
EOOI 3a Ha
OCHOBAH]4C
Morrter: n Ha
ylracTHr4Ka Ha
|Ipe.qBapr4T

7.4. c
HNNg 1 .32* rA:. X.55 .ua 6.r.uau orcrpalrtreHr4 ue
qr.107, r.2, 6."a" or 3OII .

Mctrtazvt: no.ulJQ6Ho t43roxe.Hyr B r.5.3.
|I'pe.qJ]oxeHufr. Ha yqacTHr4Ka 3a TeSu ]Jlll H
y ctJToBvrfl. IA tA?rtCKBaHVrfl.T aI Ha B.b:lJIOXI4FeI.q

7.5. KoMzcm.qra rpeJt:Jtarla og{prmr
3A JIII C HNSN' L.22; L.29; L.49 N JITI HM

ilpoue.qypara lra ocHoBaHr4e qr. 107, E "2,
Morrem:
- 3a JIll c HNcNe 1.22; '-L.29; 7..49 - ro.Epo6Ho rz3Jroxellr4 B r.5"2.3. or Hacr().qrur4.q
TJarna n - T-Tnc lnnvaHT/arrrA r-Tl rrr'^ ^rrr'r^Avr\Jrug ..1,-TauiOXe HI4eT'O I-Ia yqaCTHI4Ka 3a I43n'bJILIeHI4e Ha [Op'bqKa'Ia 3a BCeK]4
e.qI4H or rJrlrupa]ts-lA}e JIn l{e or|oBEp.q Ha |Ipe.qBapr4TerrHo o6heenmr e yclroBwrr w
W3IACKB HT4AT A HA B'bSJIOXI4TEJIS ;
- 3a JIll C HNe 1 " 18 - l{eUOeOrO 11pe,qJ]O6eHr4o He \,rrr^.rFHT/r{a ger TO31A .II|] He
oTrroBapg Ha npe.4Bapl4TeJIHO o6rrBeHl4|Ie ycJloB]4 fl, vr IA3ucKBaHr.q rka lltsroxr4TeJTrr .

8. Korramcm.qta npe.uJlara Ha Bir::roxzrenn .qa 6t,gar cKrioqeHff .uor,cBopra Ba
I43nbJIHeHI4e Ha nop.brlKaTa cl K,nacr4paFI4Te Ha n.bpBo M.qcTo yrlacFHlfl-lr/I 3a c,T'.4erHI4Te
HOMeHKJraTyp% fieKapcTBeHr4 npo.qyKTr4 oT 060co6eHrre rro3rLrJvrrL.

9. KoMrac:m.cra npe.EJrara Ha Brs;roxiller.c .qa
qJr.110, ar.1, r.1 or:lO|I , sa e.qHr4Te JIIJ

Jin Ne

Anerrouo-
TepaneBTnqeH

xoa /ATC/

Me44yrapo4no
HENATEHTHO

Ha[tureHoeaHue /lNN/
Ilerapcreena $oprrra Mqp KA

l-lpornosnur
KOJIt4qecrBa

.z- | 3_ I 5 _ l_ 6

OnNsl-l-ln'rocrarnqn
-t4 -l rlic-got Tet"posioei---lfapenrepanna 6oprval---- mb---l- 120-ooo

54 LO1 BCs3
Tegafur /gimeracil
/oteracil

nepopanHa QopMa
DDI

tabl15l4.3
-l

/11,8mq) 7ti6

64 101 CAO1 Vinblastine 4apeHrepanHa sopMa m JoU
65 L0'1C402 Vincristine; 4apeHrepanHa sopMa m 1 tto

OnNs2-Onnarn
N02tAA01 Morphine nepopanHa QopMa m 240 000

rpeKpaTr4 rqoue.4ypara ro pe,ua

Mot;r'eu: 3a
vrrFvAvurvrr v +

rl:nrrpaHure HoMeHKJrarypr4 JIII
llqannvrrmc'nq u...cMa no.4a.qeHa

oT oOocoOeH7ITe
HTlTo e nHa ofrren.la .

To=^u^ 
'

B ClpoKa /



vI He ca

I r{,rj.103,
Ne 2 7:i or

/IJncmapra

rpe,4efieHr4
ilI CBC).gTA

xoEa Ha
I TA6JTUTTA

IcTaB.q Ha

10, B FIacro.qilIara npox,e4ypa
npeICTaB.qHrA MOCTpr4 .

tnaU'bU U'bL:']'dIJHHC'.I'O HA HACTO,qIIII,I

aJ7.3 tA rro pcJ.Ea Ha rJr.60 or llll3oll
1-l -0q-2O1 I t'rorT17HA e,a nn.\RFxnaHeL v4tLLL4 | Js LLI:rv !vJlrA

u:r nakrn.mRr'"r" [poAyKTI4 3a JIeqeH
B .qBe o6oco6QH?1 no3r4tJvlI I c.brrJlacH
pir6ora B o[pe.qene:H-:r'-H or .Bb3Jrox],rr

Ksu .Uo4JraIa ca
h.a A^r- m-paooTaTa Ha Kol.lyICvIATa
NeNe 1, 2 ,2-2 ,

npr4JroxeHil
- npoToK

Ha ocLr.oBaHr4e rlr .706, aJr. 1
R.rqnnxrrmanq dr yTB'bpx.EaB,aHe Ha 1

Kowtttcug,'.
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