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3Ofl qa onnene.[.qHe Ha ugnbJtHIATeJl

Bts.noxmrel.qt' ,,KoMnreKceH oHKoJror,'dqeH ueHT.bp - Eyplac* EOO,{/ qpe3 yrtperBt,rrer.E
arr nnnrlr n-n Ynr'1616 CTo,qFIoe l3oeoarl ua ocHoBaHI4e qfi.108, T.1. or 3OI1 lI ya, bpJleH'A I/ zrIJv'

,UoKra.q 3a pcr3yJITarI4Te or pa6orarq Ha Kotwtcmn, Fra3HaqeHa cr,c 3ilnoBe.q Ne 1:) or
a npoue.qypa 3a Bb3JIaIaHe Ha o6u€)cT,Berra
JreKapcTBeHr4 npo.4yKTtur :la reqeHr4e Ha

B .qBe oooco6eHI4 no3wu,IAI 7 GT:IJ]ZICHO
eHr4e Ns 25/07.08.2018 T,,t perr4cTpriHaHa

ry6r. Ha 06.08 .2018 r'. u e (f B Ha EC Ne

20IB /S I49-:r40505, ny6rr. Ha 04.081 .20L8 r1.

1. I{IIACI4PAHTITE yIIACTHII1IIIIJ| 3a rselpueaHe Ha
3ar JleqeHyle Ha oHKoJtc)r17IrJHI4 3aOOn.qeaHl4.q
JreKapcTBeHr4Te npo.qyKrr4/ I(aKTo cJIet.qBa :

nA.m: Fke Ha naKapclTBeHI{ np,o,n,yKTl4
no oT.uerrHr4 HoMeHKJt:aTy])yl Ha

nn INN Iexapcreena
{ropMa

I-BO M-FCTO ll-po Mecro lll-ro las<;ro u cneABau.llr

on - Llumocmamuu,u

1 Abiraterone acetate nepopanHa +opMa c )OAPMA TPEl4ATHT X X

12 Afatinib nepopanHa QopMa DbOHt4KC OAPMA COOAPMA TPENN4HI X

] Aflibercept napeHTepanHa SopMa DbOH14KC OAPMA MEEEKC
COOAPMA TPEI4!I4HI_

COI(f,MEE
.+ Axitinib nepopanHa QopMa DbOH14KC OAPMA COOAPMA TPENAIAHT IvTEAEKC

It Bevacizumab napeHTepanHa q)opMa POIX 6bjtrAPhfi X X

o Cabazitaxel napeHrepaf,Ha $opMa DbOH14KC OAPMA MEIEKC COOAPMA TPEI/Et/lHf
COIIIf,ME.[

-17 Calcium folinate napeHTepanHa QopMa )oAPMA TPEr4!hHr ObOH14KC OAPMA X

tt Capecitabine nepopanHa QopMa ObOH14KC OAPMA MEAEKC X

Carboplatin napeHrepanHa QopMa MEAEKC cooAPMA TPET4AL|HT
<trAPKOIl

AIITA OAPM-JIC

10 Cetuximab napeHTepanHa +opMa MElEKC ObOHl/1KC OAPMA X

11 Cisplatin IapeHTepanHa QopMa DbOFIl/IKC OAPMA X X

12 Crizotinib nepopErnHa QopMa DbOHI/KC OAPMA cooAPMA TPE14[rHr- K

IJ Cyclophospharnide napeHTePanHa (popMa EKOOAPM X JK

14 Dabrafenib nepopaf,Ha OopMa DbOHI/KC OAPMA cooAPMA TPEttAr4Hr AJITA OAPM-JIC

15 Darbepoetin alfa napeHTepanHa +opMa )OAPMA TPE'1EhHT MEAEKC JK

16- Denosumab napeHrepanHa SopMa MEAEKC cooAPMA TPE14!14HT i(

17 Docetaxel irapeHTePanHa QopMa EYIITEPME.q BE OAPKOfl
'DbOH14KC OAFTMA

cooAPMA 'l'PEt/AilHr
AIITA OAPM.'IC



8 Doxorubicin hyd rochloride
powder, dispersion and

concentrate for dispersion
for infusiorl

AIITA
OAPMACIOTI4KbflC ObOH14KC OAPMA

ME,qEKC)
OAFKOJl

19 Enzalutamide nepopanHa QopMa
ANTA

OAPMACIOTI4KbNC MEAEKC X

20 Epirubicin OAPKOJI MEAEKC CIC@APMA TPEiRnilHf
ANTA OAPM.NC

it1 Eribulin MEAEKC COOAPMA TPEl/JINHT X

22 Erlotinib nepopanHa OopMa METEKC AIITA
OAPMACIOT]/KbIIC T

conoMEA
P0ul 6b.nrAF,t/Fl

23 erythropoietin(F-poetin alfa) MEAEKC X

it4 Etoposide napeHTC,panHa QopMa X X

2.5 Everolimus nepopanHa QopMa ObOH14KC OAPMA COOAPMA TPE14[hHT ANTA OAPM.NC

z!O Filgrastim napeHTGrpanHa (bopMa ObOH14KC OAPMA MEAEKC X

it7 Fluorou racil napeHTepanHa (bopMa ObOHI/KC OAPMA X X

28 Gefitinib nepopanHa QopMa c f,OAPMA TPE'4AhHT ObOHl/lKC OAPMA X

29 Gemcitabine napeHTerpanHa QopMa MEAEKC OAPKOfl ObOl-lL1t(C OAPMi\

30- lbandronic acid ilapeHropanHa cpopMa ObOH14KC OAPMA X X

JI lfosfamide rrapeHTepanHa cbopMa EKOOAPM X X

32* lmatinib nepopanHa OopMa MEAEKC ObOHI/KC OAPMA C()OAPMA 'TPEyItrI/IHT

Interferon alfa napeHTepanHa cpopMa FOLll SbIlTAPt4fi X X

lpilimumab :li1 EHA Al4 OAPMA X X

35 lrinotecan flapeHTepanHa OopMa OAPKOII ObOHl/1KC OAPMA
COO/\PMA 'fPEI/IANHT

ME/IEKC
ATITA OAPM-.NC

:6 Lapatinib nepopBnHa popMa ObOHt4KC OAPMA COOAPMA TPEI/EilHT AJITA
(DAF'MACFST14KbJIC

37 Lipegfilgrastinr c )OAPMA TPEt4tr14HT ObOHl/1KC OAPMA
MEJ]EKC

AIITA OAPM-][C
OAITKON

Mitoxantrone naPeHTePanHa QopMa ObOH14KC OAPMA X X

.:rY
Mycobacterium bovis BCG
(Baccilus Calmette - Guerin)

napeHTepanHa @opMa c )oAPMA TPEt/[LlHr Ot OHI4KC OAPMA X

40 Octreotide powder for suspension
for injection + solvent c )OAPMA TPENAI4HT ObOH1/1KC OAPMA AIITA OAPM-,NC

41 Olaparib nepopaf,Ha q)opMa c )OAPMA TPEI4AhHT X X

Oxaliplatin napeHTepanHa 4)opMa ObOHt4KC OAPMA MEAEKC

FVNTtrPI\iItrN Rtr

ANTA OAPM-fiC
OAPKOII

COOAPMA, T'PEl/tr14HT

43 Paclitaxel napeHTepanHa qlopMa OAPKON ObOHI/KC OAPMA MEIIEKC
COOAPMA, TPEI/IIhHT

44 Panitumumab napeHTepanHa qropMa )OAPMA TPEI4I]hHT MEAEKC X

45 Pazopanib nepopanHa SopMa ObOH'1KC OAPMA cooAPMA TPE!4!ilHr AJITI\ OAPM-flC

.{o Pegfilgrastim napeHTepanHa QopMa MEAEKC cooAPMA TPEklA14Hf X

A7 Pembrolizumalc napeHrepanHa QopMa )OAPMA TPE'IEhHT AIITA
OAPMACIOT14KbIIC X

4B Pemetrexed 0oncenh ate for solution
for infrrsion

OAPKOII cooAPMA TPEt4At4Hr MEAEKC

49 Pemetrexed Powder for concentrate
for solution for infusion

MEAEKC ObOHt/KC OAPMA AJITA 4,APM-JIC
COII,OMEtr

50 Pertuzumab napeHrepanHa q)opMa POI.IJ 6bNTAPI4F X X

51 Ramucirumab napeHTepanHa q)opMa ObOHLIKC OAPMA AIITA
OAPMACIOT14KbIIC X

52 Sorafenib nepopanHa QopMa DbOH14KC OAPMA COOAPMA TPEI4EI/111|
A.llTl\ C'APMJIC

MEIIF-KC

53 Sunitinib nepopanHa QopMa DbOH14KC OAPMA cooAPMA TPEh[ilHr MEALlKC



54 Tegafur/gimeracil/oteracil nepopaf,Ha QopMa X X X

55 Temozolomide nepol)anHa OopMa ObOH14KC OAPMA X X

56 Temsirolimus napeHTepanHa PopMa OOAPMA TPElZEilHT MEAEKC

i7 Topotecan napeHTepanHa QopMa ObOHI/KC OAPMA cooAPMA TPEl/EL1Hr

58 Topotecan nepof)anHa QopMa ooAPMA TPEhAhHT X

59 Trastuzumab 150 MG napeHTBpanHa QopMa MEAEKC POU sbnrAPhfl
]U Trastuzumab 600 MG napeHTepanHe 9oPMa POI.II EbIITAPI4F X

Trastuzumab emtansine napeHrepanHa OopMa POIU 6b'ITAPI4F X

)2 Vandetanib nepopanFra QopMa ObOH14KC OAPMA cojloMEA COOAPMI\ TPEt,4.I1Kl I-I T

MEI1EKC

fJ Vemurafenib nepopanHa QopMa POIII6bIITAPK1F X

i4 Vinblastine X X

Vincristine napeHTepanHa OopMa X X

l6 Vlnorelbine napeHTepanHa OopMa ooAPMA TPEhAhHT x

37 Vismodegib nepopanHa OopMa POIX 6}IITAPHF

i8 Zoledronic acid napeHr,3panHa +opMa ObOH14KC OAPMA cooAPMA TPEt4AnHr

ON - Onrarr

1 Buprenorphine nnacrhp OAPKOII cooAPMA TPElilAilHr MEIEKC
ObOHt4KC OAPMA

z Dihydrocodeirre nepopanHa QopMa MEAEKC X

Fentanyl nnacTxp OAPKOII cooAPMA TPErU14Hr- MElEKC

4 Fentanyl
Sublinoual tablet

MEAEKC COOAPMA TPENANH|

6 Morphine ;OOAPMA TPEI4!THT X

o Morphine nepo[ranHa OopMa X X

7 Oxycodone capsules, hard MEAEKC OAPKOII

Oxycodone modif ied-release tablets MEAEKC X

I Oxycodone prolonged 16lease tablets MEAEKC ObOH14KC OAPMA OAPKOfl

10
Oxycodone hvdrochloride/
Naloxone hvdroch loride

nePoFanHa QopMa MEAEKC X

l1
Oxycodone h'yd rochloride/
Naloxone hvd rochloride

nepoFranHa 6opMa MEAEr(C X

lz Oxycodone hitdrochloride/
Naloxone hvd rochloride

nepoFanHa QopMa MEAEKC X

IJ Tramadol nepoFanHa SopMa ;OOAPMA TPENAVHf X

2. OIIPETEJIE.H'ITE 3A I4SNTJIHTITEJID'I y acTHuuu / KaTo cJIe.qBa:

nn ATC INN flexapcreena +opMa t"t3[lbnHuTEn
on - l-lrrocrarrqu

,l LO2BXO3 Abiraterone acetate nepopanHa QopMa cooAPMl\ TPEl/AHHr A!
2 LO1XF13 Afatinib nepopaflHa QopMa ObOHt/IKC OAPMA EO()!

3 LO1XX44 Aflibercept napeHrepaflHa QopMa ObOHt4KC OAF'MA EOOI1

4 LO1XE17 Axitinib nepopanHa QopMa oboHrlKC oAPMA EOOA

5 LO1 XCOT Bevacizumab napeHrepanHa Qopua POIU 6b fl l-AP t/tt EOCrI

6 LO1 ODO4 Cabazitaxel napeHrepanHa SopMa ObOHI/IKC OAI;MA EOO!

7 VO3AFO3 Calcium folinate napeHrepanHa Qopva cooAPMr\ TPEI/llHHr A!

8 LO1 BCO6 Capecitabine nepopanHa $opva oboHLlKC OAPMA EOO.q

9 LOlXAO2 Carboplatin napeHrepanHa QopMa MEIIEKC O0A



10 | 101X006 lCetuximab napeHrepanHa Soprvra I tulEKC rcofl

11 LOlXAOl Cisplatin napeHrepanHa QopMa ObC)HI4KC OAPMA EOOtr

12 LO1XE16 Crizotinib nepopanHa QopMa ObOHI4KC OAPMA EOOtr

13 LOlAAOl Cyclophosphamide napeHrepanHa QopMa EKOOAPM EOOA

14 LO1XE23 Dabrafenib nepopanHa Soprua ObOHI/KC;OAPMA EOO.[

15 BO3XAO2 Darbepoetin alfa napeHrepanHa QopMa cooAP[/A, TPEI4IIH Hf' /C!

16* M05BXO4 Denosumab napeHrepanHa cpopMa MEAEKC (f,Oll

'17 LO1 CDO2 Docetaxel napeHrepanHa QopMa Evfl-rEPMEA BH OOA

18 LOl DBO,I Doxorubicin hydrochloride
powder, dispersion and

concentrate for dispersion
for infusion

AIITA O AP IVAC IOItl4 KbII C
EOOII

19 L02BtB04 Enzalutamid,e nepopanHa QopMa
AIITA OAI]MACIOTI4KbJIC

[:OOtr
20 LO1 DBO3 Epirubicin napeHrepanHa $opnlta oAPKOfl M
21 L01X)(41 Eribulin napeHrepanHa QopMa MEIEI(C OCUI

22 L0'lXl=03 Erlotinib nepopanHa cpopMa MIEAEKC OOII

23 BO3X,AO1 erythropoietin(Epoetin alfa napeHrepaflHa cpopMa MEIEKC OOA

25 L01Xr='10 Everolimus nepopanHa <poprua ObOHt/KC OAPMA EOO.A

26
LO3AAO2 Filgrastim napeHTepanHa cpopMa ObOHI/KC OAPMA EOOtr

27 L01ElC02 Fluorouracil napeHTepanHer $opwa ObOH14KC OAPMA EOOI]

28 LO,IXE02 Gefitinib nepopanHa QopMa cooAPMA TPE14!LlHr /U

29 LO1 BCOS Gemcitabine napeHTepanHa QopMa MEIIEKC OC|A

30* MO5B,AO6 lbandronic ar;id napeHrepaflHa QopMa oboHt4KC oAPMA EOC)A

31 101tu\06 lfosfamide napeHrepanHa QopMa F-KOOr\PM EOOtr

32" LOlXEOl lmatinitr nepopanHa cpopMa MEAEKC OOII

33
L03AB04
L03AU05 Interferon alt,a napeHrepanHa QopMa POLU SbItTAPLlt EOO,q

34 L01XCl 1 lpilimurnab napeHrepanHa $oprua
-rfiEHff-An 

onprlA--
6bIII-API/F EOOtr

35 L01X)(19 lrinotecan napeHrepanHa Sopua oAPKOI|All

36 LO1 XEOT Lapatinib nepopanHa QopMa ObOHt/KC OAPMIT EOC,[

37 L03At\14 Lipegfilgrastinn napeHrepanHa Qopva cooAPMA TPEl4!l4Hr AA

38 L01DIl07 Mitoxantrone napeHrepanHa QopMa ObOHt4KC OAPMA EOCrtr

39 103ru(103
Mycobacterium bovis BCG
(Baccilus Calmette - Guerir napeHrepanHa cpopMa COOAPMA TPEl,4EilHI- A!

40 H0'lct302 Octreotide
powder for suspension for

iniection + solvent
cooAPMA TPEr,,l[t/Hr AA

41 L01p(46 Olaparib nepopaflHa QopMa cooAPMA TPEr4llilHr t\[
42 LO,lXAO3 Oxalipliltin napeHrepanHa cpopMa oboHl/Kc oAPMA EOOA

43 101 CDO1 Paclitaxel napeHrepanHa Qopnaa oAF KOIT AII

44 LOlXC;O8 Panitumumab napeHrepaaHa $oprua cooAPMA TPEiiAnHt- t\!
45 L01XE:11 Pazopanib nepopanHa Qopwa oboH14KC oAPMA EOOA

46 LO3AA13 Pegfilgrastim napeHrepaflHa QopMa MEAI=KC OOA

47 LOlXC;18 Pembrolizumab napeHrepanHa Qoprraa cooAPr\/rA TPEiiAh Hr l\A



48 LO1 BAO4 Pemetrexed Concentrate for solution
for infusion 4'AI,KOIIAA

49 L01Bi\04 Pemetrexed Powder for concentrate for
solution for infusion MEIIEKC oCrA

50 LO1XC13 Peftuzumab napeHrepanHa QopMa POtU Bblil-APr1fi EOO/q

51 LO1XC21 Ramucirumab napeHlepanHa gopua oboHt4KC oAPMt\ EOC)[
52 LOlXE05 Sorafenib nepopanHa cpopua ObOHhKC OAPMA EOC)I
53 LOlXEO4 Sunitinib nepopanHa cpopMa oboHr4KC oAPMA EOCrn

55 L01Ai(03 TemozolomitJe nepopanHa QopMa ObOH14KC OAPMI\ EOCII
56 LO,IXE09 Temsirolimus; napeHrepanHa Qoprulta cooAPMA TPEt4A/Hr Afl
57 L01X)t17 Topotecan napeHrepanHa QopMa ObOHLIKC OAPMA EOCII
58 L01X)117 Topotecan nepopanHa QopMa c oon p l,rn -rp r l4At H r ;t[
59 L01XC03 Trastuzumah 1liO MG napeHrepaflHa QopMa MI:AEKC OOA
60 LOlXC03 Trastuzumab 600 MG napeHrepanHa QopMa POLU sbjt t-APflF F_OOll

61 L01XC14 Trastuzumab emtansine napeHrepanHa Soprrila POLU E'bjrTAPTtfl EOOII
62 L01XE:12 Vandetanib nepopanHa QopMa ObOHI/KC O/\PMA EOOA
63 101XEl15 Vemurafenib nepopanHa Qopua PoLll E'bfl l-AP7lfi E:OOll
66 LO1 CAO4 Vinorelbine napeHTepaflHa QopMa cooAPMA TPEriAnHr AA
67 L01X)(43 Vismodegib nepopanHa QopMa POU SbIlTAP/IF E:OOll
68 M05B/\08 Zoledronic ar:;id napeHrepanHa QopMa o-u O lr rz rC On P rvrl.E O OI

on - Onuarur

1 N02AE:01 Buprenorphinre nnacTilp oAFKOn M
2 N02Al\08 Dihydrocodeine nepopanHa QopMa ME:AEKC OO,q

3 N02AE:i03 Fentanyl nnacTrlp oAPKOI| M
4 N02AE:i03 Fentanyl Sublingual tablet METIEKC OO,q

5 NO2AAOl Morphine napeHrepanHa Soprua cool\PMA TPETt[hHr A-q

7 N02Al\05 Oxycodone capsules, hard ME:AEKC C)O[

8 N02AA05 Oxycodone modifi ed-release tablets ME,AEKC OOA

9 N02Ali06 Oxycodone prolonged release tablets MEIAE:KC CrO[

10 N02Ah55 Oxycodone h'ydrochloride/
Naloxone hvdrochloride nepopanHa Qopua ME:iAE:KC OOA

11 NO2AA55 Oxycodone h'ydrochloride/
Naloxone hydrochloride nepopanHa (ropua ME:iAE:KC OOA

12 N02A,Ai55
Oxycodone h,ydrochloride/
Naloxorre hvdrochloride nepopanHa QopMa ME:AE:KC OO.[

13 NO2AXO2 Tramadol nepopanHa Qopva cooAPMA rPEr/Al,4Hr A!

MorraBlr : B ceKI4 e.qI4H or onpe.qeJreHl4Te 3a vr3rrbJtHvrrelru y.uac,rHvrr1.n orloBaprr Ha
Kpt4Tepl4i4Te 3a no46op vr t':3I4cKBaHu.qra 3a rl4qHo cr,cro.rrHne/ ga tr{tK He ca HaJl.[4qe
ocHoBaHr4.q 3a o|I'crpaHrrBaHe / ooeprl4Te vrl/ ' ca c Ha]z-Hr4CKa flpe,[JroxeHa ueHei 3a
I43.II'bJIHEHI4C IIA R(- qT4A 

'IM 
NO NHA HOMCF'IKJ]ATYPA JICKAPCTI]CH NPO.qYKT OT IIPC.qM:CTA HA

nopbr{KaTa.

3. OTCTPAHEHIC JTTIACTHUIIU/ KaK'r,o cJre.qBa :

3.1. /TiDAPMHEII, EA,q - Ha ocHoBaHr4e .u.107, T"2, 6..'a'. or 3OI].
Mo'tunm: oQeprara Ha yr{acrHI4Ka He c'b.q'bpxa or.qerHr4 TexHr4qecKZI npe.q.[oxeH]4rr n
or.[eJ]HI4 TIJII4KOBe C flpe,rlJlaraHx r-leHoPr4 napaMerpr4 3a oceMTe HOM€:]FI]KJIaryprz JIII , =aKor4To e npeIcraBr4Jl orraKOBKa c .qbKyMeHTuI 3a yqacru[er T.€. He or]roBapq Ha



u:3vrcKBaHufl.Ta Ha r{r.101, aJr.3 u aJl .13 or 3OlI , rlJr.39 aJr.3 w qil.4-l / aJr.9 or
rlt-Ter]T-T11]IJVII/ IIPCI-II'd.PITCIHO O6.S,8EH]4TE YCJIOBT4fl- U VI3ILCKBAHil,qTA HA Bb3JIOXZTCJI.q.

3'2, 
'/iDboHI4Kc 

eAPlIA" Eoo,4 - ga JIII c HM 2.3 - Hi]. ocHoBaHr4e r{Jr.107, T'.2, (j.'.a'.
orr, 3Oll .

ryl9TI4BI4: llpe,EnalaHara or yrracrHrrKa e4vrHrrtt-Ha ueHa Ha JreKapcrB€:rH npc).qyK1 HNs 2.3
He oTrroBap.q Ha I43r'JcKBarle'ro Ha BT'3.[oXu reI.q ,,lJpe,4"nalaHtiTe eE.nHmLr.Hu:- UeH.m Ha
orhonrrn: qrzma n6v!ser/vrrJqnvr r e uryKapCTBeHI4 npO.4yKTvl ,qa He HaEBI4UIaBaT C.boTBeTHaTa CTOTZHoCtT Ha
crixll4Te n llJIC, ilpI4JloxeHt4e 2, aK'ryaJreH KbM Aata 05"09.2018 rr. vr ra He
Hzl'UBlll]IaBar KbM c'blqaTa .4;lTa .4oIoBopeHIlTe c H3O.K 4eHrr ". {enonoro npe.qJroxeHr4e
Ha yqacrHIrK;t =a JIll c HNs 2.3 ne orroBap,s Ha npeJIBaprzreJrHo o6gneul.rre ycroBr/j.fl. r4
14:lt4cKBaHvrfl.Ta na Brgnoxl4r'er.s 

"

3 ,3. //AJITA IDAPI'IACIIT}IKBJIC,', EOOI - sa JIII c HNr 1.49 - Ha ocHoBarHr4e vn . .L 0 7 , T .2 ,
6,, "a" otr 3OIL
M<>ruavi Vqar:rsrKsr e npel(Jroxr4Jr .qa rAznblr1yt IocraBKara Ha JlU c IlNe I.48 c,rrc
cpoK Ha rro.UHocr n xo"rr " 9 or rexHl4TlecKoro npe.qJloxeHr4e, Kor{ro He olrroBap.q Ha
nocoqeHrz.q B r"6.3. or KX.l1 , ny6nmrcysar{a Ha cafi.ta rta EMA.
Tlrtc nnaxaHT/anrArrI/eArrv/r\unvre r. v Ha yr{acTHI4Ka 3a 14SIlbIHeHI4e Ha JIll c HNs 1 , 4 B He oTloB,ap.q Ha
IASIACKBaHI4FTat I BIIACaHU:. B ,4oKyMCHTdUIA.ETa rto npoUe.qypaTa: ,,|Ji,.ptt r4BloTr];{He Ha
lpe.uJroxeHr4ello cw 3a z.3n.bJrHer{r4e Ha flop.br{Kara/ BceK]4 yrlacrHr4K rps6ea .qa nocoqr4
M;IKCvIMarHI4.C CpOK Ha llo.uHocr Ha npe.ErarlaHr4.q rreKapcrBeH |Ipo.[yK1] or .KoHK:perHr4rr
nnoT/qRn nTlma n \\ fTna nr'^valrrlarn-rrI./vvrJDv,i-+yl'r'sJ.r . . riyeAJlvasrf,/ls r.\) Ha yrlaCTHI4Ka ga .t4gIIbJIHeHI4e Ha ltop.brlKaTa ria JIII
c HNs I.48 He orrroBaps Ha. npe.qBapr4reJrHo o6,cBeHr4Te ycJroBr4rl w 

'r3r4cKnaHt;,AflT,a 
Ha

Bt,3Jioxilrer.a .

3.4. /,COJIOI4!:|,q\\ EOO,q - Ba. JIII c HNrNr L.32* u 1.55
6. "a" ol 3OIt "

Ha ocHoBaHile qJr,, I01 , ,t:.21

Mcrrrnrt: VqacnHmrcsr e [peEJIoxI4J] eEuHwqHrA qeH71 Ha JreKapcrBeHy|re rpoIIyKTr4 c HNe
I .32* u c HNs 1 . 55, KOI4TO He orroBap.qr Ha ilgrrcKBaHero na B.gsroNr,rrer.q

Frna---//rrlrelJJrdl'dHl4T'e e4ulP.l4rlbrvl rleHI4 Ha oQepmpauzre JIeKapcTBeHr4 ltl)o,qyK,rr4 .U;r Fre
Hel.qBl4lxaBar c:borBerHara c'rolZHocr Ha cbtlure e |IIC, npr4JloxeHyre 2 , aKltyaJreH K.bM
.4etTa 05. 09 .t?.0L8 I. v Ia He Ha.qBr4rrraBaT KBM C.bllaTa .EaTa ,EorrOBopel{r4Te i: H3OK
4€tHI4" . Ileuoerue npeJlroxeHr4,q Ha yqacrHr4Ka sa Jlll c HNs I .32* u 1 " 55 He
o['rroBap.qr Ha npe.qBapl4TeJIFIO o6.qBeH]4Te ycJIoBIzfr. rA \/r3tACKBaHI4.qrif j{a Bb:lJloxilTe.,rs.

3.5. //coaDAPlrA TPEIZA%Hr" j.ql - Ba JIrI c HN.M 1.22; L.29; L"49 u JLII HlIt ],.1g - Ha
oc:HoBaHr4e qr. .701 , T "2, 6. ..a.' or 3OII .

Mc'Tueu: YqacrHzrcbr e l]pellJ]oxr4r .qa u3n%JrHrA.qocraBKara Ha JIll c EtN 1.22 c Illl or
flFy TeBa @apuacrcrmK'bllc Etnlaprn FOOL rcolZro He Qutypwpa n llJ]C-llpzrJloxrsHr4e 2
or 05.09 ,2018 11 . llpep,loxt:Hllero 3a r43nbJrHeHJ4e Ha J]lI c HNs 7.2',2 He olroBap.q Ha
vl3l4CKBaHtAflIa t BIIIACaH7I Il IIOKyMeHII'aUl4.qTa nO npoqe.qypaTa : // , . IteKapClBeHl4
npo.EyKTI4/ KO'ITo Qmlypmpat e llo=ttiusHwn JreKapcrneH cnr4c.bK - I1pzloNenre 2, or
cr,:t;lr.fl. npilTexareJr Ha pa3p€)[reH]4ero 3er ynorpe6a\\.
VqacrH',rrcsr e [pe.qJroxr4Jr IIa r4gn.bJrHri .qocraBKara Ha JIII c HM L.2l.g cbc c]DoK Ha
nnnH^am (-n- 

':)r v/+nvu a \ NvJr, .:, or rexHl4rleclcoro npe.qroxeH]4e ) / KoI4To He oTIoBap,S Ha IIOCoqeHlzg B
r. 5. 3. or K){lt / ny6"rv rcynaHa Ha cail.ra Ha UAJI . Itpe4.noxeHl4ero Hif yrracrHr4Ka 3a
I43n'bJIHeHl4e Ha JIII c HI\lq 7 .29 He orrloBap.s Ha r43vrcKBaHufl.r,a, t\nucaHrA B
.qoKyMeHTaur4.qra rto npoqe.uypara: ,,rrpil ]43110TB.qHe Ha npe.qloxeLrr4efro cu 3a
Tl3rIbJIHeHue Ha nopbrlKara/ BCeKI4 yqaOTHt4K rp:6na ,Ua rocoqr4 MaKCZMaJt.Hv.tA;. c,ooK Ha
T'OIHOCT Ha IIpe.EJIaTaHI4H JIeKapCTBeH ftpOIyKT OT KOHKpeTHIAI npougB(].qilTte'Il.\\.
Vq^ r-mutzrqm a nls rrp€.[JIOX%JI .q,a ]4Sn'bJIHI4 .qOCTaBKara Ha JIII c HM 7.. 49 c J]ll, KOrZT'o B
IIJIC e c ;leKapcrBel{a Qoprr,ra pa3Jrr4rrHa or r43z.cKyeMara or B,r3.noxprrer.q.
flno n nnxo urnam^rrrJeArrv/r\Envre.Lv Ha yqacTHZtKa 3a I43rIbJTHeHIle Ha JIII C HNe I .49 He OTrroBelp,T Ha
u3wCKBaHeTo 3a JIeKapC['BeHaTa lty Qoptrra I Br:lvICaHo B KoJ]oHa 4 ]ta C;eqft|.mxa1ms1,a,
fTnonn:n:H^m: AmrtrrvArrur qnqaa r:T yqaCTHI4K:a e[uHt4r9Ha l-leHa Ha JIII C HM 1.18 He OTrrOBa.pg Ha
I43vICKBaHeTo Ha B.t3JToXrzT'eJIq .llpelllaIaH.mTe eE.wHrArJ.HrI rleH:t4 Ha oQepzpanzre
frok:namRAHT/ nn/JIgI\qT/U rDgny! rryO,{}KT7I JIA ]]C }]A.UB]4IIIABAT CbOTBeTHaTa CToIZHoCc] FIa CbuI4Te II I]JIC,
npI4JIoxeHI4e 2, aKTyaJIeH K'l;M llara 05.09 .2OLB r. u ,!;a He Ha.qBrzrlaBar KbM ,Jbrlara



4, Korr@nrarr'rr Ha %rrrepecrt no orH HUe Ha yrracTHr4rlffTe He ca ycTaHoBeHt{.

5. OEXAIIBAH:E - C.slnacno un.196,

.q€ira .qoloBopeHilTe c H3OK rIeHI4\\.
1 " 1B He orloBap.s Ha npe.qBapll
Bt,sroxzten,E.

[o.qJIexIA Ha o6NanBaHe orl Jl]4uara n
saupftra lra tcoHKl4peHuJ t'ltqar c a,qp

http : / /www. cpc . bg . flogasaHe rra
1Cl-gneseH cpoK or [oryr]anaHe Ha

Ha ocHoBaHZe u.n.43, a.n.1 w an.2,
r. l- ra r ,4 or 3On, Hac,ro.Errloro
KynyBar{a rra agpec: http:
Ilprororcolr,rre or 3aceIaHrrJ{Ta Ha
eJIeKTpOHHa noua ,qo yqacTrrr4ur,iTe B

eHoBoTo npe.4JloxeHr4e Ha vr{A r:rFH?rKe q^ TIII C HNgt i +e v +..'rf !

V 14314 CKEAHI/f'ITA HAHo o6.snenzre ycroBrr,c

an,1-, r.1 or 3oll , Hacro.qilIoro Mm pe[reH]4e
qn.19B, ail.I, r.3 or 3Oll r4leg Koaorclz:sua ba

c: 6yl . Brroua Ns 18; r'p.CoQr,ra; nK lO00;

- cBrJracHo qJr .!9'7 , arr. 1, r. 7 ot 3OII - e
HileTO 3a Onpe.qeI.qHe He %SnbJlHUTeJI .

npu cnaSBaHe wSucKBaHuH.Ta Ha q.n. 42 , etn .2 ,
B flpo(lr,rril rra
n fra'----^u Av^J]qp,q y!

perxeH%e .Ea ce ny6,n4xyea
967 , eab,qno

CI/IA|IIA I4 B CbilIr{.q .4eH .qa ce %3npaTl4 no
porle.4ypara.

EC

re.n.02 9884070; Oarc 02980i3t5 ^ - l* i n l2 nna hn . rrum6nHam : TTnac .s.rrvr4a. uIJudLIIL_LrruuIJu.IJgt yIHr'L]-r,v- s++I/ev.


