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PEMYBNIUKA MAKEJOHHUJA

COBET 3A JABHW HABABKH
LOBETOT 3a JaBHM HAGARBKM BO COCTaB:, 371aTKO AJIEKCOB - YieH, JeToH Hesupu - unen, 3opan
Epajanoseku - uned, Buonera Ulakiesa - 4len Bp3 ocHOBA Ha wien 14 - B 07 3aKoHOT 3a
lasHuTe HabaBKy, oAAyuyBajku no bapamweto co Haw 6poj 08-10809/1 o 15.08.2017 roguua
st MOOUBANE HA COIMACHOCT 3a KOPUCTe e Ha BapamaTa BO TeXHUYKHUTe crieuhukanuy 3a
INeIMHEYeH e 3a jasHa HababKa Ha ¢TokM (unen 36-a cras (1)) 3a jaBHa HabaBKka Ha CTOKH
- 1abaBka Ha JIeKoBM N0 CelUdUKallja BTOP A€ Bo NoCTanka co Oapame 3a npubupame
TOHYAH, MOAHECEHO 0L CTPaHa Ha AoroBopHUOT oprad J3Y Onwra 6oanuna Kouanu, nps
OCHOBA Ha wieHd 14 - 3 v uteH 14 - K o4 3aKOHOT 3a jaBHUTE HAOABKH (,Cnykben BecHUK Ha
Penybamnka Makeponuja® Gpoj 136/07, 130/08, 97/10, 53/11, 185/11, 15/13, 148/13, 28/14,
43/14,130/14, 180/14, 78/15, 192/15, 27/16 u 120/16) na 140-ra CelHMUA OfpsKaHa HA jeH
29.08.2017 ronua ro goHece ClejHOTO:

PEWMEHMWE
1. Ho ogHoc Ha bapameTo 3a f06HBabe HA COITACHOCT 3a KOpHMCTere Ha baparaTta

AU TEXHWUUYKNTE crelnbUKaLig 3a NoegnHedYeH 4el 3a jaBHA HalaBKa Ha CTOKM (uneH 36-a
«1aB (1)) 3a jaBHa nabaska Ha Croxu - HabaBKka Ha 1EKOBH Mo cneundukalmia BTOp gen 5o
fecTanka co bapane 3a TpUOHpare NOHY/M, TOAHECEHO 0 CTpPaHa Ha AOTOBOPHHOT OpraH
3Y Onwra 6oaHuua Kouann, CF. JIABA COTJIACHOCT.

2. MaMenu kom [010BOpHUOT oprad Tpeba [a M HANpaBH B0 TEXHUUKNHTE
e UKL npe /a ro oHjaBu 0L BacoT:
Aea 81 9: Bo reHepMUKo MMe Aa ce npetinaupa Atropine (80 06auk sulfate).
Hden 22 0 Bo damauesrcka opma ga ce gomonnu co: rabiera (perucTpupanu npenaparu,
10 TpomeT Bo PM).
A€ 42: B0 el.MepKa [ e AOMOJIHKU €O HATIONHETO HHjeKLHOHO HeHKaN0,
Jdea 45 Bo KoaoHara 3a FeHepuyKo MMe 1a ce Hapeae camo Lidocaine (Meto Taka mosce fa
1e HaBele M BO KOj 00AMK); jauMHa na ce AONOJHU O 20mg/ml wan 40mg/2mi; vo
CAMHMEpKA Ja ce Koperupa o amnyial (eaMHMuaTd Mepka jla ce M3pasu [pexy
ihapM.cpOPMa, OJIHOCHO Ce HaBeYBa CaMO OCHOBHATA cdropma).
Aen 48: Bo ep.mepka ga ce Koperupa o : wume.
slen 58: Bo konoHaTa 3a jaunHa aa ce gonoanu co Smg/ml /0,5%(100ml),ogHocH0 Smg/ml.

<test 67: Bo hapMarl.dopma j1a ce JonoaHU €O : PaInoK 3a pacTBOp 33 HHjeKTUPaHe.
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Aden 74: jaumuara ga ce cneundminpa 7,45% (w/v)/ unu 74,5 mg/ml; Bo chapman,.opma ga
Ce KOpernpa: KOHUEHTPAT 3a PacTBop 3a WHy3Mja;

Jden77:Bo Konowara 3a eg.Mepka j1a ce KOoperupa o svjana.

Aen79: ep.mepka ga ce koperupa co niuue.

3 Tpowoumre 3a HAZOMECTOK 33 MOAHECEHD Hapame 3a 40OHBAMEe COITACHOCT Ce A
fUBAp Ha NOrOBOPHUOT OPraH - NOJHOCUTeN Ha bapameTo, coraacHo TapudgHmk 3a
BHCHHATA HA HAROMECTOLMTE 3a NojHeceHo Dapame 3a JoOMBame COrIacHOCT U 3a JlafeHO
CIPYUYHO MUCTIC bR,

4. TpowmonuTe 3a HAZOMECTOK 3a JaJIeHO CTPYMHO MUCIEHbe Ha CTPYJYHUTE NULa, ce
14 TOBAap Ha AOFOBOPHMOT Oprak - fojjHocUTen Ha OapamweTo, cornacHo TapudHuk 3a
BHCHHATA Ha HAZOMeCToLMTe 33 110/iHeceHo bapane 3a fo0HBale COrJIaCcHOCT U 3a [JaleHo
CTPYYHO MUCTEHE.

Obpasznoxenue

lloroBOpHUOT opraH npesen MOArOTBHTEIHM AejCTBHja 1pefn OTNOYHYBAHe Ha
AOCTAlKa 3a 10Je/TyBaie Ha JOrosop 3a jaBHa HabaBKa Ha CTOKM - HAabaBKa Ha JICKOBU MO
CneurpUKanmja BTop fes, co npolexera spegHoct 17.260,00 enpa 6He3 J1]IB.

HOroBopHMOT OpraH uMa nojneceHo Bapame 3a J0GHBaWbe COIAACHOCT a0 CoBetot
ia japHn Habasiku 6p. 08-10809/1 og 15.08.2017 rom, 3a KopucTee Ha Hbapamwara B0
(CXHUUKMTe CrienubHMKalng 3a noefHedeH fen 3a jasHa Hababka Ha cToxu (uien 36-a
ctas ().

Bo npunor va 6apameto J0roBOPHUOT Oprad JOCTaBHI TeHJAePCcKa JOKYMeHTaluja,
itupewraj 3a notpefara on obesbelynarme Ha COrMACHOCT ¥ 06pazaoXkKeHHe 3a MPUYHHUTE
id KOPUCTECIHE HA TPeAMETHN KPHTePHYMHE, YCJIOBK 1 Hapatba.

HoroBopHMOT opran Bo 06pas10XKeHHeTo HAReYBA IeKa HabaBKa e HeornxoaHa 3a

ienpedeno pyHKUMOHHpaHe HA JOIOBOHKOT OPFaH.

CoBetot 3a jaBHU HaGaBKKU, UMAjKU IO BO npeasyy NpeaMeToT Ha jaBHaTa Habagka
IOKAHM 2 CTPYYHU JIMIA 0] COOABeTHATA 06aacT OZl KOM HCTUTE Ja0a MUCTIeHA BO BPCKd
¢ JIDABHHOT OCHOB 38 BUAOT HA COAacHOCTa WITo ce Dapa.

(_1aB Ha CoBeToT 3a jaBHH HabapKH

Oanyyyeajku Brop mat no 6apamwero, COBETOT Hajie COrMACHOCT CO W3MEHU BO
TexHMuKa crenudnrannja KoM JOroBOpHMOT opraH Tpeba ga ru Hampasy 1pej ga 1o
¢0idBH 011acoT. MMEHO KaKo WITO KOHCTaTHpa BTOPOTO CTPYYHO JULE, TIPU TTOBTOPHOTO
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NOCTAaNyBame JOIOBOPHUOT OPraH BoO teJ0CT He TH OTCTPaHWI HeTPaBHAHOCTHTE Ha KOU
My € yKaxaHo co Pewenne 6p.08-10250/10 og 09.082017 roguna. O oBMe MPHUMHY, d
vornacHo ogpeabure og wiew 10l-a oxg 3axosor 3a jaBHuTe Habapku, Copetor naje
“GIAACHOCT CO U3MEeHUTe 00pa3NosKeHH 0J] CTPaHa Ha BTOPOTO CTPYYHO JWLE, KOU Ce

HeONXOMHY [la €@ HATIpaBaT Co uea ucinre ga OHAAT BO COrMAacHOCT O 3aKOHOT 3a jaBHUTe
HabaBru:

Bo unen 101-a o071 3akoHoT 3a jaBHUTE HabaBKK e OTIpefleNIeHo AeKa:

{1} [Ipu opnyuyBame 3a flaBatbe COrMACHOCT T10 BTOPIIAT BO nocTankaTa co Haparse
o npubupare noHyan, CoBeroT rv HOKaHyBa MCTHTE JIMLATA 1IITO NpPeTX04HO TH

AHPAKNAPQT Ad OpoBepaT JaJik e IOCTATIEHO No NpeTxXoaHNUTe YKaXKyBala Ha CopeTorT.

(2) Mpyn opayuyBake Mo Brop 5aT 33 UCTOTO Hapame COrMacCHOCT BO MOCTARKA CO
sapatbe 3a mpubMpare Ha nokyau, COBETOT € A0MKeH MO NPeTXOIHO MUCAeH:E Ha
CTpydHUTe IMLQ, A MPOBEpH JlaiM e TNOCTaneHo 10 HeroBUTe yKaXKyBakla RJeHU Co
APETXOAHOTO PelieHHe M J1a JOHeCce pelleHrde Co Koe Ke Jaje CoriacHOCT BO KOe Ke IH
AdBefe, OKOKY e noTpebHo, MsMeHuTe ITo GOrOBOPHUOT oprad Tpefa ja I'l HAanpasu
‘pen 4a ro objasu oraacot. JlorosopHuoT opran He cMee a objasu oraac 3a jaBHa Hababka
CCTAIZCHO €O NPABHMOT OCHOB 3d BHAOT HA COINACHOCTA 1ITO ce 0apa, AOKOJIKY He noCTany
10 yKaXKyBarara jadeHn BO penesneTo co xoe CoBeToT omryuma no sropnar. Cexoe
HEMOCTaNYBAWETO 110 YKaKyBarbaTa Ha CoBeToT 3a jaBHUTe HabaBKU M CTPYYHUTE JIHIA €
48 OOrOBOPHOCT Ha AOrOBOPHHMOT OpraH.

Cornacho unen 14-j cras 4 04 3akoHOT 3a japHuTe HAbGABKU, MMCIEHATa HA

CIPpYyYHNTE JTHULLA Ce TIPUAOT KOH PCLIEHHETO tes Aa Ce OTKpMBA HUHBHHOT UAEHTHTET.

. 1dBOT HA CTPYYHOTO JHULE CO KOE Ce J]aBa COrAacHOCT He KOPeCnoHZMpa CO CTaBoT HA
fCBETOT 33 JaBHW HAbABKM ©OJ NMPUUMHA WITO He Ce COreaHd HempaBHIHOCTUTE BO
Dapamata  off TexHHUKuTe CneuMdpuKanMM KoM MMaaT HeraTHBHO BJHjaHHe Ha
KOHKYpEeHUMjaTa BO NoctankaTa 34 jasia Habapka.

Cexoe nenocranysamero no ykaxysawata Ha CopeTor 3a jaBHuTe Habapku M

CEPYYHHTE J1MLA € HAd OATOBOPHOCT HA JOTOBOPHUGT OpraH.

Co ornep na usnecenoro, CoBetor 3a jansu HabaBKM OLIYIH KAKO BO JUCHIO3UTUBOT
Ha OB peHleHue.
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Ynarcreo 3a npaBHo cpeactso: CornacHo uaeH 14 - 3 cras {2) og 3akoHoT 3a jaBHW

HabABKM, AOTOBOPHUOT OPral UMa Npaso Ha ykaiba J1o Jp:xaBHaTa KOMHUCHja 3a Kanbu 1o
JABHU Ha0ABKK, BO POK Of} 5 /ieHa 04 IeHOT Ha Ao6KBae HA PelleHueTo BO NOCTanKa Ha

ITPpAaBHd 3aITHUTA COrFacHoO ()B()j 3dKO0OH.

bp. 08-10809/8
29.08.2017

Konje

[10 OBJTACTYBABSE 6p.02/11191/1 op
24.08.2017 ropuHa.
YJIE€H Ha COBET

3opan TpajaHoBcku
HpHUAOr cTpYyYH MHCTeHsa
JAocTanedo ao: . ﬂ/\/

SPRMB

D3 Omrra 6onunga Kouann, Muaan 3euap 21, Kovann



HpBo cTpyuno mucneme:
CrpyuHo Muciere 3a Gapame co YII 6poj: 16-9280, gorosopen oprau: J3Y Owrra OonHULa -
Rouanu.Tpeamer Ha A0ropopoT 3a jabHa vabaska: Ctoxu — HabaBka Ha J1€KOBH MO
cneundukaumja srop aeallpaseH OCHOB 3a BHAOT Ha COMNIACHOCTA: Kopucrewe wua
HapamaTa BO TeXHHYKUTE cieuMMKalul 3a oegMHeYen ae 3a jaBHa HabaBKa Ha CTOKH
.aneH 36-a ctas (1)).dorosopunot 13V Owra Honannua - Kouanu, cornacHo csoute norpebu
JUHOYHYBaA €O NoOCTanka 34 japHa HabGaeka Ha Croxku - HafaBka Ha JIeKOBH MO
crenuuKanmja BTOp e, Co BpeAHoCT RpolueHeTa va 17.260 eepa (6e3 JI/IB), Bo nocranka
o bapame 3a npubupan.e Ha nony .
bDapareTo 3a COINACHOCT € MOAHeCeH) o BTOp Nar, nocje joHeceHo pemeHune o Cogeror
3 JaBHM HaDaBKM, €O KOE He ce fasa cornacHocer (Pemmenme op. 08-10250/10 og 09.08.2017
FUAMHA).
'lacTasenata JOKYMEHTAUM]A ' COIPAH CHTe NOTPeOHU AOKYMEHTH:

bapame 3a I0OMBAN€ Ha COINACHOCT,

Wssewraj 3a norpebara o 06e36enyBabe Ha COLIACHOCT:

ObGpazaoxenne 3a OMPaBAaHOCTA 38 KOPUCTEHE HA NpeMETHHTE KPUTEPUYMU,
VOI0BM MM Hapara;

HMoepHocTapena TeHepcka gokyMeRTaluja

[Iperxoano pemenue na Cosetor 3a jaBuu HabaBKH.
JOTOBOPHHOT OpPran nNpu noBTopHaTa u3paboTKa Ha TeXHUUKATa cneynuKanrja LenocHo
FOCTAMNN Cropel yKaXKyBal-arta Ha COBETOT 3a jaBHW HA0ABKK M aHTAKHUPAHUTE CTPYYHU
AW MW QA COOABeTHO NpUdATIMEo 06pa3noyeHue.
Buaxka uspaboreHdaTra TexXHUYKA crneumduKanmMja e BO COTACHOCT €O NpaBMIaTa BO
MOCTOEYKMTE  Ba)KeUKM  3aKOHCKM  oppenbu  on  3JH. bBapamara Bo  TexHMukaTa
vnenuduKalpja ce gedMHUPaNn HA HAYMH KOj He ja orpaHMvyBa KOHKYpPEeHUMjaTa Ha
VROHOMCKUTE ONEepaTopH, a e ONMILEHK JOBOJAHO TPEeUM3HO 3a Oa MM (e OBO3MOXKH Ha
HEHYLYBAYMTE TOYHO Aa 1o paszbepat npeAMeToT Ha JOrOBOPOT W NOTOBOPHUOT OPraH Aa
H3BPUK U300p HA HAJTOBONHA NOHY 4.
SeMajki 1o B0 MpesiBUA ropeHaseeneTo, Mojot ctas e: JIA CE JALE COI'TACHOCT

(CTae Ha CTPYUHOTO JiMLie e 1a ce jlage COrAacHoCT



BTopo cTpyuno mucaeme:

dorosopranor opran J3Y Onwra OGoanvua Kouann, BTOpP nar nogHecysa Oapdaibe 34
dobupare na cornacHoet og CoBeroT 3a jaHM Halanku. [lpasen OCHOB 3a BUIOT Ha
COCMacHOCTa € KOPUCTeHe Ha bapamata BO TEXHUUKATE creumduKaluy 3a noeguneden
4v1 34 jasHa HabaBka wa croxu (wien 36-a ctag 1) [lpeamer Ha gorosoport 3a jaBHA
#abapska: HabaBKa Ha nekoBM 10 cnenuduKanmja BYOp jlen, co Opoj 08 10808/1, npumor 50
0j1 15.08.2017. Ilpouenerara speanoct Ha oBa bapame e 17.260,00 espa, 6e3 JIJIB.

B npuaor na pokyMenraumjara  JlorosopHuoT OpPraH JOCTaBWJI : TeHIepCKd
JOKYMEHTAllja  Koja  JOTOBOPHHOT OPraH  IjlauMpa  Jla  ja  KOPUCTH, TexHuuKa
cneuncburanuja, ussemraj 3a norpeGara o o6es3benyBambe Ha COTIACHOCT, 06pa3ToNKeHNE
;64 TNPUYUHHMTE 33 KOPUCTEeHe Ha ApefMeTHUTe KPUTepUyMH, Oapatba WIH YCIOBM:
IPETX0AHO penteHue 6p.08-10250/10.

HpeameTor T.e TexHUuKaTa cneundukauyja e aenusa (Cekoj gen e nei 3a cebe)- cocraBeHa
11 89 nena/ crasku.

lexHuuKara cneundukannja HanpaseHa e coraacHo oapenbuTe o4 3akoHOT 3a jaBHM

HabaBKM B0 oaHOC Ha AT koj, reHepuyko HMe, thapmaueBTcKkaTa no3upaHa gropma

’

WHHMHA, M elMHeYHa MepKa,

LJ/ipesieny CTaBkk 071 Tex.crieuubiKkauuja, JOroBOPHAOT OPIaH M neHHUPaA CHPOTUBHO
#i uned 36-a cras 1 og 3]H, kako W octaHaTHTE MPaBKMIAa BO NOCTOEUKUTE BAXKEUKH
JKOHCKM oapeabu og 3JH.

So npuior 2, 10 nasa 06pasaokeHue 3a NOeMHH CTaBKK 04 TeXH.cneyuduKanmja.

e ce cornacysam co mueToTo (0CBeH 3d cTaska 51), cMeTam aeka na OBOj HAYMH
JeMHUpaHUTe CTAaBKM 04 TexHuukara cneuudHKaumja He coapyKar  Hpelu3Hu
andopmManmu, T.e. nctute BoAar Kon hasopUINpPAIbE HIH eJIMMUHUPAILe HA OjlpefieHu
CKOHOMCKH OMepaTopu.

Jabene mku:

lea8u 9: B0 reHepuuKo ume aa ce npeunsupa Atropine (Bo o6auk sulfate).

+en 22 : Bo damauenrcka gopMa fa ce gononHu co: tabnera (perucTpupaHu npenapari,
50 IpomeT Bo PM).

e 42: Bo eji.MepKa ja ce J0NOHK CO HAMONHETO MH]eKLUMOHO MeHKAIO.

Jden 45 Bo KoNoHaTa 3a reHepUYKO MMe Ja ce naBee camo Lidocaine (neto Taka Mose 1a
e Hasesle W BO Koj 00AMK]; jaumHa ga ce gonoanm co 20mg/ml wan 40mg/2ml; Bo

FAMH.MEpKa fd CC Koperupa co amnynal {eMHMUATA MEpKa Jla ce U3pasu Mnpeky
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(papm.chopma, 0JIHOCHO Ce HaBeayBa caMo OCHOBHaTa hopma),

den 48: Bo ep.mepKa fia ce KOpermpa co : mue,

Jen 58: Bo koonara 3a jaunna ga ce gonoanu co Smg/ml /0,5%(100mi),ogHocHO 5mg/ml.
Jden 67: Bo hapmau.copma fa ce fon0aHM €O : NPANIOK 32 PACTBOP 3@ HH|EKTHPAHE.

Jden 74: jaumnara ga ce cneundmumpa 7,45% (w/v)/ umm 74,5 mg/ml; Bo chapmatr.popma aa
“U KOPerupa: KOHUeHTPAT 33 PacTBop 33 uHdysmja;

Jen 77 Bo KonoHara 3a eL.MepKa 4a ce KOperupa co Bujad.

den 79 en.Mepka ia ce Kopernupa co uimue.

Cras Ha crpyudoto auue JA HE CF J1AJIE COTNACHOCT.

CTaB Ha CTPYYHOTO JIMLE € Jja He Ce Aajie COrIaCHOCT



