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LUMATHGUPANA KOMHCHS 8 TI4GGHO JaBSAENMS 33 GOTIHYHA OO, CHIOWMND

ROro80p ¢ HIOK. CriousanuapanwTo KoMACHM Co CLagaRaT C 3210980 Ha AWPEKTOpa Ha 13 uRAIGIGTASPONMS 10
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PE} 3A JABEPABAHE HA NIPOTOKONUTE

Npororon 32 3anosane va repanwra

CRELMATMIPAHA |—1

=

= IO THeHO W NOAMEANG MANOXGNWS 1A~ TWCT 30 OTpeASTANE Ha KPHTEPWITE (10
TA) C B MDA HiCTOZSINS,

+ ENMNpUSETaN enMkpH3a, BAIONRILLS AN OT BHaNHESATS, CTATYCa W
npemxkaa0 neveme

+ EXCIOPTHO CTaNOBME ¢ AOHa MEAAIINCES WOTHEALI (33BHHTENNO co
TGRS AICA Ha HOKTINBLN HTEpHM (TODTUCENO O SCUSKL 1OHOSS Ha
chousanusupawama xouucus)

+ TlpoToKon sa npeanucaae ka nekapcrsa, sannauiaw or HIOKPIOK

6ol M- HIOK Inodnica om acu unevoss wa creuuanuauDakama rowscis)

Komncun 10 un. 78,7.2

o |—{ 3asepca wa npororona

330 8 LY wa H3OK #P30K
TpoToren 3a npoRwExasane wa ToparwsTa

e L
CTELMANINEAA e S s, s o g .
KomHCHA + EXCOpTMO CTaMOBMILS € AcHa MORANCES WOTWEALIN (S3BTHNTETNO o

OTGeRSBa TANCA Ka MIKTIGABLIN KPHTEpHY (POONUGEHO O 6CUNNL 1OHOS8 Ho
creuanusupanama xouuci)

+TipoToKon 1a NpeATHCaawe ka nekapcrsa, aannauasn o7 HIOKP3OK” — o6p. M-
HIOK (nodnucan o acun Anewoae Ha CrouuanLUpaAam xouucus)

4

Kowncnn no un. 78,1 201 ‘Saepea va npororona
3308 UY wa HIOK j—+{ aP30K
1I._OBLM NONOXEHS

1. 3301 noaasa noaroTaeNTe AoKyMeNT 8 P3OK. Ha TEPHTOPHATa Ha KGATO @ HaNp3BHAO 3Gp Ha O, AoxywenTuTe.

1.1 3ananewwe 70 fwperropa wa PIOK.

1.2 Tlomnsewo w noAcawo npwnoNeyMs 1. M8 G810 CROTBETHATA TOuKA 1 e TPANATa CTPI3EAETa 8 BpoR
IWBOKC MSEIANCER AOHYWENTaLMS, YAOCTOBEPABLA BB BN GT KDHTEDITE.

1.3 TipoToxon 3a npeanHceawe wa nekapcrsa, sannauiani or H3OKIPIOK” - 06p. M3-HIOK, waasen o1

cneuanusupana xowsc. Mlpun

o OpTARan KA POTORONA 3 NP KAMBARATCTBANS 39 TORMTIaS:

TOpaNWATA Co pEACTaEA pAIHA Ha TDEXORHA TITOKDN C OTPA3EHH SCHKN HAINEEHIA O ero.
1.4 TeKnapauwn 32 wHBOPMMPANO CLRaCHS 10 0Cpasel (TPATGXEIHNE 3)

2. P3OK npwewa AoKywMeNTTE 10 7. 1 GO CIPABKA OTHOCHO JAPABHOGCHIYPHTOTHWA CTATYC Ha 3301
3. powst W BG0KH NIOPEAEN NpoTokon ce #34asa BEAHIK FORWIIHO 33 NEPUOR OT § Mecewa. SARBHTERHH HOKJHHTH &

P30K ce npwewar o7 1 cenmewspu 20

30 woousp.

4. Tlopagu weropwecis 3anomonwn Siozer, HIOK 3ANNALA CLUINTe OBSMH B CLOTBRTCTEMe C YTEpREHHTE

MoMNCH KpHTOp.

3 VOHCYGAI HA HIOK I ILIABAHE KATPOTOKOI 3 TIPOBENIANE A TEHENAE CPALNZUNA HA REUA C EPONKOM/TMORATHA
HCTIASHS 8 A8 oHEOTHAPATA NOUOLL
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TMCT 34 OMIPELENSHE HA KPUTEPMATE NIPW JATIOUBAHE WA NEUEHWETO C PALIVIZUMAB fIPW AELIA C
'5POHXONYIMOHATIHA AMCTINASHS, BL3HWKBALUA B NIEPAHATATHS NEPHOR
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A KPUTEPHH 3A JANOUBAHE HA MPBY KYPC (SATIKHTENHH CA BCHKN KPUTEPMM)

[ Jmerrs
e

OHOHOCRHA REUA .. 28 CoAMMIA W BPORKOYTMONaIA AACATASHA Ha B393CT 20 12 Wec::
|+ Hononooeiun meua c .o 20 - 35 cammunn i Spoomymuonara aucnasws va swspact ao 6 weceua;
+ HomoHocerM 46U .1 5. 5 35 CoLIN W OPOHIONYWORATHA AUCINBIA Ha BLAPACT 20 2 OF, W TPANATaID
nedesi 183 1pS2XOin  Mec. KHENOPOR, BPORKOAATSTATOPH, AWYPETHLN, sOPTHKOCTEpOAIN

2| Nunca wa waknoysaum xpurepun no . 67

W18 7 MBSO TR KRS, TS HIDHSA W BMEYATCDEN THE O PSRN 194 CLITHETY
AOCTOBEEABA 0. ROATHGTS 18 <PENGRATS 8 KMACIATSh EARORENWG | 58 HECTORLITE ORCHSDNNE

Jabenexxa:

* KpMTopuMH 32 MOCTaBsWe Wa AKAG32 GPONKOMYIMONATINA AWCTTAIA: BENTUTALYA C MOIMTHENO KATATaNe pes
TLPENTS 2 CORMMLN OT XUBOTS 33 MANHIMYI 3 A KTHHM-¥in Gane3i 33 EHOPHIA PECTHPATOPH BYNKLIS 3 W Cea
28 weuna BAIPACT; KAGROPORH Hyxain > 21% 33 ORwpaNe Ha PAO > S0 mim Hg W TPAHCKYTaNK 1uCropoaNa.
CarypaLR AR 90% K3 H CHoR 28 AGHA BAIPACT, PO3YATET OT PENTTOHOFPAGHS H 631 APOS; WICTBaN Ka KAC.

5. IKIIOHBALLY KPUTEPHY (TPH SATIOMBAHE HA NIEUEHVETO)

1. CHpWXYBCTRMTEIHOCT K SKTNSHOTO Wk HAKDS OT TONOLURATS BEUECTSA

2. abpui0 CACTORMMWS AMEPNO 40 TeNIG/ - 10 e 3 NEKYBALIR oKk

3. ToOMGOLMTONEHA W AP0 HEPYLSHMS B KPLSOCCHPRIHTD - 10 NPEUSHER Ha TERYBLINA S

(Orrosaps ua KpuTepwTe 38 3anoNBaNe Ha

nevenero ¢ B aveswa nosa

oRTHEH Ha unewoBTE Ha KoMMCHSTS:

3

JEHCKBANR A K P HOSABAHE K IPOTOHOTA 3 OB ETANEHA RESENHE C PALMZUNAB WA BELAC EPORXONTMORATHA
CTTASHA B ASEGOTPATA NOUOL
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TIMCT 3A ONIPERENSHE HA KPHTEPUHTE NP NPOTLMKABAHE HA NIEYEHWETO C PALIVIZUMAB MIPW JIEUA C
EPOHXOMYIIMOHATIHA AMCIINASHA, B-3HHKBAULA B NIEPHHATATHWA NEPHOR

5. KPHTEPUM 34 IPORLIKABAHE HA NENEHHETO (SALIDKATENHY CA BCHAKN KPATEPUH)

W P21

1 | Ouensa wa pesyrarure or nposeneworo nevewme fenvsom va pecrupaTOPH cher s peccrTansaum

2 ; Tunca, Wa usKnioNBawM kpwTep no 7. *

AocTosapRRSc € TGATHCHTS 3 \PeAGBETa M MRS 8 TOATGKI 11 ATORUTE KCESNI

aGenexca:

“Nlpn BSUATa © recTaUMONHA B3pACT 28 ConMMLIN W 0R 20 CORNMMN © AHAIO3A BPORKORYIMONAFKG AWCIITBSWS Co
pwnara Palivizumab 20 12 Meco+Ha B3pACT, HE3ABHCHMO OT HOOBXOZMMOCTTA OF OGNS O3 NCTORHATS § Mecea.

. WKTIOUBALLIA KPATEPM (TP NIPOTLIKABAHE HA NEYEHHETO)

(CopLXIYBCTHTEHOCT K SXTHBHOTO W HAKOS 0T POMOUATO BOUISCTEA
©GpAIO CLCTORNNS ANEPERD 20 TExIO! - N0 PeLENa Ha TSKYBaULS exsn

TpOMBOLITONGHM W ABYTO HaPYLLGHHE 3 HBOCLCHPIIHETO - 10 TPOLIOHE Ha NEKYBALIS 0
'BINIO4B3H 13 GOTHAA 8 KIHMHINO PO aHe"

* KOMACHATS KORTO  Ha3HaATA T veWHBTO  AGTVORBEA SO, AT WESSGABHO 2 YBRFOMN KOMCHT 33 KGO 10 .
7872 0 L HSOK.Tes ok o S6rACRaT 8 STAGTON POTWCTLD 46 TYGAT TPaOTO CH 33 MPOAXANaMe 42 RevoNMeTD C1e
A 8 KOO OB

Orrosaps wa KpHTepwHTe 33 MpORTKABINE

W evonNETO ¢ o avenna nosa

onWGH Ka 4eHOBETo Ha KoMMCHTa:

@ GACKRAY A HSOK W VLWBAHE HATIPOTOOM 9AIPOSENTAHE A TEHENHE CPALNZUIAS W JEUA G SPOHNKONVIMOHATHA
BACASR VS SeHEOTHRIATA TOUOL
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1. NEKAPCTBEHM NIPORYKTH, scnosews o Mpunoxenss 1 Ha MIC, wonto HIOK 3annaua & cuomsercrone ¢
ReRCTSaUITE KOpNaTHENN AOKYMENTH

INN PALIVIZUMAB

I OBUMMIMCKBANNA

1. Buapacrosara rpannua ce onpeRen K Kavanoro v RSV cesoia.
2. N4 Ha3HaNGBANE Ha TEPINAR 10 POTOKGN SARWTITENHO Ce GLOGPASNBAT SHICTORHTE OPSHINEHNA CHITACHD
PATIATa XAPAKTEPHCTANE Ha CLOTBETHHSPKGCTASH TPORYXT, YTFPAGHS 10 eAa Ha M.
3. HAOK e 3ar1alia nevene ¢ A03H Wal MACAUATINO PaSDELLENTE 10 KPATEA XADAKTEPHCTHNA Ha TPORYYTa
4 HIOK He 31148 Nievete H3SbH YKa334aTS B53paCTORA (LA B ARTIGTA XAPOXTEPACTALA 1A TPOAYITa.
. KOMVCHATA, wanana nporokona wa 33011, CLxpanAsa BTOpH SKSEMTTIAD Ha NPOTOKONA W BCHUKN HEOBXORMN
ROKYMeNTH 33 WIABANETO M.

Hacmostume ulicxsanus ca paspaGomens wa 00w un. 54 u un. 55, 2 om HPL 32 Meduuumcrume dodocmu 2011
200una (06 9 18 Gp. 311.01.2011 2). u snusam o cuna om 1 woowepu 2011 2, Cuanacuo 4. 10 4a Hapedda s 10 om 24
apm 2000 & 32 ycoBUAMA U peda 33 SarnaEKS Ha NeKapCGGHy PODYKTU 10 . 262, an. 4, m. 1 om Sarona 33
TOKADCIMBOHU TDOOYTI 0 XYMaNNAa MO ULND, A MOOULLMCH USDOTLR U Ha OUOTIHU XPANU 33 POV MOOULNCR)
wonu (06w 8, 6p. 24 om 2009 2).

s

DGRV A OO 1P KSABAHE A TPOTONOM A IPOSEXTANE W TEHEHME CPALNZUNAS M LA  EPOHKON/TMOHATHA
ACASA B VSSUHEOTMAATA POV
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EKTAPALIS 3A MHOOPMUPAHO CBITACHE C UIMCKBAHWSATA 3A 3ATIOHBAHE MIPOIBIKABAHE HA
NEYEHUETO G NEKAPCTBEHWS NPOAYKT

s ponynoamcawssata

Clen W0 co sanowax G umnTA Wk TpenocTaeKa WPOPMAWA W USTIa Ka nesewsero G necapcoews
poayr..... W €neR aTo nompue WaiepraTenH OTOROPH Ha
oCTaBeNHTE OT Wew unpoc, AexnapApa e

1. Ul crassam npenop1aHara u CXeu a NoveHHe W NSPHOMHOGT HA KEKTPOMHTS e

2 PenosHo we ce sassau Ha KOMTPOTNA TSTEH W WA Aa NPONENSN CAMORCIHO WTW OB APYTO BHYLSHHE
aaaara wn repanu,

3. oW IpoycTaNGassane 4a ne<eHHETo 0PI HenPOHSTHaLIN OT PeHHTO Ha KOMHCHATa 33 eKCrepTIEM 8 PIOK
Whi KowicasTa 10 un. 78, 72 o 330, e Y8eA0uS He3aasHo Twh ci nexap w PIOK e vpia § PIOK
ToCheaHA NpOTOON 10 KOHTO Chse NOMNABAa NEKBPCTOEHHA TPORYRT:

4. lpw pocnassane Ha NOCoNGHIT YETOBWS MEXGHHTD i C YrOMGHATHR NGKAPCTAEH TPORYKT e, G MPEKpaTEHo 1
s 22 st npeToNH K HOOK.

naparop.

e, e o)

Noanwc:
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GHCKRAY A KT YLUBAHE KATPOTORO 9AIPOSENTANE W TEHENAE CPALNZUNAS HA A G SPOHNKONVTMONATHA
CTASR 8 WSSO WATA TOUOL




