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PAWHA NOPOAHOBA =

YCJIOBUA U PEJ

3a
OTIYCKAHE HA JIEKAPCTBEHH NPOAYKTH, MEJHUHHCKH H31e/IHsl H THeTHYHH
XPaHH 32 CHENHAJTHH MEIHIHHCKH LeJIH, 3ANIAIIAHH HATB/JIHO HJIH YaCTHYHO
ot H30K, kakTo H ci1y:ke0HO YAb/IKaBaHe CPOKA HA BAJIHIAHOCT HA
NPOTOKO/JIMTE 32 CKbMOCTPYBALIO JIeYeHHe HA XPOHHYHO OOJIHM MAUHEHTH,
BbB BPb3Ka ¢ H3BLHPEIHOTO M0JI0’KeHHe, 00siBeHo ¢ pemenne Ha Hapoanoro
cropanue or 13.03.2020r.

NeP/1-16-32/14.04.2020r.

Ha ocHosanue .15 u §21 ot [lpexoaHuTe U 3aKIOUYUTENHH pa3nopeada Ha
3akoHa 3a MEpKHUTe W JIeHCTBHUATA IO BPEME Ha H3BBHPEIAHOTO TMOJIOKEHHE,
00sBeHO ¢ pewenre Ha Hapoanoto chopanue ot 13.03.2020 r. (o6u. AB, 6p.28 ot
24.03.2020r.) (Hapu4aH 3a KpaTKocT ,,3aKoHa™),

HaumoHanuara 3apaBHOOCUTYpUTENHA Kaca onpejelis CAeAHUTE YCI0BUs U
pen 3a:

1. OTIyCKaHe Ha JieKapcTBeHM mpoayKTH oT [lpunoxenne Nel Ha
[To3UTHBHHUS NIeKapCTBEH CMUCHK Mo 4wi.262, an.6, 1.1 ot 3JIIIXM (Ilpunoxenne
Nel wa TDIC), MeOMUMHCKH W3eJMS M AUMETHYHHU XpaHu 3a ClelHaaHH
MEIMIMHCKH LIeJM 3arjaiiaHd HanbiHo wiv vactuuHo ot H3OK 3a gomaiino



JIeYeHHE Ha 3PaBHOOCUTYPEHM JIMLA C XPOHHYHHM 3a00J/iABaHUA, Ha KOWUTO €
u3/ageHa ,,PetentypHa KHUXKKa Ha XpPOHUYHO O0JHUA™;

2. Ciy)KeOHO yJIbJKaBaHe CpOKa Ha BaJIMAHOCT Ha W3JaJCHUTE H
YTBBPJeHH ¢ perreHue Ha yrpasurens Ha H30K npoTtokonn 3a ckbIocTpyBallo
JeYeHHe Ha XPOHUYHO OOJIHM MAaUMEHTH, KOUTO WU3THYaA 10 BPEME Ha JE€HCTBUETO
Ha 3aKoHa.

I. OrnyckaHe Ha JleKapCTBeHH NMPOAYKTH, 3aIJIAIIAHH HANBJIHO HJIH
yactuuyHo ot H30K 3a gomamiHo JeyeHHe Ha 3APABHOOCHI'YPEHH JIHLA ¢
XpPOHHYHH 3a00/IsIBAHUS, HA KOHTO e H3aaaeHa ,PeuentypHa KHHMKKA Ha
XPOHHYHO OOTHHA:

Cwenacno un. 15 om 3axona 3a mepkume u Oelicmeusma no epeme Ha
U36bHPEOHOmMO nonodiceHue, 0baseHo ¢ pewenue Ha Hapoonomo cvoparue om 13
mapm 2020 é. ,, Anmexume modxce 0a omnyckam 1ekapcmeeHu NPOOYKmu camo no
peyenmypHa KHUdcka, ez npedcmagsane HA peyenmd, cvodpazHo nocieoHo
BNUCAHUME 8 PeyenmypHama KHUNCKA OaHHU 3d OMNYCHAmMu J1eKapcmeeHu
npodykmu npu ycroeus u no peod, onpedeirern om H3O0K, oo ommana na
U3BLHPEOHOMO NOAONCEHUE U 2 Mecelya ced He2o8ama ommsna. .

B u3mbiHEHHe HA MOcoYeHaTa 3aKOHOBA HOpMa, BCsKa alTeKa, KOATO WMa
nerctBaur gorogop ¢ H3OK 3a ormyckaHe Ha J1eKapCTBEHH MPOAYKTH,
MEIUIIMHCKH W3IeNTHsS M JIMEeTUYHH XPaHHW 3a CHNeLHaJHH MEIULHMHCKH LIeNTH 3a
JIOMAIIIHO JieueHHe, MpH MpeacTaBsHe OT MNPAaBOMMALLOTO JHLE (MKW OT APYro
JHIE, TPUHOCUTEN Ha OKYMEHTa) camo Ha ,PelentypHa KHHXKKa Ha XpOHHYHO
oonuusa” (rmo obpazen cbra. Ilpunoxenue Ne2 | IIbpBHYHM MEIHIIUHCKH
JTOKyMEHTH™ KbM HallMoHamHHUs paMKOB J0rOBOP 3a MEIMILIMHCKHTE JEHHOCTH 3a
2020-2022r. (HPJ] 3a M/I)), Oe3 npexacraBsiHe Ha peuLernTa, cliejBa ja OTIycKa
NleKapCTBEHUs/UTE MPOAYKT/H, ChOOPA3HO MOCIEIHO BIIMCAHUTE JaHHW B ChllaTa
3a OTIYCHATHS/TE TIPOIYKT/H.

3a [1a OTHyCHE JIEKAPCTBEHHUS/Te MPOAYKT/U MO BbBEICHUS W3BLHPEJEH pel,
anTekara cieasa Oa CbOJOJaBa Aand OT JaraTa Ha IOCIEAHOTO BIIMCBAHE B
peLienTypHaTa KHMKKa € M3TeKbJ CPOKbT, OCHIypsBall ITbJIHOTO M3MbJIHEHHE Ha
TepaneBTHUHATa cxeMa. He ce nomycka oTmycKaHe IO TO3M H3BBHpEICH pell Ha
JIeKapCTBEHH MPOAYKTH, aKO HE € M3TeKbJI CPOKLT Ha TEpaneBTHYHATA CXeMa,
KOHTO Ce CuYMTa, 4Ye 3aroyBa Ja Teue OT Jarara Ha IOCIEIHOTO OTIYCKaHe,
BIUCAHO B pelleNTypHaTa KHUKKA.

M3BbHpeHUST pell 3a OTIMYCKAaHe Ha J1€KapCTBEHH MPOAYKTH € TMPHIIOKHUM B
CJIEIHUTE CIIyYaHu:

L 3IpaBHOOCUTYPEHO JIHIIE C XPOHUYHO 3a00J1sBaHe UMa HEOOXOAUMOCT
OT JIeKapcTBEH/W TPOAYKT/M 3a JiedeHWe Ha ToBa 3aboligBaHe, KOUTO He ce
MpeAnucBaT C MPOTOKOJI, @ CAMO C peLienTypHa OjaHKa, U3/1aBaHa ciefl rnperiei ot
neKap OT JieueOHO 3aBe/ieHHMe — M3IMbJIHUTEN Ha M3BbHOOJHMYHA MEIHIHHCKA
nomout (MMII); B ciyuyast - Ha JHMLETO He € M3JajJeHa pelentypHa OnaHka OT
JeKapst, Mopajd NPUYHMHH, CBBP3aHM C BBBEJEHOTO M3BBHPEAHO [OJIOKEHHE
(OorpaHHYeHO NMpeaBHKBaHEe, HEOOXOIMMOCT OT JOMalLIeH NPECTON M0 MEJMLUMHCKH
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MOKa3aHUA U Jp.); B TO3U Cliyyail THIEeTo (MU JApYT MPUHOCUTEN Ha pelieNTypHaTa
KHIKKA) TpejcTaBsl pelentypHara KHH)KKA M anrekata OTIyCcKa CBIIHs/Te
JeKapCTBEH/U MPOAYKT/H (T.e. JeKapCTBeH/W MPOAYKT/H cbe cbims/te H30K
Koi/OBe), Jl03a M TepaneBTHYHA CXeMa, CBbIVIACHO TIOCIEOHO BIIUCAHHTE B
peLEeNTypHaTa KHUXKKA; alTeKaTa, OTNyCcKAalla JeKapcTBeHHUs/Te NMpoayKTa/Te
N0 TO3H H3BbHpeIeH peld, cjeaBa JjJa € Ccbliara, OTNYCHAJIA TMOCIeIHO
JIEKapCTBEHHS/Te MPOAYKT/H CHIJIACHO MOCJIeIHO BIHCAHMS/Te B JAHHH B
peLepTypHATA KHHKKA (BMIHO OT MeYaTa B peHeNnTypHATa KHHIKKA); NMpH
HEBB3MOKHOCT OTINYCKAHETO /A c¢e OCbUIeCTBH OT ChblIaTa anTeka,
3APABHOOCHIYPEHOTO JIHLe c/1elBa Ja ce 00bpHe KbM JIleKap 3a H3/laBaHe Ha
HOBa pelenTypHa OJIaHKa; TOCIEJHOTO OTIYCKAaHE Ha CBHIIUTE JIEKApCTBEHH
NPOAYKTH, JaHHHUTE 3a KOETO ca BIMCAHM B pelenTypHaTa KHHXKKa, cleaBa JIa e
OCBLIECTBEHO B PAMKHTE Ha 10 3 Mecella Npe/Id HACTOSIOTO OTITYCKaHe;

2. 3JJpaBHOOCUTYPEHOTO  JIMIE C XPOHUYHO 3a0oisdBaHe HWMa
HEoOXOIUMOCT OT JIEKapCTBEH/M TMPOJAYKT/M 3a JiedyeHHe Ha ToBa 3abojisBaHe,
KOMTO ce INpEeANUCBAT ¢ MPOTOKON M pellenTypHa OnaHka, U3JaJeHa OT JeKap OT
neuebHO 3aBenenue - UMIL; B ciydas - Ha JTUIETO He € M3lajeHa pelentTypHa
Omanka ot HMMII, nopagu npuyuHU, CBBP3aHM C BBBEIACHOTO H3BBHPEIHO
MOJIO’KEHHE — OrPaHUUYEHO Npe/BUKBaHe, HEOOXOAUMOCT OT TOMAIIIeH MPEeCTOH Mo
MEJMLMHCKH MTOKa3aHHUs U JIp., HO JHLETO UMa BaJHIeH MPOTOKOJ HIH TaKbB ChC
CIIy»eOHO yIbJDKEH CpOK Ha BaJMIHOCT cbriacHo §21 ot [13P Ha 3akona; B TO3M
cily4ail nULeTo (MM OpYyr MPUHOCUTEN Ha pelerTypHaTta KHUKKa) MpeJcTaBs B
anTekara peuernTypHara KHUXKKa M IMPOTOKOJa, M anTeKaTa OTIYCKa CbLIus/Te
JTeKapCTBEeH/M NMPoayKT/ (T.e. ¢be chiusgs H30OK kon Ha nekapcTBeHUS NPOIAYKT),
1032 U TeparneBTUYHA CcXeMa, ChITIACHO TMOCJEJHO BIHCAHWTE B pellenTypHaTa
KHIDKKA; anTeKaTa cjelBa Ja € CbIIaTa, OTIYyCHAJa JieKapcTBeHus/Te
NPOAYKT/H CBHIJIACHO TOCJeHO BNHCAHHS/Te B JaHHH B peLepTypHaTa
KHIKKA (BHIHO OT MevyaTa B pelenTypHATAa KHUKKA); MPH HEBb3MOKHOCT
OTINYCKAHETO /12 ce OCHIIECTBH OT ChINATA aNTeKa, 3IPABHOOCHTYPEHOTO JIHIe
cjelBa 1a ce o0bpPHE KbM JieKap 3a H3JaBaHe HA HOBA peuentTypHa 0J1aHKa;
IIOCIIeTHOTO OTIyCKaHe Ha ChIIMUTE JEeKAPCTBEHU MPOJIYKTH, JaHHUTE 3a KOETO ca
BIIMCAHU B pelieNTypHATa KHHUXKKa, Clle/lBa /1a € OCBIIECTBEHO B PAMKHUTE Ha 10 3
Mecela Mpeju HacTOSIIIOTO OTIyCKaHe.

BAXHO! U3BbHpeaHUAT pell 32 OTIIyCKaHe HA JIEKAPCTBeHH NMPOAYKTH,
sanaamanu ot H30K, ce npuaara camo B cjyyadTe, KOrato JIHIETO HAMA
u3aazeHa peuentypHa 6n1anka oop. M3-H30K NeS/ peuentypha G1anka o6p.
M3-H30K NeSA, niau xorato Ha mM3aJeHaTa pelenTypHa 0JIaHKa e M3TeKbJl
CPOKBT H HAa BAJMIHOCT (CPOKBT, B KOHTO MOxe Aa Oble H3NbJHEHA B
anrteka, ckiawuniaa goropop ¢ H30K). KoraTo 3apaBHooCcHTrypeHO JiHLle HMA
u3iajgeHa peuentypHa 6aanka oop. M3-H30K Ne5/ peuentypna 61anka o0p.
M3-H3O0K NeSA, kosiTO € B CPOK HA BAJHIHOCT, NpeCTABSA ChIIATA, 32€JHO C
pelenTypHaTa cH KHHKKa, B anreka, padorema mo aoroop ¢ H30K. B
cJay4yai Ha BaJIMHA pellelNlTa, ChIIAaTa MoKe Ja ObJe H3NbJIHEHA BbB BCSAKA
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anTexka Ha TEPUTOPHATA Ha cTpaHarta, pabotemia nmo gorosop ¢ H30K, mo
00HYalHHUSA YCTAHOBEH 3aKOHOB pe/l.

B caydaure nmo 1.1 u 2, ako lekapcTBeHHsS/Te TIPOAYKT/H e/ca OWI/m
npeanucan/u ¢ petentypHa onanka M3-H30K NeSA, 3a nocieaHo oTmyckaHe ce
CUMTA NOCJEJHUAT U3IIbIHEH OTPA3bK, ChIJI. BIUCAHUTE B pelIeNTypHATa KHHKKA
TAHHMU.

Koraro antekaTa e ycTaHOBWJA, He ca HAJIUIE BCUYKKH T[OPENOCOYCHH
YCIIOBHS 3a OTIIyCKAHE Ha JIEKapCTBEH/U MPOAYKT/U caMO M0 pelenTypHa KHHKKa,
0e3 npescTaBsiHe Ha pelenTa, H3BbPIIBa CIeTHOTO:

1. B anTe4YHHUs coTyep, ¢ KOWTO paboTH amTekata B U3MBJIHEHHE Ha
poroeopa ¥ ¢ H3OK, xkpM penentypHara OnaHKa, MO KOSITO € H3BBPUICHO
MOCIIETHOTO OTIIYCKaHe, ce TeHepHpa ciyxebHa peuenta ,,S“/ciyxedeH oTpsS3bK
»S", KOWTO ce cyuTa [OMbJIHUTENEH KbM peuentypHara Omanka NeS mo
MOCIEHOTO OTIIyCKaHe, pecl. KbM OTps3bK OT pelentypHa Omanka NeSA; B
cnyxkeOHa peuenta ,,S“/cinyxkedeH OTpsA3bK ,,S” aBTOMAaTHUYHO C€ TIeHEpUpaT
JaHHUTE OT MOCJeJHaTa pelenTa/oTpsa3bK, KaTo pasznuka ce HabawaaBa B jgaTara
Ha OTIYyCKaHe, a Bb3MOYKHA pa3ivKa € peuMOypcHaTa CTOWHOCT W/WTM CTOHHOCTTA,
3arialaHa oT NalHueHTa;

2, OTITYCHATUTE JIEKapCTBEHW MPOIYKTH OT anTeKaTa ce BbBEXKIAT B
peuenTypHaTta KHMXKKA C JaHHMTE 3a OPEeANMCaHM W OTIYCHATH JIEKAPCTBEHU
NPOAYKTH MO CIy)XeOHa peuenta ,,S/cinyxedeH oTpsA3bK ,,S7.

3, MpU M3MBJIHEHHWE Ha ciyXebHaTa peuenta ,,S*/cinykeOHUsIT OTPs3bK
,S%, anTeKarta MombJIBa ClIeJTHUTE PEKBU3UTH B pelieNTypHaTa KHUKKA:

3.1. B uactra ,Jlpennucanu nexapctea“ ce nombiasar camo ,,H30K-kon*
Ha JIEKapCTBEH MPOAYKT M ce u3mucBa Oyksara ,,S%;

3.2. B yacrra ,,OTnycHaTd OT : B pellenTypHaTa KHMKKa Ce€ MNOIbJBAT
CrleIHUTe pekBu3UTH: ,Jlata Ha ornyckane™, ,PerucrpauuoHeH HoMep Ha

anTtekara®; ,,OTmycHan (MOANUC U NeyaT Ha anTekaTa)®.

PernamentupanusT B wi.l5 oT 3akoHa W3BBHPENEH pel He OrpaHuyvaBa
npunaraHe Ha oOIMs pen, npeasuaeH B Hapeoba Ned om 20092. 3a ycnosuama u
peoda 3a npednuceare u omnyckaue Ha aexapcmeeru npooykmu v B HPJI 3a M/ 3a
2020-2022r., npu KOHTO 3a NpeArnvcBaHe Ha CbOTBETEH JIEKAPCTBEH MPOAYKT Ce
W3/1aBa MPOTOKOJ W pelienTa, WK camMO pelenTa, Cled OCBLIECTBEH Iperiel OT
KOMHCHS B JleueOHO 3aBe/ieHue, M3/aBallia MPOTOKOJIa, PECIL. Iperie]l OT JeKap oT
neyeOHo 3aBeneHue — UMI1. Ha nunara, xouto ca nocetunu MMIL U cboTBeTHUS
JeKap, Clell OChIIECTBEH Mperjes, € NpelueHrn HeoOX0IUMOCTTa OT JIeKapCTBeHa
Tepamnus Ha XPOHWUYHOTO UM 3aboJsisiBaHe, ciiefBa Ja ObJaT W3aBaHU peLeNTH,
pecr. mpeanucBaHu jgekapcTBeHd npoayktu ot [Ipunoxenue Ne 1 Ha TTJIC 3a ToBa
3abonsIBaHe.

Koraro ¢ peuentypna Onanka mo oOpazeny M3-H30K NeSA B ornenHute
OTPsA3BLM € MNpeAnucaH eIMH W CbIIM JEeKapCTBeH MPOJIYKT, HO B Pa3IHYHO
KOJIMYECTBO, T.e. 3a Pa3JHU4YeH IO TPOABIDKUTENHOCT MEePUOJ] Ha Tepamnus, U €
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OCBILECTBEHO OTIIYCKaHE MO BCHYKH OTPSA3bIM OT pelenTypHaTa OJaHKa, B TO3M
CIIy4all anTekara M3BbplIBa OTIYCKaHE Ha JIeKapCTBEHHUs MPOAYKT B KOJIHYECTRO,
€IHAKBO C OTIYCHAaTOTO TO T[OCJIEIHUS H3IBJIHEH OTPSI3bK, BIKCAHO B
peLenTypHaTa KHUKKA.

Korato ¢ peuentypna Onanka no obpazenr M3-H30K NeSA B oTmennute
OTPA3BLUM C€a MNPENNMCAHH pPa3NWYHU 10 BUA W/WIM [O03UPOBKA JIEKAPCTBEHU
NPOAYKTH, U € OCBILUECTBEHO OTIYCKaHe M0 BCHYKH OTPS3bLUM OT pelenTypHara
OsaHKa, B TO3M Clly4ail 32 BpeMeTO Ha H3BBHPEIHOTO TMOJIOKEHHE He ce U3BbPIIBA
OTIYCKaHe Ha JIeKapCTBEHUs MPOAYKT OT anTekaTa B J03aTa MO TOCIeTHUs
OTPSI3BK, W3MBJIHEH M BIIMCAaH B PEUENTypHATa KHWXKKA, a 3[PaBHOOCHUTYPEHOTO
JULE ce Haco4yBa KbM Jiekap oT sedeOHo 3aBeneHue - MMII 3a nmpenusupane Ha
TepaneBTHYHATa CXeMa.

Koraro ¢ peuentypna Onanka no oopazeu M3-H30K NoeSA ca npennucanu
JBa WJIA TPU JIEKAPCTBEHU NMPOJIYKTA, KATO NPEJNUCAHUETO B OTAEIHUTE OTPSA3bLU
3a BCEKM NMPOAYKT HE Ce€ pasjiiyaBa, HO TIPU H3MBIHEHHWE Ha TPETHUs OTPSA3BK ca
OTIIyCHATH 4YacT OT NPEANUCAHUTE JIEKAPCTBEHW IPOAYKTH, U MO BpeMe Ha
W3BBHPEIHOTO TMOJIOKEHUE 3/IPaBHOOCUTYPEHOTO JIMLIEe IPEICTAaBU B anTekara
peuenTypHaTa CH KHKXKKa C HAacTOsiBaHe 3a OTIyCKaHe OT Hes Ha BCHYKH
JEKapCTBEHU MPOAYKTH TNPEINHUCAaHU C TPeTHs OTPA3bK (HaHHHUTE 3a KOETO ca
IIOC/IEHO BIIMCAaHW B pELENTypHaTa KHWXKKA), TO B TO3M CJydyall JUUETO ce
HacouBa KbM Jiekap or jededHo 3aBenenue — MMIL B To3u cnyuait maructsp-
(dapmalleBTBT OT CHOTBETHATA aMTeKa BIHCBA B MOJIE ,,[TPEANUCAHN JIeKapCTBEHH
MPOAYKTU™ Ha pelentypHarta KHHXKKa cileaHus TekcT: ,,Hacouma ce kpm OITI™.
MarucTtbp-papMaleBTbT U MPABOMMAIIOTO JHIIE/TIPHHOCHTENSI HA pellenTypHaTa
KHMIKKa ce noanucar. ChUIOTO MPAaBUIIO ce Mpujiara U Npu npeanucaHue Ha aBa
WK TPH NMPOIYKTA ¢ pelienTypHa Oanka no oopazerr NeS.

3aKOHOYCTaHOBEHHUAT OOJeKUeH peXHM 3a OTIyCKaHe Ha JIeKapCTBEHH
npoaykTH, 3aruiamand or H30K 3a nomainHo neuenue (Ilpunoxenue Ne 1 Ha
[JIC), 6e3 npeacTaBsHe Ha pelenTypHa OJaHKa, ce Mmpujara B cilyyauTe, KOrato
He ce Hajara mpoMsiHa B TeparusTa Ha 3/[paBHOOCUTYPEHOTO JIMlle, YCTAaHOBEHA OT
NeKyBaUlMsl JeKap cie] KOHCyJTauus ¢ Juuero. B Te3u cinyvau, B neproaa Ha
BHBEJIEHOTO HM3BBHPEIHO TOJIOXKEHHE 3a 3JPaBHOOCHTYPEHUTE JIMLA, KOUTO Ca
M3T0JI3BAN [SUIOTO KOJIMYECTBO OT JIEKAPCTBEHUTE CH MPOAYKTH , TIPEANHCAHH 110
peLienTypHa KHWKKa U He e HajdWyHa BaluaHa peuentypHa oganka (Ne 5 mam Ne
5A), ce qomycka OTIYCKAHETO Ha ChIUMTE JIEKApPCTBEHHM TPOAYKTH, 0Oe3
npeacTaBsHE Ha pelenTypHa OJaHKa, B ChlLIAaTa anTeka.

Korato nekapcTBeHWTe TPOAYKTH ca OTINYyCHaTH I[P YCJIOBUATA Ha
M3BBHPEIHUSA pell, U3ITBIHUTEIUTE M0 JOrOBOPH 3a OTIYCKAaHE Ha HAITbJIHO WM
YaCTHYHO 3aIlTaTeHU JIEKAPCTBEHU MPOIYKTH, MEAMLUMHCKH W3JEIUs U IHEeTHYHU
XpaHH (arTeK|uTe) ce OTYUTAT €TUHCTBEHO Bb3 OCHOBA HA MOITBJIHEHUTE JaHHU B
codTyepa Ha arnTekuTe, oOpadoTBall peuentypHuTe OgaHku. B eslekTpoHHuUs
OTHeT Ha amnTekara 3a JaJeH OT4YeTeH I[epUOJ C€ BKIIOYBAT [E€HEPUPAHMUTE
CIy)eOHU penentu ,,S* u cayxkeOHu oTps3buu ,,5”°. H30K me 3annama Ha
alnTeKUTe Bb3 OCHOBA Ha MoOAaJeHUs eneKTpoHeH oT4yeT B XML dopmar mpe3

[THUC.
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Koraro nexapcTBeHUTEe NPOAYKTH ca OTIYCHATH TMpH YCIOBUATA Ha
0o0HYaliHUs 3aKOHOYCTAHOBEH pell (T.€. OTIYCKaHETO € U3BBPLICHO B HU3MbJIHEHUE
Ha IpeJCTaBeHa BajMIHA pelerTa), anTeKUTe ce OTYMTAT IO pejia, YCTAHOBEH B
jporosopute cu ¢ H3OK (t.e. upe3 mpencraBsHe B P30OK Ha exseMmisp ot
U3IBIHEHUTE PELIETITH U eJIeKTPOHEH OTUeT).

KoHTponbT 3a oTmyckaHeTo Ha JeKapCTBEHH TPOIYKTH IO HACTOSIIMTE
ycioBus U pej ce uspbpiiBa oT H30K 4pe3 uzuckBaHe Ha peUenTypHUTE KHUKKH
OT JMLaTa, Ha KOUTO ca OTIYCHATH.

[Ipy HOBOM3IaZEHH NPOTOKOJH, KOHUTO ca 3aBepeHH B choTBeTHata P30K
cien 13.03.2020r., 31paBHOOCUTYPEHOTO JHLE clefBa Ja ce oObpHE KBM CBOS
o0LIONpaKTUKYBAIl JieKap 3a M3JaBaHe Ha pelenTypHa OsiaHKa, ¢ KOSTO Aa My
ObJIaT NpeanMcaHy JeKapcTBaTa Mo npoToKoJa.

B obOxBaTta Ha M3BBHPEIHHs peld 3a OTIYCKaHe, perjamMeHTHpaH B 4i.15 ot
3aKoHa, ce BKJIIOYBA M OTIYCKaHETO Ha MEIMLMHCKU U3METUSI U AUETUYHH XPaHU
3a CreLUalIHi MEIULUHCKY LeNH, C U3KITIOUeHHE Ha TeCT-JIEHTHTE 32 CAMOKOHTPOJI
Ha KpbBHarta 3axap. [Ipu TecT-leHTUTe 3a CAMOKOHTPOJ Ha KpbBHATa 3axap ce
npwjiara yCTAaHOBEHHSAT peJl 3a TMpeArnucBaHe OT OOIONMPaKTUKYBaIll JieKap,
BIIUCBaHE B peLENTypHaTa KHUW)XKKA Ha TNpPENNHCaHUeTO U 3aBepsiBaHETO i B
ceorBeTHaTa P30K. Ha TOBa OCHOBaHMe, OTIYCKaHETO OT aNTeKUTE Ha TecT-
JEHTUTE 3a CaMOKOHTPOJ Ha KpPBbBHATA 3aXap Ce€ OCBIIECTBSABA MPH HaIU4He Ha
perienTypHa OJaHKa.

II. Cavike6HO VABLJKABAHE CPOKAa HAa BAJHJIHOCT Ha H3AaJeHHTE H

VIBbPJEHH ¢ pemieHde Ha vnpaBureas Ha H3OK nporokoam 3a

CKBIIOCTPYBALIO JiedeHHe Ha XPOHHYHO 0O0JIHH NAaUHEeHTH, KOWTO HM3THYA IO

BpeMe Ha JAeliCTBHETO Ha 3aKoHAa:

Cwvenacno § 21. om I13P na 3akon 3a mepkume u 0elicmeuama no epeme Ha
U38BHPEOHOMO noaodceHue, 004a68eHo ¢ peuterue Ha Hapoonomo cvbpanue om 13
mapm 2020 2., cpokvm Ha 6AIUOHOCM HA NPOMOKOAUME 3a CKbROCMPYSAUO
Jleyenue Ha XPOHUYHO OOIHU NayUeHmY, KOUmo Usmuia no epeme Ha oetcmeue Ha
mo3u 3aKoH, ce yowvaxcasa cayxceono om H3OK 3a epememo na uzevHpeoHomo
noaodcenue u 2 meceya ciied He2o8ama OMMAHA, NPU YCI08US U NO peo, onpeoeneH
om H30K.

CnyxxeOHOTO ymb/KaBaHe Ha cpoka Ha BanuwaHoct Ha . JIIporokon 3a
IpeANnMUCcBate Ha JieKapcTBeHH MpoaykTH, 3amnamadu oT H30OK/P30OK", ce otHacs
3a BCUYKH MPOTOKONH, M3THYALIM MO BpEeME Ha JCHCTBMETO HAa HM3BBHPEIHOTO
noynoxenue, T.e. oT 13.03.2020 Bk11. 10 HeroaTta oTMsHa. (3a obnacture [lneseH u
["abpoBo, Mo u3kmwYeHue, e npuaoxumMa HayanHa aata 08.03.2020 r., na KosTo e
o0sBeHa kapaHTuHa). CpOKBT Ha BAIUIHOCT HA T€3U MPOTOKOJIU Ce yIbJKaBa 3a
BpPEMETO Ha U3BBHPEIHOTO MOJIOKEHHE U 2 Mecella clie]l Heropara OTMsHa.



B cnyyaii, 4ye CpOKBT Ha BAJMIHOCT Ha [1aJ€H MPOTOKOJ € M3TeKbJ Npeau
13.03.2020r., He ce npunara paznopeadara Ha §21 or [I3P Ha 3akoHa. B TO3HM
cly4ail 3JpaBHOOCHUTYPEHOTO JMUE CleABa Ja MOATOTBH JTOKyMEHTaUusl [0
M3/1aBaHe Ha HOB MPOTOKOJI 3a MpOJAb/kKaBaHe Ha TepanuAra (B T.4. KIMHWYHA
OllIeHKa, Ja0OpaTOpPHH M HWHCTPYMEHTATHW u3cieaBaHusi). T.e. M31aBa ce HOB
npoTokon mno oduwusa pea, npeasuaeH B HPJI 3a MJl u IlpaBuinuka 3a
yCTpOHCTBOTO U JeiHocTTa Ha H30K.

CnyxeOHOTO yAb/KaBaHe CPOKBT Ha BaJUIHOCT Ha TOPENOCOYEHHTE
MPOTOKOJIM Ce OTpa3sBa B MHTerpupaHara wHdopmauuonHa cucrema Ha H3OK.
XapTUeHUTe HOCUTEIM Ha Te3W MPOTOKOJM He MOJUIekKAT Ha Ipe3aBepsBaHe B
P30K.

He ce yampmkaBa cilyKeOHO CpPOKBT Ha IIPOTOKOJIUTE, ¢ KOUTO ca
MpearnucaHy JIeKapCTBEHH TPOIYKTH 3a caeIHUTe 3a005BaHUs, 3a JEUEHUETO Ha
KOMTO ca IpHeTH cboTBeTHUTe M3uckBaHus Ha H30K, nybaukyBaHu Ha HHTEpHET
ctpannuara Ha H30K:

- Xpounuuen Bupycen xenatut C — , 3uckBaHus 3a jedyeHue Ha XPOHUYEH
BUpyceH xenaTUT C B M3BBbHOOJHUYHATA NOMOLL" — JIEYEHHETO € €HOKPATHO C
onpenesaeHa Npob/KUTETHOCT;

- XeMaHrHoMH B KbpMauecka H paHHa JeTcKa Bb3pacT B
H3BbHOOIHHYHATA mnoMom — ,M3uckeanus nHa H3O0K npu neyenue Ha
XeMaHTHOMH B KbpMayecka W paHHa JeTCKa Bb3pacT B U3BBHOOIHMYHATA MOMOLIL™
— mpunoxeHueto Ha Propranolol e 3a onpeneneH nepuong U B CbOTBETCTBHE C
aKTyaJIHOTO TerJ1o;

- Bbpouxonyamonaana aucnaasus — M3ucksauus Ha H30K nipu neyenue ¢
Palivizumab Ha 1ema ¢ OpoxonyiMoHanHa JIMCIUIa3Hs, Bb3HMKBAILA B
MepUHATANHUSA TMEePHOJ, HUCKO Terjo TpPH PaxJaHETO U BPOAEHU ChpJEYHH
mandopmanuu’ — npodunaktukara ¢ Palivizumab ce nposexaa BeIHbK MOJIHIITHO
3a mepuoj o 150 nHW mo BpeMe Ha OuyakBaHW MNMepuoAM Ha puck or RSV B
OOLIECTBOTO.

CnuchKbT ¢ JIEKApCTBEHMTE MPOAYKTH 3@ JIEYEHHE Ha T[OPEnoCOYEHUTE
3a00/IBaHKs, MMPH KOUTO HE ce JIOMycKa CiyKeDHO yabiKaBaHe CpOKa Ha
BAJIMIHOCT Ha MPOTOKOUTE, € MpHiokeHHe Nel KbM HACTOSLIMTE Y CIIOBHUS U PeLl.

II1. Jauuu B anTeynusi coryep:

B anteynus codryep, ¢ KOiHTO paboTH anrekaTa B U3IIbIHEHHE HA 10rOBOpa i
¢ H30K, kb™m penentypHata OjaHka, IO KOATO € W3BBPIIEHO [OC/ICIHOTO
OTIyCKaHe, ce reHepupa ciaykeOHa penenta ,,S*/ciayxedeH oTpsA3bK ,,.S”, KOUTO ce
CYMTA JOMBJIHHUTENEH KbM pelenTypHarta 01aHka Ne5 ro rnocjieiHoTo OTIycKaHe,
pecr. KbM OTPs3bK OT peLentypHa o1anka Ne SA.

B cnyxkebua peuenta ,,S“/cayxeOHUst OTpA3bK ,,.S” aBTOMAaTH4HO ce
reHepupaT/BLBEXK/1AT JaHHUTE OT MOCJeAHaTa PEeLenTa/oTpsA3bK, KaTo pa3juka ce
HabarofaBa B jJarara Ha OTIycKaHe (reHepupa/BbBeXJa ce aKTyalHarta jaTra Ha
OTIyCKaHe), a Bb3MOKHA pa3liika € peuMOypcHaTa CTOHHOCT M/MIIM CTOHHOCTTA,
3arjanaHa oT rnalueHTa.



Pazpaborunumre Ha antedeH codTyep ce ymemomssar or H30K 3a
HaJIOXUTENIHO CIIeIIHO pa3paboTBaHe B anTedyHUs cobTyep Ha CIEIHHUTE
GYHKUIMOHATHOCTH

® JOIIBJIBAT C€ M3UCKBaHUATA KbM codryepa. MHbpopmauusTa na Obae
nyOnukyBaHa Ha caiita Ha H30K B pyOpuka ,,cohTyep anrexu®.
® HOBHUTEe (PDYHKIIMOHAIHOCTH ca:

Bb3moxHocT, no wunentudukarop Ha 30JI, 3a wH3BeKIAHE HA BCHYKH
nocjaenHo w3nbIHeHH peuentd Ha 30JI ¢ u3bop Ha peuenta, KOATO Ie ce
M3ITHJIHSIBA,

BB3MOXKHOCT 3a aBTOMAaTMYHO 3apelkIaHe Ha [aHHUTe OT T[ocjeaHaTa
U3IbJIHEHA pelenTa, 0e3 BB3MOXKHOCT 3a KOpPeKIMs, ¢ W3KIYeHHe JaTaTa Ha
OTITyCKaHe MO OTPA3BK ,,S%;

@DyHKIMOHATHOCTUTE ca MPHIOKHUMHM KaKTO 3a OTIYCKaHe Ha JIEeKapCTBEHH
NPOJAYKTH, TaKa M IPH M3IIbJIHEHUE Ha PELENTH 3a OTIIyCKaHe Ha MEJIUIMHCKH
U3JeNHs U XpaHH 3a CTeIHATHA MEIUIIMHCKH LIEJTH.

IV. 3aBepka Ha HOBH pelenTYPHH KHHKKH HJH BIHCBAHE HAa HOBH
AHATHO3H B pelenTYPHH KHHKKH:

Bceska P3OK onpenens e-mail agpec, Ha KoiiTo mocTbnBa uHGOpPMALUsS OT
o0LIONpaKTUKYBAIIUTE JIeKapH, TMOJAMUCAHA C  eNeKTPOHEH [OAINKC, 34
HOBOM3/Ia[IeHU PELENTYPHU KHMXKKH, C TIOCOYeHa JaTa Ha W3[aBaHe, W 3a HOBU
JWarHo3u B pelenTypHa KHWXKa, C JaTa Ha BIIM3aHe B CHUJIa HA JHATHO3MUTE.
Hudpopmanusara ot OIJI ce nogaBa BbB GopmaTa ChriaacHo npunoxeHue Ne2 KbM
HACTOALLIUTE Y CIIOBUS U pejl.

Ha 0a3ara Ha nonyuyenarta undopmauus, P3OK HezabaBHO BbBeXka JaHHUTE
B PETUCTHD ,,PeuenTypHH KHUKKHU,

3a BbBEJCHUTE TI0 ONMUCAHUS peJl JaHHU B PETUCTBP ,,PellenTypHH KHIXKKHU B
P30K ce BoaM OONBJIHUTENEH PErUCTBP, € LeJ W3BBbPLIBAHE HA I10CIIE/BAalLl
koHTpoJ. P3OK npenocrass npu nouckBaHe or H30K naHHU OT TO3M perucTsp.

B cnyuaii Ha W3/1aBaHe Ha HOBA ,,PerienTypHa KHHXKKa Ha XPOHUYHO O0ONIHUA",
anTekaTa OTIYCKa JIeKapCTBEHUTE MPOJIYKTH IIPU Cla3BaHe Ha yCIIOBUATA U pela,
MOCOYEHH B IMPEIXOIHHTE TOYKH, Oe3 a € HeoOXOAMMO 3aBepsBaHeTO Ha
penenTypHa KHWKKa B chorBeTHata P3OK. B kHmxkkara e HeoOxomumo ga ca
MOTTBJTHEHW CHOTBETHUTE PEKBU3UTHU C JaHHUTE 32 OOLLONPAKTUKYBALMs JIEKap Ha
JULETO.

[Tpu peuentypHa KHHXKa, MPU KOATO HSMa BB3MOXKHOCT 3a BIIMCBAaHE Ha
HOBHM JaHHHW MMOpaad M3uepnBaHe Ha obema i, 3a BpeMeTO Ha M3BBHPEIHOTO
MoJIO’KeHHe M 2 (1Ba) Meceua clie]] HeropaTa OTMsiHa CE JIOMYCKa JOIMBbJIBAHETO H
ChC CTPaHULM MO oOpa3zel cbhrilacHO npunoxeHue Ne3 KbM HacToslUTE YCI0BUS
v pen. CTpaHULHUTE ce pasmeyaTBaT OT MarucTup-hapmaiieBTa B anTekaTa M ce
n00aBiIT KBbM pelenTypHata KHIKKAa. B To3W ciydail He e HeoOXOIUMO
3JpaBHOOCUTYPEHOTO JIMIle [a TII0CeTH OOMIONPAKTUKYBAIUS CH Jiekap 3a
pa3nedarka Ha CTPaHULIM OT MEUIIMHCKHUS co(Tyep Ha JeKapuTe.



Hacrosumre YcenoBus u pen ca usrorBeHd ot H30K crien koHcynrauuu c
boiarapckus nekapcku cbio3 U ¢ bbarapekus hapManeBTHUYEH ChIO3.

YcnoBusita U pefa ce nyoauKyBaT Ha WHTepHeT cTpaHuiata Ha H30K, kakto
M ce JIOBeXAT JIO 3HAHUETO Ha BCHYKH M3ITBJIHUTEIM HAa MEUIMHCKA MOMOIIL M0
noroop ¢ H3OK, kakTto M 10 BCHYKM TBHProBUM Ha JpeOHO ¢ JIeKapCTBEHH
MPOAYKTH, OTIYCKAILM JIEKAPCTBEHU MPOAYKTH, METULIMHCKH W3/1e/TUsl U THETUYHU
XpaHH 3a CrelralHd MeIMUMHCKH 11esu no jorosop ¢ H30K.

HacTosmuTe YcnoBus v pen ce uzgaBat Ha ocHoBanue ui.15 u §21 or T13P
Ha 3aKoHa 3a mepkume u 0elcmeuama no epeme Ha u36bHPeOHOMoO NOJONCEHIUE,
ooseeno ¢ peuwenue na Hapoonomo cvoparue om 13.03.2020 2., Kato ChIIHTE ca
M3roTBeHU Ha 0a3a Vkazauus NePJ1-16-27/23.03.2020r. 3a pexuM Ha
MpeAnucBaHe W OTIYCKaHEe Ha JeKapCTBEHUTE NMPOAYKTH, MEAULMHCKH U3JIeNUs U
JIMETHYHU XpaHHW 3a CIELMATHH MEIUIMHCKH 1T, BbB BPb3Ka C 00ABEHOTO C
Pewenne ot 13.03.2020r. Ha Hapoanoto cwbpanue Ha Penybnuka bearapus
W3BBHPEOHO TnojoxeHue, rnpuetd Pewenne NePJI-HC-04-32/23.03.2020r. or
Hamzopuus cbpBet Ha H30K.

Ycnosusita ¥ pena Bau3ar B cuaa ot 13.03.2020r.

OTmycHAaTUTE JIEKAPCTBEHH TPOAYKTH, MEAMLMHCKH H3JeNIHi W THETHYHH
XpaHH 3a CreuuaaHd MEIUIIMHCKK leiu B mnepwoma ot 13.03.2020r. no
YyTBBPIK/aBaHe HA HACTOSIIMTE YCJIOBHA U pell ¢ CYUTAT 3a BaJIMJIHO OTIYyCHATH,
aKo KbM MOMEHTA Ha OTMYCKAHETO MM Ca CIMAa3eHH CBOTBETHUTE H3UCKBaHMA,
YyCTAaHOBEHH B akToBeTe (yka3aHus u nucma), uzgageHd or H30K B nocovenus
MepuoI.



Mpunoxenue Nel

CnMCHK Ha NeKapcTBEHW NPOAYKTH, NPU KOUTO NPOTOKONa He ce yAbnkasa cnyxe6HO U He ce OTMyCcKaT ¢ OTPA3bLK "S" Ha peuenTypHa 6naxka
un.6,an.1,7.3 or Hapea6a Ne10/2009r.

Tpyna, koM
npeaHaane
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Obpazeu Ha
m::;::‘ peuienTypxa Gnanxa, Bua npotokon no o6paseu, CLIMAcHO
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yeH kon | HaumeHoBaHue | nekapcTaenun | flekapcTBeH|  nexkapcTBeHO  |ONakoBKa| pa3pelleHueTo 3a 5
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06p. M3 - H30K Ne 5; | 'pyna IA no npoTokon, yTBLPAEH OT KOMWUCKA B

Film coated Pow Bwnrapus EOO[, [B18.2,K74.0,K74 Mpynall
JOSAPO1 Ribavirin COPEGUS tablet 200 mg 168 Bvnrapus 6 0Bp. M3 - H3OK Ne 5A LY Ha H30K v sasepen 8 P3OK
Capsule, Merck Sharp & Dohme |B18.2,K74.0,K74|  JF512 rpynal | 95F- M3 -H3O0KNe 5; |pyna |A no npoTokon, YTBLAAEH o KOMMOHS 8

o6p. M3 - H30K Ne 5A |LIY Ha H3OK u 3aseper B P30OK

6

JOSAPO1 Ribavirin Rebetol rd 200 168 B.V., HuaepnaHaus

Sofosbuvirivelpa i ]
tasvir/voxilaprevi Film coated Gilead Sciences B18.2,K74.0,K74 0066;7 :‘:33- :338}2( NN: 55,,\
tablet Ireland UC, Wpnanaus 6 ’

pyna IA no NpOTOKON, YTBLPAEH OT KOMUCHS B
LY Ha H30K v 3asepen B P30K

JO5APS56 Vosevi

AbbVie Deutschland
GmbH & Co. KG, B18.2,K74.0,K74 JF583 Mpynal
6

06p. M3 - H30K Ne 5; | Fpyna IA no npoTokon, yTBbpAeH OT KOMUCHA B
obp. M3 - H30K Ne 5A LY Ha H30OK v 3asepeH 8 P30OK

Film coated
tablet

84 (4 x
21) lepmanus

Glecaprevir,
pibrentasvir

Maviret

JO5APS57

06p. M3 - H30OK Ne 5; | Mpyna IA no NnpoTokon, yTBbPAEH OT KOMWUCKSA B
06p. M3 - H3OK Ne 5A LY Ha H3OK u 3aseper B P30OK

Gilead Sciences B18.2,K74.0,K74| JF569 Ipynal
Ireland UC, Wpnanauna 6

Film coated
tablet

Sofosbuvir and
ledipasvir

JO5AX65 28

Harvoni

06p. M3 - H30K Ne 5; | Fpyna IA no npoTokon, yTBbPAEH OT KOMWUCKA B

i i Merck Sharp & Dohme |B18.2,K74.0,K74
Elbasvir, L Ea! [ e P JF5T1 Meynal | o6p. M3 - H3OK Ne 5A LLY Ha H30K u 3aseper 8 P3OK

JO5AX68 Grazoprevir Zepatier tablet mg/100 mg 28 B.V., Hugepnanauns .6




JO6BB16

CO7AA05

Palivizumab

Sofosbuvir,
velpatasvir

Propranolol

Epclusa

Synagis

Hemangiol

Film coated
tablet

Solution for
injection

QOral solution

100
mg/ml

3.75
mg/ml -
120 ml

mg

0.5mlx1
vial

1 bottle

Gilead Sciences
Ireland UC, Wpnanpwna

™

AbbVie Deutschland
GmbH & Co. KG,
Fepmaxua

Pierre Fabre
Dermatologie,
®dpaHuuA

P07.0,P07.1,P27
.1,020.0,Q20.1,
Q20.3,020.4,Q2
1.0,021.2,Q021.4
,022.6,023.0,Q
25.0,Q25.1,Q25.
5,026.2,026.3

D18.0

JF563

CGB33

obp. M3 -
H30K Ne 5

o6p. M3 -
H3O0K Ne 5

06p. M3 - H30K Ne 5;

06p. M3 - H30K Ne 5A

Ipyna IA no npotokon,
YTBbLPAEH OT KOMWUCKA
B LlY Ha H3OK u
3aBepeH B P3OK

pyna IA no npoTtokon,

YTBBPAEH OT KOMUCKS
B LY Ha H30K n
3asepeH B P3OK

pyna IA Nno NpoTOKON, YTBBPAEH OT KOMWUCHA B
LY Ha H30K v sasepen B P30OK

CubrnacHo un. 57 ot HPI Ha 30/, nonyyasawim
nekapcTea no npotokon |A, He morat aa Gwvaat
npeanucBaHi Apyri NeKapcTBeHn NPoayKTH OT
Mpunoxexwe 1 Ha MJIC, npegHasHayeHn 3a
neyeHwe Ha cbloTOo 3abonsasBande, 3a cpoka Ha
NencTBME Ha NPOTOKONa.

CurnacHo 4n. 57 or HPA Ha 300, nonyvasawm
nekapcTtea no npotokon A, He moraT Aa Bvaar
NpeAn“cBaHu Apyrv NEKAPCTBEHW NPOAYKTH OT
MNpunoxenue 1 Ha NJIC, npeaHasHaqenn 3a
neveHne Ha cbu|oTo 3abonaBaHe, 3a Cpoka Ha
[EeACTBMe Ha NpoTokona.




Ipunoxernue Ne2
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JUPEKTOP HA P3OK .......ccccvsenscrnes

YBA'KAEMHA I'-)KO/T-H TUPEKTOP,

Mons, na Obae BbBeAeHa B HarwoHamHHMS perucTbp Ha pPELENTYPHUTE KHHKKH CleAHaTa
uHbopManug 3a:

W3nanenu HOBH pelIENTYPHH KHHKKH:

EI'H
TALHEHT

HMmena Ha
MaLHeHT

No na PK

Hauanna
aara

Kpaiina
aarta

HUme Ha
JieKap

YHH na
nekap

Kon na
P30K

Hoewu muarnosu (MKbB) B HOBa MM chIeCTBYBAIla pelleNTypHA KHHKKA:

Ne na PK

MKb

HauanHa
nara

Kpaiina
naTa

Jata: C yBakeHHe:

(MMeHa | NIOAMKC Ha JeKap)



[punoxenue Ne3

NPEANWCAHU NEKAPCTBA

OTNYCHATWU OT:

[Nara Ha
nanuceare

MKB-koa

H30K-kop

NekapcTaeHi NPOAYKTA 1 KOHCYMATHBI

Nex. dhopma

Konwnu.

Per. Ne. Ha npaktukara
YWH Ha nekapst

Noanwc U nevart Ha nexkaps

fNara Ha
oTnyckaHe

Per. Ne. Ha
anteka

OTtnycHan
(noanuc, neuar)

-






