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1 MPEXAEBPEMEHEH NYBEPTET

C LEHTPANEH MPOM3X0H







NU3NCKBAHUA HA H3OK NPU N3AABAHE HA NMPOTOKONU 3A NEYEHUE HA NPEXXOAEBPEMEHEH
NYBEPTET C LUEHTPANEH NPON3X0MQ C AHANO3U HA TOHAAOTPOINWH - PUNU3UHI XOPMOH

MpoTokONbT ce u3gaBa OT cneuuanuauMpaHa Komucusi B ried4ebHO 3aBepeHue 3a GONMHMYHA MOMOLY, CKITHOYUITO
goroeop ¢ H30K. Cneunanuaunpanure KOMUCUM Ce Cb3gaBaT cbe 3anoses Ha aupektopa Ha J13: CBANAB ,,Mpod. A-p UBan
Mute" =P Codua - knuHMKa Mo eHJoKpuHonorus, auabeT M reHeTudHW 3abonsBaHWs U KMMHUKa No Hedponorns u
xemo,qmanwsa "YMBAN ,Cseta MapnHa“ — rp. BapHa - feTcka knuHuKa, OTAENeHne No JeTcka eHAOKPUHOMOTNSA 1 BonecTy Ha
oBmsHaTa;’ A,q)l(uﬁaneM Cutn Knunuk MBAJ Tokyma — rp. Codwma - oTtaeneHve no neauatpus, CeKTOp aeTcka
eHD.OKpMHOJ'IOl’Mﬁ YMEAH »CBeTn Neopru” — rp. NMnoBOouB - KNMHUKA NO NeaMAaTPUs, 3BEHO ,AETCKa eHOoKpuHonorus*

. 'PEA 3A 3ABEPSIBAHE HA MPOTOKOJUTE

MpoTokonu 3a 3anoyBaHe Ha TepanuAaTa

= [lonmbnHeHo ¥ NoANUCaHO NpunoxeHue 1A — NuCT 3a onpegensiHe Ha KpuTepunTe
(no 1.A) ¢ BCu4ku HeobxoanMu nscneaBaHus.
» MeauuuHcKa JOKYMEHTauMs, BKIOYBaLLA AaHHW OT aHaMHesaTa, craryca y
~- NpeaxoxaaLwlo neyeHue
CMNEUMANIU3NPAHA » = PeweHne Ha cneuManmsnupaHa KOMUCHA C ACHa MeAMLIMHCKA MOTUBALIMA
KOMUCUSRA (3agbmxuTenHo ce oT6ens3Ba nunca Ha U3KMKYBaLLY KpuTepun (nodnucaHo om
g 8CUYKU YlleHoee Ha crieyuanu3upaHama KOMUCUST)
» ‘TlpoTokon 3a npeanuceaHe Ha nekapcrsea, 3annawany ot H3OK/P3OK" — 6p. M3-

/ H30K

Komucuss noun. 78, 1.20or 330 B 3aBepka Ha npoToKona
LY na H30K B P30K

A 4

MpoToxoni 3a NpoALIPKaBaHe Ha TepanusaTa

CMEUVATNIU3UPAHA | = “npotokon 3a npegnuceaxe Ha NekapcTea, 3aBepka Ha npoToKoNa
KOMKUCUA .ol sannauanum ot H30K/P3OK” — 06p. M3-H30K B8 P30K

N

IIl. OBLUM MONOXEHWA

1. 3301 nogasa nogroTeeHuTe nokymeHT! B P30K; Ha TepuTopusiTa Ha KOATO e Hanpaewno u3bop Ha OMNJ. JokyMeHTUTe
BKNIOYBAT: e
1.1. 3asaeneHue go Oupekrtopa Ha P30OK.
1.2. NMonwnHeHo 1 nognucaHo npunoxeHue 1. MonbnBa ce NO CLOTBETHATA TOUKA U Ce npunara oTpaseHaTa 8 Lcpos
WHIEKC MeMLMHCKa AOKYMEHTaLMs, yAOCTOBEPABAaLIa BCEKU €0UH OT KpUTepuuTe.
1.3. MbrHuaT Habop nacneaBaHusa (hrankanHu, UHCTPYMEHTaNHU 1 nabopaTopHu), OTPa3eH B NPUAIOXKEHWe 2.
1.4."MpoTokon 3a npeanucBaHe Ha NekapcTsea, 3annawanm or H30K/P30K” — 06p. M3-H30K, uspgaaex ot
cneupanusmpaHa komucus. lNpunara ce konue Ha NPOTOKOSa, a Npu KaHAMAATCTBAaHE 3a NPoAbIKaBaHe Ha
TepanuaTa ce npeacTaBs OpuUriHarn Ha NPeaxo4HUSA NPOTOKON C OTPA3eHN BCUUKM HA3HAYEHUA NO Hero.
1.5. [leknapauuna 3a uidopmupaHo ¢hriacue no obpaseu (npunoxeHue 3)

2. P3OK npuema gokymeHTUTE Mo ToYKa 1 cnea cnpaBKa OTHOCHO 34PaBHOOCUTYPUTENHUA ctatyc Ha 330J1.
3. MLpBUAT NPOTOKON ce U3paea 3a nepuon oT 90 AHK, a BCEKU crneaBaly NMpoToKon ce usaasa 3a nepuog Ao 180 gHu.
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OPUNOXEHUE 1A

NUCT 3A ONPEQOENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHUE NPU NPEXOAEBPEMEHEH NYBEPTET
C LIEHTPAJEH NMPOU3XOA

Wwe: e [ [T T T T T T [ ] |

meduyuHckama OoKyMeHmauusi, ydocmosepsisauia 6ceku om Kpumepuume e focodeHa C yughpa e uHOeKc U 3adbimxumenHo
'cmo;uuomo npunoxexue.

?rEani 3A 3ANOYBAHE HA MbPBU KYPC (3ANBIKUTENHN CA BCUYKU KPUTEPUN)

| MKB E22.8

Cu uarﬂosa KIMUHUYHA CUMNTOMATKMKA: 38 MOMUYETA o4 8 rof. B‘b3paCT ny6apxe Tenapxe, ¢bC unu 6e3s
‘mcox pbeT; 3a MomueTa noa 9 roZl. Bb3pacT — OTnycHaT CKpOTyM YBEIM4EHN TECTUCK W NEHNC, nyBapxe,

vpan rnac, Bucok pwet !

H, FSH E2 wnm nyGepreTteH OTrOBOp Ha LH-RH TecTa:

“ LH ~ B cTONHOCTY Hag HopmaTa 3d CbOTBeTHaTa nadopatopus’ 4

FSH - B cTOlHOCTM Hag, HopmaTa 3a cvoTBETHATa naGopartopmst .

E2 - B cToliHOCTY Hag HopMaTa:3a C'bOTBeTHaTa naﬁopaTopms
TecToCTEPOH - B CTOWHOCTY Hag, Hopma'ra 3a CbOTBeTﬂaTa qaﬁopaTopmn !

Pesym'a'r OT peHTreHorpad)uﬂ 3a onpegenaHe Ha KOCTHa Bb3pact /usnpeBapBa ¢ 1 roguHa u noseye Kaner,apHaTa/

Exorpacbml ua Ma.n'bK -Tas npu MomuyeTa IyBennquw ARIHULN U 3peeu4v| (bonwkynm B Tax/ 2

Kommo‘n;pua (KT ) un; k farHUTHO-PEe30HaHCHA 'romorpacbvm (MPT) Ha uHC Ha xuno¢u3a n xunOTanamyc

[ 20 IS B I - N P

Hunca Ha III3IU'IIO'-IBaU.lI4 KpUutepum no 1. E

1 : :

Heoﬁxo.qumwre MSCneABaHMSI ca O'rpaaeHu B Tabn 2 Ha npuroxeHue 2 - 3aAbKUTENHO Ce NPEACTaBAT Ha OPVIFVIHanHa 6naHka ot
na6opa"ropvm wnn 3aBepeHo n nop.nmcaHo KOHMQ an Hanuuue Ha XocnuTanusauus ce npunara envkpusa c Homep U3 ¢ gasHocT A0 1 Mec. npean
KaHAVIAaTCTBaHeTO .

aM6ynaTopHv| nuc*roae 01' npernep.u A'e euuanuc'r
3 ce c no.u.nuc € Ha eTe Ha KOMMUCUATA B NpUNOXeHue 1 Ha HacTosIUTE U3NCKBAHUA

B. MSKHIO‘-IBAI.L\M KPVITEPMVI (I'IPM 3An0‘-IBAHE HA NEMEHUETO)

1. Momuueta Han 11 TOA Bb3pacTt

2. MOM‘-IeTa"Ha,D, 13ron. Bb3pacT

3. Cepbxy su NHOCT KbMm ‘aKTVIBHOTO W HsKOe OT I'lOMOLLlHMTe BemeCTBa

OTroBaps Ha KpuTepuuTe 3a 3anoq5aue Ha
NeYeHUneTo ¢
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ANPUNOXEHUE 16

KPUTEPUUTE NPY NPOOBLIMKABAHE HA NEYEHWETO NPU NPEXAEBPEMEHEH NYBEPTET C LIEHTPAJEH
nPON3XoR

B. KPUTEPUU 3A NPOOBINKABAHE HA NEYEHUETO (SAOBITXXUTENHU CA BCUYKU KPUTEPUN)

MKB E22.8

e 1
1 | Ouetixa Ha dsMUYeCcKo pasBUTHE M KOCTHO Ch3psiBaHe

2 HmadyHa’“_i'oHangpthHM, NnornoBn cTeponau !

3 | Nunca ua hé‘kniqiisamu kputepum no 1. I °

1 eTanHafz,e " . o1'paseHa CTeneH Ha MoBNWUSBaHE Ha NokasaTenute cnea 3anousaHe Ha NeYeHueTo, HeobXoaAUMUTE U3CNEeABaHUA ca
oTpaseHu B:Tabn. :,2 Ha npvmmkenme 2 - 3apBIKMTENHO CE NPE/CTABAT Ha OpUriHanHa Gnaxka ot riabopaTopus UnNn 3aBepeHo U NOANNCaHO Konue
aMSynaToplm nuc*roae OT nperneau npu cneuuanum‘ S
y.qocmaepﬁaa ce c TIOANNCHUTE HA YNEHOBETE Ha xom cusTa 8 nipunoxetve 1 Ha HaCToaum're MU3UCKBaHUSI

I".i;:‘t_VI3KJ'I“lO'-IBAU.M KPUTEPWUM (NPU nPOﬂ'bn)KABAHE HA HEHEHMETO)', «

MomuueTa Haz 11 rog Bb3pacT
Momqua Hag 13 roa. Be3pacTt
BMTeJ'lHOCT KbM aKTUBHOTO

@ =

NN HAKOE OT MOMOLLHUTE BeLecTsa
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NPUNOXEHUE 2
I NEYEBHO-AUATHOCTUYEH ANTOPUTBM

1. TNEKAPCTBEHU MPOAYKTW, sknioueHn B [Mpunoxenme 1 Ha [JIC, kouto H3OK 3annawla B CbLOTBETCTBUE C
AeicTeawmre HOPMaTUBHY LOKYMEHTHU.

INN OO3A
0,134 mg depot inj. i.m. Ha 28 aHu

2.
| XOPMOHMU
/ IoHafoTPOMNMH, NOTIOBU 7+ X
J'cTeponau '
WHCTPYMEHTAINHU U
KOHCYNTALMU 3 ;
Exorpacus Ha MasbK Tas ipu « 1y
MOMUYeTa :
PenTtreHorpacus Ha KuTka b X
Ix
X X X
+ 6 m* Meceila; + 12 m.* - u3BLPWBAT ce Ha BCEKU 12 meceua

WacnensaHunTa ce ‘npencraaym Ha: 6 ruHANHYK GNaHKy UNu 3aBepeHu KONus ¢ MOANMC U nevaT Ha JI3 (Mpu HanuuMe Ha XocmuTanusaums ¢
AaBHOCT A0'1.Mec: npe,u.u KaHp.up,aTcraaHeTo Ce npusiara 3aBepeHo KOnue OT enuKpU3a C HoMep n3)

il. OBLUN M3MCKBAHMﬂ

1. B'bspacmaa 'auuua ce Maqucnﬂsa B HaB'prueHM FOOVHMU - T.€. meoqwrenHo KbM .anaTa Ha msp.aBaHe Ha npoTokona ot
cneumanusmpaHaTa KoMUCH!
2. Mpy HasHayaBaHE Ha Tepanvm no npOTOKon 3apnMmKUTenHo ce chbobpasasar Bbspacroawre Ol‘paHVNeHVIﬂ CbIfIacHO Kpartkarta
XapaKTepucTuka Ha € CTBEH NPOAYKT, yTBBbPAeHa 1o peaa.Ha: 3ﬂl’1XM :

3. H3OK He sannatiia fe4e Hvxe osu 187, MakCUMasHo paspeLIeHuTe no. KpaTKa xapaKTepmcm«a Ha npop,yKTa

4. H3OK He 3annawa neqe‘ U3BBH yKasaHaTe ~B1:,3pacrosa TpaHuua B KpaTkara xapakrepnciuka Ha npoaykra.

5. B cnyvay Ha HacTbiuvna: no,qoaupaﬂa HemenaHa neKapCTBeHa peakuvs, nekapar yBefiomMaBa WAl no pepa Ha un. 184 ot
3IMNXM. Konne ot Cb06meHneTo ce npvmara K‘bM MenwuvmcxaTa p.oxymeHTaum Ha:301 npu KaHamaarcTeaHe 3a neyeHue.

6. CNEUMATIMBUPAHATA KOMMCVIFI usqaaa Pemeuue cnen npoaeneua AM6yna'ropHa npouenypa Ne 38 ,OnpegensiHe Ha
nnaH Ha neveHve u npocfneasiBaHe Ha Tepanesmqnm 'OTFOBOP, NPU. NAUMEHTH, AOITY4aBalyM CKBLMOCTPYBALM NEKapcTBEHU
npoAaykTh no pepa Ha un. 78, 1. 2 330 Ha 'ocHOBaHWe w53 u un. 303 0T HaunoHaneH pamMmKoB AOroBOP 3a MEAULIMHCKMTE
[enHocTn mexay HauuoHanHaTa 3,qpaBHoocurprTenHa,Kaca n Ebnrapcm niekapcku cbto3 3a 2018r. (o6H., B, 6p. 28 ot
29.03.2018 r.; usm. u pon., 6p.34 ot 2018r.,, 6p.4 oT 2019r) m npepmoctaBeHa oT 30J1 MeaULMHCKA AOKYMEHTauust.
CneuuanusmpaHaTa KOMMCHSA CbXpaHssa eavH eksemmnsip oT PeweHueto. Mpu nsgasaHe Ha npotokon Ha 30J1, cbxpaHsisa
BTOPY K3eMNNAP Ha NPOTOKONA, BCUYKU HeoBX0anmy AOKYMEHTM 3a U3JaBaHETo My U Kofiue OT npunoxeHue 1 Ha HacTosAwmTe
W3UCKBaHUS, NOMBAIHEHO NO CHLOTBETHATA TOUKA M NOANNCAHO OT YEHOBETE Ha creunanusnpadaTa KoMucua.

- Hacmosiwyume usuckeaHusi ca paspabomeHu Ha OCHoeaHue 4. 58 om HayuowaneH pamkos dozoeop 3a MeOUUUHCKUmMe
Oelinocmu mexdy HauyuoHanHama 30paeHoocuzypumenHa kaca u Bbflzapcku nekapcku cbio3 3a 2018z, (06H., OB, 6p. 28 oT
29.03.2018 r.; usM. u gon., 6p.34 ot 2018r., 6p.4 ot 2019r.), enuzam e cuna om 1 toHu 20192. Ha ocHosaHue peweHue Ne P-HC-
04-46/27.05.20192. u ommersim Oelicmeauwiume 00 MOMeHmMa u3uckeaHus e cuna om 01.05.2011e.
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NPUNOXEHUE 3

OEKINAPAUUA 3A UHOOPMUPAHO CBITNTACUE C USBNCKBAHUATA 3A 3ANOYBAHE/ NPOOABINKABAHE HA
NEYEHUETO C NEKAPCTBEHMA NMPOLOAYKT

A3 ponyroanucaHusT/aTa

cneg Ka 0 ce 3an03Hax C usnara Mu npepocraBeHa - MHd)OpMaL\Mﬂ _'f Vl uefntTa Ha nedeHneTo C  nekapcreeHud
...... u. cnep, KaTO nony4yux musyepnarenHu oTrosopu Ha

T eH anpocva JeKnapupam Je:

: cnassaM npenopbanaTa MU Cxema Ha nedveHue n I'IepVIOAVI‘-IHOCT Ha KOHTpOﬂHVITe npernegu.

OVHO LLle ce ABABaM Ha KOHTpOJ’IHM nperneAu W HAmMa pa ﬂpOMeHﬂM CaMOBOﬂHO unu nog Apyro BHylUEHWe

HasHaquaTa MU Tepanua.

3. qﬂpu npeyCTaHOBﬂBaHe Ha NevyeHneTo no npuqvum Henpomsmqamu ot pemeHmeTo Ha KomucusTa 3a ekcneptusu 8 P3OK
anw Komucusita no un. 78, T.2 oT 330, wwe yBe,D,OMﬂ He3a6aBHo J'IWIHMFI o nexap u P30K »n we BbpHa B P30OK

fynocne,u.qu NPOTOKO[, MO KOWTO CbM nonyanan/a J'leKapCTBeHVlﬂ npo : yKT
4, ’I'lpm HecnassaHe-Ha: ocojeHNTe yCroBus. nequueTo My C ynomeuams; neKapCTaeH NpoayKT u.;e 61>p.e npeKpaTeHo u
HAMa p.a vuwaM npeTeHumm kem H3OK. o
5. l'lpwremaBaMI He anTemaBaM akTyanHo TEJ'lK peu.leHme BbB Bp1=3Ka c1>c sasonﬂBaHeTo

J U214 = ToT= s o o SO OO OPPTPPO
) : . (nme, npesume u chamunusi)
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