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MpoToKkoNbT Ce M3aasa OT CMeLManUCTHU ¢ Koa Ha cneyunantocT 01 (akywepcTBO U ruHekonorus), paborewm
no poroBop ¢ H30K unu or cneunanuaupaHa komucus B ne4ye6GHU 3aBeaeHusi 3a GONMHWUYHA MOMOLY, CKMIOYMNU
porosop ¢ H30K. CneunannanpaHute KOMUCUM Ce Cb3/asaT CbC 3anoBej Ha AvpekTopa Ha nevebHoTo 3aseaeHue (113) n
BKNIOYBAT Nekapu CbC CrneunanHocT akyLepcTBo U rMHeKonorus

L PE[l 3A 3ABEPAABAHE HA NPOTOKOJTUTE

MpoTokonu 3a 3ano4BaHe Ha nevyexHue

CMNEUMANUCT, CKNKOYUn

AOroBOP C H30K
. “MpoTtokon 3a npeanuceaHe Ha
nekapcTea, sannawanm ot H30K/P30K” 3asepka Ha

unu — | — 06p. M3-H30K (nodnucan om ecuyku > npotokona B P30K

uneHose Ha cneyuanusupaqama

CMELIMANN3NPAHA i

KOMUcUsA

Il. OBLUM NONOXEHUA

1. 30/ nopaBa noaroTBeHUTe AOKYMeHTH B P30K, Ha TepuTopusiTa Ha KOSITO e Hanpasuno u3bop Ha OMJ1. [lokymeHTuTe
BKMIOYBAT:
1.1. “fMpoTokon 3a NnpeAnMcBaHe Ha nekapcTea, 3annawanm ot H30K/P30K” - 06p. M3-H30K, uspaaeH ot cneunanuct
1nu cneunanuampasa KOMUCHs.
2. P30K npuema AoKkymeHTUTE No T. 1 cnej cnpaBka OTHOCHO 34PaBHOOCUIYpUTENHUS cTatyc Ha 30J1.
3. MpoTokonsT ce u3gaBaT 3a nepuop oT 6 Meceua, KONKOTO € NPOABLIKUTENIHOCTTA Ha NeYeHuneTo.

g VBNCKBAHWA HA H3OK 3A NPOBEXIAHE HA NEYEHWE HA EHAOMETPUO3A C AHANO3W HA FOHAAOTPOMNMUH — PENN3NHI XOPMOH B
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KPUTEPUUTE NPU 3ANOYBAHE HA NNEYEHUE HA EHOOMEMETPUO3A C AHANO3U HA TOHAQOTPONMWUH —
PUNU3UHI XOPMOH B U3BBHEONTHUYHATA NOMOLY

A. KPUTEPUA 3A 3AMOYBAHE HA MAPEHTEPANHO XOPMOHANHO JEYEHUME C LH-RH ArOHUCT
(BAABIMKUTENHKU CA 1, 5 U EOWH OT 2 UNK 3 KPUTEPUWN)

MKB N80.0, N80.1, N80.2, N80.3, N80.4, N80.5, N80.6, N80.8

KnuHUYHa AWarHo3a npu XeHW B PenpoaykTMBHA Bb3PAacT U AaHHU 3a HAaNU4eH CTepUnuUTeT (MbpBUYEH UK
BTOPUYEH)

2 | XMcTONorM4eH peaynrara npu U3BbplueHa onepauus

3 | Pesynrat oT npoBeAieHO NanapocKoncko uicneasaxHe

4 | Na6opartophu uacneasanus — NKK, TpaHcamnHasm, kpbBHa 3axap

5 | Jlunca Ha uaknouBawm kputepum no 1. B.

TEMANEBTUYHUSAT KYPC E EQHOKPATEH C OBLUYA NMPOABI/IKATE/IHOCT HA JIEHYEHUETO O 6 MECELA.

B. U3KNIOYBALLUW KPUTEPUM (MPU 3ANOYBAHE HA NEYEHUETO)

1. Bwbapact Hapa 38 roauHn*
2. lpeawecTBalla aHachunakTUiHa peakumsi OT ChLUMs NeKkapcTBeH NPOAYKT
3. bBpemeHHocT

*3abenexka: /3kniouenne ce aonycka npu xexun Haz 38 roagnkn camo npu HuBO Ha FSH B panHa chonukynapHa casa nog
12.5 IUA.
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1. NEYEBHO-AWATHOCTUYEH ANIFTOPUTBM

1. TNEKAPCTBEHW MPOAYKTW, ekniouenn B [punoxexne 1 Ha MNC, kouto H30K 3annawa B CLOTBETCTBUE C
AencTBalmTe HOPMaTUBHN AOKYMEHTH.

INN OO3A
LEUPRORELIN e 0,134 mg depot inj.
GOSERELIN e 0,129 mg depot implant
II. OB UBUCKBAHUA

1. Bb3pacToBaTa rpaHMua Ce M34NCNABaA B HABBPLUEHN FOAVHM - T.e. BKNIOYMTESIHO KbM AaTaTa Ha U3fasaHe Ha npotokona ot
cneuuanuaupasara Kommucus.

2. MNpw Ha3HaYaBaHe Ha Tepanus No NPOTOKON 3AALMKUTENHO Ce Cbobpa3siBaT Bb3PACTOBUTE OTPAHMYEHNS, CbINACHO KpaTkaTa
XapakTepucTika Ha CbOTBETHUA NeKapcTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3NNXM.

3. H30K He 3annalua neueHve n3BbH ykasaHata Bb3pacToBa rpaHuLa B kpatkaTa xapakrepuctuka Ha npoaykTa.

4. H30K He 3annalia neyeHune ¢ 403n Haz MakCUManHo paspeLieH1Te no kpaTka xapakTepucTuka Ha npoaykTa.

5. B cnyvai Ha HacTbnuna nojo3upaHa HexenaHa nekapcTeeHa peakuws, NekapaT yseaomsaea WAJ no pepa Ha un. 183 ot
37IMNXM. Konve 0T cbobLUEHNEeTo Ce npunara kbM MeAnUMHeKkaTa AokymeHTaums Ha 30J1 npu kaHAMAATCTBaHe 3a neveHve.

6. MPW CNELMANUCTA, cbrn. un. 158 B, 7. 1 ot HP[] 3a MeAULMHCKUTE AGHHOCTH 2014 r. (06H. 1B 6p. 3 oT 10.01.2014 r.),
Ha 30J1, Ha KOMTO Ca M3AaBaHU NPOTOKONW MO PeAa Ha HacTOAWMTE M3UCKBaHMA, Crieasa Aa ce npunarat BCUUKU
Heo6XoAMMM AOKYMEHTW KaTo: ambynaTopHUTE MMCTOBE OT M3BLPLIEHUTE MPErneau, BTOPUAT eK3emnnsp oT W3japenute
NPOTOKONM, KOMWUS OT ENUKPU3W, eKCNepTHI CTAHOBMIIA W APYrM AOKYMEHTH, KOWTO Ca OCHOBaHWe 3a u3pasaHe Ha npoTokon,
BCUUKM W3UCKBALLW Ce M3CMEABaHWs, KOMWEe OT NpUNoXeHWe 1 Ha HacTOAWMTe U3UCKBAHMA NONBL/IHEHO MO ChLOoTBETHaTa
TOuKa, NOANKUCAHO OT CneuuanucTa, uaan npoTokona.

KOMWUCWUATA, uspana npotokona Ha 30J1, cbxpaHsBa BTOPWM €K3eMNNsp Ha npoTokona v BCUYKW Heobxoaummn
AOKYMEHTU 3a U3AaBaHETO My.

Hacmoswume u3uckeéaHusi ca paspabomenu Ha ocHoeaHue 4ni. 56 om HauuoHaneH pamkos 0ozoeop 3a MeduyuHcKume
deliHocmu 3a 2014 zoduna (o6H., 4B, 6p. 3 om 10.01.2014 2.) u enuzam e cuna om 1 tonu 2014 2., cbanacHo . 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a yenogusima u peda 3a 3annaujaqe Ha nekapcmenu npodykmu no yn. 262, an. 6, m. 1.om
3akoHa 3a nekapcmeeHume MpodyKmu 6 XymaHHama MeouyuHa, Ha MeOUUUHCKU u3denus u duemuyHu xpaHu 3a creyuanHu
meduyuHcku yenu (06H., AB, 6p. 31 om 2007 2.).
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AEKNAPALIMA 3A UHOOPMUPAHO CbITIACUE C U3BUCKBAHUATA 3A 3AMOYBAHE/
NPOABLIMKABAHE HA JIEYEHUETO C JIEKAPCTBEHUA MPOAYKT

cnej Kkato Ce 3anosHax C usanata MU npeaocTaBeHa WHAOPMALUMS W LeNTa Ha feYeHMeTo C  nekapcTeeHus
NPOAYKT..
NoCTaBeHUTE OT MEH BbLNPOCH, AeKNapupam ye:

W cnej Kato nony4vyux msvepnartenHu oTroBopu Ha

1. Lle cnassam npenopbyaHata Mi CXeMa Ha NeYeHNe 1 NePUOANYHOCT Ha KOHTPONHUTE Nperneau.

2. PepoBHO Wwe ce sBsBaM Ha KOHTPONHM Nperneamn n HaMa 4a NPOMEHSIM CaMOBOSTHO UMM MOA APYrO BHyLUEHME
HasHayeHaTa My Tepanus.

3. Tpu npeyctaHoBsBaHe Ha fIEYEHUETO NO NPUYMHK, HENPOMTUYALLM OT pelleHueTo Ha Komucusta 3a
ekcneptuan B P3OK n/mnu Komueusta no un. 78, 1.2 ot 330, we yseaoms He3aabaeHO NuuHUA cv nekap u
P30K v we sbpHa B P3OK nocneannsi npoTokon, o KoiiTo CbM Monyyasan/a fekapcTseHnst NpoayKT.

4. lpn HecnassaHe Ha NOCOYEHWTE YCMOBUSI NEYEHNETO MW C YNOMEHATUs NeKkapcTeBeH NpoaykT e Gbae
npekpaTeHo 1 HAMa Ja umam npeteHummn kbm H30K.

(ume, npesume u hamunus)

Moanuc:
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