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M3UCKBAHUA HA H30K
3A NPOBEXOAHE HA NMAPEHTEPANTHO UITU KOMBUHUPAHO
NAPEHTEPAJTHO U NEPOPANTHO XOPMOHANNHO NEYEHMUE NPU
3NTOKAHYECTBEHO HOBOOBPA3YBAHUE HA MITEYHATA XNE3A

B U3BBbHBONTHUYHATA NOMOLL



N3NCKBAHUA HA H3OK NPU U3OABAHE HA NPOTOKOJU 3A NPOBEXOAHE HA NMAPEHTEPAJTHO UNn
KOMBUHWPAHO NAPEHTEPANIHO Y1 NEPOPANNTHO XOPMOHAJTHO NNIEYEHUE HA 3JIOKAYECTBEHO
HOBOOBGPA3YBAHUE HA MITIEYHATA XIE3A

lMpoTokonbT ce u3gaBa OT cneuwanuauMpaHa KoMMcusi B rnevyebHO 3aBegeHMe 3a 6OnNHMYHA nomow, MNU
KOMMJSIEKCEeH OHKOMOrMYeH LUeHTbp, cknoumnu gorosop ¢ H30K. CneunanuanpaHute KOMMCUM Ce Cb3aaBaT CbC 3anoses
Ha AupekTopa Ha ne4yebHOTO 3aBeAeHWEe U BKMIOYBAT NleKapu CbC CNeuuanHoCT MeAWUMHCKA OHKOMOrMS UMW BbTPELUHW
6onectu 1 oHkonorus

l PE[l 3A 3ABEPABAHE HA MPOTOKOJNUTE

MpoTokonu 3a 3anoyBaHe Ha napeHTepanHo unu KOMGMHMpPaHO NapeHTepariHo U NepopanHo XOPMOHANHoO nevyeHue

= “[lpoToKkon 3a npeanucBaHe Ha nekapcTea,
CNEUMANU3NPAHA 3annauyanm or H30K/P30OK” — 06p. M3-H30K »| 3aBepka Ha npotokona B
KOMUCUA P30K

MpoTokonu 3a NpoAbiXaBaHe Ha MapeHTEPanHO WNW KOMGMHMPaHO MEpPOPanHO WM NapeHTepasiHo XOPMOHAaNHO
nevexHwe

* “Mportokon 3a npeanuceaHe Ha
'C(:gzlvlllgaj;I‘MBMPAHA nekapctsa, 3annawanun ot H30K/P30K” — g;a;?)? 1 Nhgrovona &
06p. M3-H30K

Il. OBLLU NONOXEHUA

1. E-npoTokon ce U3naBa OT 4WieHOBE Ha Cneuuanu3MpaHn KOMMCUM B neyeGHU 3aBeaeHUS, OKa3Baly GONHUYHA MeaAULMHCKA NOMOLL
(N3BMM) Ha ocHosaHue ,Pelenne Ha cneuvanuaupaHa komucus“ no AMp .Ne :38 ,OnpeaensHe Ha AnaH Ha NeveHwe W npocneAsiBaHe Ha
TepanesTU4HUA OTFOBOP NpYU NaLMEeHTH, NONYyYaBally CKbNOCTPYBALLM NIEKapCTBEHN NPOAYKTA NO peaa Ha yn. 78, T. 2 330" B CLOTBETCTBYUE C
HacTosiwmTe U3aucksanus Ha H3OK 3a nepuoa A0 365 aHu.

2. 3npaBHOOCUIYPEHOTO fnKLie YAOCTOBEPSIBa C NOANMCaA CU B PelueHne Ha cneuvanmaupaHa komucus“ no Allp Ne 38: cnegHoTo: ,XKenas
Aa My 6bje 0a06peHO NeyeHe C NEKapCTBEHUA NPOAYKT, KaTo AeKrapupam, e CbM YBEAOMEH 3a AeCTBMETO Ha HasHaueHaTa NneKkapcTBeHa
Tepanus 1 AaBam MHOPMMPAHO Chrnacue chilata aa Mu Gbae npunarana’; ,Curnacer/a CbM 3a U3NON3BaHE Ha NIMYHUTE MU AaHHN 33 LenuUTe
Ha ekcnepTu3aTa“; JKenas Aa Gbaa yseaomeH/a 3a pesynrtara oT ekcnepTusata oT P30K no eaun oT cneanuTe HauuHK: no e-mail, TenedoH
nnu Ha mscto B P3OK*, ,Paspeluasam A0CTbN A0 €NEKTPOHHOTO MU 34paBHO 4OCKE". !

3. Mpeau craptupate Ha npoueca no uspaeaHe Ha E-npotokon Ha 30J1, cneunanuaupaHaTa KOMUCHUA Cnej NONYYEHO paspelueHune 3a 4oCTbN
ot 30J1 A0 enekTPOHHOTO My SAPABHO AOCHE, NPABM CNPaBKa NO ENEKTPOHEH NBT 33 U3AAAEHN NPEAXOAHM NPOTOKOMM, NO ChbLLMSA npocun Ha
3abonssane. MpouectT no usgasaHe Ha E-npoTokon ce peanusupa B MEAMULIMHCKM cogTyep.. B HacTosiuuTe M3NCKBAHMA Ca NOCOMEHM
Heo6xoaumMMUTE AOKYMEHTU 32 u3naBaHe Ha E-npotokon Ha 30J1. : S

4. Kum Bceku E-npoTokon, C KOWTO € HasHaueHa fiekapcTeeHa Tepanus, ce npunarat HeobxoauMuTe AOKYMEHTH (ambynaTopHute nuctose,
€NuKpU3M, u3cneaBaHNA U Ap.), CNEA KOETO AOKYMEHTUTE Ce u3npaluaT Mo enekTPOHEH MBT KbM WHGOPMauUMOHHATa cuctema Ha H3OK.
HokymeHTure, kouto chuectsysar 8 H3UC/uHdopmaLonHaTa cuctema Ha H30K, ce aeknapupat B E-npotokona ¢ TexHuTe YHUKanHu Homepa
(HPH).

UndopmauusTa, oTHOCMMa KbM n3gasaHe Ha E-npoTokona, KoATo e B AOKYMEHT, KOWTO HAMa eNeKTPOHEH ¢opmar, ce nonvnea B PewweHuneto
Ha cneunanuspaHa KOMUCHSA - OCHOBaHWE 3a u3gaBaHe Ha E-npotokona, unu AOKYMeHTa Ce npunara KaTo CkaHUpaHo Konue.

5. Mpn u3paeane Ha E-npotokon no peaa Ha ekcnepTtu3ara no un.78, T.2 or 330, oTnaja Heo6xoAMMOCTTa Aa ce npeaoCcTaBAT U
CbxpaHaBat npunoxexue Ne 1 u npunoxexue Ne 3 ot HacToswwmTe ,U3ucksaHuaTa Ha H30K", npu cnegxuTe ycnosus:

- 3a npunoxeHue Ne 1 - npu HanMuMETO Ha TEKCT B CLOTBETHUS Yekbokc B ,PelueHne Ha cneuunanusmpaHa komucus“ no Alp Ne 38:
»JINNCBAT U3KNIoYBaLLM KpUTEPUN 32 3anouBaHe/NnpoAbikaBaHe Ha nevexue c JIM*

- 3a npunoxeHue Ne 3 - npu HanuuueTo Ha TekcT B ,PelueHne Ha cneumnanuaupaHa komucus no Alp Ne 38: Kenas aa mu 6bae oaobpexo
neyeHue C nekapcrBeHUA NPOAYKT, KaTo Aeknapupam, 4Ye CbM yBeAOMEeH 3a AeﬁCTBMeTO Ha Ha3Ha4yeHaTta nekapcrBeHa Tepanua un aasam
MHGOPMUPaHO cbrnacue cobliyaTta ga Mu 6bae npunaraHa“.

-y U3NCKBAHUA HA H30OK 3A NPOBEXXOAHE HA NAPEHTEPANHO UM KOMBUHUPAHO MAPEHTEPANIHO U NEPOPANHO XOPMOHAJTHO .

Ez(‘ NEYEHWE NPYU 3NOKAYECTBEHO HOBOOEPA3YBAHUE HA MIEYHATA XITE3A B U3BBHEONHUYHATA MOMOLL
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NPUNOXEHUE 1A

JNINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA MAPEHTEPATHO MU KOMBUHUPAHO
NAPEHTEPAJTHO Y NEPOPANTHO XOPMOHANHO NEYEHUE HA 3NIOKAYECTBEHO HOBOOEPA3YBAHUE HA
MNEYHATA XIE3A

A. |. KPUTEPUM 3A 3AMNOYBAHE HA MAPEHTEPANHO XOPMOHAINHO NEYEHUE C LH-RH ATOHUCT
(SAOBIDKUTENHW CA 1, 2, 3 U 8 KPUTEPUU, KAKTO U EAIUH OT OCTAHAJUTE - 4, 5, 6 WU 7 KPUTEPUMN)

MKB C50.0, C50.1, C50.2, C50.3, C50.4, C50.5, C50.6, C50.8, C50.9

1 KnuHuuHa auarHosa, XMCTONOru4eH pesynrar

2 | PeuentopeH cratyc — ER+ u/unu PR+

A. Npe-InepumeHonay3anHu XeHH, C MEXXAWHEH U BUCOK PUCK OT PeLaNBMPaHe U MeTacTasupaHe
B. Mxe, noanexalu Ha neyeHue c apoMaTtaseH UHXMGUTOp

4 Ani0BaHTHO neyeHune npu 60nHU C MEXANHEH N BUCOK pUCK

5 Jleyenue npu MeTactasumpano /peunavsupanc/ 3abonsisaxe | nuHns

6 JleueHne npu meTactasmpano /peunaveupanc/ sabonssaue Il nuHus

7 Neuenne npn metacrasupano /peunaveupanc/ 3abonseane Il nuHus

8 | Jlunca Ha uskniouBalm KpuTepum no Touka b. |

B. I. U3KIIOYBALLY KPUTEPUU (NPU 3ANOYBAHE HA NNEYEHUETO)

MpeawecTsalla aHacuNakTUMHN PeakuUu OT CbLUMS IeKAapCTBEH NPOAYKT
BpemeHnHocT

Mo3buHn MeTacTasu (HeTpeTupaHm)

Texka opraHHa HeAOCTaTLYHOCT

Texka octeonoposa

Apyrym
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V3NCKBAHUA HA H30K 3A NPOBEXXOAHE HA MAPEHTEPATHO UMM KOMBUHUPAHO MAPEHTEPANIHO U NEPOPANHO XOPMOHANHO 3

NEYEHMWE NPU 3NOKAYECTBEHO HOBOOBPA3YBAHUE HA MIIEYHATA XXNE3A B U3BLHEONHUYHATA nomoty




NPUNOXEHWUE 1A

JINCT 3A ONPERENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NAPEHTEPANTHO UMW KOMBUHUPAHO
MNAPEHTEPAJTHO U NEPOPANTHO XOPMOHAIHO NEYEHUE HA 3NOKAYECTBEHO HOBOOBEPA3YBAHUE HA
MNEYHATA XIE3A

A. . KPUTEPUN 3A 3ATIOMBAHE HA KOMBMHUPAHO XOPMOHANHO NEYEHWE C LH-RH AFOHWUCT W
NEPOPANEH AHTUECTPOIEH (3AOBIKUTENHU CA 1, 2, 3 U 7 KPUTEPUMW, KAKTO M EOUH OT OCTAHAIUTE - 4, 5
Unu 6 KPUTEPUN)

MKB C50.0, C50.1, C50.2, C50.3, C50.4, C50.5, C50.6, C50.8, C50.9

1 KnmHuyHa AMarHo3a, XUCTOMNOrMYEH pe3ynTar

2 PeuentopeH cratyc — ER+ u/unu PR+

3 MNpemeHonay3anku 60nHKU ¢ MeXANUHEH U BUCOK PUCK OT peLuaANBUPaHe U MeTacTa3npaHe

4 AnloBaHTHa XOpMOHOTepanus

5 Jleyenne npu meTactasupano /peunausupanc/ sabonsisaHe | nuHus

6 JNlevenne npu metactasupano /peunausupanc/ sabonssaxe Il nunus

7 JNunca Ha u3kniouBawm kpuTepum no Touka b. Il

B. Il. USKIIO4BALLY KPUTEPUU (MPU 3ANOYBAHE HA NNEYEHUETO)

MpeawecTsawa aHapmnakTMYHa peakLns OT NPUMOXKEHUe Ha CbLLWA NeK. NPoAyKT
BpemeHnHocT

OcTbp M1okapaeH UHdapkT

[vnboka BeHo3Ha TpoMbo3a

BenoapobHa TpomGembonus

MosbueH nHCynT ¢ aaBHoCT A0 6 Mecela

Mo3buHu MeTacTasu (HeTpeTupaHu)

Texka opraHHa HeJ0CTaTbYHOCT

Apyrm
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NPUNOXEHUE 1A

JINCT 3A ONPEQENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA MAPEHTEPANHO U KOMBMHUPAHO
MNAPEHTEPAJTHO Y MEPOPANTHO XOPMOHANNHO NEYEHME HA 3NTOKAYECTBEHO HOBOOEPA3YBAHME HA
MNEYHATA XNE3A

A. lil. 1. KPUTEPUM 3A 3AMNOYBAHE HA KOMBUHUPAHO XOPMOHANHO NEYEHWE C LH-RH ArOHWUCT U
APOMATA3EH UHXUBUTOP (SAOBIMKUTENHMU CA 1, 2, 3 U 11 KPUTEPUM, KAKTO U EAUH OT OCTAHANUTE - 4, 5,
6 UNU 7 KPUTEPUN)

MKB C50.0, C50.1, C50.2, C50.3, C50.4, C50.5, C50.6, C50.8, C50.9

1 Knunuyna guarHo3sa, XMcTonorun4yeH pe3ynrar

2 PeuentopeH ctatyc — ER+ u/unu PR+

A. MNpe/nepumeHonay3anHu 6onHu, NPOTUBONOKa3aHU 3a NeYeHne ¢ AHTUeCTporeH
B. Mbxe, nokasaHu 3a neyeHue ¢ apoMara3eH uHxubuTop

4 | AgloBaHTHa XOpMOHOTepanus

5 | Nleyenne npu meTacrasupano /peunansupanc/ 3abonsease | nuHus

6 | lleuenue npn Metactasmpano /peunaveupanc/ sabonssaHe |l nuHnsA

7 | llevenue npu meTacrasupano /peunausmpano/ sabonssae |l nuHus

8 | HER2 craryc — HeraTuBeH

9 | MNpe/nepumeHonay3anHu 6onxHu

TNeuenne npu nokanHo aBaHcMpano unu MeTacTasvpano/peuuansupanc sabonseaHe u nporpecupano
crnep npeaxoaHa eHAoKpUHHa Tepanus

10

11 | Nlunca Ha u3knioyBaL KpuTepun no Touka b. il

B. lil. U3KINOYBALLX KPUTEPUU (NPU SANOYBAHE HA NIEYEHUETO)

MpeaLwecTBalla aHaunakTM4Ha peakuns OT CbLUMA NeKapcTBEeH NpoayKT
BbpemeHHoCT

OcTtbp MuokapaeH uHoapkT

[dbnboka BeHO3Ha Tpombo3a
BenoapobHa Tpombembonus

Mo3sbueH nHcynT ¢ gaBHocT fo 6 Meceua
Mo3buHu MeTacTasu (HeTpeTupaHu)
Texka opraHHa HeJOCTaTbYHOCT

Texka octeonoposa

Texka aucnunugemus

Apyru
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N3NCKBAHUA HA H30K 3A NPOBEXOAHE HA NAPEHTEPAJIHO N KOMBUHUPAHO MAPEHTEPANHO U NEPOPANHO XOPMOHANTHO 2

NEYEHUE NPU 3NIOKAYECTBEHO HOBOOEPA3YBAHUE HA MNIEYHATA XKNE3A B U3BbHEONHUYHATA nomoty




NPUNOXEHME 1A

NNCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA HA MAPEHTEPANTHO W KOMBUHUPAHO
NAPEHTEPAJTHO U NEPOPAJTHO XOPMOHANHO NEYEHUE HA 3NOKAYECTBEHO HOBOOEPA3YBAHME HA
MNEYHATA XNE3A

A. IV. 1. KPUTEPUM 3A 3AMNMOYBAHE HA XOPMOHANHO NEYEHUE C NAPEHTEPAJIEH AHTUECTPOrEH
(SAABIMHKUTENHU CA 1, 2, 3 U 9 KPUTEPUU, KAKTO U EAUH OT OCTAHAJIUTE - 4 UNU 5 KPUTEPUMN)

MKB C50.0, C50.1, C50.2, C50.3, C50.4, C50.5, C50.6, C50.8, C50.9

1 KnuHuyHa auwarHosa, xucronoruveH pesynrar

2 PeuentopeH cratyc — ER+ u/unu PR+

3 | NocTmeHonay3anHu 60nHu

Jleuenue npu 6onHu ¢ nporpecus Ha 3abonsiBaHeTo (Bb3HWKBAHE HA PeUMAUB W/MNKU MeTacTasu ) No Bpeme
Ha aAloBaHTHO NeYeHne C nepopaneH aHTUECTPOreH - | NuHUA

JleueHune npu metacrasupano /peunausmupanc sabonssaHe, Nporpecupanc cnea/Ha nevyexne ¢ nepopaneH
aHTuecTporeH - |l nuHua

6 | HER2 craryc — HeraTuBeH

7 | MNpe-/InepumeHonay3anHu 6onHu

Jleyenve npu nokanHo aeaHcupano wnu MetacTasupano/peuuaveupanc 3abonsiBaHe u nporpecupano
cnep npeaxoaHa eHAOKPUHHA Tepanusi

9 | Jlunca Ha usknouBawm KputTepum no Touka b. lli

B. IV. U3KINIOYBALLUU KPUTEPUN (NPU SANMOYBAHE HA NNIEYEHUETO)

MpeAwecTeala aHadunakTuHa peakuus oT CbLUMSA NEKAPCTBEH NPOAYKT
OcTbp MuokapaeH uHoapkT

[bnboka BeHo3Ha TpoMbBo3a

BenoapobHa TpomGembonus

Mo3sbueH nHecynT ¢ aaBHOCT Ao 6 Meceua

Mo3abyuHu meTacTasu (HeTpeTupaHm)

Texka opraHHa He40CTaTbYHOCT

Apyrv

DN AN

{ g U3UCKBAHUA HA H30OK 3A MPOBEXXOAHE HA MAPEHTEPAJIHO UNIM KOMBUHUPAHO NAPEHTEPANHO U MEPOPANTHO XOPMOHAITHO
\&7‘((‘ NEYEHUE NPU 3NOKAYECTBEHO HOBOOBPA3YBAHUE HA MIIEYHATA XKNE3A B U3BLHBEONMHUYHATA nomotuy



NPUNOXEHWE 16

NINCT 3A ONPERENAHE HA KPUTEPUUTE NPU NPOABIMKABAHE HA NMAPEHTEPANHO UNU KOMBUHUPAHO
NEPOPAJTHO U MAPEHTEPAJTHO XOPMOHAJHO NEYEHUE HA 3NOKAYECTBEHO HOBOOEPA3YBAHUE HA
‘ MNEYHATA XINE3A

B. KPUTEPUN 3A MNPOABLINKABAHE HA I'IAPEHTEPAJ'YIHAV W KOMBUHUPAHA T[MEPOPANHA M
NAPEHTEPAJTHA XOPMOHOTEPANUA (SAOBIDKUTENHN CA 1 U 8 KPUTEPUN)

MKB C50.0, C50.1, C50.2, C50.3, C50.4, C50.5, C50.6, C50.8, C50.9

XemaTonorMyHn nokasartenu

AbaomuHanHa exorpacgusa /CT, PET-CT/

KoctHa cumHTurpacums

PexTreHorpacus Ha 6enute apo6ose

Mawmorpadcus/exomamorpacus

[pyrn KoHCynTaumu no nokasaHus /rmHekonor, CbAoB XUpypr u ap./

[Opyru nscneasaHus npu nokasaHus locteopneHsuTomeTpus, nunuaeH npodun/

| N[Ol HWIN|=

JNunca Ha uskniouBawm kpuTepumn no Touka I

I. N3KNIOYBALLW KPUTEPUU (MPU NPOABIMKABAHE HA NEYEHUETO)

lMpeawecTsalua aHaunakTMuHa peakuus Npy NpeALIECTBALLO NPUOKEHNE HA CbLUMS NEK. NPOAYKT
BpemenHocT

OcTbp MuoKapaeH UHGapKT

Obnboka BeHo3Ha Tpombo3a

BenoapobHa Tpombembonus

Mo3sbueH uHcynt

Mo3buHU MeTacTasn (HeTpeTupaHu)
YepHoapobHa unu 6L6peyHa HeaoCTaTbYHOCT
. CbpaeyHa HeaoCTaTLUHOCT

10. Texxa ocTeonoposa

11. Texka aucnunuaemus

12. Opyrn

ONOGEEE T

©
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NPUNOXEHME 2
I. NEYEBHO-AUWATHOCTUYEH ANTTOPUTBM

1. NEKAPCTBEHU NMPOAYKTW, BknioyeHn B Mpunoxenne 1 Ha MJIC, kouto H3OK 3annawa B cvoTBetcTBUE C
OEeNCTBaLuMTe HOPMaTUBHU AOKYMEHTH.

INN AO3A

GOSERELIN e 0,129 mg depot implant

TAMOXIFEN e 20 mg AHEBHO

FULVESTRANT e 8,3 mg depot inj.

ANASTROZOLE e 1 mg AHEeBHO

LETROZOLE e 2.5 mg AHEBHO

EXEMESTANE e 25 mg AHEBHO

2. _MPOCHEASBAHE:

MKK (xeMornobuH, xeMaToKpUT, EPUTPOLIUTH, NEBKOLUTK, % X X

TpombGouuTu )

ASAT X X X

ALAT X X X

AnkanHa doccatasa X X X

KpeaTuHuH X X X

JunuaeH npocpun X X
MMyHOXUCTOXMMUYHO U3CneABaHe X

XucTonaTonoruyHo uacneaBaHe X

AbpomunHanHa exorpadus X X X

CT/PET-CT X

PentreHorpacus Ha 6enu apobose : X 3

KocTHa cuuHTUrpachms : | X
OcCTeoaeH3UTOMETPUA — NpU NOKa3aHUs =
Mawmorpacus/exomamorpacus o e b [+ X
EnpoBarunanHa exorpacus npu neuenune ¢ TamokcudeH : X
KoHcynTauus c odranMonor — npu nokasaHus X

KoHcynTaums cuc CbA0B Xupypr — Npu NOKasaHus X

KoHcynTauus ¢ ruHekonor — npu nokasaHus X

KoHcynTauums ¢ kapanonor — npu nokasaHus X

KoHcynTauusa c HeBponor — npu nokasaHus X

+ 6 meceLa* - U3BBLPWBAT Ce Ha BCekn 6 Meceua N0 3-Ta roauHa; + 12 meceua® - U3BLPIIBAT Ce Ha BCeKU 12 MecewLa 4o 5-Ta rogwHa 3a afnl0BaHTHO neveHue
; cnen 5-Ta roAvHa - U3BLPLIBAT Ce NO NOKa3aHUA; :

** 3a MeTacTasupanu — u3cneABaHUATa Ce U3BLPIIBAT Ha BCekU 6 Meceua

WU3cnensanunaTa cneasa Aa ca ¢ 4aBHOCT A0 1 Mecel Npeayn KaHAAATCTBAHETO

Il. OBLUA UBUCKBAHUA

1. Bb3pacroBata rpaHMua ce W3YMCNABAa B HABBLPLIEHW TOAVHW - T.e. BKMIOYATENHO KbM AaTaTa Ha W3paBaHe Ha npotokona ot
cneuuannsmpaHaTa KOMUCUS.

2. Mpu Ha3HaYaBaHe Ha Tepanus NO NPOTOKON 3aAbIKUTENHO Ce CbobpassBar BBb3PACTOBUTE OFpaHNYEHNsA, CbrnacHo kpaTkaTa xapakTepucTuka
Ha CbOTBETHUA NEKapCTBEH NPOAYKT, YTBLPAEHA No peaa Ha 3IMXM.

3. H3OK He 3annawa neuexne U3BLH yka3aHaTa Bb3pacToBa rpaHULa B KpaTkaTa XapakTepucTuka Ha npoAaykTa.
4. H3OK He 3annalua neyenne c 4031 HaZi MAaKCUMAIHO Pa3peLLeHNTE No KpaTka XapaKkTepUCTUKa Ha npoaykTa.

5. B cnyvaii Ha HacTbnMna NoAo3NpaHa HeXenaHa nekapcTeeHa peakuws, nekapaT yseaomaea MAJ no peaa Ha un. 184 ot 3JINXM. Konue ot
cbobLieHneTo ce npunara/onucea kKbM/B MeAULMHCKaTa AOKyMeHTauus Ha 307 Npu KaHAUAATCTBaHe 3a neveHue.

6. Bcekun e-npoTokon ce u3paBa Bb3 OCHOBA HA U3A3AEH MEANLIMHCKM AOKYMEHT: cneunanuanpaHa komucus B JI3BM Ha ocHoBaHMe Alp Ne 38
-OnpeaensHe Ha NnaH Ha neyeHWe W NPOCNEASBaHE Ha TEPaneBTUYHMA OTFOBOP NPWU NaLMEHTH, nonyyasaliu CKbNOCTPyBalyU NEKapCTBEHU
NPOAYKTU No pepa Ha un. 78, 1. 2 330“.

Eksemnnsp Ha xapTueH Hocuten ot Alp Ne 38 ,OnpeaensiHe Ha NNaH Ha NeYeHue npocnepsBaHe Ha TepaneBTUYHUA OTrOBOP NPU NaLUEHTH,
nony4asally CKbNOCTPYBaLLM NekapCTBEHU NPOAYKTU NO peaa Ha un. 78, T. 2 330, KOWTO e OCHOBaHWe 3a W3gaBaHe Ha NPOTOKON, NOANMCAH OT
cneuuanusupata komucus u 30J1, ce Boau no pea, onpeaeneH oT ne4eGHOTO 3aBefeHne U Ce CbXpaHABa B KabUHETa Ha KOMUCHATA.

7. MNpu n3pasaqe Ha E-npoTokon no peaa Ha ekcnepTuaara no un.78, 7.2 ot 330, oTnasa HeOBXOAMMOCTTa Aa ce nNpeAoCTaBAT M CbXxpaHABaT
npunoxexue Ne1 u npunoxenune Ne3 ot HacToswumTe ,U3ncksanus Ha H30K .

8. U3paBaHeTo Ha E-npoTokon ce ocbLecTBABa B CLOTBETCTBUE CLC CLBMECTHY ,YKa3aHus 3a pabota C noaajeH No eNeKTPOHEH MLT NPOTOKON
IA/IB/IC (e-npotokon)“, mexay HauvoHanHaTta sgpaBHoOOCHIrypuTenHa kaca u Bbnrapcku nekapcku Cbios 3a npunaraHe Ha HaumoHanHus pamkos
AOroBop 3a MeAULUHCKUTE AeAHOCTH.
Hacmoswume usuckeaHus ca ymewpdeHu om ynpaeumens Ha H30K cned Pewexue Ne PL-HC-04-00-3/20.01.2026 2. Ha Had3opHua cbeem Ha H30K u
npedsapumenHo cwenacyeaHe ¢ BJIC, Ha ocHoeanue 4n.51, an.10 ebe ep. ¢ an.8 om [lpasunHuka 3a ycmpoiicmeomo u OeliHocmma Ha HayuoHanHama

30pasHoocuzypumenHa kaca. M3uckeaHusima enusam e cuna om damama Ha 06Hapod8aHeMo UM & LLbpxaeen eeCmHuk”“ u ommeHsm delicmeaujume U3UCK8aHUs &
cuna om 15 anpun 20202. Ha ocHosaHue peweHue Ne PL-HC-04-36/06.04.2020z2. Ha HC Ha H30K.

N3NCKBAHWUA HA H3OK 3A MPOBEXXOAHE HA NAPEHTEPANHO W/ KOMBUHUPAHO MAPEHTEPAJIHO U MEPOPANHO XOPMOHANTHO
NEYEHUE NPU 3NOKAYECTBEHO HOBOOBPA3YBAHWUE HA MIIEYHATA XNE3A B U3BbHEONHUYHATA nomouy




NPUNOXEHWE 3

AEKNAPALIUA 3A UHOOPMUPAHO CBIMACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOOABI/MKABAHE HA
NEYEHMETO C NEKAPCTBEHUA NPOAYKT

..................................................................................................................

cries kato ce 3anos3Hax . C uanata MU npeaocTaBeHa WMHoOpMauWMs M LenTas Ha NEYeHWeTO C NeKapCTBeHUs
NPOOYKREERIE st i o ...l SRR bisstsesanessenssonss 1 cnep KaTo Nonyymx uyepnaTtenHu OTroBopu Ha
nocTaBeHUTe OT MeH BbNPOCK, AeKnapupam ye:
1. Lle cnassam npenopbyaHaTta M1 CxeMa Ha NleYeHne U NepUOANYHOCT HA KOHTPONHUTE Nperneaw.
2. PepoBHO we ce sBSIBaM Ha KOHTPONHW NMpernean U HsMa Aa NPOMEHSIM CaMOBOSIHO MNU NOA APYrO BHyLLEHUe
HasHauyeHaTa M1 Tepanusi.
3.  MNpu npeycTaHoBsiBaHe Ha NEYEHUETO NO NPUYUHK, HENPOM3TUYALM OT PelLeHUETO Ha KoMUCUATA 3a eKcriepTUaM B
P30OK u/unu KomucusaTa no un. 78, 1.2 or 330, wwie yBeaoMs He3abaBHO IYHNA CH nekap.
4. [lpu HecnasBaHe Ha NOCOYEHUTE YCNOBMS NIEYEHUETO MU C YNOMEHATUS fiekapcTBEH NPOAYKT we 6bae npekpaTeHo
HAMa aa umam npeteHuun kbm H30K.

-y N3NCKBAHWUA HA H30OK 3A MPOBEXXOAHE HA NAPEHTEPANTHO UNIN KOMBUHUPAHO MAPEHTEPAJIHO U NEPOPAJTHO XOPMOHANTHO .

E’(( NEYEHME NPU 3NOKAYECTBEHO HOBOOEPA3YBAHWE HA MIIEYHATA XXNE3A B U3BbHEONHUYHATA nomoty



