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.
MpoTtokonsbT ce u3gaBa OT cneuyuanuavpaHa KoMucus B ne4ye6HO 3aBefeHWe 3a GONHUYHA NOMOLY, CKMKOYUNO
porosop ¢ H30K. Cneunanuaupanute KOMUCUM Ce Cb3aaBaTt CbC 3anosej Ha Aupektopa Ha J13: 3a geua 4o 18 roauiwHa
Bb3pacT - KnuHuka no eHpokpuHonorus, auaber v reHeTuka n knuHuka no Hedgponorus n xemoananusa - CBANAB - rp. Codus,
MHoronpodmnHa cneunanuaupaHa Aetcka KnuHuka, oTAeneHue no aetcka eHaokpuHonorust  obmsiHa Ha Bewecteata - MBAJ
,CB. Mapuna” — rp. BapHa; Hag 18 roauwHa sb3pact - Knunuka no eHaokpusonorust YCBAJE ,Akaa. WeaH Menyes” — rp. Cocbus.

I. PEQl 3A SABEPABAHE HA NPOTOKOJUTE

MpoTokonu 3a 3ano4BaHe Ha nevyexHune

CNEUNATTUBUPAHA
KOMUCUA

o

MonbnHeHo W noanucaHo npunoxeHwe 1A — NUCT 3a onpeaensHe Ha
Kputepuute (No T.A) C BCUYKN HEOBXOAUMU n3cneaBaHus.

Enukpusa/EtanHa enukpu3aa, BKIOYBALLA A@HHU OT aHamHe3aTa, cratyca u
NpeAxoxaaLLo neyeHne

EKCnepTHO CTaHOBMLUE C SiCHA MeAWLMHCKA MOTUBALMA (3aAbIKUTENHO ce
ot6ens3ea nunca Ha U3KNIYBALLN KPUTEPUN (MoONUCaHO Om 8CUYKU YneHose
Ha crneyuanuaupaHama KOMUCUS)

“MpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawanu ot H30K/P30K" —
06p. M3-H3OK (nodnucaH om ecuyku u4neHoee Ha cneyuanusupaHama
Komucus)

Komucus no un. 78, 1. 2
o1 330 B LIY Ha H30K

3aBepka Ha npoTokona
B P30K

MpoTokonu 3a npoabLMKaBaHe Ha neveHue

CNEUNAITUBUPAHA
KOoMucus

Y

MonbnHeHo W nognucaHo npunoxenuwe 16 — nucT 3a onpepensHe Ha
kputepuute (no 1.B)

Amb6ynaTopeH nuct/eTanHa enukpu3a, BKNIOYBALLA BCUYKWA U3CNEABaHUA N0
Tabnuuata 3a npocneasBaHe Ha npunoxewue 2  (npunazam ce u Ha
opuzauHanHa bnaHka unu 3aeepeHo Konue),

EKCNepTHO CTaHOBMLWE C SiCHA MeULMHCKA MOTUBALWA (3aAbIKUTENHO ce
otbenssea nuUNca Ha M3KNIYBaLLN KpUTEpUN (ModnucaHo om 8CUYKU YneHose
Ha cneyuanusupaHama KoMucus)

“fMpoTtokon 3a npeanuceaHe Ha nekapctea, 3annawann ot H3OK/P30K" —
0bp. M3-H30K (nodnucaH om ecuyku uneHose Ha cneyuanu3upaHama
Komucus)

Komucus no un. 78, 1. 2
o1 330 B LY Ha H30K

3aBepka Ha npoTokona

B P30K

Il. OBLLUM NONOXEHUA

1. 3011 nopasa noaroTeBeHuTe AokymeHTH B P30K, Ha TepuTopusTa Ha KOSITO € Hanpasuno u3bop Ha OMJ1. [lokymeHTuTe
BKNIOYBAT:
1.1 3asenenue no Aupekrtopa Ha P3OK.
1.2 MonbnHeHo n noanucaHo npunoxenue 1. MonbiiBa ce No CbOTBETHATA TOYKa W Ce Npunara oTpaseHara B LUGpPOB NHAEKC
MeauUMHCKa AOKYMEHTaLus, yA0CTOBepsiBalLLa BCEKU e4uH OT KputepuuTe.

1.3 MenHuat Habop uscneaBaHun (puUnKkanHn, MHCTPyMeHTanHu u nabopaTopHu), OTpaseH B NpUNoxeHune 2.

1.4 “Mpotokon 3a npeanucBaHe Ha nekapcTsa, 3annawanun ot H30K/P30K” — o6p. M3-H30K, uagaaeH ot cneuynanuavpasa
komucusi. Mpunara ce opurMHan Ha NpoToKona, a Npu KaHAUAAaTCTBaHe 3a NPOAbIKABAHe Ha TepanusTa ce NpeaCTaBsi OpUriHan
Ha NPeAX0AHUS NPOTOKON C OTPA3eHW BCUYKW OTNYCHATU KONUYECTBA MO Hero.

1.5 feknapauus 3a uHcopmupaHo cbrnacue no obpaseu (npunoxenue 3)

2. P30K npuema nokymeHTUTe no T. 1 cnep cnpaska OTHOCHO 3APaBHOOCUIypUTenHus ctatyc Ha 30/,
3. MpoTokonuTe ce u3gasar 3a nepuof A0 3 MecewLa Npym 3anoYBaHe Ha nevyeHue 1 Ao 6 Mecela 3a BCeKM NopeaeH Kypc.

"

[S]

W3NCKBAHWA HA H30K 3A NPOBEXAAHE HA NEYEHWE NPU AEGULUT HA PACTEXXEH XOPMOH B U3BbHBONHUYHATA NOMOLL| —
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JNINCT3A ONPEOENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NNEYEHMUE C PACTEXEH XOPMOH Nnop 18
FOAVLWHA BB3PACT B U3BBHEO/THUYHATA NOMOLL

Ame: ; 7P I A O IO

3abenexka: meduyuHckama OoKymeHmauusi, ydocmoeepsisalya 8CeKU oM KpUmMepuume e nocoyeHa ¢ yugppa 6 UHOKC U 3adbmKumenHo
npudpyxaea HaCMOSAUOMO NPUSTONKEHUE.

A. KPUTEPUM 3A 3AMOYBAHE HA NEYEHME (SAOB/MKUTENHU CA 1, 4, 5, 6 U 7 KPUTEPUA U 2 UNK 3
KPUTEPUI CBOBPA3HO MKE KOf)

MKB E23.0, N18.0, N18.8, Q87.1, Q96.0, Q96.1, Q96.2, Q96.3, Q96.4, Q96.8

CurypHa avarHosa, KnMHUYHa CUMNTOMATWKa, HABO Ha pPacTexeH XOPMOH, peHTreHorpadms u/mnn komnioTepHa (KT)
W MarHuTHoO-pesoHaHcHa Tomorpacus (MPT) Ha xunotanamyc-xunodguaa 3a xunodusapeH HaHM3BLM (Npu Aeua
Hap 5 roA. Be3pacT - 2 Tecta 3a PX, aokassalun xunodyHKUMs Ha xunodmaara; npy Aeua noa 5 roa. Bb3pacT - AaHHU
3a aHomanuu Ha xunocmsata ot MPT un Huea Ha |IGF-1 wunu IGF-BP-3); reHeTnyeH Tect (UMTOreHeTUYeH aHanwus,
FISH, [IHK) 3a Cunapom Ha TepHbp M Cungpom Ha lpapep-Bunu; aokasaHa 6b6peyHa HeQOCTaTBLYHOCT M
u3ocTaBaHe B pactexa (a0 18 roguwHa Bb3pact)

HuBo Ha pacTtexeH xopmoH (PX) npu cTUMYNauMOHHU TecToBe:
2 = PX (comatoTponeH xopmoH - CTX) < 10 ng/ml npu aeua '
* |GF-1 wmnu IGF-BP-3 - Hucku 6asaniu HuBa 3a cboTBeTHATa Bb3pacT .

KpeatuHuHoB knupbHe < 70 ml/min/ 1.73 m?’

Pe3ynTar ot peHTreHorpacms 3a onpeaensiHe Ha KOCTHa Bbapacr '

W3cnepBaHe Ha 0MHM AbHa - hyHAOCKONUSA S

3
4
5 | HuBo Ha TSH u TMpeouanu xopmonu / fT4/ '
6
7 4

Nunca Ha u3KkniouBawm kputepum no 7. B °

3abenexku:

al cTumynauuoHHuTe TecToBe 3a PX ce npoBexaaT C MHCYNWH, MMIOKaroH Unu apriHnH Xnopua

6/ He ce usnckBa NpoBexAaHe Ha CTUMynauuoHHu TecToBe 3a PX npu aokasanu cuHapom Ha Turner u Prader Willi

B/ HUCbK PX Ha hoHa Ha CroHTaHHa XUMOrNKeMUs UMa CTONHOCT Ha PX-CTUMynauvoHeH TecT

r/ npu Hanuuue Ha Huckn IGF-1 umnu IGF-BP-3 n nokasaH monekynspHo-reHeTU4Ho eHgoreHeH PX ¢ HamaneHa Guonornyna
aKTUBHOCT € MHANLIMPAHO NeYeHne C pacTeXeH XOPMOH, He3aBUCUMO OT pesynTaTa Ha CTUMYNaUMOHHUTE TecTose 3a PX

Al npu feua ¢ XpoHuyHa GbOpeyHa HEAOCTaTBLYHOCT U M30CTaBaHe B pacTexa He Ce W3UCKBA OnpeaensiHe HUBa Ha pacTexeH
XOPMOH 1 LLIUTOBUAHU XOPMOHMU

! HeoBXxoAMMMTE M3CTIEABAHMA Ca OTpa3eHU B TaBNNLA 2 HA NPUNOXKEHME 2 - 3AABLMKUTENHO Ce NPEACTABAT Ha OpUrMHaNHa
6nanka oT nabopaTopus UNKu 3aBEPEHO U NOANUCAHO Konue, NpK Hanuyne Ha xocnmanusaum ce npunara enukpusa ¢ Homep M3
C fAaBHOCT A0 1 Mecel npean KaHAWAATCTBAHETO; 3ab/DKUTENHO Ce M HHW OT rEHEeTUYHU TecToBe, A0ka3sa

3abonsBaHeTo Ha nggnucaua n nggneua'rgna 6ngHKa —_Konue Ha MSCHQABEHSTO Vlacnggsauun'ra 3a_He[oCTaTbYHOCT Ha

OTHOLWEHWe Ha CbNbTCTBALUMN

XOpMOHarHu uegocvarwuocm

ambynaTopHu nUcToBe OT Nperfieau Npu CrneunanuctT B Cryyan, Ye NUNCBaT BMMCAHW KOHCYNTaTUBHM nperneau B
enukpusa
® yRocToBepsiBa ce ¢ NoANMcHUTe Ha YrieHOBETE Ha KOMUCHSATA B NPUIIOKEHME 1 Ha HAaCTOSILMTE MIMCKBAHUs

B. U3KNIOYBALLU KPUTEPUU (NPU 3ANOYBAHE HA NEYEHUETO)

1. CBpbXUYyBCTBUTENHOCT KbM AKTUBHOTO UMM HAKOE OT NOMOLLHUTE BellecTsa
2. 3atBopeHu enuchuan

3. lpuapyxasallo ocTpo Texko 3abonseaHe

4. Hanuune Ha akTMBHU HOBOOGpasyBaHws

5. HapyweH rniokoseH Tonepaxc, npu HeAC Hap 6.5%

OtroBaps Ha KpuTepuuTe 3a 3anoyBaHe Ha

NEYEHNETO C e B OHOBHA O  .....oceiiiiian

NOANMUCU HA YNEHOBETE HA KOMMUCHUATA ..........covvviiiiiiiiiiiaiaiiiiiinns

j g VIBUCKBAHWA HA H3OK 3A MPOBEXIAHE HA NEYEHWE NPW AEGULUMUT HA PACTEXXEH XOPMOH B U3BbHBONHUYHATA NMOMOLL| ~
Bcuna ot 1 tonu 2014 ropuna
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NPUNOXEHUE 16

NIUCT 3A ONPERENAHE HA KPUTEPUMUTE NPU NPOOABI/MKABAHE HA NNEYEHUMETO C PACTEXXEH XOPMOH
nop 18 rOAULWHA BB3PACT B U3BBHBEONTHUYHATA NMOMOLL

I Ume: l ErH I I I I l ] I | I |

3abenexka: meduyuHckama OOKyMeHmauusi, ydocmosepsisaua ceku om Kpumepuume € rocoyeHa ¢ yugpa 6 UHOeKC U 3adbrmKumenHo
npudpyxasa HACMOAULOMO NPUNONEHUE.

B. KPUTEPUU 3A NPOOABIMKABAHE HA NIEYEHUE (BAOB/MKUTENHU CA BCUYKU KPUTEPUWN)

MKB E23.0, N18.0, N18.8, Q87.1, Q96.0, Q96.1, Q96.2, Q96.3, Q96.4, Q96.8

1 | OueHka Ha hM3N4eCKOo pa3BUTHE N KOCTHO Cb3psiBaHe 1

2 | UacnepgaHe Ha kpbBHa 3axap u HBA:C !

3 | Huso Ha IGF-| wn IGF-BP-3 '

4 | H1BO Ha roHaAOTPONKUHW, NOMOBK CTEPONAN !

5 | KpeatuHnHoB knupbHC (npu XBH) ;

6 | WacneasaHe Ha 04HM AbHa — yHAOCKONNS z

2
7 | Pesyntar oT peHTreHorpachms 3a onpeaensiHe Ha KocTHa Bbapact

8 | Nunca Ha u3kniouBawM Kputepun no 7. I °

: eTanHa enukpu3a C oTpaseHa CTeNneH Ha MoBnusiBaHe Ha nokasaTenute cnej 3arnoysaHe Ha neveHueTo, Heobxoaumute

M3cneaBaHns ca OTpaseHu B Tabnuua 2 Ha NpUnoXeHve 2 - 3aAbIDKUTENHO Ce NPeACTaBAT Ha OpurvHanHa Gnadka ot
nabopaTopusi UK 3aBepeHo W NOANUCAHO Konue

% aMBynaTopHU NUCTOBE OT NPerneau NPy crieuManucT

* yaocToBepsiBa ce C NOANMCUTE Ha YNEHOBETE Ha KOMUCUATA B NPUNOXeHNe 1 Ha HACTOALYMUTE MINCKBAHUA

. U3KNIOYBALLUW KPUTEPUU (NPU NPOABINKABAHE HA NEYEHUETO)

CBpbX4yBCTBUTENHOCT KbM @KTUBHOTO MIN HAKOE OT NOMOLLHUTE BellecTsa
3atBopeHn enuchusn

Mpuapyxaeallo 0CTPO TexKo 3abonseaHe

Hannuune Ha akTuBHU HOBOOGpa3syBaHus

Mpu3Hauu Ha peunanB Npu Npekapaxo 3nokayecTseHo HoBoobpasysaHue
CumNTOMM Ha 0BCTPYKUMS HA FOPHUTE AUXATEeNHN NbTUlla

Hapywen rniokosen Tonepaxc, npu HeA1C Hapa 7.5%

BpemeHHOCT 1 kbpmeHe

BkniousaHe Ha 60NHUS B KNMHUYHO NpoyyBaHe™*

0 00 1 B OHCR 0/R): =

* Komucusita, KOSITO e HaszHauuna neveHneto u Habniopasa 30J1, e AnbxHa HeszabaBHO na yBepnomu Komucusta 3a
ekcnepTuamn no un. 78 1. 2 or 330 B LIY Ha H3OK. Te3au 60nHu ce 3anucBaT B OTAENEH PErucTbp U He ry6saT npaBoTo cu 3a
npoabNkaBaHe Ha NeYeHUeTo crnea NPUKIIYBaHe Ha KNMHUYHOTO NpoyyBaHe.

OTroBapsi Ha KpUTepUUTe 3a NPoAbLINKaBaHe
Ha neyeHneTo ¢

i WSUCKBAHWA HA H30K 3A MPOBEXXAAHE HA NEYEHWE NPU AESULINT HA PACTEXXEH XOPMOH B U3BBbHBEONHUYHATA NOMOLL —
o 74 B cwna ot 1 1onu 2014 ropuHa
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOABLIMKABAHE HA NEYEHUETO C PACTEXEH XOPMOH HAQY
18 FOAULUHA B3PACT B U3BBHHEONTHUYHATA MOMOLL

k)

Ume: I ErH | I ] l [ I l I I I

3abenexka: MeduyuHckama GOKymeHmayusi, ydocmoeepsieaula 6ceKu om Kpumepuume € nocodeHa ¢ yugpa & UHOBKC U 3a0BLIKUMENHO
npudpyxasa HaCMOSIOMO NMPUNOKEHUE.

A. KPUTEPUM 3A NPOABIMKABAHE HA NEYEHUETO (BAABIMKUTENHU CA BCUYKU KPUTEPUW)

MKB E23.0

1 | KnuHnyHa ouenka g

Huso Ha comaToTponeH xopmoH (CTX) npu cTUMYNauMOHHK TeCTOBE:
IGF-1 - HUCKM HMBa 3a CbOTBETHaTa Bb3pacT

3 | BUOXMMUYHI MsCnensans '

4 | UacnepgaHe Ha kpbBHa 3axap 1 HeA:C g

5 [ llunca a HexenaHa nekapcTBeHa peakuusi U U3KINOYBaWM Kputepum no 7. E :

i eTanHa enuKkpusa C oTpaseHa CTeneH Ha NnoBnuABaHe Ha nokasatenute cnej 3anodBaHe Ha neyeHueTo, HeobxoaUMUTE M3CneaBaHWA ca
oTtpaseHu B Tabnuua 2 Ha NPUNOXeHue 2 - 3aAbIHKUTENHO ce NPEACTaBAT Ha opurnHanHa 6nanka ot naﬁopaTopMﬂ “nu 3aBepeHo 1 nognucaHo
konue

i yAocToBepsiBa ce C MNOANUCUTE Ha YNeHOBeTe Ha KOMUCUATA B NpUnoxeHve 1 Ha HACTOAWMUTE U3UCKBAHUS

E. U3KNIOYBALLW KPUTEPUM (MPU NPOABLIMKABAHE HA NEYEHWETO)

CBpPBXYYBCTBUTENHOCT KbM @KTUBHOTO WIK HSIKOE OT NOMOLLHUTE BELYeCTBa
Mpuapyxaeallo ocTpo Texko 3abonseaqe

Hanuuue Ha akTuBHU HOBOOGpa3yBaHus

Mpu3Haum Ha peunavs Npu Npekapaxo 3noka4yecTBeHo HoBooGpasysaHue
CumnToMK Ha OBCTPYKUMUS HA FTOPHUTE AUXaTenHu NbTuwa

HapyweH rniokoseH Tonepauc, npu HeA1C Hap 7.5%

BpemeHHOCT 1 kKbpmeHe

BkniousaHe Ha 60NHUs B KNUHUYHO NpoyyBaHe™*

QO ND oA WM -

* KomucusiTa, KOATO € HasHauuna nevexveto u Habniopasa 30J1, e AnbkHa HezabaBHO ga yBenomu Komucusita 3a
ekcnepTuau no un. 78 1. 2 or 330 B LIY Ha H3OK. Tean 6onHu ce 3anucBaT B OTAGNEH PErUCTHLP U He ry6sT npaBoTo cU 3a
npoAbL/MKaBaHe Ha NEYEHNETO crnef NPUKNIoYBaHe Ha KTMHUYHOTO NpoyYBaHe.

OTroBaps Ha KpuTepuUTe 3a NPOAbLIMKaBaHe

HameveHMeTOC $ 422222 s B AHEBHa fno3a  .....................

—g_ VBUCKBAHWA HA H30K 3A NMPOBEXIAHE HA NEYEHVE MPU IEGULIUT HA PACTEXXEH XOPMOH B U3BbHEONHUYHATA NOMOLY ~
B cuna ot 1 tonn 2014 ropguna
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PUMOXEHVE 2

1. NEKAPCTBEHM MPOAYKTW, skniouyeHn B [punoxenne 1 Ha [MJIC, kouto H3OK s3annawa B chLoTBETCTBUE C

AeicTBalLMTe HOPMATUBHU [OKYMEHTU.

u3ocTaBaHe B pactexa

1Ny [Ho 18 roguwHa Bb3pacT
e 0,025 - 0,035 mg/kg TenecHo Terno AHEBHO NOAKOXHO NPU HEAOCTATbYHOCT UNW HamaneHa
61oNorNYHa aKTMBHOCT Ha PacTeXeH XOPMOH
¢ 0,035 mg/kg TenecHo Terno AHEBHO NOAKOXHO MPU HEAOCTATLYHOCT Ha PACTEXEH XOPMOH Npu
Cunapom Ha Mpaaep-Bunu
* 0,045 - 0,050 mg/kg TenecHo Terno AHEBHO NOAKOXKHO NPU HEAOCTATLYHOCT Ha PaCTEXEH XOPMOH
SOMATROPIN npu CMHAPOM Ha THPHBLP

« 0,045 - 0,050 mg/kg TenecHo Terno AHEeBHO NOAKOXKHO Npu Aeua c GbbpeyHa HeAoCTaTbYHOCT U

Hapn 18 roguwxa Bb3pact

Ly 4Y)

2. NPOCNEAABAHE:

WU3CNEABAHUA

MNEPUOA HA NEYEHUE

Waxoamo | Ha 3™ mecey | Halumoumlpl Ha Bceku 12 meceua

XOPMOHAITHA

PX (CTX)

v

IGF-I unm IGF-BP-3

TSH

T4

= SNBRS

[oHafoTponuHKM, NonoBu CTepouau /npu AocTuraHe Ha
KOCTHa BbL3pacT 3a MomyeTa - 12 roauHn u 3a MomuyeTa -
11 roaunu/

BUOXUMUYHU

[niokosa

HeA:C

ASAT

ALAT

T

AnkanHa coccarasa

KpeatuHnHos knupbHE (npu XBH)

S SESESENES [ S

SNESESTSES] S| S

WHCTPYMEHTAITHW U KOHCYNTALUA

KoHcyntauws cwbc cneyuanuct o4Hu Bonectn —
yHaockonus — Ao 18 roa. Bb3pact

o

EKM™

PenTreHorpachus 3a KOCTHa Bb3pAacT - 40 HaBbpLIBaHE Ha
25 roa. Bb3pacT

PentreHorpacus, KAT, MPT

Pentrenorpadms Ha 6sin apo6 n AKP*

KoHcynTaums cbC cneuuanuct optoneans n
Tpasmaronorua*

APYrun

PwCT, TenecHo Terno, obukosnka Ha Tanus**

*no npeueHka
**obukonka Ha Tanus — camo Hag 18 roguwwHa Bs3pact

W3cnepsanusTa ce NPeACTaBAT Ha OPUrMHANHM GnaHki UNW 3aBepeHU KOMWs C NOANKC W neyat Ha JI3 (Npu Hanuune Ha xocnuTanusauns c
AGBHOCT A0 1 MeceL NPeAy KaHAWAATCTBAHETO Ce NpUnara 3aBepeHo Konue oT enukpusa ¢ Homep U3)

_g_ VBMNCKBAHWUA HA H30K 3A NPOBEXKAAHE HA NEYEHWE NPU AEGULINT HA PACTEXXEH XOPMOH B M3BBHBONIHUYHATA NOMOLL —
B cuna ot 1 1onu 2014 roguHa
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Il. OBLUKX M3MC1(BAHM$|

1. Bu3pacToBaTta rpaHuua ce W34UCNsABa B HABbPLUEHU FOAUHM - T.€. BKMIOYUTENIHO KbM AaTaTa Ha u3gaBaHe Ha npoTokona ot
cneuunanmanpaHata KoMucHs.

2. Mpyn HasHayasBHe Ha Tepanus o NPOTOKON 3a4bINKUTENHO Ce CboBpa3ssBaT Bb3pacTOBUTE OrPaHNYEHMs, CbITacHo KpaTkaTta
XapakTepucTuka Ha CbOTBETHUS NekapcTBeH NPOAYKT, yTBbpAeHa no peaa Ha 3JIMXM.

3. H3OK He 3annala neyeHne U3BLH ykasaHaTa Bb3pacToBa rpaHnLa B KpaTkata xapakTepucTuka Ha NpoayKTa.

4. H3OK He sannalia neyexue C 031 Haz MakCUMasHO paspeLUeHUTe Mo KpaTka XxapakTepucTuka Ha npoaykTa.

5. B cnyvaii Ha HacTbnuna Noao3vpaHa HexenaHa nekapcTBeHa peakuusi, nekapaT yseaomsisa MAJl no peaa Ha un. 183 ot
3NINXM. Konue ot ceoblieHneTo ce npunara kbM MeAULMHCKaTa AokyMeHTaums Ha 30J1 npu kaHauaaTcTeaHe 3a neveHue.

6. KOMUCUATA, n3pana npotokona Ha 301, cbXxpaHsBa BTOPU €K3EMNMsiP Ha MPOTOKONa M BCUMYKM Heobxoaumu
AOKYMEHTH 33 U3jaBaHeTo My.

Hacmoswume u3uckeaHusi ca paspabomeHu Ha ocHosaHue 4n. 56 om HauuonaneH pamkos 002080p 3a MeOUYUHCKUME
deliHocmu 3a 2014 2oduHa (06H., B, 6p. 3 om 10.01.2014 2.) u enuzam & cuna om 1 tonu 2014 2., cbenacHo un. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annawaxe Ha nekapemeru npodykmu no yn. 262, an. 6, m. 1 om
3akona 3a nekapcmeeHume npodykmu @ XxymaHHama meoduyuna, Ha MeOUYUHCKU u3denusi u OuemuyHuU XpaHu 3a creyuanHu
meduyuHeku uenu (obH., AB, 6p. 31 om 2007 e.).

g WBUCKBAHWA HA H30K 3A NPOBEXAAHE HA NEYEHWE NPU AEGULNT HA PACTEXKEH XOPMOH B U3BbHBEONHUYHATA NOMOL -
% B cuna ot 1 1onu 2014 ropuHa
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AEKﬂAPAUMir3A MH®OPMUPAHO CBITIACUE C UBUCKBAHUATA 3A 3AMOYBAHE/ NMPOABINKABAHE HA
JIEYEHUETO C NNIEKAPCTBEHUA NPOAYKT

cnea Kato Ce 3sanosHax C Lusnata Mu npejocTaBeHa MHGOPMauMsi W UeNnTa Ha feYeHUeTo C NeKapcTBEHWs
YD O KT R Ut ot oo veacnnene oo ssaa O O oty - O} W Cnea KaTo nonyuyux uadepnartenHn oTroBopu Ha
NOCTaBEHUTE OT MEH BbNPOCK, AeKNapupam Ye:

1. Ue cnassam npenopbyaHaTa M1 CXema Ha NneyeHue u NepuoanYHOCT Ha KOHTPOSTHUTE Nperneau.

2. PepoBHO We ce siBABAM Ha KOHTPONHW MNperneau v HaMa Aa NpOMEHsIM CaMOBOSMHO WNW MOA APYro BHYLIEHWe
HasHayeHaTa Mu Tepanusi.

3. [lpu npeycraHoBsiBaHe Ha NEYEHUETO Mo NPUYMHKA, HEMPOM3TUYALLM OT pelleHneTo Ha KomucusTa 3a ekcneptuan 8 P3OK
wimnn Komucusata no un. 78, 1.2 or 330, we ysegomsi HesabasHO nM4HMA cu nekap u P3OK u we BbpHa B P3OK
nocneaHusi NPOTOKON, N0 KOWTO CbM nosnyyasan/a nekapcTBeHUs NPOAYKT.

4. Tpwn HecnasBaHe Ha NOCOYEHUTE YCNOBUS NEYEHUETO MU C YNOMEHATUs NekapcTBeH NpoaykT we Gbae npekpaTteHo u

HAMa Aa umam npeteHuun kbm H30K.

_g_ VWBUCKBAHWA HA H30K 3A NPOBEXAAHE HA NEYEHVE NPU AEGULINT HA PACTEXKEH XOPMOH B N3BBHBEONHUYHATA NOMOLL -
B cuna ot 1 1onu 2014 roguHa




