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[IpCTOKOTBT Ge ¥3AaBa OT CNeuMasMCTH - TacTPOEeHTepono3u OT CHEeUWann3MpaHa KOMUCUA B fedeBHu
3aBeneHus 3a DonHudHa noMoul, cKIYMnK gorosop ¢ H30K. Cneuuanuanpaiute KOMUCHUM Ce Cb3fasaT Che
3anosea Ha AupekTopa Ha feqebHOTO 3aseaeHne B cnepHute I3: KnyHuka no ractpoeHTeponiorns ksm MBAI
Japuua MoanHa” UCYN — rp. Codua; Knukmka no ractpoeHTeporoms kv MBAS ,Ce. Meax Puncku” — rp. Codus;
KrnHuka no ractpoeHTeponorus keM BMA - rp. Cocbust u Knunuka no ractpoenTeponorus- MBAT ,Ce. Mapuua® — rp.
BapHa.

I. PEQy 3A 3ABEPABAHE HA NPOTOKOJIUTE

ﬂpOTOKOJ'IM 3a 3anoysBaHe Ha TepanuaTa

= [lonbnHeHo n nognucaro npunoxenune 1A — NUCT 3a onpeaensiHe Ha kputepuuTe
(no T.A) C BCUYKY HEOBXOAUMM U3CHEABaHUS,

. EtanHa €nuKpKn3a, BKIOUBaLWa AaHHK OT aHamHesara, ctaTtyca v I'IO,quGeH
hapmakonoruieH MapLLpyT 3a NoHe 3 MeceyeH nepuod.

CnEuVIAﬂVBMPAHA > = EKCﬂepTHO CTaHOBULWE C ACHA MeanlMHCKa MoTuBauus <3a,q'bJ'I)KMTeI'IHO ce

KOMWUCYS oT6ersasa IUNca Ha U3KIoYBALLK KpUTEpUK (MOOMUCAHO OmM 8CUYKU YIEHO8E Ha

creyuanusupadama KOMUCLIH).

/ * " MpoTokon 3a NpeAnMceaHe Ha nekapcTea, sannawanun ot H3OK/P30K" —

06p. M3-H3OK (nodnucan om ecuyku 4ieHoee Ha crieyuanusupaHama KOMUCUST),

Komucuna no un. 78, 1. 2 ot 3amepka Ha
330 B UY Ha H30K > npoTtokona B P30K

MPOTOKONY 3a NPOABLIKABaHE Ha TepanusiTa

*  [lombIHEHO U NCANKUCAHO NPUNOoXKeHUe 16 — NIUCT 3a onpeaensHe Ha KpUTepuUTe
(no 1.B).

*  ETanda envikpusa, BKIIOYRALLE BCUYKW UacrieasaHys no Tabnuuata 3a
npocnegsBaHe Ha NpuUrioxeHue 2 (Ipunazam ce U Ha opuauHanHa 6rnaHka uiy

CMELMATV3UPAHA 3a68EHO KOMUE).

KOMMWUCUA »> *  AM6ynaTopeH NUCT OT nperneaa Ha 12-Ta cegmuLa OT 3an0o4YBaHe Ha NIeYeHneTo ¢
oTpaseHu nokasatenu no Tabnuuarta sa npocneassaxe (tabn. 2, npunoxenve 2)

= ExcnepTHO cTaHoBMILe G ACHA MeJULMHCKA MOTUBALUA (3aAbmkuTenHo ce
oTbenasBa nunca Ha U3KMoYBally KpUuTephys (T00IUCaHOo Om 8CUYKU YneHose Ha

. crieyuanuauparama KOMUCUST).

/ = “NpoTokon 3a npeAnnceaxe Ha nekapcTsa, 3arnnalaku ot H3OK/P3OK” —~ 0bp.

M3-HBOK (nodnucan om scudku yneHoge Ha crieyuanusupaHana KoMucust).

Komucus no 4n. 78, T. 2 ot 3aBepka Ha . .
330 8 LY Ha H30K | npoTokona B P30K : . LS

1. OBLLUKN NONOXEHWA :
1. 3301 nopasa noarovBeHuTe r.\oxymenm B P30K, Ha TepropMma Ha KosTo e Hanpasuno n3abop Ha OMNI. JokymeHTUTe
BKMIOYBAT: . g e

1.1 3asBneHve a0 ,ElmpeKTopa Ha P3OK, i o

1.2 TIONBLAHEHO W NOAANCAHO NPUNOXeHue. 1 |-|DI'I1>J'IBE ce no C'bOTBeTHaTa Touka 1 ce npunara oTpaseHarta B Lndpos

MHAEKC MeAMUMHCK AOKYMEHTaLMS, YAOCTOBEpABALLE BCEKN @AMH OT KpiTepuuTe,

1.3 MbaHuAT Habop uacneasanus (hUankanty, HCTPYMEHTANHY ¥ nabopaTopHU), OTpaseH B NPMNOXKeHue 2.

1.4 “TpoToKkon 3a npepnuUcBaHe Ha NekapcTea, sannawadiu or H30K/P30K" — ofp, M3-H3OK, uspagel oT nekaps
cneumanumct, pabotew no gorosop ¢ H3OK. Mpunara ce opurMKan Ha NpoTokona, a Npu kaHAMAATCTBaHe 3a NpogblxasaHe Ha
TepanusTa ce NpefAcTass OpUrHAN Ha NPeAXOAHNAS NPOTOKON C OTPaseH BCUYKN HasHa4eHUs No Hero.

1.5 Oeknapauus 3a nudgropmmuparo cbrnacue 1o obpasel (npunoxenue 3).

2. P30K npyema AokymeHTHTe o T. 1 crieq cnpaBka OTHOCHO 34PAaBHOOCUTYPHUTENHUA cTaTyc Ha 330J1.
3. n'prHﬂT M BCeKwn criegBall NpoOTOKON ce U3aaBaT 3a nepuoq ot 6 Meceua.

.

M3UCKBAHUA HA H3OK NPW JIEYEEWE HA TEXKKA, AKTUBHA BOJIECT HA CROHN C AHTULUMTOKNHOBK NEKAPCTBEHW NPOAYKTH
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JINCT 3A OMPEAENAHE HA KPUTEPUUTE MPY 3ANOUYBAHE U NPOOBIMKABAHE HA JIEYEHUE HA TEXKA,
AKTUBHA BONECT HA CROHN C AHTULIMTOKUHOBY NEKAPCTBEHU MPOAYKTH

Ume: I ErH [ | l I [ I l l I l —|

i
|
3abenexka: meduyurckama GokyMeHmauus, y3ocmosepaealia ecexu om Kpumepuume e nocoyeHa ¢ yuppa 8 UHJEKC U 3a0BIIHUMENHO ;
npudpyxaea HacMORULOMO MPUNOKEHUE. !

AHTUUUTOKMHOBUTE MEAMKAMEHTI Ce NPUMAraT kaTo BTOPAa NTMHUA Ha NedYeHue, KoraTo MbpBaTa uHus (kopTuKOCTEPOUAN U
UMyHoCynpecopu) e Bura HeycrnellHa, KOHTPaUHAMLMPARE UM NALMEeHTLT He A NoHAacs.

A. KPUTEPWUU 3A 3ANOYBAHE HA NbPBU KYPC (3AQBIDKUTENHN CA BCUYKN KPUTEPUWN)

MKB K50.0, K50.1

CurypHa AnarHosa ¢ onpegeneHo pas3npocTpaHeHue — NOTEBBbPAEHO HA Gasara Ha KNUHWYHATa CuMnTomaTmka,
1 | napaknuHU4HKU u3cneasaHus M KOMBUHaUWA oT €HA0CKONICKM U PEHTIeHONOMYHI u3CneasaHus - ToTaneH ormeg Ha MT
Hpes eHAOCKoNMs, peHTreHorpadus uunu komnloTspHa (KT) unm MarHuTHo-peacHaHcHa (MPT) Tomorpadus *

2 Peayn*ra‘r OT XUCTONOTUYHO M3cnegBaHe Ha marepunan ot eH40cKoncka wvnu nanapockoncka 6MOHCMR, wnu
VHTPaoNepaTUBHO BIET MaTepuall, CbBMECTUM C AnarHosaTa Bonect Ha Crohn *

Texxka chopma Ha 6onecrra cnanacHo NICE, 2010 u ECCO, 2010: !

3 TEXKKO HapyLleHo DGLL[O CbCTOfIHWE Y €INH W NoBeye oT CregHuTe CUMNTOMMK: 3ary6a Ha TenecHa
waca Hag 10%, noeuweHa TenecHa Temneparypa, cuiHa KopemHa 6onika, Avapua (Haa >3
AedpeKkalmmn AHeBHO), UMK Hanuune Ha oBCTPYKUNS, UIin abcuecn

4 Bucoxo Hueo Ha CRP> 10 mg/l u/unn apyru o6ekTMBHU Genesn 3a akTUBHOCT (noBMwWweHW HUBA HA KANTNPOTEKTUH
BLB peKanum unu eHNOCKOTICKM MU XUCTOIOrMYHY Genesn 3a akTMBHOCT)

5 | Cymapxa ouenka no Crohn’s Disease Ativity Index (CDAI) hag 300 Touku 2

(edvH mecey sa pedipakTepHUTE * Ha fedeHne cydan)
* 3@ pehpakmepHU ce NpuemMam enyyaume ¢ nepcucmupawa axkmussa 6omecm, 8bIIpeKU neveHuemo ¢ prednisolone &

|
|
|
HenoBnnsBaHe 0T KOPTUKOCTEPOUAN Uil #MYHOCTYRPECOPU B ONTUMANHM KyPCOBE 1 A03H 3a NoHe 3 MecedeH nepnoa |
1
0o3a Had 0.75 mg/kg/OHeeHo 3a nepuod Had 4 cedmuyu 1

7 | Aunca Ha uakniouBawm KpuTepumn no 1. 6 *

" heoBxoaummTe M3CnenBaHuA ca OTpa3eHit’' B Tabn. 2 Ha npunioxeHue 2 - 3aALIXWTENHO Ce NPEACTABAT HA OpWrMHanKa GnaHka oT
nabopaTopua N 3aBePeHs W NOANUCAHO KONNE, NPY HANUYUE HA XOCTUTANMIAUMA Ce NPUNAra envukpuId ¢ Homep Y13 ¢ gasHocT go 1 mec. npeau
KaHAWABTCTBAHETO; 3BALIKUTENHO Ce NDEACTABAT AakHW 3a_pbCT, Terno W BMI, KakTo W pesynTaT oT WHCTDYMEHTANHUTE # XUCTOROrM4HU
U3cneaBanvs Ha OPWIMHAMKE NOANMCAHA U noAnedaTaHa BnaKka; X s
npunara ce ouewka no ckana CDA! - HeoBxoAuMo @ 4BYKPATHO NOTBLPKAARAHE Ha Marpaxkaal
OT NeYeHveTo, npunarat ce v ABaTa GULWa, YA0CTOBEPABAILYU RPOBEXAAHE Ha OLeHKaTa; :
aMEyNaTopHy NUCTOBE MAM eTanHa enuKpu3a oT Npernefin npn cAeLManucT, YyAOCT0BEp
OTPEseHU CPOKOBE Ha NIPUNOKERUE U PAIBATU CTPAHNYHW Peakuyuy, 3anodHaTa Tepanusa ¢ ApYrun
YAOCTOBEPABA Ce € NOANUC Ha CrelManicTa & npunoxerie. 1 Ha sac 3

3a NOHe 4-CeAMUYEH nepuos, ‘

U HasHayasaHe Ha npeaxopHa Tepanus C
TAekN NpoRykTy, cpokose, ecdeKTuBHOCT;

3abenexka: PassBuTMeTo Ha HexenaHn nekappﬁ'aeuu pe:
Ce MoTBBPNIABA Ypes NpeacTassHe Ha.ambynaTopeH Nuc
peaa Ha un. 183 ot 3IMNXM. ) C

VeHsALM aHTVPEBMaTUYHU NPOAYKTH ;
(©Onke oT yeeaoMneHueTo kM VAJ no ‘

B. U3KITHOHBALLM KPUTEPUHK (NP

|
i
\
1. BpeMeHHOCT u nakTayus. |
2. Axtusra wnu naTeHTHa TyBepKysosa (Ty6epkynuHora npofa); cencuc unm Apyra Texka uHdekuma. ‘
3. HIV underyus, |
4. OCTBP 1Nk XPOHWYEH BUPYCEH XENATUT (XeNaTuTHI MapKepy Npu HeoBXoauMocT). i
5. HeonnactudHu 3aGonsaraHus.
6. 3acrofiHa cbpaeyHa HegoctaTeyHocT (NYHA -1V, 1
7. AnnacTuyHa aHemus, U3paseHa rpaHynouuToneHus, muenodubposa (MKK ¢ OKK, npu HeoBXoAMMOCT KoHcynTauus ot i
XemMaronor), MMMgom., |
8. MHoxecTBeHa ckneposa u Apyrv Bonectu ¢ aemuenuHuaaLms,
9. AsToumyHHo 3abBonssase.

OTrosaps Ha KpuTepuuTe 3a 3anoysaHe /

B OHeBHa pno3a ;
npoAbsrKaBaHe Ha NeYeHneTo ¢ i

NOoANKUC Ha CMEeUMNANUCTA L .icvvvenriisnnnnn varrmerasnrrnas. tenven

3

M3NCKBAHKA HA H3OK IIPW NEYEHWE HA TEXKKA, AKTUBHA EONECT HA CROHN G AHTUUUTOKMHOBY NEKAPCTBEHW NPOAYKTY
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NNCT 3A ONPEAENAHE HA KPUTEPUUTE NPU MPOOBINKABAHE HA NNIEYEHUE HA TEXKA, AKTUBHA BONECT
HA CROHN C AHTMLIMTOKMHOBU NTEKAPCTBEHW NPOOYKTH

B. KPUTEPWN 3A MPOABMKABAHE HA NEYEHWETO (3AOBIMKUTENHM CA BCUYKN KPUTEPUH)

MKE K50.0, K50.1

NoenuseaHe Ha nokasarenure:

1 - HamMmansBaHe Ha KNWHU4HaTa cumToMaTka 1

= funca Ha cnag Ha BM!, nopoBpsisaHe Ha oTknoHeHnTe BUOXUMWYHI NokasaTeny |
= HamansBawe ¢ Hag 50% wurm Hopmanuaupare Ha CRP !

2 | CymapHa OLeHKa Ha noKasaTeruTe — 3HaYuTenHo NoHwkeHue Ha CDAI cnpaMo uaxoaHaTta 2

. 3
3 | lunca Ha HexenaHa nekapcTeeHa peakuua N M3KNIOYBAWM KPUTEPUK NO T. r

! eTanHa enuKpur3a ¢ oTpaleHa cTeneHd Ha nosnuaRaxe Ha nokasarenure, 3aibIPKWTENHO ce npeacrass u EMEyﬂaTODHMH NUCT OT npernena Ha
12-ta cegmuua cries 3anoysade Ha NEYeHUETO, HEOBXOAMMUTE W3cneaBaHws ca OTpaseHn B Tabr. 2 Ha npunoxenne 2 - 334 bIMATENHO Ce
NPEACTaBAT Ha OpUruHanka Gnaxka o1 nabopaTophs Unn 3aBEpPeHC U NOANNCAHO Komke: .

npunara ce olieHka no ckana CDAI; .
Jyuocrosepﬂaa €@ C nognue Ha cnelunanuera B npuioxerme 1 Ha HacTOALWMTE UINCKBAHUA U ce Nnornbnea Tabn. 1.

Tabn. 1 HexenaHu nekapcTeeHn peakuumn
rageve, rnasofone, CBETOBbPTEX
aneprus
noBullaBaHe Ha apTepuanHoTo HanaraxHe
Texka uHdekuus

XEMATONOTU4HI UMY BUOXUMUYHM OTKIIOHEHMS CBOBPESHO (hapMaKOMOTMYHOTO OCHE Ha NpoayKTa - XeMornobux
noa 80g/l, neskounTtyv nog 3 500, TpomSoumtu noa 90 000

r. VI3KI1IO“IBAU.|‘VI kPMTEPMM (NPU NPOOLITKABAHE HA NEYEHWETO)
1. Jlunca Ha TepanesTiueH edekT crief sanoysaHe Ha neyeHueTo.

2. TpaiHa knuHudHa peMnUcua Ha BonectTa — TpaeH criag Ha CDAI nog 150,
3. [lpexsbcBaHe Ha TepanusTa no BUHa Ha BonHUA ca nepvoj noseve o1 2 mecelja.

H3OK 3AMTALIA JOMALIHO NEYEHUE C AHTULMTOKMHOBN NEKAPCTBEHY NPQAYKTU.AO TIOCTHI

C E HA TPARHA KITMHWYHA 1
EHOOCKONCA PEMVCHA {O3APABABAHE HA NATABULIATA). - ‘

OnpeaeneHue 3a o3apasABaHe Ha urasilara — Ge:
Bw3naneuue; sk, CDA! nog 150 Youkn. :

OTroBaps Ha KpUTepuuTe 3a 3ano4BaHe /

B AAHeBHa A03a
npogenxkaBaHe Ha NeYeHneTo ¢

noanMce Ha CNeyuManucTa:............... rerireitresrraaeseranaes

U3NCKBAHWUA HA H3OK NP NEYEHWUE HA TEXKKA, AKTUBHA BONECT HA CROHN C AHTUUUTOKWHOBI NEKAPCTREHU nPOAYKTH
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l. NEYEBHO-OUAFHOCTUYEH ANTOPUTBHLM

1. NEKAPCTBEHM TPOLYKTW, skniwdyenrn B8 Mpunoxenune 1 Ha MNC, kouto H3OK 3annawa B chboTBETCTBME ¢
AedcTBaluMTe HOPMaTUBHM AOKYMEHTH.

INN HAO3A
MHaykumoHHa Tepanus*:
. 80 mg npes ceamuua 0, nocneasary o7 40 mg npes cegmula 2 unu

ADALIMUMAB . 160 mg npe3 ceamuua 0 {roa dopmara Ha YETUPK UHMEKUMY B PAMKUTE HA BAHO AEHOHOILME WAW KaTo ARe
VHXEKUAM AHEBHO B A1Ba NOCHeAOBATENHY AHK), cnea Koeto 80 mg npes cegmuya 2 ™
Nognbpxawa Tepanusa™™:
« 40 mg npes ceamuua

"MHAYKUUOHHATa Tepanua ¢ Humira TpsBsa fa Ce NpoBexia B KOMBUHALMA ¢ KOPTUKOCTEPOUAH, MokoTepanua ¢ Humira e BbamoxkHa npu
HEROHOCMMOCT KbM KODTUKOCTEPOUAY WM KOTATO APOLSBIMATENHATA TEPANUA C KOPTUKOCTEPOUAM € HenoAX0aALIA

™ PUCKBT OT Hexenanu edekTit e no-ronsm
7 M0 Bpeme Ha noAABPKALIATa TEPanuA 403aTa Ha KOPTUKOCTEPOMANTE MOXE A3 Ce HaMany NOCTENeHHo B CLOTRETCTBME C npasunara Ha
KNuHKYHaTa npakTuka JUp

2. NIPOCNEQABAHE:

: 3 : + Iephon Ha Neyenue

Uscneppanun R el wsx [Am [2m [3m [dm [5m ] 6m~
XEMATONOMUYHN
xeMornobuH
EpUTPOLUTH

MCV

XeMaToKpUT
T1E€BKOLMTH
TpomBouuTtH

CRP.

BUOXUMWUYHU
ASAT

ALAT

ioHorpama
KpeaTUHUH

obuw BenTbk

anbymux
CEPONOIMNYHMN
HBsAg

Anti HCV

HIV - R
MHCTPYMEHTANHWU
eHgockonys : > v
XUCTOMOrUYHO M3cneaBaHe Ha MaTepuan. ot . v
eHaocKoncka iunk narapockoncka Buoncusy, Wurn
VHTP20NepaTUBHO B3ET MaTepuan :

KOHTpacTHa perTrerorpacun, KAT, MPT ~ o’ npelleHka
abaomuHanta exorpadgua - :
PeHtreHorpacus Ha 6sn apo6 )

OPYTN o
BM!

CDAI **

Ty6epkynuHosa npoba

ENERSEYRNES
ENENENENENRN
NENENENENRY

SYANRNENENENEN
SRR ANRNRNEN
SRR
S R RNANENENEN

N
ANEN
AN
ANAN
ASEN

ANRNENANENAN
AYRNANENANAN

ANENRN

AVRNENE
AN
A

NERYR
<
<

* npunaraT ce ¥ npv BCeKM CreaBall NpoToKen
™ ABYKPATHO NPE3 NPeAX0AHUR Mecel] Ha hoHa Ha NPoBeXAaHATa Tepanus

Hacnepsanusta ce NPpeacTaBaAT HA OpuUrvHanky Bnakku unn 3aBepeHu KOoNus ¢ NoAnuc v neyar Ha N3 (HPM Hanuyue Ha xocnuranusauusd c
AABHOCT a0 1 mec, NpeAn kaHaupaTcTBaHeTo ce fpunara 33BEPEHO Konue OT enukpusa ¢ Homep 1/13)

il. OB UUCKBAHNSA

1. BbapacroBarta rpauya ce W3MuCnABA B HasbPLEHW [OAMHW - T.e. BKIIOATENHO KbM A4aTaTa Ha u3pasaHe Ha nportokona or
Cneuuanmavpanara KOMUCHs.

2. Mpu HasHayaBaHe Ha Tepanus Mo NPOTOKON 3ALMKUTENHO Ce ChOBPRIABAT BLIPACTORUTE OTPAHUUEHUA ChIIACHO KpaTkaTa XapaKkTepucTuka
Ha ChOTBETHURA NEKapcTBeH NPOAYKT, YTBLPALHA No peaa Ha 3NMNXM,

U3UCKBAHUA HA H3OK ITPU NEYEHWE HA TEXKKA, AKTUBHA GONECT HA CROHN © AHTUUNTOKNHOBW NEKAPCTBEHW NPOAYKTH





[image: image6.png]3. H30K He sannalua reyeriue u3BbH ykasaHaTa BL3PAcToBa rpakLa U NOKAAHUS & KpaTkaTta xapaxTepucTuka Ha NpoayKTa.

4. H30K He 3annaltja nedeHue c 4034 Haj MaKCHManHo paspetleHuTe No KpaTka XapakTepucTuka Ha npoaykTa.

5. B cnyyait Ha HacTwbnuna noposupaka Hexenaa nexapcTeeHa peaxuus, nekapar ysegomaea UAJ no pepa Ha un, 183 ot 3/MXM. Konwe or
CHOBLEHUETO Ce NPUNara KoM MEAULMHCKATA AoKymeHTatius Ha 330J1 npy KaHaWaaTCTRaHe 3a Nevexve,

6. MPW CNEUMANUCTA, curn. un. 152, B, 7. 1 ot HP[ 3a MeAUUMHCKUTe feidHocTr 2012 . (o6H. B 1B 6p. 3 oT 10.01.2012
r.), Ha 330J1, Ha KOWTO Ga M3[ABAHKM NPOTOKONM MO peaa Ha HACTOAMTE U3UCKBAHKA, CNeaBa Aa Ce Npurarat BCUYKK
HeOBXOANMIK [OKYMEHTH KaTo: amBynaTopHuTe nuctose oT M3BBLPLUBHUTE Nperneay, BTOPUAT eK3eMRisp OT u3gagjeHwute
NPOTOKONW, KONWS OT enuKPUal, eKCepTHW CTaHOBMILA W APYri [OKYMEHTH, KOWUTO Ca OCHOBaHue 3a u3fasaHe Ha npoToxon,
BCUYKK U3UCKBALlW Ce M3CTEeABAHNA, KONWe OT NpUNONeHKe 1 Ha HACTOAIMMTE MIUCKBAHUA NMOMLAHEHO MO CbOTBETHaTa
TOUKa, MOANUCAHO OT CReunanucTa, usgan npoTokona.

Hacmosuume usucksanus ca pa3pabomenu Ha ocHosaHue i, 55 om HPL 3a meduuurckume delinocmu 2012 20dura (06H, & 8
6p. 3/10.01.2012 2.). v enu3am e cuna om 01.07.2012 2., cbenacko yn. 10 Ha Hapedba Ne 10 om 24 mapm 2009 2. 3a ycrosuama
U peda 3a sannawjaHe Ha fleKapcmeenu npodykmu no 4n, 262, an. 5, m. 1 om 3akoHa 3a nexapcmeerume npodykmu &
XymanHama mMeduyuHa, Ha mMeOUYUHCKY u3denus u Ha duemuyHu XpaHu 3a crieyuanHu meduyuHeKy yenu (obH. 48, 6p, 31 om
2007 2.).

b W3UCKBAHWUA HA H3OK MPY IEYEHWE HA TEXKA, AKTUBHA BONECT HA CROHN C ARTUUMTOKUHOBY NEKAPCTBEHYN NPOAYKTW
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OEKNAPALIUA 3A UHOOPMUPAHO CHIMMACKUE C U3UCKBAHUATA 3A 3ANOYBAHE/
NPOABLIMKABAHE HA NNEYEHUETO C NEKAPCTBEHMSA nPOAYKT

cnep KaTo ce 3ano3Hax ¢ usnara mu apepocraseHa IAH(*)ODMSLMH W LenTa Ha nevyeHneTo ¢ neKapcTeeHuns

MPOAYKT..

.......................................................... e W CNEA KATO  MOMYYMX
W34eprnaTernHyu oTroBopY Ha NOCTABEHYUTE OT MeH BbNpocy, AeKnapnpam ue;

1. Ule cnassam npenopbyaHaTta My cxema Ha NeueHe 1 NepUoaNYHOCT Ha KOHTpOMNHUTE Nperneau.

2. PepoBHo ile ce ABABaAM Ha KOHTPONHU Npernean U Hama aa NPOMEHAM CamOBOMHO UMW NoA APYro
BHYUWEHWE HaszHayeHaTa Mu Tepanus.,

3. [pu npeycraHossABaHe Ha NEeYeHNeTO No NPUYKUHKM, HENpPOW3TUYaLLM OT pelleHneTo Ha KomucuaTta
3a ekcneptusu B P3OK w/unn Komucusita no un. 78, 1.2 oT 330, e yBepoms HezabaBHO MuYHUS
cv nekap u P30K u we sbpHa B P3OK rocriefHws NpoTOKOM, MO KOWTO CbM nonyyasan/a
nexapcTBEHUA NPoaykKT.

4. Tlpu HecraseaHe Ha NOCOYEHUTE YCMOBUA NEYEHNETO MU C YNIOMEHATHA nekapcTeeH NpoAyKT wWe
6bae NpekpaTeHo 1 HAMa Aa UMaM npeTeHLUK Kbm HIOK,

5. Mputexasam/ He npuTexasam akTyanHo TENK pelleHne sba Bpbaka cbe 3aBonnBaHeTo.

UBNCKBAHWUA HA H3OK NPW NEUYEHUE HA TEXKA, AKTUBHA EONECT HA CROHN C AHTMUMTOKWHOBW NEKAPCTBEHW NPOAYKTW





