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ckniouun porosop ¢ H3OK Mnu OT crneuuanuaupaHa KOMMCMS 8 neyeBHM 3JaBeAeHWs, CKIIOMMNW [OroBOp C
CreuManusupaHuTe KOMUCUM Ce Ch3AABAT CbC 3anoBe/ Ha AMPEKTopa Ha neveGHOTO saseaenme (113) — knuHukalow,
N0 @HAOKPUHONOTHA.

poTokon®bT Ce M3asa OT CMELUMAnUCT C KOA Ha cneumanHocT 05 (emaokpuxonorus u Gonectu Ha obmswara),
jn

1. PEQl 3A 3ABEPSIBAHE HA MPOTOKOSUTE - UHKPETUH BA3UPAHA TEPANUA

MpoTokony 3a 3anoYBaHe ¥ NPOALIKABAHE Ha TepanusTa
* AMBynaTopen nuCT/ eTanHa enuKkpuIa ot NOCNEAHNA Npernes/ unu
envkpusa ot BJ13 ¢ NPUNoXeHn BCuK HEOBXOAMMM NoKa3aTenu u
W3CNEABAHMA N0 NPUNOXEeHUe 2
mequanm;é%:mm {—»{ = MonbnHeno w noanucano npunoxenne 1 (1A unu 16) - nucr 3a ’.‘::':;” 2
AOIOR0D 0 ONpeAensHe Ha KPUTEPUUTE C BCHMKM HEOBX0ANMM UICNeABaHNA P30OK/ ey
* ‘flpoToKON 38 NPEANMCBAHE Ha NeKapcTea, 3annawawu ot Ko
H3OK/P3OK" - 06p. M3-H30K hcom =
wn Ha H30K*
* EKCNEPTHO CTAHOBMILE C ACHA MEAUUMHCKA MOTUBALNA (384 B/IKUTENHO 3ai e
e 0T6eN1AIBA INNCA Ha MINTIONBALIM KPHTEDHH) p——
= Enuxpuaa ot B/13 ¢ npunoxenu Bouuxk HeoBXOaMMM noKasaTenu 1 npotokona
WICNeABaHIS 10 NPUNOKeHuUe 2 P30K
CRaLuAMENPaHE [ = MNonsnuewo u nognucaxo npunoxerue 1 (1A wan 165) - nuct 3a
xomucus ONpPeAENAHE HA KPUTEPUATE C BCUIKA HEOBXOAUMH ICNEABAHNS
= “TpoToKon 3a npeanucsane Ha nexapcrea, sannawanm ot H3OK/P3OK™
~ 06p. M3 ~H30K (noanucak OT YneHoBETE Ha KOMUCUATA)

*Omiacs ce camo 3a npomokonu 3a Liraglutide
Il. PEAl 3A 3ABEPSIBAHE HA NTPOTOKONMUTE ~ NNEYEHWUE C KOHBEHLIMOHAITHU W AHANOrOBU MHCYITMHM

IPOTOKONM 32 KOHBEHUMOHANHA MHCYNMHOBA TEPANMA U NPOTOKONY 32 NPOALIDKABAHE HA TEPANUATA C AHANOrOBM
MHCVIMHY 10 obwa nosa 80 IU

cneLmanucT, cknlownn * “TIPOTOKON 33 NPEANUCBANE Ha NEKAPCTBA, JANNaLaHK ot || 3asepkas
norosop ¢ H30K H3OK/P3OK" — 060. M3-H30K P30K

MpoTokony 3a NoBUWABaHe Ha OBWATa 4033 (HA KOHBEHLMOHANHM U AHANOTOBM MHCYNUHK) Haa 80 IU

* CTaHOBMILE OT EHAOKPUHONOMA C ACHA MEAMLIMHCKA MOTHBALIMA Komucus 3a|

38 HEOBXOAUMOCTTa OT yBENUuaBaHe Ha Ao3aTa eKcnepTuam,
CNeUManiCT, CKIoYMn * AmBynaTopeH nucT/eTanHa enuKkpu3a C BCHUKM HEOBXOaNUMM P30K
Rorosop ¢ H30K | wacneasanus cwoBpasto Tabn. 1 (npunoxenue 2)

« “flpoToKon 3a NPeAnUCEaHe Ha NekapcTea, sannawaHu ot 3asepia &

H3OKIP3OK" - 06p. M3-H3OK PaoK

BOuuKi IPOTOKONN 38 3AN0MBAHE HAa TEPANMA C aHANOrOBM MHCYNMHN
*  NpeMMHaBaHe OT KOHBEHLMOHAMHM UHCYNNHM KbM BHANOTOBH UHCYNMHM
*  CMAHA Ha BAUH OT NPUNATAHUTE KOHBEHLWOHANH UHCYNWHM C AHANOTOB NPY 3aNa3Bake Ha APYTUS NPUNaran
KOHBEHUMOHANEH MHCYNMH
*  CMSHa Ha BAUH C APYr aHANOTOB MHCYNUH

» AmGynaTopen nucT /eTanHa enukpusa unu enukpusa ot B3 ¢

BCMKM  Heobxoaumu  mscnepsakvs  cboBpaswo  Tabn. 1

CReUMANKCT, CITIOSA Ly (npunoxeHue 2)

aorosoo ¢ H3OK = MONLAHEHO U NOANKUCAHO NpunoxeHue 1B Kowncun p
«TIpOTOKON 33 NPEANMCBAWE KA NeKapcTBA, 3annawaHn ot uy wa
H3OK/P3OK” ~ 06p. M3-H30K H30k

wn 3asepka g

*EKCNePTHO CTaHOBMUWE C SCHA MEeAMUMHCKA MOTUBALMS 33 no:
HEOBXOAUMOCTTA OT 3aN04BAKE HA TEPANWA C AHANOTOBM MHCYNNHN

cneuwanusupaxa =Enukpu3a ot BJI3 ¢ scuuky Heobxoaumm uicneasanus cLobpasno

KOMUCHS Tabn. 1 (npunoxekue 2)

= MonenHeHo ¥ NoANUCaHo npunoxenue 1B

*‘MlpoTokon 3a npeandcBaKe Ha NEKapcTsa, 3annawaHu oT
H3OK/P30K" ~ o6p. M3 -H30K (noanucaH OT uneHosete Ha
KOMMUCHSITA)

@ U3UCKBAHWA HA HIOK NPH MSJABAHE HA NPOTOKONN 3A NIEYEHWE HA AXAPEH IMABET TUN 2 B U3BLHEONHUYHATA NOMOLL
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1Ii. OBLUYM NONOXEHUA
1. 330/1 nopaBa noaroTBeHuTe AokymenTn B P30K, Ha TepUTOPUATA Ha KOATO @ Hanpasuno u3bop Ha ONL. fokymelTute
BKNIOYBAT:
1.1 3assnenue no upextopa va P3OK.
1.2 MoNbAHEHO ¥ NOANMCAHO NPUNOXeHMe 1 — CLOTBETHO HA NeYeHMETO, 3a KOeTO Ce KaHWgmaatcTsa. Monwnea fe no
CHOTBETHATA TONKA M C& NPUAAra OTPa3eHara B LUM(MPOB WHAEBKC MEAULMHCKA AOKYMEHTAUMS, YAOCTOBEPABALLA BCeKU[eaMH
OT KpUTEpUMTE.
1.3 MenkmaT HaBop uacneasanns (QUIMKANHY, MHCTRYMEHTaNHM 1 NabopaTopHm), OTPa3EH B NPUMOXEHHUE 2 C RABHOLT A0

enuH Mecel..
1.4 “MNpoTokon 3a npeanucBaHe Ha nekapcTsa, 3annawawu ot H3OKIP3OK™ - obp. M3-H30K, uspapex ot ps
cneunanuct. Mpu HEeoBXOAMMOCT OT excnepTuaa oT KomucusTa no un. 7‘,., 1.2 or 330, P30K u3anpawa 8 H30K kor Ha
npoTokana, MPOTOKONBT 3AABLIKUTENHO C& NOANNCEA OT BCHUKK “IEHOBE HA KOMUCHATA B CllyNauTe NOCONeHM B T. |
1.5 Mpyu npemMuHaBaHe Ha NeYeHMe C aHANOrOBU WHCYNMHM Ce M3MCKBA KONWe OT NPeAXOXAAUWM NPOTOKONWI MnK
PeLENTYPHA KHIKKA, OT KOMTO @ BUAHO NPOBEACHO NEUHUEe C KOHBEHLMOHANHM MHCYNUHW NOHe 3a nocneawuTe 6 Miceua
npeau npe ‘aKara cmsHa. NpoToKoNMTE Creasa Aa ChAbPXKAT OTPAIEHN MINMBITHEHUN HA PELEenTH.
1.6 flexnapauun 3a MHOPMUPaHo curnacue no obpasey (npunoxexue 3)
1.7 Npunoxenue 4 - nonmbnHero o 330/ 1 3aBEPEHO C NOANKC 1 NEYaT HA eHAOKPUHONOra
2. P30K npuema AokyMeHTUTe No T. 1 cnej CpaBka OTHOCHO 3APABHOOCUTYPHTeNHUA CTaTyc Ha 330/1.
3. flo nonyyasane Ka pewenue o kommucusTa 8 LY Ha H30K 33011 npogsnxasa neuexue ¢ nekapcTeen/n npogyki/n, ¢
KOWTO @ Npos NEYeHNETO 0 MOMEHTA Ha NoaaBaHe Ha monGata u aokymenTute 8 P3OK.
4. ONMCaHMAT MbNeH KOMNNEKT AOKYMEHTM Ce MIUCKBA B CY4auTe, NPU KOWTO @ yKalaHa HeOGX0AMMOCT OT pewenle Ha
Komucus 3a ekcnepuan 8 P30K unu Komucusia no un. 78, 7. 2 or 330 8 LY Ha H3OK. nwum-mkunptug:au
NPOTOKONA M KON OT aMBYNaTOPHUA NIMCT OT NOCMIEAHUA NPErNeA NP CMIeLMANWCT.

% M3UCKBAHNSA HA HIOK NPU U3JABAHE HA NPOTOKONIM 3A NEYEHME HA AXAPEH AMABET TUM 2 B UBBBHBONHUYHATA NOMOLY
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3abenexxa: meduyuHcKama GoKyMeHMayus, yooCmoeepsealya 6cexu Om KpUMEepUUMe € NOCONEHA C YUPPa 8 UHOEKT U 3adLIKUMENHO
NpudPyXasa HACMOALOMO NPUNOXEHUE.

Mpu 3axapex Auabet Tun 2 B HavanuuTe (asu Ha-YECTO Ce Npunara neyeHue C NEpoPantn NEKApCTBEHN NPOAYKTY, Hb Thil
¥aTo 3a60NABAHETO € NPOrPECHPALLO, Ha ONPEAENEH eTan Ce CTUra A0 0TNaAaHE Ha UHCYNMHOBATA CEKPELIMA U HEOBXoAUMACT OT
3anouBaHe Ha WHCYMHOBO NeveHue. 3HAYWMa BLIMOXHOCT 33 NOAOOPEHWE Ha MMKEMMMHUS KOHTPON W OTCPONBAHE Ha
VHCYNUHOBOTO IEYEHNE € UHKpETWH GasupaWara Tepanws, KOSTO € AONBLABAWA TEPaNus C Uen NOCTUTaMe Ha onTUMane
MKEMUYEH KOHTPO.

A. KPUTEPUM 3A 3ANOYBAHE HA JIEYEHUE C DPP- 4 UHXUBMTOP (CUTarnunTiH, BUNAArnunTMH,
‘cakcarnunTue) npu 6onHK cbe 3axapen auaber TN 2 B cnyyan Ha MOHOTEPANKA C MET®OPMUH (Heobxoaumo e
Hanuune Ha BCUYKW KpUTepum): i

1 | Now meraBonuren kontpon (HeA:C Han B,5% ot naBopatopus, ceprudmupana no BHCBOK) '

HeBL3MOXHOCT 32 aAeKBATHA KOMNEHCALMA BLNPEKK MAKCUMAnHO TONEPUPAHUTE A03W HA TeKyLiaTa Tepana
2 | npunarata 3a nocneaHuTe 3 Meceua C NOBMLUEH PUCK OT XMNOTUKEMUS WK HEMOHOCMOCT MW NPOTUBONOKA3aHNA
33 BKIOUBANE Ha CynchaHMNypeeH NpoayKT

3 | Nunca o-‘ M3KNIOYBAWM KpuTepun no 7. [|

" opurunansa 6nanKa ot NaBopPaTOPHO HICNeABaHE C NOANWC M NeYaT Ha nexaps u /13 unu 3aBepewo konwe (6 CrIyvad, Y6 @ BMUCAHO 8 BnuNDUIa
¢ daariocm G0 1 Mec. npedu Kandudamemeanemo He co uauckaa npedcmassHe Ha naGopamopHa Gnanxa)
2 OpuriHanta BnaxKka oT @AMH KPBBHO-3aXaPEH NPOUN C NOHE TPH MIMEPEHH KPLEHM SAXAPH C NOCOMEHN YACOBE Ha WICTIBABAHNATA C NOAMAC W
neuaT Ha nexaps v /13 Wnu 3aBEPeHO KONWe (8 Cyval, Ye Ca BNUCEHU @ BNUKPU3E C B«Mda 1 Mec. npedu xkandudamcemeanemo He e
HBOGXOOUMO NPpedcmassHemo ra 1abopamopHu G/1aHKU), KOMME OT PEUenTyPHa KHIKKA WM APYTa MEAVUMHCKA AOKYMEKTaUMA
yaocTosepaalua NPOBEXAAHETO HA CLOTBETHATA TepanuA, AMBYNATOPHK NMCTOBE O NperneauTe, YAOCTOBEPABALLM BbaHKKKanu HNP
amBynaTopen NUCT/ ETaNnKa eNMKPH3a OT NPErNeA NPy CNeunanmcT/ enukpisa ot B/13 C AAHHY OT aHaMHE3aTa, COMATHUHUA CTATYC H OTPasHO
Terno u UTM

B. KPUTEPUWN 3A 3ANOYBAHE HA NIEYEHME C DPP- 4 UHXMEWUTOP (CHTarnunTHH, BUNAATNKMNTMH,
cakcarnunTus) npu 6onku chbe 3axapen auadet Tun 2 B cnyvan Ha MOHOTEPATUSA CbC CYNIOAHUNYPEEH nPOnYV
(HeOBX0AMMO @ Hanuyme Ha BCUNKW KpUTepHK):

1 | Now merabonuten kanTpon (HsA:C Hap 6,5% ot nabopatopus, ceptuduumpana no BHCBOK) '

HeB13MOXHOCT 32 aeKBaTHA KOMMNEHCALMA BLIDEKY MAKCUMAIHO TONEPUPaHUTE A3V Ha TeKyllaTa Tepanis
npUNaraKa 3a nocneaHvTe 3 Meceua ¢ HENOHOCUMOCT W NPOTMBONOKA3AHMS 33 BKIIOYBAHE Ha METAOPMUH ot

3 | Nunca Ha M3KNIOYBaWM KpHTepHN No T. [l

" opurunansa Gnanka 0T naBOPATOPHO MICNEABAHE C NDANKMC W NVaT Ha nexaps 1 113 WK 3aBEPEHO KONWe (& CIyval, Ye e 8rIUCano & enuKplaa ¢
daeHocm 00 1 Mec. NPeOU KAHOUDAIICIIERHBIMO He Ce U3UCKea PEICMaRSHe Ha 11 6navxa)
2] OpurkHana GnanKa or EANH KPLEHO-3aXBPeN PO C NOHE TPW MIMEPEHN KPLEHN 3AXAPH © NOCONEHM HACOBE HA WICNEABAHWATE C NOATMC 1
nevar wa nexapa w /13 uni 3aBBPEHO KONue (& cryvall, ve ca enucany & enuxpu3a c daeHocm 00 1 Mec. NPedu KaHOUIEMCMEaHemo He e
HBOGXO0UMO NpedcmassHemo Ha NaboPaMOPHU G/IaHKU), KONME OT PEUENTYPHA KHIKKA AIM APYTa MEAWUMHCKA AOKYMEHTALMS
yAocTosepAsaua MPOBEXAAHETO HA CLOTBETHATA TEPaNNsA, aMBYNaTOPHK NIMCTOBE OT NPErNeANTe, YAOCTOBEPSBALLM BLIHWKHAM HITP
amBynatopen NACT UM eTanHa eNMKPH3a OT NPEFNEA NPH CNELMANKCT Wnk enukpuaa ot B3 C ABHHN OT aHaMHe3aTa, COMATHYHUA craryc
oTpasewo Terno u UTM

2

B. KPUTEPWM 3A MOUBAHE HA NEYEHUE C DPP- 4 UHXUBUTOP (cutarnuntum) npu 60nHmu che 3axapeH

Anabet Tun 2 8 cnyyau Ha KOMBUHUPAHA TEPANUA CC CYN®AHUNYPEEH NPOAYKT U METOOPMUH (Mxomluo

© HaNW4Me Ha BCHYKM KpUTepwK):

1 | Now meraBonuren kontpon (HeA:C Hap 7,5% ot nabopatopus, ceprucbuumpana no GHCBOK) '

2 HeBBLIMOXHOCT 22 aneKBATHA KOMNEHCAUMS BLNPEKY MAKCUMANHO TONEPUPAHUTE A0 Ha TeKyLLaTa KOMBUHIpaHa

Tepanus npunaraua 3a nocneauTe 3 meceua >

3 | Jlunca Ha 3KNIoNBaWM KpUTepUu no T. [l

"opurwnania Gnanka o NaGOPATOPHO WICTIEABAHE C IOANAC W NEUAT Ha nekaps 113 WNW 3BEPENO KOG (& CRYVaD, 46 6 6rucanc & enuxplsa ¢

gm 80 1 mec. npedu KkaHOUdaMCMEaHemo He ce u3uckea npedcmassHe Ha NaGoPaMOPHE EnaKa)
OpiriHanta 6nanka OT EAUN KPLBHO-3aXBPEH NPOGMA C NOHE TPH UIMEPEHH KPLBHM 3aXapy C NOCOYEHH HACOBE HA UICNEABAHUATE C NoANEC w

newar Ha nexaps u 13 wnw 3aeepeno xonue (s cryvall, Ye ca enucanu e enuxpu3a ¢ daeHocm 00 1 Mec. npedu KkaHUOamCmeaHemo He e

Heobxodumo HEMO Ha NAGOPaMOpHU GRaHKu).

amynaTopen NUCT/ €TaNHa eNuKPU3a OT NPernea NPM CeunanucT /enukpusa or BI13 ¢ AGHHM OT aHAMHEIATa, COMATHUHA CTaTyC U OTPaIgHO

Terno u UTM

3

% V3MCKBAHUS HA HIOK NPY UANABAHE HA MIPOTOKONN 3A NEYEHME HA 3AXAPEH AMABET TUN 2 B UBBLHEONHUUHATA NOMOLY
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. KPUTEPWM 3A NMPOABINKABAHE HA NNEYEHME C DPP- 4 UHXUBWUTOP (CuTarnnunTus, BUNAAarnunTuK,
CaKCarnuNTUH) - (HEOBXOANMO € HANMYME Ha BCHYKM KpUTEpUN):

1 BnaronpusiTen eiexT Criea WeCTMECeYHO NeYenue, y0CTOBepeH C HamansaBaHe Ha HeA:C c nowe 0,5% ot
naGopaTopus "~ (npu nocmuzasie Ha HEAvC < 6,5% mo3u Kpumepui He 8axu)

2 | Nunca wa ysenuenve Ha Tenecwoto Terno *

Tunca Ha xunornukemian *

©

4 | Nunca Ha MaKNIO4BaILY KpuTepUU No 1. [ |

" opurunanna K@ o1 NabopaTopHo uIcneaBake Ha HeA:C C NOANKC W NevaT Ha nekapn v 113 unu 3aBepeHo Konue (8 ciyyail, Ye e enucajo &
gnumﬂu CA B0 1 MEC. NPeAN KAHAMAATCTBAHETO He C& UINCKBA NPeACTasRHe Ha nabopaTopHa Gnanka)

opuruana BNaHKa OT NOHE EAWH WICNEABAN KPBBHO-3AXapeH NPOHN C NOKe TP MIMEPEHN KPBBHN 3aXAPK C NOCOUEHN HACoBE Ha
nacnegean © NOANKC ¥ NevaT Ha nexapa  J13 un 3asepeHo Konue (8 CrTyvail, Ye Ca enucaHu 8 enuxpusa ¢ dasxocm do 1 Mec. npedu

He & HeoBxodumo npedcmassHemo Ha nabopamopku bnamku).

mﬁyrmomw WNW ETANHA ENVKDU3A OT NPErnea Npi CNeLMaNVCT uu enukpr3a ot BI3 ¢ 4aHHK OT aHaMHE3aTa, COMaTUUHMA CTaTYC,
0TPa3eHO Terno u UTM, KaKkTo i ABHHU 33 NPOTHYAHETO Ha 3a6ONABAHETO CNE/L 3ANOUBAHE HA NEYEHHETO NMNCATA HA XKNOIMUKEMWM, OTDaRIBA
Ce AKTYaNHOTO TErNO CNEA LIECTMECEUHO NEYEHNE KAKTO M MIXOAHOTO Terno)

. UBKITIOYBALLIM KPUTEPUM (npu 3anousaKe U NP1 NPOALNKABAHE HA NEYEHUETO)

Bonwu che 3axapen avabet vn 1

Som)e TepmuHanto GuEpeuro 3abonseane unu TexKo GbEPEUHO yBpEXaaHE (KPeaTUHUHOB KNMPBHC <3()
mi/min).

Tuua noa 18 3a CUTArNUNTUH, BUNAAIMWNTUH W CaKCArNMNTAH M HAA 75 FOANLINE BL3PACT 3@ CUTArNMNTHH ¥
CaKcarnunTuK.

BpemeHHOCT u nakTaums

'BONHM CLC JaxapeH AuaBeT TUN 2, KOUTO Ce HYXAaT oT MHCYNUHOBO neveHue.

KOMGHHMPEHO NeveHne Ha MHKpeTUH-GasupaKa Tepanua G MErMUTUHUAN Nu MHXMBUTOPK Ha anda-
[MIoKO3UAa3aTa.

BONHH CTEXKO CTOMAWIHO-4PeBHO 3a6onFBaHe

CepHo3HM CTPaHW|HM PEakuMh OT NEHEHHeTo
CuctemHo HecnassaHe Ha neyeGHaTa cxema o BuHa Ha GONHMS, C NpeKsCcaaKe nosede ot 3 Meceua

10 CroiHocT Ha ASAT uni ALAT TpUKpaTHo Haa ropHa pechepeHTHa rpaHnLa (3a BUNAarnunTUH)

oo~ ,wsi-é w N

3abenexka: IMNCaTa Ha MIKNIONBALLM KDUTEPUK CE YAOCTOBEDARA C NOANWC Ha CNEUMANNCTA B HACTOALLOTO NPANIOXEHWE.

% M3UCKBAHUA HA HIOK MPY U3JABAHE HA NPOTOKOSIN 3A NEYEHNE HA AXAPEH IMABET TIM 2 B U3BLHEONHUYHATA NOMOLY
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3abenexxa: MeduyuHCKama GOKyMeHmayus, ydocmosepaeala ecexy Om KpUMepPUUMe e NOcoyYeHa ¢ Yuppa @ undeKc U 3adbnNuIento
Npudpyxaea HaCMOAWOMO NPUSIONEHUE

A. KPUTEPUM 3A 3AMNOYBAHE HA NIEYEHUE C UHKPETMHOB MUMETUK (ex3enatna, exaenatna LAR,
nwuparnyTia) npu 6onHu che 3axapen auabeT TN 2 (HeOBXOAUMO @ HanUuMUe Ha BCUYKU KpUTEpPUM):

1| Now mfwuuﬂw xoHTpon (HeA:C Hap 7,5% ot nabopatopus, ceptudpuumpana no BHCBOK )’
Hmmr 3a afeKBaTHa KOMNEHCALUA Bbnpexm MB&U;MSHND Tgnepnpwm AO3W Ha Texywata
.

2 | xouGunapana repans npunaraa sa nocnepTe 3 MeceLa * (JOCTOBEDEHO ¢ kpbSHO-3axapen npocbin)
3 | Munexe Ha Tenecwara maca (UTM) wap 35 kg/m* * {

4 | Junca Ha NOKa3aHMA 3a NPOBEXAAHE HA NEYEHME C UHCYNHH *

5 nunclqu‘-ﬂpmm edeKTH 1 MIKNIOYBAWM KpUTEpUK o T. B

OpurMHania BNanKa oT NAGOPATOPHO WICNIEABAHE C NIOATIHC W NEVaT Ha nexaps W J13 nW JABEPEHO KONE (@ Gyvad, 48 & BMUCano 8 BnKE /A o
Gaerocm 00 1 MeC, Mpedu KaHAUOEMCMEAHEMO He C8 LIUCKBA NPedCMmassHe Ha NaGopamopHa Gnanka)
¥ oparanania BMaHKa OT eaH KpLBHO-3aXaPEH NPODHN C IOHE TP WIMEDEHK KDTEHH SAXADH C NOCONEHH HACOBE HA HICTBABAHWATA C NOATIIC M
nevar wa nexaps n J13 wn 3asepeo Konue (e Criyuad, ve ca enucanu e enuxpusa ¢ dasHocm 00 1 Mec. Npedu KkaHAUIBMCMEaHEMo He &
He06x00uMO NPedcmagsHemo Ha naGopamopHu Gnanku).
¥ aubynaropek NUCT/ ETanHa eNUKPHSA OT NPETNEA NP CNELMANUCT/ enukpH3a oT 5113 C AHHH OT BHAMHE3AT, COMATHIHUR CTATYC  OTPasEHO
Terno u UTM # aThanaBeTHa Tepanua 3a NPEAXORHITE TPH Meceua.

*noa Mnmwu anTHaMaBeTHa Nepopanta Tepanus ce pastupa KOMGUHALUA MEXEY METOPMUH i CyndannypeeH NPOAYKT

5. KPUTEPUM 3A NPOABIMKABAHE HA NIEYEHUE C UHKPETUHOB MUMETWK (eksenatng, exsenatug LAR, |
nuparnyTua) npu 6onku che 3axapen AuabeT Tun 2 (HeoBxoanMo e nawbm BCHYKW KpUTEPUK):
4 | BraronpusTe eyexT CrieA WECTMECEHO neveHwe, YAOCTOBEPEH C HaManssane Ka HbAsc ¢ nove 1,0% ot
naboparopun % — (npu nocmuzare Ha HeAC < 6,5% mo3au kpumepull He eaxu)
Hamanssane Ha TENecHoTo Termo ¢ foke 3% cnep nbpsuTe 6 MEC., NUNCA HA YBENWIABAHE Ha TErnoTo Npn
nocneasaum kypcose

3 | KoMBuHupano nevenne ¢ MeT(OPMUH, Winu CyndoHunypeiHi NpoAYKTH B ONTUMANHM 403K #

4 | Nunca Ha CTpaHuYHK Mnmm Kputepuu no 1. B

opATMHanHa BNanKa OT NaBOPATOPHO MICNIEABAHE C NOANIKC U NEVAT Ha NEKapA 13 WK 3BEPEHO KOTHE (6 Cyvad, Ye & Grucano € enuxplisa ¢
daeriocm 0 1 Mec. NPedu KaHOUGAMCMEAHEMO He Ce U3UCKea NPeICMaesHe Ha NabopamopHa GnarKa)
2 opurunanna 6nanka O EAWH KpBBHO-3aXapeH NPOGUN C NOHE TDU MIMEPEHN KDLEHH 3aXAPK C NOCOUEHI YACOBE Ha M3CNEABAHATA C NOATIHC 1
nevar Ha nexaps u /3 wM 3aBEPEHO KOMKE (¢ Cywall, e Ca BIUCaHU 8 enukpu3a ¢ 08GHOCM 00 1 MEC. NPEOU KAHAUOAMCMEBHEMO He &
He06X00UMO NPedCMassHEmMo Ha 1a6opamopHu Gnanxu).
’awyuropsn NMCT /ETANHA eNMKDU3A OT NPErNej NPy CneuManuCT/enikpusa ot B/13 ¢ AaHHN OT aHAMHE3ATa, COMATHUNWR CTATYC, OTPa3eHd Terno
 VITM, XaKTo 1 4aHHw 33 NPOTMYEHE HA 3aBONNIBAHETO Ciled 3ANOYBAHE Ha NIENEHHETO - OTPAIABA C8 AKTYANHOTO Terno CNeA LWeCTMece Ha
NeueHMe CTIPAMO UIXOAKOTO Terno) .

2

B. UBKIIOYBALLM KPUTEPYUY (npM 3anovBate 4 Py NpoaLIXasase Ha nevenwero)

Bonum cbe 3axapen gnaber tvn 1.
Bol;:u C TepMuHanHo GrBpeuno sabonssane unm TexKko GBOPEYHO yBpeXaaHe (KDEaTUHUHOB KNMPBHC < 3
mi/min).

JNuua nop 18 u Hag 75 roguuwa Bb3pact.

BpemMeHHOCT U nakTaums

Bonum che 3axapen AnabeT THN 2, KOUTO Ce HYKAGRT OT MHCYNUHOBO NeYeHue.

KOMBUHUPaHO Nnevenne Ha MHKpeTUH-Gaanpana Tepanis C MEerMMTUHIAM Unk UHXMBUTOPY Ha anda-
rnkosunasara.

Bonmm ¢ Texxo cTomawHo-upesHo 3abonsisane.

CepHO3HU CTPAHM\HH PEaKLMM OT NeeHeTo,

. CMCTEMHO Hecna3saHe Ha nevebHaTa Cxema rio suHa Ha 60nHMA, C NPeKLCBane noseve oT 3 Meceua.
3aGenexxa: NUNCaMa Ha USKIOYEAUI KDUMEPUU C8 y30CMOaepssa ¢ NOBMUC Ha CeLUANUCMA & HACMOALIOMO MPUNIOXEHUE.

o@N ooaw M=

OTroBaps Ha KPUTEPHUTE 33 NEYEHNETO C ey B AHeBHa Ao3a

MOANKC Ha CneuManycTa

% M3ACKBAHWUA HA H3OK MPM MBJABAHE HA NPOTOKONN 3A NEYEHME HA BAXAPEH JMABET TUN 2 B U3BLHBEONHUUHATA NOMOLY
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TUCT 3A ONPERENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHWE C KOHBEHLIMOHANHM 1 ANAIIII‘OBVI
WMHCYNNHW NPYU BONTHU CbC 3AXAPEH AWABET THUM 2

[ Une: [er] [ [ [ [ T T [ 1T
3abenexxa: MeOUUUHCKAMa OOKYMEHMaUUR, yOOCMOBEPAEALLE BCEKU OM KDUMEPUUME & MOCONEHE C UUPPa 6 UHOEKC U Ja0B/IKUMENHO
NpUdpyKaea HaCMOSIUOMO NPUITOXEHUE.

1. KPUTEPUM 3A 3ATIOYBAHE HA NEYEHWUE C KOHBEHLIMOHAIIHU MHCYNUHW npu 3axapen auaber tun 2

1. HeBb3MOXMOCT 3a NOCTUraHe Ha A0GBLP INMKEMUYEH KOHTPON, BLNPEK MAKCUMANHKTE 403U Ha KOMGUHALMN OT
aHTMAMEGETHI NPOAYKTH 38 NEPOPANHO NPUNIOKEHNE.
2. Hweo Ha HbAsc Han 7.5 %.
3. [lexomneHcaums, CBbP3aHa C UHTEPKYPEHTHO 3aBonsiBane.
4. Jledenve 8 nepuonepaTMBeH NepUoA.
5. BpEeMEHHOCT W NakTauus.
6. [pOTMBONOKA3AHUS W CBPLXYYBCTBUTENHOCT KbM aHTUAMAGETHU NPOAYKTH 38 NepPOpanHo NPUNOXEHHe.
7. TlauMeHT! B KPUTUUHO CHCTOSHUE. s

. KPHTEPHH 3A 3ANOYBAHEHA NEHYEHMUE C AHANOTOBY WHCYNUHU

A. KPUTEPUM 3A MPEMUHABAHE OT KOHBEHUMOHAJIEH 5bP30IEACTBALL MHCYNUH HA BbP30AENCTBALL
VHCYNWUHOB AHANOT MNW OT EAMH BbP30AENCTBALL UHCYNUHOB AHANOT HA [IPYT (HeoBX0aMMO @ Hanuuue Ha

noHe Tpu otmpomu)

1 | Now meTaBonuTen konpon (HeA:C Han 9%, 0T naGopatopus, ceprudmumpana no BHCBOK) '

Hnmyomocr 3a oBnagasane Ha NOCTNpaHauanHuTe xuneprnuqu:u € KOHBEHUMOHANEH
2 Gbpwie%cmmuwnun MNV € Npunarausa Gbp30AeCTBALL aHanor (YAOCTOBEPEHO C KpLBHO-3aXapeH
npocun) i

3 | Yectn aHeBHM xunornukemun

4 | 3atnucTaBane (UTM Haa 30 krim?) ¢

OpHTMHANHA 6naKKka OT NaGOPATOPHO UICNEABANE C NOANNC W NEYAT Ha NExaps ! 113 AW IABEPEHO KONWE (8 Criyval, V8 & 6NUCaNO & enuxgiuaa c

Gasrocm 00 1 Mec. NPedu KaHOUOAMCMEaHEMO He @ HEOEX0AUMO NPEACMassHEMO Ha. 6narixa).

? opurunansia 6nanka ot KPBBHO-3aXapeH NPODIN C NOHE TP MIMEPEHN KDLBHH 3aXaPH C OCOMEHH YACOBE HA HICNEABAHHATE C TNOANKC ¥ nipyar Ha

nexaps 1 113 unn 3a8epEHO KoNWe (8 Criyvad, 4@ Ca 8MUCaHU 8 BNUKDU3A C 0BEHOCT 00 1 MEC. NPeOU KaHAUOAMCMaaHemo He e HeoGxoduMd]
‘naBopamopHu

mo Ha
* RHeBHUK 32 CAMOKOHTPON Ha BONHMS, '3a8€PeN OT NEKYBALIMS EHAOKPUHONOT (Mpunoxenue 4)
* amGynatopew nuCT/ eTanHa enukpuaa ot nperne NPU CeLManiCT/ unu enukpuaa ot BJ13 ¢ AHHK OT aHAMHE3aTa, COMATUUHAR CTATYC U otpazexo
Terno, pyet 4 UTM

B. KPUTEPUM 3A NPEMUHABAHE OT KOHBEHLUMOHANHA MHCYNUHOBA CMEC HA MHCYNTUHOBA AHANDIOBA
CMEC WNW OT EAHA AHATIOTOBA CMEC HA [IPYT'A (3aqbmknTeneH e KpUTEpHil 2 NG NOHe ABA OT OCTaHanuTe
KpuTepum) s

1 | Now metaBonuren mm (HeA:C Han 8%ot naGopatopus, oepmwmsncsox)‘

o | HEBb3MOXHOCT 3 0OBnanABaNe Ha NOCTNIPAHAMAIHUTE XMNEPTTIMKEMMUM C KOHBEHLIMOHANHI WHCYTVHOBH
CMecH’ W C NPUNaraHaTa UNCYTIMHOBA BHANOroBa CMec

3 | Hanwve Ha YecTi Xunornukemum (aHesHW/HOWHM) °

4 | 3atnncraBsane (UTM Haa 30 krim?) *
OpATWHAIIHA GRanka O NZGOPATOPHO WACNEABANE G NOATING W NIEaT Wa NexapA 113 WnW 3ABEPEND KOTAS (@ Gryvall, e & enucano 8 enmpioa
Gnarna)
nOAI

dasrocm do 1 MeC. IPedu KaHOUORMCMEAHeMO He & HeOGXOOUMO NPeGCMasAHemo Ha

# opurmHana 61aHKa OT AN KpBBHO-3aXape NPOGIAN C NOHE TPM MIMEPEHN KDLBHI 3AXPH C NOCONEHN JACoBE HA n3cneaBaMmaTa C
neyar ka nexaps u 113 unu 3aBepeHo Konue (@ cryval, Ye ca enucanu @ enukpusa c 0aeHocm 3o 1 Mec. Npedu KkaHdudamecmearemo e e
#806X00uMO NpedcmaasHemo Ha nabopamopHu Enanku)

2 AHEBHWK 33 CAMOKOHTPON Ha GOMHUA, 3ABEPEH OT NEKYBALMA EHAOKPUHONOT (IPUOXEHUE 4)

*auBynaTopen TIACT WK €TANHA BNHKDH3 OT NIPEFTIEA MIPH CIEUMANHCT UAW ENUKDHIA OT BII3 C AGHHK OT BHAMHEIATa, COMATHIHNA craryc J]
oTpaseno Terno, pect W UTM

cn

% U3MCKBAHMS HA HIOK MPY M3NABAHE HA NPOTOKONY 3A NEYEHUE HA JAXAPEH AMABET TUN 2 B MIBLHEONHUHATA NOMOL




[image: image8.jpg]B. KPUTEPUU 3A NPEMUHABAHE OT BA3ATIEH YOBELLKU MHCYNUH HA AbNTOAEACTBALL UHCYNAH
AHATOT UNK OT EAUH ABNTOAENCTBALL MHCYNIMHOB AHATNOT HA IPYT (HeOBXOAMMO @ Hanuuue Ha NoHe U
KpuTepUuTe)

ME 1B |

Tlow merabonuren konTpon (HeA:C Hap 9% ot nabopatopun, ceptudmumpana no GHCBOK)

KpbeHa 3axap cyTpun Ha rnaawo Haa 10.0 mmol/f

Hanuuue Ha YecTi HOLHM XMNOrNMUKeMMM

ENIXISIE

3atnecrasane (ATM wan 30 ki/m’) *

dasrocm o 1.

¢ 1Ipedu KaHOUGAMCMEaNeMO He @ HEoBXOdUMO NpedcmaesiHemo Ha.

opuruHansa b OT EAMH KDBBHO-38XEPEH NPOGUN C NOHE TPU UIMEPEHA KDBEHN IAXAPK C NOCONEHN HBCOBE Ha MICNeABAHUATA C N
nlesar wa nexapA i 113 unu 3aBepeHo Konwe (e Criyal, 4e Ca enucany & enukpusa ¢ daeHocm 30 1 Mec. npedu Kandudamemearemo He @
Heobxodumo ‘Ha nabopamopHu Gnariu). .

:umnuxag‘mmmmm. 3aBEPEH OT NEKYBAWIMA EHAOKDHHONOT (DUTIONEHUE 4)

OpHrWHana Gnarka 0T NaboPaTOPHO M3CNEABAHE C NOANMC U NENaT Ha nexaps v J13 unK 3aBEPEHO KONWE (8 CAYval, Y6 & BMUCaHO @ enl ]
Gnarixa).
o:I:c 0

luﬁynnop%:ﬂmu NUKPU3A OT NPernea Npi CNEUMANUCT/ UNK eNUKPUIa or_Hﬁ © ABHHW OT aHAMHEIATa, COMATHUHMR CTATYC W Ofpadeo

Terno, puCT U

T. KPUTEPUN 3A NPEMUHABAHE OT BA3ANEH YOBELIKU MHCYIIUH HA [bNIOJENCTBALL nncvnuuoq
AHANOT WM OT EAMH b OENCTBALL MHCY/IMHOB AHANIOT HA IPYT B PAMKUTE HA MHTESU®ULIMPAHO
MHCYnMHm TNEYEHUE (He06X0AMMO e Hanuune Ha NoHe ABa OT KPHUTePUUTE):

1 ann koHTpon (HsA:C Hag 9% or naBopatopus, ceptudmumpara no BHCBOK) |
2 3axap GYTPMH Ha rnagHo Haa 10.0 mmol/l ©

3 | Hanuame Ha HOWHM Xunornukemmn

Wm&mim 1N1aGOPATOPHO MICNEABANE C NOANKC W NEYaT Ha nexaps W /13 WnK 3aBepeHo KonKe (8 Criyvad, Ye e GIucaHo 6 enus
Basrocm do npedu Kardudamemeanemo He @ HeobXoOUMO NPedcmassiHemo Ha 6narika).

# opuruwanna Bnanxa ot eauy KPBBHO-32XaPEH NPODUN C NOHE TP MIMEPEHH ' | € MOCOMEHM HACOBE HA WICTIEABAHWATA C NOA
nevar ka nexaps  f3 wnm 3apepeno Konwe (6 Criyvad, 4e Ca BNUCaHU 6 enukpu3a ¢ 0BBHOCT! 00 1 MEC. NPedU KaHOUIBMEMEaHEMO He &
fooaxoﬂum npedcmaesHemo Ha nabopamopHu Gnarxu) ?

AHEBHWK 38 CAMOKOHTPON Ha GONHUR, 3aBEPeH OT NeKyBALLIA eHROKPUHONOT (NpunaXentie 4)

OTroBaps Ha KPUTEPUUTE 33 NEYEHHETO ¢ B AHeBHa Ao3a

MOANMC Ha CneynanucTa:..

% VM3ACKBAHWA HA HIOK MPU MIJABAHE HA NPOTOKONM 3A NEYEHME HA SAXAPEH AMAGET TUN 2 B MIBLHEONHUUHATA NOMOLL
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1. IEKAPCTBEHM NMPOAYKTMU, akniovery 8 Mpunoxerine 1 Ha NJIC, kouto HIOK 3annawa e cboTeetctane ¢
AEACTBAMTE HOPMATMBHU JOKYMEHTH. |

1. NIEYEBHO-AUATHOCTUYEH ANFOPUTBM

2. IO3UPAHE: |

Sitagliptin - [losata e 100 mg eaun NbT AHeswo. [lo3aTa Ha METGIOPMUH He TPABBA Aa C& NPOMEHR, KOFaTo Ce NPUNara che
cuTarnunTvk. Korato ce uanonssa 8 KOMGMHALMA CbC Cyndanunypes, MoXe Aa ce 0BMUCM No-HICKa £038 cyncpanunypes, fa 4a {
C& HaManu PUCKBT OT XUNOTNUKEMUS, |
Vildagliptin - Korato ce npunara 8 koMGuHaUMA C METOPMUH, NPENOpLYBaHaTa 033 Ha BUNAATANNTUH e 100 mg,
npUnoXenHa KaTo eaHa 403a ot 50 mg CyTpuH U eara 4osa ot 50 mg sevep. Korato ce npunara 8 KOMBHHaLMSA CbC
CyndhaHvnypeen NPoAYyKT, NpenopbLYBaHaTa A03a Ha BUNAAMMMNTUH e 50 mg BEAHBXK AHEBHO. “L
Saxagliptin - NpenopbuvTentara 403a e 5 Mg BEAHBX AHEBHO NO BCSKO B peme Ha aens. Mpu NaUMeHTH C yMepeHi Ao Tex:
4BPHOAPOGHY NpoBnemy A03aTa Ha CakcarnuMTUH TPAGBA Aa ce Kamanu A0 2,5 Mg BEAHBX AHEBHO.

Exenatide - flevenveTo TpaGea aa ce 3anoune ¢ 5 ug exseHatHa, npunarab'p@l TTBTH AHEBHO B NPOABLIKEHNUE Ha NOHE
Mecew, 3a 4a ce nooBpy NoHocuMocTTa. Cnep ToBa A03aTa Ha eKaeHaTHa | Xe Aa ce ysenuuu Ha 10 ug ABa NbTH AHEBHO | Len
no-HaTaTLLWHO NoAoBpABaKHE Ha FMKeMuiHUs KonTpon. Exenatide Lar ce MPUNEra KaTO NOAKOXHA UHKEKLMA BEAHBK CEAMUHHO B
©AMH U CblyM ACH BCSKA CeAMMUA B KopeMa, GeapOTO MNu 3aKaTa YacT Ha pamoTo.

Liraglutide - JlevenveTo Tprbea Aa 3anouxe ¢ 403a 0,6 Mg, NpUNarana BeAHBX AHEBHO B NPOABLIVKEHUE HA HAW-MANKO ef
ceamnya. Cnea ToBa Ao3aTa ce yBeNnuyasa Ha 1,2 Mg BEAHBX AHEBHO C LeN NO-HATATLLUHO NOAOBPABAHE HA IMUKEMUHIS
KOHTPON. JIUpArnyTUA Ce Npunara BEAHLX AHEBHO B IPOMIBONEH HAC, HEIABUCHMO OT PEXUMA Ha XpaKeHe. He ce npenopw
AHesHaTa 403a Aa waasMwasa 1,8 mg.

3abenexxa: H30K sannawa dosu do DDD.

Mrcynunoeo sievenue - [loauposkata Tpsibea Aa Ce ONpeAeNs OT Nekap CLOGPAIHO HYKAUTE HA naLMeHTa U ce hoﬁpuaaq c
BMAA HA MHCYNMHA, CKOPOCTTA Ha HACTBNBAHE Ha eheKTa U NPOABLMKUTENHOCTTE Ha AeicTBKeTO.

3 ﬂPOCnEuﬁEAHE ~ CBINACHO KPATKUTE XaPAKTEPUCTUKU Ha NEKAPCTBEHNTE NPOAYKTY |

INN aoen MPEV 3ANOYBAHE * KOHTPOR - a 6 mec.*
HBA:C ot na6opatopus, HeA,C ot naboparopus,
EXENATIDE ”easz m§m15 cepTuduumpana no BHCBOK, cepTuduumpana no BHCBOK, kpbefo-
7 a KPbBHO-3axapeH npodun 3axapeH npodun
HeA,C ot naGoparopwusi, HeA:C or naboparopus,
URAGLUTIDE | "0.50"Buias8 10013 | copruuuumpana no GHCBOK, | cepruchmuupana o HCBOK, xpueio-
o 8 : KPbBHO-3axapeH npogun 3axapeH npocdun
i HsAC ot nabopatopus, HeA;C ot naboparopus,
SITAGLIPTIN | "0 COMPUNSSaN00T8 | opr i 1o BHCBOK, | cepricmunpana no BHOBOK. mIm
. 4 KpPbBHO-3axapeH npodun 3axapeH npodun
ASAT, ALAT* ASAT n AL:IXI cnw::l n:. NOBULLIEHN |
VILDAGLIPTIN | Hece lpt:l:m nod 18 HBA:C ot naboparopus, HBAC mcwnacoplr;)pun, |
i i copTumiupana no EHCEOKY cepTucmumpana no BHCBOK, kpbao- |
e e
«C ot naboparopus, | wC ot TOPUS, 1
SAXAGLIPTIN ”&mﬁm cepTudpmumpana no EHCM - cepTudmumpana no BHCBOK, kpao-
* MOCOYEHUTE MICNIeABANMA Ca IARLIVKATENHN, & Ha OpUrWHanka nabopaTopHa IKa UNK 3ABEPEHO KONWe. B Chywad, ue [-a

BNHCAHN B BNUKPKIA C ABBHOCT A0 T MEC. A0/ Ha WagaBane Ha NPOTOKONA He & HEOBXOANMO NPEACTABAHETO Na NaBOPaTOpHU Bnanku|
--c;muwnwmam»wcmqm (obrosena Ha 27 anpun 2010 r.) ~ npu CTORHOCTM Ha ASAT u ALAT
TPM NLTH HAA FOPHATA PEHEPEHTHA FPAHULA NEYEHHE C BUNAAINMITUH He Ce 3anoNBa WM Ce CNUPa aKo B XOAA Ha NEYEHHETO ce
YCTAHOBAT TaKuBa NaGOPATOPHH NPOMeHH.

@ M3UCKBAHUA HA HIOK NPU MJABAHE HA NIPOTOKONM 3A NIEYEHVE HA 3AXAPEH MABET T 2 B U3BBHEONHUUHATA NOMOLY
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INN BRIFACTORM MPEAY 3AMOUYBAHE" KOHTPON - Ha 6 meceua*
OrPAHUYEHUA ‘
INSULIN HUMAN - KPLBHO-3axapeH npocun KPbBHO-3axapeH npogun
HBA/C ot naGopartopus, HBA/C ot nabopatopus,
INSULIN LISPRO - cepTuduumpana no BHCBOK, cepTudmumpana no BHCBOK, kpbaHd-
KpPBBHO-3axapeH npodun 3axapeH npodun
He ce npunaza npu
2""” "0012 wgum:; g HsA:C ot naboparopus, HeA:C ot naBoparopus,
INSULIN ASPART M’n‘aﬂ; npu "ﬁz 9100 ceprucuumpana no BHCBOK, cepTudpmumpana no BHCBOK, kpbsHp-
s 10 200wy — 38 KPbBHO-3axapeH npocmn 3axapeH npocun
L Mukcmypa o
INSULIN HeA;C ot nabopatopus, HeA:C ot naboparopms, |
GLULISINE :: ;: :‘:,“gmﬁz ceptuchuumpana o GHCBOK, cepTupuumpara no BHCBOK, Knbao&— |
KpbBHO-3axapeH npodiun 3axapeH npocun
HeA;C ot naboparopms, HeA:C ot nabopatopus,
ij:é':ze ”"zu":m“’,"ﬁz cepTucuumpana no GHCBOK, ceptuchuumpana no BHCBOK, KpueHp-
KpbBHO-3axapeH npodn 3axapen npocun
i HeA:C ot naGopatopus, HBA:C ot naboparopus, BJ’—
é‘gg::: :s:: :&"’;E::a:% ceptudmumpana no GHCBOK, ceptudpmumpana no BHCBOK, kpb
KpbBHO-3axapeH npodun 3axapeH npoun

* MocouenmuTe HICNEABAHMA Ca JANLITKUTENHN C AABHOCT A0 EANH Mecey,. MpeacTassT ce Ha OpUrMHaNKa nabopaTopHa Gnawka unk
3aBepeno konke. B cryvail, e ca BNUCAHU B eNMKDU3a C AABHOCT A0 1 MEC. 40 A3TaTa Ha W3AABANHE Ha NPOTOKONA He € HeaGXOAMMO
NPeACTABAHETO Ha NaGOPaTOpPHK Gnanky.

II. OBLUM USNCKBAHMSA
1. Br3pacToBara rpaHuua ce USHUCIIABA B HABPUIEHU TOQMHU - T.e. BKIIOYMTENHO KbM AATATA Ha W3AABANHE HA NPOTOKONA T |
CNELMANUIMPaHATA KOMICHS, |
2. Mpw HasHayasaHe Ha Tepanus No NPOTOKON 3aALITKMTENHO Ce Cb0BpasABAT BLIPACTOBATE OrPAHUNEHUSN, CLINACHO KkparkjTa [
XBpaKTepUCTMKa Ha CbOTBETHUS! NEKAPCTBEH NPOAYKT, YTBBPAEHa No peaa Ha SNMXM. |
3. H30K e 3annawa neuenve ¢ 4031 Had MAKCUMANHO pa3peLueHuTe no KpaTka xapaKTepucTika Ha NpoayKkTa. {
4. H30K He 3annawa neveHve U3BLH ykazaHaTa Bb3IpacTosa PaH1ua B kpaTKaTa XapakTepucTuka Ha NpoayKTa. |
5. B cyvait Ha HaCTLNKNG NOAO3INPAHA HEXeNana NEeKapCTBeHa Peakums, nekapsT yseaomasa UAS no peaa Ha un. 183 ot

3/MXM. Konue oT CboGLEHUeTO Ce NpUnara KbM MeauUMHCKaTa Aokymentaums Ha 330J1 npw kal HE 32 neueHue. |
6. NPV CNEUMATIUCTA, cwrn. un. 152 B, 7. 1 o1 HP/] 3a MepuuuHckuTe AeinocTH 2012 . (06H. B IB 6p. 307 10.01 .2:

7). Ha 33071, Ha KOHTO Ca U3AABAHM NPOTOKOIK 11O PeAA HA HACTOALIMTE WIHCKBANMS, CNIGABA A Ce NPUNATaT BCHY
HeOGXOANMU AOKYMEHTH KATO: BMOYNATOPHUTE NUCTOBE OT MIBLPLIEHUTE NPErNEAN, BTOPUAT EKIEMNNAP OT UIAAAEHUTE

NIPOTOKONH, KOMKA OT ENUKDH3H, EKCNEPTHY CTAHOBHLLA 1 APYT AOKYMEHTH, KOMTO Ca OCHOBAHUE 3a UIAABAHE Ha NPOTOKON,
BCUUKM MSUCKBALLIM CE U3CNEABAHWUA, KONWe OT npunoxerue 1A/ 15/ 1B Ha HACTORWNTE MIUCKBAHMS NOMBLAHEHO NO
CBLOTBETHAaTa TOUKA, NOANMCAHO OT CNEUMAnNUCTa, uafan NPoToKoNa.

H30K 3annawa cneanute koM6UHaLMM OT MeaAUKAMEHTH
npw 3axapeH auaber Tun 2

MHCYNMH (HOBEWKM MHCYNUHI M MHCYNMHOBY aHanou) B KOMGUHALMA € MeTOPMUH
Hlo Tpu MeaukameHTa OT cneanmTe rpynu — meThopmun, cyndannunypeitim npenaparu, anda-rnioko3ugastu, |
MHXMEHATOPM, MEFNUTUHUAN {
DPP-4 unxubutop ¢ meTchopmun

DPP-4 unxuburop cue cyndpannnypeen npenapar

DPP-4 unxuButop ¢ MeThopmuH u cyndranunypeen npenapar (camo 3a cutarnunTUH)
Exsenamup/Exsenatua LAR/NIuparnytug 8 KoMBuHaums ¢ MeTHOPMUH U Cyndanunypeen npenapar
Janumet B KOM6MHaLMs C MeThOPMUH 1 cyndanunypeen npenapar

Eucreas 8 koMBuHauus ¢ meThopmun

Hacmoswume usuckeanus ca paspabomenu Ha ocHosanue yn. 55 om HPA 3a meduuurckume dedrocmu 2012 z0dura
A8 6p. 3/10.01.2012 2.). v enu3am e cuna om 1 thespyapu 2012 2., chanacko un. 10 Ha Hapedba Ne 10 om 24 mapm
2. 3a yCnoausima u peda 3a 3anNawaHe Ha NeKapCMeeHU NPOdYKMU Mo . 262, an. 5, m. 1 om 3axona 3a nekapcmeeuine

NPOBYKMU & XymanHama MeduLuHa, Ha MeAULUHCKY u3denus U Ha BUMUYHU XpaKU 38 CNeUUaNHU MeOUYUHCKL yenu («
/B, 6p. 31 om 2007 2.).

% USMCKBAHMA HA H3OK P U3LABAHE HA NPOTOKOMV 3A NIEMEHUE HA 3AXAPEH JMABET TUN 2 B UIBLHEOMHUSHATA NOMOLY
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AEKNAPALUA 3A UHOOPMUPAHO CBITIACUE C U3UCKBAHWATA 3A 3ATIOYBAHE! PO BIKABAHE HA
NEYEHWETO C NEKAPCTBEHWUA NPOAYKT

A3 gonynoanucaumsit/ata ......

cnep xato “}mc usnaTa M npefocTaseHa Kwﬂmﬂ W UenTa Ha NeYeHNeTO C NeKapcTBeHus
npoaykT... 'mummnmumﬂmnmovqua

Uije cnassam npenopbuanaTa My Cxema Ha nesenvie U NePHORMYHOCT Ha KOHTPONHUTE nperneau.
+ Penosro uie ce AeAsam Ha koHTPONHY Nperneaw u nama Aa AIPOMEHSM CaMOBONHO WAk oA APYTo BHyweHjie
| HasWaueHaTa M Tepanus. .
3. Npu nm&nmﬂum Ha NEYEHUETO NO NPHYMHA, HENPOMITUMALLM OT PelleHUeTo Ha KomucuaTa sa
mﬁmm 8 P3OK winnu Komucusra no un. 78, 7.2 ot 330, we yseaoms HesabasHO nuHuA cu nekap u H30K
i © Wie sbpHa 8 P3OK nocnegus Wn. 110 KOWTO CbM nw NeKapcTBeHMs NPOAYKT.
‘4. Mpu Hecnassake Ha NOCOYEHUTE YCTIOBHA NEUEHNETO MU G YrIOMe 15 NeKapCTBeH NPOAYyKT wie Huae
| NpexpaTeHo W HAMa Aa UMaM npeTeHLUM Kbm HIOK. A
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Hec0x0dumo & da ce mbenAIea 6CAKE NPOMANE 8 003aMa 1/ Uy 8uda Ha UHCYNHE.

B konona ,sabenexxa’ ce 61UCEAM 6CUYKL CLCMORHUS, KOUMO Mozam Oa NosnuUAAM Ha pesynmamume om mecmoseme (3aBonseanus,
& Quemama, CIMPECOsU Cumyauuu, Heobu4a(HO Hamosapeane u dp.)
mammmwumwm Kamo ca 3a0uIKUMeNHU MOHE JECeM USMEPAHUS Ha KPLEHAM:
3axap npes nocnedrus Mecey npedu kandudamemeanemo.

[AHeBHUKLT 32 CAMOKOHTPON € 3aBepeH oT:
MOANKC Ha CrieuManucTa:...
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