PAVIOHHA 3JIPABHOOCHUT YPUTEJHA KACA - IUIOBIUB
2p. llnosous, yr.“Xpucmo Yepronees“ Ne 14, men: 032/60 30 11, paxc: 60 30 13, plovdiv@nhif.bg

PAVIOHHA 3PABHOOCHI' VPUTEIHA
KACA - [IJIOBIVB JO ATITEKH U
s o =@ 010 AOTrOBOPHU ITAPTHLOPH-
A - U3ITbTHATE/IA HA MEJUIIMHCKA IHTOMOII]
' HA P30K-ILIOB/IB

OtnocHo: M3menenusa B ,,Cuucok ¢ JICKapCTBCHU NMPOAYKTH, Kouto H3O0K zammama mo pefa Ha
Hapen6a Ne 10 ot 24 mapt 2009 r, B cnaa ot 01 anpau 2021r.

YBAJKAEMH JOI'OBOPHHI HAPTHBOPH,

BB BpB3Ka ¢ akryanmsanus Ha ,,Crucek ¢ zexapemea, koumo H3OK sannawa no peda na
HAPEJ[EA Ne 10 om 24.08.2009 2. 3a ycrosuama, peoa, Mexanusma u Kpumepuume 3a 3aniawane
om Hayuonannama sopasnoocueypumenna xaca na Nexapcmeeny npoOYyKmu, MeOUYUHCKY U30enys U
HQ OUEMUNHU XPAHU 30 CREYUATHU MeOUYUHCKY yenu, 0ozoeapsne Ha OMCMBNKY U npunazane Ha
MEXAHUIMY, 2APARMUPAUU NPEOSUOUMOCT U YCIMOTIMUBOCI Ha BI0OMCemA Ha H30K, B cuna or 01
apun 2021 e.; ca HACTBIIUIIH CIIEIHUTE IIPOMEHHU:

1. 3a nexapctenn mpoxyktu ¢ xox Ha H30K AF578 Kreom 25 000 Gastro-resistant capsule,
hard 300 mg x 20 u AF579 Kreon 35 000 Gastro-resistant capsule, hard 420 mg x 60 e
aKTHBUPaHa nuarHo3a ,,llpunobuta nuica wa apyru wacta ot XPaHOCMUJIATENHAS TPakT" ¢
MKB xox 790.4.

UsBbpimenuTe npoMenu ca BBB Bpb3Ka ¢ HOBH M3ucKBamms Ha H30K ,, Hsucxeanus na
H30K 3a npoeexcoane na samecmumenna enzumna MEPanis. 6v6 6Pwb3KA ¢ NPeoxoNcOawo umu
CONBMCMEAUO  3NOKAYECMEEHO HOBO0OPA3YEANUE HA NAHKpeaca 6 usevHGOIHUYHAMA nomouwy”,
nyOnuKyBaHH Ha caitta Ha H3OK www. nhif be. IHHK s»JlekapcrBa, momtHHK ,,3a JIOTOBOPHHTE
IapTHBOPH" - 3a nexapu cnemuamicty, I'pyma 11, OBKoIOrHaHY 3a60ABaHMA" - H3UCKBAHMS IO T.
5 (HOBM) Ha HaCTOsIIATA HOMEPAL[HSL.

2. 3a JIeKapCTBEHMTE NIPOLYKTH BKIIOUeHH B Tabmmia 1, B xonona ,,Bux mpotoxon mo oGpaser,
ceriaacHo Hapezn6a No 4/2009r. ma M3" e mpoMeneH 3ammcsT ot »I'pyna IB mo mporoxou,
YTBBPACH U 3aBepeH oT komucus B P3OK" na ,,I'pyna IC o nporokon, 3aBepeH B P3OK".

VI3BbpinennTe IPOMEHN ca BBB BPb3Ka ¢ HOBH M3HCKBAHWS Ha H3O0K ,, Hsuckeanus na
H3OK npu nevenue na saxapen ouabem mun 2 @ UsebHOOIHUYHAMA oMo, nyOMUKyBaHH Ha
ouIMaTHATAa UHTEPHET CTPaHMLA HA H3O0K, py6puxa ,,JIexapcTBa, Mequmuacku U3JIENN U XpaHn",
nonpyopuka ,,Mzucksanus 3a 3a60spanus”.

3a yexapcTBeHHTE OPOnyKTH oT Tabmuma 1 IIPOMEHATE B PEXKMMa Ha IIPOTOKONA Iie Ghaar
OTpaseHu B nporpamara #Ha H30K ,,Peructsp nporoxonu 1A/ IB/ IC", B crima o1 01.04.2021 .

B®B BpB3Ka ¢ H310%eH0TO 110 T.2, BH HHOOpMUpaM:




- Beuuky H37afeHd pelentd 1o AeHcTBAIIH HPOTOKOIH (3aBepeHn kato Tpyma IB) 3a
JIEKapCTBEHH NPOAYKTH oT Tabnuia 1, crensa na ce oTmyckar cien 01.04.2021 r. karo rpyna IC, 6e3
Jla ce U3MCKBa IIpe3aBepka Ha npotokoiure B P3OK;

-Morar na 6bmaT W3MaBaHH PELENTH IIO 3aBepenu mpeau 01.04.2021 r. mporoxomu IB
(chIOBpIKAILM NEKAPCTBEHHU TIPOAYKTH, KOUTO CMEHST PEXKUMA CH Ha 3aBEpKa OT mpoTokoi 1B Ha 1C)
710 U3THYaHE BaJIMIHOCTTA Ha IPOTOKOJINTE.,

- JlexapcTEenuTe NPOIYKTH, KOUTO CMEHST PEXKAMA CH HA 3aBEPKa OT uporoxon 1B Ha 1C,
HE MOrar Jia ce OTIIyCKaT CbC Cily)kebHa pemenrta ,,S". B To3u ciyuail 3a BpemeTo Ha neifcTBre Ha
YCJIOBHA H PEJ] 3a omnyckane na iexapcmeeny npoOyKmy, MeOUyUHCKY u30enus u Ouemusiu
Xpanu 3a CHeyuanuu MeOUyurHCKu yei, 3aniauwjany Haneino uau dacmuyno om H30K, xaxmo u
CAYIHCEOHO YOBNICABAHE CPOKA HA GANUOHOCH HA MPOMOKOIUME 3 CKbNOCMPYBAWO Jleyerue Ha
XPOHUYHO OONHU NAYUEHMY, 666 BDBIKA C 6bEEOCHAMA UELHPEOHA enUOeMUYHA 0BCIAHOBKA HA
mepumopusama Ha Penybnuxa Bvreapus, Ne PJI-16-63/12.11.2020r. e Heo6XomuMo W3aBaHEe Ha
HOBa pelenTa.

- Cnex 01 appua 2021 r. BCMYKH NDOCTBIOHIM 3aBJEHHS ¢ IMPOTOKOJ 32
JeKapcTBeHuTe npoayKTa oT Tabauna 1, crensa ma ce 3apepssar or P3OK karto mporokoun
rpynma IC, cwrmacuo , Hsucxeanus na H3OK npu nevenue na saxapen Ouabem mun 2 6
usevHboHuuHama noMow", y6nuKyBaHu Ha OQUIMATHATA HHTEPHET crpanuna Ha H30K.

ITpunoxenne: CIUCHK C U3BBPINEHH IIPOMEHH B U3IBIIHCHUE Ha aKTyanu3auus Ha [Ipunoxenue Ne
kM 01.04.2021
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