ONPEOENEHMWE

Ne 10154

rp. Cocpna, 17.12.2021r.

AOMUHUCTPATUBEH Cb[ - CO®PUA-TPAL, Btopo otaeneHue 41 cbeTas,
B 3aKpUTO 3acenaHne Ha 17.12.2021 r. B crnegHNa CbCTas:
CbOuA: Nyusa Xpucrosa

Kato pasrnena geno Homep 12052 no onuca 3a 2021 roauHa goknagBaHO OT
cbAuATa, U 3a ga ce npon3Hece B3e npegsug cregHoTo:

[TpousBoxacTBoTO € Mo pena Ha wi.145 u ci. ot AIIK. O6pa3yBaHo e 1o xanba Ha
»B. @©.” I'&Ko.K]l, upe3 ans. K., cpemy pemenue Ne KII-25 or 01.11.2021r. Ha
Komucusita mo mpospauHoct kbM MC, ¢ KoeTo €  OTXBbpJieHa kaibara Ha
npyxectBoto cperry perrenue Ne H.-25151/05.08.2021r. na HanuoHanHHS CBBET 1O
IIEHU U peuMOypcupaHe Ha JeKapcTBeHUuTe npoaykTH. CbabT KOHCTaTUpa, 4ye ¢ 1B, Op.
67 ot 2020 r. ¢ u3menen wi. 266 ot 3JIIIXM, kato pemenusaTa Ha KII He mouiexar Ha
caMocCTosTeNTHO ocriopBane. [Ipunoxum e obmuar pen o wi. 98, an.2 ot AIIK, cnopen
KOWTO Ha OO’KaJBaHE MOMJICKH IbPBOHAYAIHUAT aJIMUHUCTpaTUBEH akT. [lopaan ToBa
npeaqmer Ha genoto e pemenne Ne H.-25151/05.08.2021r., KII cnemBa na Obae
3aJIMYeHa KaTO OTBETHUK U Ha HEIHO MSICTO Jla c€ KOHCTHTYyHpa HanmoHanHus ChBET 1O
LIEHH U peuMOypcupaHe Ha JekapcTBeHuTe mpoaykTtH. JKambata cpenry pemeHue Ne
KII-25 or 01.11.2021r. na Komucusra mo npo3padnoct kbM MC crienBa J1a ce OCTaBH
0e3 pasriexaane, a IPOM3BOACTBOTO B Ta3M YaCT J1a C€ MPEKPATH.
B 3asBnenme ot 09.12.2021r. sxanOomomaTensT NpaBH HCKaHE 3a MpEKpaTsBaHE Ha
daxkTHyecKko JAeWcTBHME 10 BIHCBAaHE Ha MpUeTaTa C OCIOPEHOTO pemieHue Ne
H.-25151/05.08.2021r. 1iena Ha sekapctBenus npoaykt B. 10 film coated tablet 10mgx 30 B
[TosuTuBHMS JekapcTBeH cnuchk. B momba ot 15.12.2021r. nmpencenatens na HCIIPJIIT
II0COYBA, Y€ BIIMCBAHETO € HAIPaBEHO IOPaJU JIMIICa Ha MHPOpMAILHKS 32 MMO/IaJIeHa jkajoa,
JIOKOJIKOTO kantbara e nogaaeHa upes KII, a He upes chBera.
IIpu Hanpasena cnpaBka Ha uHTepHeT crpanunara HCLPJIII, ceabpT ycraHoBH, ye neHara
Ha IPOIIECHUS JIEKAPCTBEH HPOAYKT € KOpPUIHMpaHa ChOOPAa3HO IMpHETaTa C IMPOLECHOTO
pemieHre Ha HaroHamHus ChbBET MO LIEHH U peUMOYpCHpaHe Ha JIEKapCTBEHUTE MPOIYKTH,
Ipu YCIIOBHE, Y€ TOBa pEIICHHE HEe € BIsA3N0 B cuia. llopagm ToBa KbM MOMEHTa
JEWCTBUTEITHO € Hanuie (pakTUYecKo JEHCTBHE IO BIMCBAaHE HA MpHETaTa C OCIIOPEHOTO
pemrenne Ne H.-25151/05.08.2021r. 1ieHa Ha JeKapCTBEHUs MPOAYKT, YHETO MPEKpaTIBaHe
CBIBT CIIeNBa J]a pa3nopenH, Thil KATO HE C€ OCHOBaBa Ha BJIS3BJI B CUJIA a/IMUHUCTPATUBCH


https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fportal.ncpr.bg%2Fdownload%2F12-2021%2F02-12-2021%2FPrilogenie-4-02-12-2021.xls&wdOrigin=BROWSELINK

aKT WM Ha 3aKOHA.
IIpeaBua M3I0KEHOTO ChIBT

OITPE A EJIN:

1.0CTABA BE3 PA3TJIEXXJIAHE »xan6ata na ,,B. @.” I'.&Ko.K]l, cpemy pemenne Ne
KII-25 ot 01.11.2021r. ma Komucusara mo mpo3paunoct kbM MC u IIPEKPATSBA
MPOU3BOACTBOTO B TA3H YACT.

Omnpenenenuero no 1.1 mouiexxu Ha obOkanBaHe ¢ yacTHa kanda npen BAC na Pbbirapus B
7-THEBEH CPOK OT ChOOIIIaBaHETO.

2.3AJIMYABA xarto oTBeTHUK 110 jenoTo Komucusita mo npo3paunoct kbM MC.
KOHCTUTYHUPA Ha HeWHO MsCTO KaTro OTBETHUK HanuoHanmHMS CbBET MO LIEHU U
pernMOypcUpaHe Ha JIEKapCTBEHHTE MPOAYKTH, KAaTo T'0 3aabJDKaBa B /-IHEBEH CPOK Ja
MPEACTaBH TI0 JICJIOTO TPEBOJ HA M3BaJIKa OT caiita Ha HammonanHarta 3apaBHa ciry:k0a Ha
JI. — cimcbk A u B xpm 01.04.2021r. Ha 6a3ucHa [ieHa 32 BH3CTAHOBSIBAHE HA IPOIICCHHUS
JIEKapCTBEH MPOAYKT, MPEACTaBEH Ha JIATBUHCKM €3WK Ha 1. 85 mo menoro, mpeBoj Ha
u3BaJKa OT cucTeMata E. Ha chblmaTa 1eHa, MPEACTaBeH Ha aHTJMICKU €3uK Ha JI. 86 mo
JIEIOTO, KaKTO W NpeBoj Ha m3Bagka oT T. 10 u T. 26 ot [IpaBuiaHuk Ha MHUHHCTEPCKUs
ceBer Ne 899 or 31 oxrtomBpu 2006 r. ma JI. (ITporokonm Ne 56 § 50) - Pex 3a
BB3CTAHOBSIBAHE HAa Pa3XOJId 3a 3aKyllyBaHE HA JIEKAPCTBEHU IMPOMYKTH U MEIAUIUHCKA
U3JIeNU s, MPEIHA3HAUYCHU 32 aMOyJIaTOPHO JiedeHUe, U3/aJICH B ChOTBETCTBHUE C pas3mel 5,
an. 20 ot 3akona 3a (apmanusra, u Ha [Ipunoxenue 4 OT chlMs MPaBUIHUK, KOUTO HE ca
MPEACTABEHH I10 JIETI0TO.

OrnpenesieHueTo 1o T.2 He MOJISKH Ha 00)KaJIBaHe.

3. 1A BBJIE TTPEKPATEHO 6e3ycnoBHO (hakTHUECKO ACHCTBUE MO BIIMCBAHE HA MpUETaTa
¢ ocrioperoto pemenne Ne H.-25151/05.08.2021r. nena Ha jexkapctBenus mpoaykt B. 10
film coated tablet 10mgx 30 B [To3uTHBHHUS JIEKAPCTBEH CIHCHK.

OmnpeneneHueTo 1Mo T. 3 MOAJISKN Ha o0xalBaHe B 3-JHEBEH CPOK OT M3JaBaHETO MY Ipel
BAC na Pbbarapus.

[Ipenmc oT onpeeneHneTo aa ce U3MPaTH Ha CTPAHUTE U HOBOKOHCTHTYUPAHUSI OTBETHUK.

CBIUS ;
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