PEIIYBJIUKA B'bJII'APUS
MUHHCTEPCTBO Ha 3/IpaBeoONa3BaHETO

MUHHCTBp Ha 3[[paBEOIa3BaHETO

3ANOBE ]I

21.7.2023 r.

X PA-01-403/21.07.2023 r.

AOKYMEHT,
perncrpupaH ot:
Signed by: Ivo Tsvetanov Manchev

3a nombJjaHeHue Ha 3anmosen Ne P/1-01-356/22.06.2023 r., nonbjHeHa ¢be 3amoBen Ne

P/1-01-377/10.07.2023 r.

Ha ocHoBanue ui. 25, an. 4 ot 3akoHa 3a aIIMMHUCTpaLMATA, Wi. 2664, al. 2 oT 3akoHa 3a
JIEKapCTBEHUTE MPOJIYKTU B XyMaHHATa MeAUIMHA, Wwi. 16, an. 4 u 6 ot Hapen6a Ne 10 ot 2011 r.
3a yCIIOBHSATA U Pe/ia 3a JICUCHHE C Hepa3peleHu 3a ynorpeda B PemyOiinka beiarapus nekapcTBeHu
MPOAYKTHU U JIEKAPCTBEHH MPOYKTH 3a ChbCTpaJaTeNIHA YIIOTpeOa, KaKTO U 3a YCJIOBHTA U pejia 3a
BKJIIOUBAHE, TPOMEHH, U3KJIFOUBAHE U IOCTaBKa Ha JIEKAPCTBEHH MPOAYKTH OT CIIUCHKA IO 4iI. 266a,
an. 2 oT 3aKoHa 3a JIEKApCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA U BHB BPH3Ka C MHUCMO C BX.
Ne 20-00-262/06.07.2023 r. ot MBAJI ,,ITapk Xocnutan™ EOO/I, rp. [1710Ba1B, CTAHOBHIIE C BX.
Ne 20-00-262/19.07.2023 r. ot U3mbiaHKUTEIHATA areHIHs TI0 JISKApCTBAaTa U CTAHOBHIIE C BX. No
20-00-262/20.07.2023 r. ot ExcrmepTHUsl ChBET MO MEIHMIIMHCKATA CIEIMATHOCT ,,MeanuIHCKa

OHKOJIOTHA"

HAPEXIAM:

B Ilpunoxenuero ,,CriuchK Ha JIEKapCTBEHUTE MPOAYKTHU IO Wwi. 2664, ait. 2 oT 3akoHa 3a
JICKApCTBEHHUTE MPOJIYKTH B XyMaHHaTa MenuiuHa™ kbM 3amoBen Ne PJ[-01-356/22.06.2023 r.,

nomeaHeHa ¢be 3anosex Ne PJ1-01-377/10.07.2023 r. ce ch3naBa pen Ne 86:



Ne ATC kon | Mexknynapoaso | JlekapcrBeHa 3a0oasBane no | JlonbaHuTeIHA
HeNMaTeHTHO ¢popma U | Me:XKIYHapoaeH | mHpopMalus
HAaUMeHOBaHHe | KOJIHYeCTBO KO/ Ha
3a00/19BaHUATA
86 LO1EX22 | Selpercatinib | 40 mg capsules | C34; C73
hard X  60;
80 mg capsules
hard x 60

Il. Hacrosimmara 3anmoBen ja ce myOiIMKyBa HA MHTEPHET CTpaHUIaTa HA MUHUCTEPCTBOTO HA

3ApaBCOMa3BaHCTO.

21.7.2023 r.

x Npodh. Unia Temol

Mpod. Xpncro XnHkoB

MWHUCTBP Ha 34paBeonasBaHeTo
Signed by: llko Nikolaev Getov




