PEWEHWE

Ne 1517
3a nonpaska Ha o4yeBuaHa pakTudecka rpeluxa

rp. Cocpna, 08.03.2023 .

B UMETO HA HAPO[A

AOMUHUCTPATUBEH Cb[ - CO®UA-TPAL, Btopo otaeneHue 53 cbeTas,
B 3aKpuTo 3acegaHue Ha 08.03.2023 r. B crieHUsI CbCTaB:
CbOUA: Crechan CtaHueB

KaTto pasrnega pgeno Homep 9236 no onuca 3a 2022 roauHa OokKnagBaHO oOT
cbAuATa, U 3a aa ce npon3Hece B3e npensung crnegHoTo:
[TpousBonctBoTO € mo peaa Ha un.175 or AIIK.

OO6pazyBaHo € o MoJI0a Ha HAallMOHAJIEH CHBET I10 LIEHU U peuMOypcHpaHe Ha JIeKapCTBEHU
OPOAYKTH, Ype3 MpolecyajeH MpeacTaBUTeN, 3a IOoNpaBka Ha (akTHYecKka Tpelka,
JnonycHaTa B MoOTHBUTE Ha Pemenune Ne 7724/15.12.2022 r., mocTaHoBeH MmO aim.n.No
9236/2022 r. o onuca T03u chacden creraB Ha ACCI.
[Tperuc ot MombaTa € BpbhbUECH Ha OTBETHHWKA U € JlaJeHa BBH3MOXKHOCT 3a CTaHOBHIE. B
3aKOHOYCTaHOBEHHUS CPOK TaKOBa € JIETI03UPaHO, Y€ PEIICHUETO, IOCTAHOBEHO IO JIENOTO He
ce 3acsira OT TEXHUYECKUTE TPEIIHU B U3NHCBaHE HAMMEHOBAHHUETO HA JIEKAPCTBEH MPOIYKT.
Cren kato ce 3amo3Ha ¢ Mojbarta, CbIbT HAMUPA CIETHOTO :
C npouecHoTo penieHue, yusaTo nompaska ce ucka, ACCI' e uzpaszui BoJsiTa cd, IPaBUIHO
WM TPEIIHO, KaTO B OOCTOSITEIICTBEHATa YaCT — MOTHBUTE KBbM PEIICHHETO € BIHCAT U
HAaMMEHOBAHHUETO HA JIEKAPCTBEHUS NPOAYKT. B pemieHuero, MuCIO3WTHBHATA 4YacT, 3a
CBEJICHHE HA MOJIMTENIKaTa, HAMMEHOBAHHUETO HE CE CIIOMEHAaBa.
Cnen 3anmo3HaBaHe cbc cbaeOHHs akT Ha ACCI, HacToOsAMMAT ChCTaB HaMHpa, Y€ B
pEIIEHUETO HEe ca JIOMyCHATH OYEBUIHU (PaKTUUYECKH TPEIIKH TaKa, KaKTO ca OMHUCAaHU B
Mosbata. B oOcrosTencTBenara 4act Ha ChJeOHUS aKT, ChABT CE € 1030Bajl Ha CbOpaHUTE U
IPUETH T10 JIeJIOTO MUCMEHU JI0Ka3aTeJICTBa, Bb3 OCHOBA Ha KOUTO € omnucall (pakThieckara
00CTaHOBKA M M3JI0XKHJI NPAaBHUTE CH ChOOpPaXKEHUs 3a HEOCHOBATEIHOCT Ha OCIHOPBAHETO.
ToBa, ue B HauMeHOBaHKETO BMecTO (X) € mocoueH (*) He BOAM J0 OYECBHIHA TPEIIKA MU
npornyck. M nBara 3Haka ca 3a 00O3HA4YeHHE, Y€ OMAKOBKATa HA JIEKAPCTBEHHS MPOIYKT
Chabpka 10 28 TabieTku
. Ako MonuTen, pa3dynTa 3Haka (X) kato OykBa ,,X“, W ,,XUKC" Ha JJATHHUIIA, [PEIIKaTa HE €
B M3MMCBaHE HAMMEHOBAHHUETO Ha JICKAPCTBEHUS MPOAYKT OT ChJIA.



CermacHo pasmopendara nHa uwil75 or AIIK, oueBuanata QaxTHuecka Trpelika e
HECHOTBETCTBHETO MEXAYy (hopMupaHaTa BOJIL Ha Cha M HEHHOTO BHHIIHO H3pa3siBaHE B
MUCMEHHUS BUJ HAa PEIICHUETO IBJDKAIIO C€ HAa MUCMEHHU TPEIlKH, TPEIIKA B IPECMITaHUATA
WM JPYTH OYEBHIHHM HETOUYHOCTH. [IpakThueckusT wu3pa3 Ha TOBa OOsSICHEHHE €, 4Ye
dakTHUecKa Tpelka B ChICOHOTO PEIICHHE € HaJHUIlE CaMO KOraTo MMa IMPOTUBOPEUYHE
MEXIy MPHETOTO B MOTHBHUTE W TIOCTAHOBEHOTO B JUCMO3UWTHBAa. B cimydas TakoBa
HECHOTBETCTBHE HE € HAMIIE M HE clie/iBa J1a ObJe monpaBeHo no pena Ha un.175 ot AIIK.
l'opaute obcrosiTencTBa 000CHOBABAT U3BOJ 32 HEOCHOBATEITHOCT HA MCKAHETO.
CopanT P E I n:
OCTABS BE3 YBAXEHUE mon6ata wa C. K., ri. ropuckoncynt Ha HaruonaneH chBer
MO [IEHU U peruMOypcUpaHe Ha JIEKAPCTBEHH MPOAYKTH, IO MBJIHOMOIIME, 3a TOoMpaBKa Ha
oueBUIHA (pakTHUECKa rpelika, gonycHara B Pemenune Ne 7724/15.12.2022 r., moctaHOBEH
o azam. 1. Ne 9236/2022 r..
PEIHEHUETO moxe na ce obxansa npex BAC, B 14-1HeBeH cpok OT ChOOLIEHUETO.
ChIUS



