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WHCTPYKIIUS

Ne PJ1-16-47/ 03.07.2023 r.
3a uamernenne Ha Macrpyxuna Ne P/1-16-10/01.03.2022 r. 3a
ochbIecTBABaHe HA KOHTPOJ Mo 91.72, aj1. 9 ot 330 no u3nb/IHEeHHETO HA JOTOBOPHTE 32
OTIyCKaHe Ha JIEKapPCTBEHH NPOAYKTH Mo 41.262, an.6, 1.1 o1 3JIIIXM, MeAHUHHCKHA H3AETHA
H JHEeTHYHH XPaHH 32 CelHAJHH MeJHIHHCKH [eJTH 32 JOMANIHO JieueHHe, 3aN/IaaHA
HanbJaHO MK 9acTHYHO oT H30K

§ 1.Bun 7,an. 3, 1.3 u T. 4 - AymMaTa pelenTH ce 3aMeHs C eJIEKTPOHHH IPeIMHCAHHUS.

§ 2. Un. 10, an. 3, ce mpoMeHs mo ciemHus HayuH: [Ipu OTKpHBaHe Ha NpOBEpKaTa
KOHTPOJIHMTE OPraHd ce JIETMTHMMPAT U BpPbYBAT €K3EMIUIAP OT 3aloBeqTa 3a NpoBepKa Ha
PBEKOBOIMTENIA Ha anTekata - oOEKT Ha NpoBepKaTa WM Ha JMIe, paoTemo B anrekara B
MOMEHTA Ha MpoBEpKa, BKIOYeHO B [IpunoxkeHne Ne 4 KbM YCIIOBHATA H pela 3a CKIIIOYBAaHE Ha
HHIHBHIyaJHHTE JOTOBOPH C anTekd. B ciaydaH, 4e B antekara paboTH yuie, 3a koeto P30K He
€ yBelOMEHa B Cpok 3a npomsHa B [Ipumoxenne Ne 4 ToBa 00CTOATENCTBO Ce OTpassBa B
KOHCTaTHBHHS IIPOTOKOJI ¥ BOJH JI0 HaJlaraHE Ha ChOTBETHATA CAHKIIHA.

§ 3. Bun 11, an. 1, T. 3 - qymara peuentypHute GIaHKH Ce 3aMEHS C €JIEKTPOHHHTE
IpeAITHCaHHuS.

§ 4. Un. 11, an. 5, cbc cnennms Teker ,M3nbiHeHUTE pelenTypHH GIIAHKH M IPOTOKOIM
(Ipu HaTM4He Ha H3NBIHEHH TaKHBa) Ce ChXPaHABAT B anTeKaTa 3a[b/DKMTENHO 3a MOCIeaAHaTa
€/IHa roJIMHa, CYUTAHO OT JaTaTa Ha TAXHOTO H3MTBJIHEHHE (OTIIyCKaHe), ce 3aliJaBa.

§ 5. B un 12, 1. 1, 6yxea , BB nymara peuentypHu GnaHKu ce 3aMeHs C €JIEKTPOHHH
IpeAHCaHHus.

§ 6. B an. 14, an. 3 ce 3ayimyaBar AYMHTE KOIHSA HA PELEIITH;

§ 7. Yn. 14, an. 6, ce mpoMeHs 1o caeJHHs HA4YKWH: B ciy4anTe mo an. 4 B XMNores3ara ,,ako
anTeKaTa € 3aTBOpeHa B 00fBeHOTO pabOTHO BpeMe” CHCTABEHHAT KOHCTATHBEH IIPOTOKOJ CE
BpbYBa Ha PHKOBOJIHMTENA Ha alTeKaTa MM Ha IPEACTABIABALIMAT ThPrOBCKOTO APYXKECTBO,
COOCTBEHHK Ha anTeKaTa JIAYHO HJIM Ce H3Ipalla Mo molnata ¢ IpenopbYaHo MHUCMO ¢ obpaTHa
pasmucKka B CpPoK 10 7 pabOTHM OHH OT CBCTaBAHETO My. B ciyuaii, ue mMa ocHrypena



BB3MOKHOCT, KOHCTATUBHHAT MPOTOKOJ MOXe Ja ObJie BphYEH M 4pe3 CHCTEMaTa 3a CHUT'YPHO
eJIEKTPOHHO BPBUBAHE.

§ 8. Kem un. 14, ce ch3aBa HOBa ai. 7, ¢bC CIEAHHA TeKCT: B ciydaid, 4e€ pbKOBOJAUTENS
Ha anTeKara OTKaXe /[a MOJy4Yd KOHCTaTHBHHSA IPOTOKOJ, CBIIMAT C€ IIOANHCBA OT
nbxHOCTHUTE nvua oT P30K-KoHTponsopH, KakTo M OT JBama cBHAeTeNH. KOHCTaTHBHHS
IPOTOKOJI Ce BPhYBA Ha MPe/CTaBIABAIIMAT THPrOBCKOTO JPYXECTBO, COOCTBEHHMK Ha anTeKaTa
JIMYHO MM CE M3Mpallia Mo I0lIaTa ¢ MpernopbyaHo MHCMO ¢ o6paTHa pasnmucKa B CPOK A0 7
paboTHH JHH OT CHCTAaBSHETO My. B ciywail, 4e MMa OCHTypeHa Bb3MOXHOCT, KOHCTaTHBHHAT
TIPOTOKOJ MOJKe Ja ObJie BpbUeH H Upe3 CHCTEMAaTa 3a CUI'YPHO €JIEKTPOHHO BPhYBaHe.

§ 9. B un. 18, 1. 2, b ,3“ nymara penentypHuTe OJaHKH C€ 3aMEHS C €ICKTPOHHH
IpeIITHCaHuA.

§ 10. Un. 18, . 2, Gyksa ,,i“ cbc cneanus Tekct ,,[Ipi yCTAHOBEHH HapylIEHHs B 0 TPH
eJIEKTPOHHH mpeanucanud Ha wi. 18, an.1, 1. 1 (3aXb/DKeHHETO HA U3MBIHUTENS Ja Ce BbBEXKAA
caMo B IIPHEMHOTO MOMEIIEHHE MHPOPMAIMATA OT €JIEKTPOHHHTE IIPENHMCAHUs/PELIENTHTE 3a
otueta npex H30K B Gasara naHHM Ha codTyepa Ha anmTeKaTa OT MarucThp-GapMaleBTa B
MOMEHTAa Ha OTIyCKaHe Ha JIeKapcTBaTa, MEIMIMHCKHTE H3JENUs M JUETHYHUTE XPaHH 3a
CrHEeLMAaIHH MEIMLIMHCKH IeIH" ce 3a1uYaBa.

§ 11. B un. 18, 1. 3, 6yksa ,, JI* u 6yksa ,,E“ nymara penentute ce 3amMeHs C €lEKTPOHHHTE
TIpEeITHCAHHUA.

§ 12. Yn. 18, 1. 4 cec cnennusa Teket ,,M3IITBJIHUTEJLAT He cbxpansBa B anrTexara
JaHHHUTE OT M3IIbIHEHHUTE €IEKTOPHHH NpenuCaHus/pelenTypHUTe O1aHKHM 32 MOC/ieHaTa eHa
rOIMHa — 3a IOBEYE OT TPH PelleNTypHH Gnanky; - wi. 37, an.6, 1.1 or U/ ce 3anuyasa.

§ 13. B un. 18, T. 6, tymara pelienTH ce 3aMEHs C €IEKTPOHHH NPEAMHCAHHS.

3akirouMTE/IHA pa3nopeada:

§ 14. Uncrpyxkumsta 3a u3meHenue Ha HMuctpykums Ne PJ-16-10/01.03.2022 r. 3a
ochliecTBsiBaHe Ha KOHTpoa mo 4wi.72, an. 10 or 330 mo M3MBLIHEHHETO HA JOTOBOPHTE 3a
OTHyCKaHe Ha JIEKapCTBEHH MPOAYKTH 1o wi1.262, an.6, 1.1 ot 3JIIIXM, MeMUMHCKH H3/IETHA 1
JIHETHYHH XPaHH 33 CHELHATHA MEIMIHHCKH LEJH 33 JOMAUIHO JIeYeHHE, 3alllalllaiy Hallb/IHO
mmu gactuudo oT H30K, Biu3a B cuiia OT A€Hs Ha YTBBPXXIABAHETO M.



