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HHCTPYKIHA
O OTNYCKAHE W U3ITBJIHEHHUE HA EJIEKTPOHHO NMPEANMHCAHHE HA
JEKAPCTBEHH NPOJAYKTH, MEJJMIIHHCKH U3JAEJWA U THETHYHH XPAHH 3A

CHBATH WEM RO e

|. Hacrosmata WHCTPYKIMS Ypesa peaa 3a oTnyckame Ha jexapersenn npoaykra (JII1,
meauuuuckd u3aeans (MH) B ameTHyHM XpaHW 3a CNCUHATHH MEJAHIHHCKH LEIH (JAXCMLI).
NpENUCaHH 110 eIEKTPOHHO MPENHCAHHE H OTMEHS HucmpyKkyua no omnyckane Ha Jexapemsenu
npodykmu u uznvanenue na erekmponno npeonucanue Ne P/I1-16-5/10.02.2021e.

2. Otnyckanero Ha nekapcreenn npoaykts (JII), npeanucany Ha eNeKTPOHHO NpeANHcaHHe
ce HIBBLPIIBA 110 peaa Ha riasa ceaMa ot Hapeota Ne 4 om 4 mapm 2009 2. 3a yerouama u peda 3a
npeonuceane u omMnyckawe wa Jekapemeenu npooyKmu, B anTeKara OT MArucThp (papMauesT,
paGoTell B Hes.

3. Meauumnckn wu3geana (MHM) u gueTHunu XpaHW 3a CHOCUHAIHH MEJHUHHCKH LETH
(JIXCMI]) morar na OwbaaT OTHYCKaHH 10 XapTHeHa pelenTypHa OnaHKa WIH MO ENEKTPOHHO
NpeAnHCcaHne, IPH OCHTYPEHa TEXHHYECKa Bb3MOKHOCT Ha alTe4HHs copryep.

4. B cayuauTe Ha M3ITBIHEHHE HA EIEKTPOHHH NPEAMHCAHHA, H3NMBIHHTEAT BIHCBA JTAHHHTE
3a oTNyckaneTo B peuentypHara kumkka Ha 30J1 no nocerammus pen. Ilpu HenaHeceHH JaHHH B
peuentypuara kHkka ot UMII, enekrponnnTe npeanncaHis He ce H3NbIHABAT.

5. OTnycKaHeTo Ha JIeKapcTBEHH NMPOJIYKTH No peda Ha wi.78, 1.2 ot 330 ce H3BLpLIBA NPH
npeicTaBsHe Ha NPOTOKON Ha Xapruen Hocuren ot 30JI o ocurypasaHe Ha TeXHH4ECKa
BBIMOKHOCT 3a oOTpassBane Ha HeoOxomumara wuudpopmauus B Haumowannara 3apaBHO-
uuopmarmonna cuctema (H3MUC), cvobpasuo cpokosere no §4 or I13P na Hapeznba Ne 4.

6. 3a nyxante Ha wiaeHTuduumupanero na 30J1, marncThp dapmauestst BeBexaa EI'H na
30J1 B cneunanuiupaus coTyep M JaTaTa Ha W3aBaHe Ha ENEKTPOHHOTO NPEANHCAHHE HIH
apyru pernamentipann B H3MC naunnm.

7. 32  M3ANBIHEHHETO Ha EIeKTPOHHOTO TMpeAHcaHHe MarucThp-apMaleBThT —Ce
naeHTHpHumpa ypes KEIL

8. He ce jonycka OTHyCKaHe Ha JIEKapCTBEHW MPOAYKTH, NPH HAIHYHE HA €IHOBPEMEHHO
H3JIEHO eNeKTPOHHO npeanucanue, ¢ seseaen HPH u u3nanena xapruena penenta (Gnanka NeS
win OGnanka NeSA). ¢ BbBejeH B Hes Ne Ha pelienta, reHepHpaH OT MEIHIMHCKHA coTyep Ha
nexaps. B cinywaii, ye B anTexkara Objie NPEACTABCHO pa3neyaraHo Ha XapTHA €NeKTPOHHO
npeanncanne, n3aaaeHo ceraacio naparpad 9, an. 2 na Jozosop Ne PA-HC-01-4-8 om 15 anyapu
2021 2 3a uzvmewenue u Oonwvanenue na Hawywowannus pamkos 002060p 3a MeOUWUHCKUME
deitocmu mexcoy Hayuonarmama sopasnoocuzypumenna xaca u buieapekua J1exapeku cvios 3a
2020 — 2022 2., To He ce W3MBLIHABA KaTO XapTHeHa peuentypHa Onanka NeS unn Onanka NeSA, Twil
KATO € CICKTPOHHO NpeANnHcaHHe H ClIe/1Ba /1a ce H3NBJIHABA KaTo TaKoBa.

9. [IpH H3NBLIHEHHETO HA ENEKTPOHHO TIpPeANHCAHHE HA JIEKAPCTBEH NPOJAYKT, 3ailiailaH
HaMBIHO WM "acTHyHo ot H30K, anteunusar codryep uma Bb3MokHocT upes WEB yenyra na
M3BLPLIM ABTOMATHYHA npoBepka B perucrpure Ha H30K 3a BanuaHoCT Ha J0roBOp HA JeKaps,
H3al eNeKTPOHHOTO MpeanucaHue, Kakto v B perucrspa Ha HAII 3a 3apaBHOOCHTYpHTEIHHA
CTATYC Ha MalHeHTA.






10. MarucTbp-hapManesThT C€iBa jla H3BLPIIM MPOBEPKA HA WHTEPHET CTpaHuuaTa Ha
HAIl 3a HenpekbCHATH 3PABHOOCHIYPHTEIHH MpaBa Ha JIMUATA.33a KOWTO AlTCHHHAT codTyep
NOCOYBA, Ye ca ¢ MPEKLCHATH 3APAaBHOOCHTYPHTE/IHH npasa. OTNYCKaHETO HA JIIT ¢ eneKTpoHHO
npejnMcaHHe € JIONYCTHMO CaM0 MpH  YCIOBHE, U€ C€ MPEIOCTaBH  JOKyMEHT -
yjlocTOoBepeHne/cTipaBKa 3@ 3amIaTeHH  3/PaBHOOCHTYPHTETHH BHOCKH/BB3CTAHOBEHH
3APaBHOOCHTYPHTE/IHH Mpapa, H31aJeH0 OT HAIL npuapy#eH ¢ KONHe Ha ChOTBETHHA JOKYMEHT.

11. HMzmamenwTte mo 31 maii 2021 r. xapTHeHH peLENTH Ceé H3MBLIHABAT M0 JOCETAIHHA Pell
70 H3THYAHE HA CPOKA HA TAXHATA BATHIHOCT.

12. Wananenure caen 01.06.2021 r. enekTpoHHH NpeAnKcaHus cieasa 1a ObaaT U3MbIHEHH
no peaa Ha raasa ceama or Hapenba Ne 4 ot 4 mapt 2009 r. u aeficTBauIuTe KbM MOMCHTA Ha
otnyckane Yeiosus u ped 3a cKI0Y6ane Ha 002060puU 3G OMAYCKANE U 3aniaujane Ha JeKapemeeni
npodykmu no 41.262, ar.6, m.1 om 3axona 3a Aexapemeenume nPOOYKMuU 6 XyMannama Meouyuna,
Ha MeOURUHCKU U30eAUS U Ha OUEMUYHU XPAHU 33 CNEWUATHN MeONYUNCKU yeau, 3aniaujadi
nanvano win wacmuyno om H30K.

13. Enexktponsoto npeanucanne HE ce n3nniHaBa B anTekara B CIEIHHTE CAyHaH:

13.1. nuumeto, Ha koeto ca npeanucann JIII, MM w JIXCMIL, e ¢ npexscHatH
3IPABHOOCHTYPHTE/IHH NPaBa KbM J1aTaTa Ha W3NBIHEHHE HA e/ICKTPOHHOTO NPEANHCAHNE, KaKTO H
aKo e ocpo0O0/ICHO OT 3a/IL/DKEHHETO J1a 3arialla 3paBHOOCHTYPHTE/THH BHOCKH HAa OCHOBaHHE "Wl
40a, an. 1 330 (npeGupaBamy B yykOHHa noseye o1 183 JHH B e/IHA KaNeHIapHA rO/IMHA);

13.2. eNeKTPOHHOTO NPEANHCAHHE HE OTIrOBapA HA H3MCKBAHHATA, NOCOUYCHH B . 3, an. 2 u 3
OT JIOrOBOpA;

13.3. npeanHcaHHAT JeKapcTBeH NPOAYKT He ce 3aniama ot H30K:

13.4. npu HecbOTBETCTBHE MeKAY npeanucanus Opoii onakosku ot JIIT u onpenenenara no3a
Ha npueM U Apyrute ofiiM H3KcKBaHus o npeanucsane Ha JIIT, MU u JIXCMLL;

13.5. ve ce npeacrass 3asepera B P3OK PeuentypHa KHHXKa 3a JIe4YeHHE Ha XPOHHYHO
GonnHua" MK TOKYMEHTH 110 4i1. 4 OT JIOroBOpa;

13.6. chAbpAka HECHILECTBYBAILH W/HIH HeckoTBeTCTBalM Kojose Ha JITT, MW » JOXCMIL] u
MEKBE-koaoge;

13.7. koraro na 30J1 3a euH M ChiM NepHO/ HA JevenHe ca npeanucany ot OILL nexap no
JIEHTAIHA MEIHIIHHA HW/HIH OT JieKap-CcTIellHANMCT MOoBeYe OT TPH JIEKAPCTBEHH NMPOJYKTa 3a €1HO
sabonsasane (eann MKB-kon), kakTo ¥ npu 1ybnupane Ha npeinHCcaHHATa B PAMKHTE Ha CPOKa, 34
KOHTO ca npe/nucany JeKapcTBEHH NPOIAYKTH:

13.8. koraTo Ha 30J1 3a eMH W ChIUKM NEPHOJ HA JieueHHe ca npeanncany eaHospemento JIT1
ot rpyna lA u apyru 3a jieueHHe Ha CbUIOTO 3a00/aBaHe;

13.9. xorato na eano 30J1 ca npeanucann ennoppemento JIIT, npuRamIekaly KeM €IHO H
CBIIO MEKIYHAPOJHO HEMATeHTHO HAHMEHOBAHHME, 3a NoBede OT €aHO 3abonssaHe (enun MKB-
K0J1), HE3aBHCHMO OT BH/1a ¥ Gpos Ha H3JaleHHTE eEKTPOHHH NpeINnHCaH A,

13.10. xoraro 3a jedenuero Ha eaHo 30J] va eHO W CHINO €IEKTPOHHO NMpPEANHCAHHE Ca
npeanucann eanospemenno JIITL, MHA u JIXCMLL

13.11. xoraro 3a jevennero Ha enHo 30J] Ha eaHO W CHINO ENEKTPOHHO MpeANHCcaHHe ca
PEITHCAHM HAMBIHO W YacTHyHO 3anamany JITT;

13.12. KoraTo JIHIETO HE MPEJCTABH JOKYMEHT 110 4. 3, an. 2 HiH 5 OT I0T0BOpa;

13.13. KoraTo B peLienTypHATa KHHAKKA HA XPOHHYHO OONHMA HE Ca BIIHCAHH MpEINHCaHuTEe
JITu MU » IXCMLL

13.14. xoraro enexrponsoro npeanucanue 3a JIIT u MU u JIXCMII, npeanuceanu no
NPOTOKOJ, € H3aeHO c/ie]l H3ITHYAHE BATHAHOCTTA Ha NPOTOKOJIA:

13.15. Koraro pelenTypHaTa KHHAKKA € nonbiHeHa Hederiueo ot MMII;

13.16. korato B €NeKTPOHHOTO NpEINMHCcAHHE HE Ca NONLIHCHH HOPMAaTHBHO ONpeleneHHTe
pexsusuti o1 UMIT n3nan npeanucannero.



14. He e nanuue ayOampane Ha NpeaHCAHMATA, akO0 B PAMKHMTE Ha CpPOKa, 33 Koiito ca
MpeanHcaHd JIEKAPCTBEHH MPOIYKTH ChC CPOK, pasiuycH oOT 30 auu, obmoro xommuectso JIIL,
OTTIYCHATH MO OTE/NHHTE OTPS3bIM HA €EKTPOHHO NpE/NHCAHHE, HE NPEBHINABA [PEANHCAHOTO
kommuecTro 3a 100 nuu. HacTosmoTo He ce npuiara B CAy4aHTe, KOrato Ha 30J1 e npennucaH
camo eann JI.

15. M3naneno W M3MBLIHEHO eTeKTPOHHO npeinucanne no .IIpoTokon 3a npeanucBaHe Ha
nekapersa, zamnamand or H30K/P30K" w/man . PenentypHa KHWAKA Ha XPOHH'YHO GonHuA",
sasepeny ot P30K B npoTHBOpeune Ha WIHCKBaHuATa, ce n3mbinasa u JIIT ce 3aniamar HabaHo
MJIH YACTHYHO HA H3MBIHHTENA™.

16. Ortuerennte kbM H30K 0T antekara, M3NbIHEHH eIEKTPOHHH NPENHCAHHA, TpAOBa a
CHOTBETCTBAT KATO JAHHH Ha Te3H, nojanenn kem H3HUC.

17. JIT1 3a serepaHd OT BOMHWUTE, BOCHHOWHBAIHIH W BOCHHOMOCTPAJATH CE HM3MHCBAT H
OTIYCKAT HA XaPTHEHH PELIENITH M0 IOCETAlIHHA Pel.

Hactosiara HHCTPYKIIHS € H3roTBeHa chiMecTHO ¢ BOC 1 ¢ nybaukysana na oduiHaniara
crpaiuna va H30K, kakto m e JoBeleHa /10 3HAHHETO HA BCHYKH THProOBUHM Ha apebHO ¢
JIEKAPCTBEHH IPOJLYKTH, OTIYCKALIM JIEKapCTBEHH NpojykTH no aorosop ¢ H3OK.

[Tpn npom#AHa HA HOpMaTHBHATA ypeada, Kacaela eleKTPOHHO NPEANHCBaHe H OTIYCKaHE Ha
JIeKapCcTBEHHTE NMPOJYKTH, HACTOALIATA HHCTPYKIHA CIC/BA Ia C€ H3MEHA H N01Tb/1BA.



