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OO0 ¥ IBCPEKISHHH CTANIAPIHOMR
CHEPalROHHOH MpoNeayprl

B ceasn ¢ HIMCHEHWAMH & HOpMATHBHBIX AOKYMEHTAx, PETTIAMEHTHPYHONIHX TIopaAnok
HAJHAYEHHA H REHIHCLIBAHKAY JACKApPCTBEHHETX Ipermsaparee H B Lemax CGﬁJTI{},I[EHHF[ AlTCYARMH
OPraHusal g OPAaBHAT OTIYCKA NIEKARCTECHHERLY IIPETIApATOE JII8 MEAHUHHCKOQ TNIPHMETIEHHS H HIBIX
TOBAPOD AIITEYUHOTO aCCOPTHMEHTA

lpukassmaro;

1. ¥TBepauTE:

1.1, Crangapruyso onepameo myo nponeaypy (COIL): Muactpykuns mo cobmogenno Mpasu:
OINYCKA MEKaPCTBCHNKIX  LPCIAPATOB H UHRIX IOBAPOB ANTCYHOTO ACCOPTHMEHTA AITCUHBIMH
oprasusauuamy OIYI «menxdapmaiysy ([pasoxenne Nol),

2. Cudrars yrparusmmuM cmny nyaxr 1.1, Craunaprias onepanmonnas npoueaypa (COIT):
Huctpykuws mo cobmomenmio  nopsyixa OTLYCKA JICKAPCTBCHHBIX [PENapatoB W HHBIX TOBAPOB
ANTCHHOMO aCCOPTHMEHTE UNTEMHBIMH opranusaumsymu OV «lnnenxkpapyanmsy, yrsepKIeHnyIO
mpukasoM  OI'¥IT «jlunenkdapvauuas o1 22.09.2017 Ne 463 «O6 YIBEPAISHUM CTAH/@pTHOl
OTI¢PAIHOHHOH IPOUe Y PEL:.

3. Kontpons 33 HCHOTHeHMeM NMACTOANGrO IIPHKASE BONOMHTD Hi THMECTHIC: I reHEePANEHOTO
AAPEKTONa N0 otwnm Bonpocam Moyanosa B B,

H.o.resepansuoro aupexropa H.B. Kotona




[Tpunoxense Ne 1

YTRepxaelio

npukasom OI'YI1 «Jluneuxdapmaingss
or 77 2 JolNe

Cranzapthan onepannonnan npouenypa: Huetpykuna
[o cobanoxenms pasna oTnyexa MEKAPCTHEHNBLIX DPENAPATOR M HHBIX TOBAPOR ANTEUHOTO
ACCOPTHMENTA ANTEHHBIMH opranmzawuamu O YT «Inneuxkdapmanusn

I, Odmue nonoxenne.

L. Hacroawas Mnerpyruud onpesenser Hpasuia OTOYCKA MEKAPCTBEMIBIX NPCITAPATOE M MHLIX
TORAPOB  AITCYHOIL GCCOPTHMEHTA aNTeYHBIMA  OopraHusaudaMu  OTVII «/nnenxapmanng» u
paspaboTaHa B LeIAX coOMOmenyua dapMaleRTHYecKuMH pabOTHHKAMB aNTEYARIX OpranHIanmii
THLER3HOHHOTO  TPeOOBAHHA - OpaBUN OTRYCKA JICKAPCTBOHHBIX MPEOapUTOR I MeJHIIMHCKOrD
MPHMEHCHHA.

2. JlexapcToenHble OpenapuTel OTMVCRAIOTCS MY  anTeunol OpraHn3aluy Ha OCIIoDaHIM
HPEABABIVICMBIX NOKYDATEIAMMU PELET'IOB, BEITUCAHHEIX MEIMUHECKAMU padOTHHEAMH, o OPMITEHHBIX B
YCIAHORICHHOM NOPAIKC, & TaKxe Oe3 DELENTOB B COOTBETCTBHH © WHCTPYKUMCH 1O NPHMEHEN HIO
TEKAPCTEERILIX [1IPENapaTos.

3. llenpaBuiIBHO BHLIMHCAHHBIC PELEITH OTMEYAIOTCH LITAMIIOM «PellenT HeueHeTRUTENEHS H
DETHCTPUPYIOTCE B JKypuane perHcTpauuy HEIpABUALHO BBITHCAHHBIX PELENTOR B COOTBETCIBHH C
TpebosanraMu 1, 15 npuxaza Munzapasa Poccui ot 11.07.2017 Ne 4038 mo creayouei hopme:

mata | Hamvenopanme | Qramu. g, umi, | Coaspskanive | BeiasieHHre | MpHuaTE | $amMHn v,
MEMMUHIICKO A OTHECTEO {npu | peuenta HAPYIUEHHA B | & Mepuhr HHH AN
UPrayMIanWg HANHUHM] odopaien n dapmpatorn

MEHUHHCK 0 peueina HEZ
paboTHUKOB, anTeunoi

| EBITHCARLLEIO pELerT | OPTAHH3ALHEY |

1 2 3 4 | 5 6 T_ |

O DakTax sapymennit npasun ohopMIeHHA penenTor, LMOCTYMHEBIINX B ANTEKY H €& CTPYKTYPHLIE
loapazfienchud,  sarciyrowaa(ui) antckolh  uadopMHpyeT  pykoromHTeNs COOTBETCTRYIONIEH
MEIRLMHCKOR OPIAHHAIMK HE Peike 0/UIoro pasd B KBApTan,

AKypnan noe1e ero OKOHYaHHS XPaHiics b anTedHol OPTaHMRAIMH B Teuende 1 ropd ue cuMTan
MHHYEIUETC.

4. OInycK HapKOTHUECKHX WU NCHXOTPOTIHEIX  JICKAPCTHEINIBEIX  UPETIAPATOB 10 pellenTtam
OCYNECTBIACTCA aNTeKaMH TPSANPHAIUN, WMRIOMMH JHLEHIMID HA JeSTelLHOCTL 10 obopory
HAPROTHUECKHX CPELCTE M OCUXCTPONHRIX BEINECTB C BHIOM paboT (YCMYT) OTTLYCK HAPKOTMYECKHX
VPCICTS M neHxorponiklX seeeTe cnuckos 1T u I11 TMepeuns naproTHYeckHX cpecTa, NeHsorpommLx
BCLIECTS 1 HX MIPEKYPCOPOR, NOLNeKAUX KOHTPoK & Poccriickoi enepann, GusnyacekuM nunam,

OTO¥CK  yKa3aHHBIX TUpenaparon (H3SHYeCKHM  IHiaM OCYLISCTRTACTCA  (hapMalleBTHUCCKHMH
paBonimKaMA B COOTBCTCTBHM C  JOIKHOCTAMM, BKTIOMEHHEIMH B [lepevens  pomxiocteit
bapMaleBrHUECKHY M MCAHUIHHCKHX PAGOTHMKOBE B OPraHH3alMsX, KOTOPEHIM NpCOOCTARNCHD MPABO
OTUYCKA HADROTHUCCKIX NMEKADOTOEHHEIX HPCIAPATOR H NCHXOTPOTHBIX JIeKAPCTBEHHEIX penaparos
{H3aeCKuM IMLEAM, YTBEPHK)IEIHEIM [[HKAZ0M Munazpasa Poceuu o1 07.09.2016 Ne 68111

5. OTNyCK RHEIX NEKAPCTREHNLIX MPELAPATOR, TONIENALII IPEAMETHO-KONHIECTBEHBOMY YYETY.
QUYIIRCTBUSET Y AHTCYHBIME OQPTaHH3IATIHAMH, HMCTOUTHMI{ JHIICH3H G Ha CCYINECTRIIEHME
dapManekTHYecKill JesTeNbHOCTH,

6. JleKapcTBeHHEI® HpeIrapaTr QUIYCKUIOTCA B NEPBUYHOH MIM BRTOPHYHOH (noTpedurensckoit)



ynakoeke. Hapyluenue mepeHumoit  ynaxorxy ACKAPCTBEHROTO  MPEUUPATa 0pH €00 OTIyCKe
IAMPEIAeIca.

7. Hapylnenne rTOpHUROM noTpeSurentekoi YNAKOBKM ACKAPCTBCHHOIO IPENapaTa M OTNYCK CTO B
LCPBHYHOH YTNIAKORKE AOTYCKAETCA B CIYYAE, SCH KOIHUSCTRO MEKAPCTBEHHOTO [IPe1IapaTa YKazalHoOE B
PELIITE MIH HEOOXOAMMOE Ny NphoGpeTaBuieMy Tpenapar npu OCIPENSNTYPHOM OTIYCKE, MeHbLUe
KOIMHUECTRA IEKAPCTECHHOTO [PEnapartd, Couepallerocs Bo BTOPHUHO {MOTPe0UTCIECKOH) yIakonke,
B nannom cryuae numy, npuoGpe FAI0IEMY JICKAPCTBEHHEI [IPENapaT, NpejocTaBAIETea HHCTPYKUHS
(KOTIHA HHCTPYKLIH) 10 IPHMEHEHHIO JIEKapCTBEHHOTD LIpCTapaTa,

8. ITpu ornycke napkoTHdeckmx cpeicts u NEUXOTPOIHBIX BEMIECTE cOKekoB [I, memxorponHex
MEXAPCTBCHBEIX NpenapaTor ¢rucka 11 munty, moayuaoulemy JekapeTBEHERIX MPEOIAPaT, BhlEETCH
CHraatypa ¢ %entoil 1onoco b BepXHEK YACTH, B HAAIHCHIO HeprbiM wpudroM Ha Helt «Curnarypay.
GPOPMIIEHHAA B COOTBETCIBHA 1pebopanuamu .22 npukaza Munsapasa Poceuu ot 11.07.2017 No
403,

9. llpn oTmycke NMexapcTBCHHBIX npenapaTos (hapmauceTHdecKult paBoTiik HRdOpMUpYeT IHUD,
npaodperatomee (Honyqanes) JEKapCTRCHHBIA TIPRlaparT, 0 peskuMe H I0%aX ero IpHEMa, TIPABK;EX
FPAHCHEA B JOMAIHHX YCAOBHAX, O BIAHMOICHCTBHE ¢ IPYTAMH NEKAPCTBEHHLIMI [pellapaTani.

10. Tlpu oTnycke nexapcrsemioro nperapala  papMauesTHYeCKui  paboruuR  He  Erpase
MPCIOCTARTATE  HCWOCTOBEPHYIO W (HNM) 1ENOoNayKy HHGOPMAUNIO O HATHUMM NEKAPCTBEHHbIX
IIPENApaToB,  BKMKOMAA  NEKADCTBCHHEIC  IPEUARATLI,  HMEMIHC  OgMHAKOBOE MEWK Y HAPOJTHOE
ACUATCHTOBAHHOE HAWMCHOBAHNE, B TOM YHCIE CKPBIBAT, AH(BOPMALMIO O HATMYHH JTeKAPCTREHHBIX
NPENAPATOE, HMEIOLMX 00/lee MHIKYH) Heiy.

I1. JlekapcrecHHble npenaparh OTUYCKHWOTCA B KONHHUECTBe, YKA&3AHHOM R peUENTe, 3a
HCRIKNCHHEM UNYHACH, KOTAa A8 JIEKAPCTRCHHOTO NPEMApATa YCTAHOBIEHO KONHYECTBO, KOTOpoe
MOMET GBITE BRNTMCAHe B peneurc ([Ipunomenme MNe 1 K Mopauaxy HazHAYCHHA JEKAPCTReHHEIX
NPEUAPATOE, YTECPASHHOMY Dpvkasom M3 Pdr o1 14.01.2019 Ne 4H) A B COOTRETCTEHN ¢ MyHETOM
25 MANHOTO LPMKAa3a KOJHYCCTBO nperapara BeIIHCEIBACTCE HA KYpC Jededds 30 gneii unw Gonee 30
AHEH B a0 60 Joeii.

12. TIpH npentaBNeHHY PeUenTd C IPEeBEINCHHEM KOMHHCCTDA NEeKAPCTBCHHOLD Npellapatd SUIs
BEIMACBIBAHWS  Ha Oauir penent dapmauestaiecknil paoTHHK wndopMmupyer o6 3ToM THUO,
TMPEACTABHBINCE PENENT, PYKOBOJIMTENS COOTBETCTRYIOMIEH MEWIIMHCKOR OPrallHIamMu H OTIYCKAET
YEAZALNOMY NIy YCTAHOBNEHHOE KORHYECTBO NCKAPCTBEHHOTO NMPENapata NS EbulMCHPAHES HA OJHH
PETIENT C NPOCTABNEHHEM COOTRETCTBYOWEH OTMETKH B PELICIITE.

I3. Tlpx HaIH4HR B ANTEYHONH OpPraHM3alUKMA JICKAPCTREHHOLG NpCTIapaTa ¢ MOZAPOBKOH, OTIHIHO
OT AO3HPOBKHM MEKAPCTEEHHOC NPLNAPATE, YKA3AHHOH B pelienre, OTIYCK HMEWWCTOCT IEKapCTBEHHOTO
TPENApaTa NOMyCKaercs, eCIH AQIHDOBKA TAKOTO NCKAPCTBEHHOTG MPEIIpaTa MEHBLUE JO3HPOEKM,
YKA3aHHOH B pelenTe. B TakoM enyvae OCYUICCTBAAETCH NEPCCHET KOMHYECTBA NEKADCTREHHOID
MPeHapaTd ¢ YYRTOM Kypea JTeHEHHS, YKA3AHHOMD B peLenre.

14. B eriyvae ecny 103HPOBEA ICKAPCTREHIONO NPEupaTa, HMEIOWEroes B ANTeYHOH OpTaHH3aInx
UPCEAILAET JOIMPOBKY NEKAPCTEEHHOTO NPCNapaTa, yKalaHHYW B pellenTe, pellcHue O OTIYCKE
NCKAPCTBCHHOMO Npenapatd ¢ TakoH JO0IHPOBKOH NMPHHHMAET MENHITHHCKHA paboTHHE, BLlIMCABMLIE
PLIICIT.

15. 1lpp oTnycke JCKAPCTBEHHGIX IIPENAPATOR 110 peucnty  QapMalcBTHHUeCKMH paBoTauk
NpOCTABNACT OTMETKY I1a PEHenTe 00 OTIYCKE TeKaPCTESHHOI0 NPENaparTa ¢ YKA3aHHeM:

-HANMEHOBAUIMA ANTeMHON Oprafd3amiy;

~TOProBQrg HaHMeHOBAHKA, A03MPORKY H KONIMYCCTEA OTNYIIEHHOTO TeKaPCTBEINIOND NPEaPETa;

-aMuinK, HMEeHW, oTYecTBa (npH Hanuuik) PapMAaleBTHHECKOTO paBOTHHEA, OTIVUTHRITIETO
NEKAPCTBERILIH IPENAPAT, H €70 NOAIACH;

-DaTH OTTYCHA T€KaPCTBEHHOTO IpenapaTa.

-baMUIMH, HMEHH, 0TY9ECTBA (UM HATHYMM) MEIHUMHCKOTO paGOTHHKA B CIyYadAX, EQroa
TpebyeTea COLTAcCOBAMME OTNyCKA JEKAPCTECHHOLC OPETapaTa ¢  MeJHiHHCKHM PEODTITHKOM,
BLINHCASIWAM PELET.

16. Tlpn oTnycke HAPKOTHYECKHX M TICHXOTPOTNHGLIX NEKAPCTBETMILIX MPELAPATOR, BHECEHHEIX B



cnuekd [, Ha peniente B unopmaiu o6 OTIYCKE JICKAPCTREHHOIO [PelapaTa MPOCTARIASTCS Mevart
ANTEKM, & OTTACKE KOTOPOH JOMKHA ObITh HACHTHPHIUPOBAHO [10JI10€ HAHMCIIOBAHHEG AIITEKA,

I7. Bce peuentsl wa oTRYmeHHBe JAeKapCTBCHHBIC  [PeNapaThl  OTMOUAIOTCH  IITaMnom
#JICKAPCTREH b NPeNapaT OTIYIUeH» 1

4) OCTAKYICH M XPUVSICH B ANTeuHoi OPraHH3aLHH B TCYEHHE;

HAPKOTH'USCKHE H ICHXOTPONHBIC TEKAPCTESHHLIC PELApaTE CIucka I, NCUXOTPOLHLIE | IATH [eT
JSKANCTBEHIEIE TIPenapaTel coucka 111

JiEHE’I'['Ji:—I'HETT_TII-IE NPCOapaThl, OTHYCKaeMble OecraTHO HIH Co CKHIKOH Tpex ner

KOMOHHHPOBAHHEBIC JICKAPCTRCHHbIE NPEnapatsl, CoNepralme IapKOTUYECKRE CPEICTEA | TpeX JIieT
H.IW ICHXOTPOIHEIE BEIUSCT BA, RHECSHHBIE B corekH 11 u T [lepeuts, HATOTORICHHBIE B
ATEIION  OPIaHM2ALMHE, NEKEPCTBEHITTIS npenapatel, obmanamure anaboIHYSCKol
&KTHHI—[OC'L’I:I{'J, J'I'E!KEIPCTBBH.HBIE HDEHHPETBI, NnouAmcHKaALlIue HpCﬂMETHG-I{OJ'IH‘IE.L’.TT!EHH[)M}"
|_YugTY b =

ACRAPCTEEHHbIE MPEUAPATR B KHIKOH TexapciaeHITOn Qopme, comepxalune Gonee 15% | Tpex MecHuCB
STHIOBOTO CMLUPTA OT G0BEMa IOTOBOM NPOIYKIMY, HHBIE JEKAPCTBEHUBIC PEnapaThl,
OrHOCAWHECH 10 ATX K aHTHNCHXOTHYCCKAM ¢ PeacTBAM {koa NOSA), aHKCHONHTHKAM |
(kon NO5B), cHOIBODHBIM 1 cemaTHRNBIM cpeneTsaM (Kox NO3C), antvaeupeccanam
(kom NOGA) i ve nogexamme IPCAMETHO-KOMHIECTBEHITOMY YueTy

]

0} OCTANEHEIE PellenTH RO3BPALIAKTCA MHLY, DOTYYHBLIEMY NTeKAPCTBCHHEL MpCIapar.

Peuentsl Ha OTIYIIEHNLIE NeKapeTRCHHBIE OpPCOapaTsl U XPAHAHESS B aNTedHOH OpraHn3anuy B
TEMEHHE 3 MECHUEB, YHHUTOWAIOTCA 110 HCTEUEHHY CPOKA XPAHEHHAL

8. Ornyex  MMMyHOGHONOCMYECKOTO  NeKapCIBEHIIOTe OpeénapaTa  OCYDIECTBINETCH  JIMILY,
IpuobpeTaiolieMy (Moy4aouiesmy) Npenapat NpH HATKYMK ¥ HEr0 cnclHAIbHOIO KOHTE¢HAEpE HIn
TEPMOCH, B KOTOPHIA MOMEWHETed NeKapCTBCHHBIM NPENapai ¢ PashiCHEHMAMH © HeoGXOTHMOCTH
XPAHCHHA NEHHOTO NPETlapars B CNELMannbHOM KOHTEHHCpE HMH TSPMOCE W HeoOXOIUMOCTH JOCTABKM
TIPELAPATA B MEAWLIAHCKYIO OPraHy3aIHIo B CPOK He Npepbiaowmif 48 dacos nocne ero nproGperenus.

Ha peuenTe, ynakoBKC WM HEOM JOKyMENTE Jendercs OTMETKA O NPOBENEHHOM HHCTPYKTENKE,
3AECPEHHAS MOIMCLI0 (PAPMALCETAYECKOTO paloTHHKA W NHMUA UPHOBPETAIOWCTO {nmonyyaromero)
AEKAPCTECHHEIM Npenapal. A Takke yKasbBAeTed A8Ta H TOUHOS BpEMA OTHYCKA (B 4ACAX ¥ MHHYTAX)
NEKAPCTBRHHOIO MPCTIAPATE W3 AMTIEIHON OPraHM3aUHH,

9. Ounyck eKAPCTBEHHBIX TPENapartor B MeTUUHHCKHC OPTaHUZAUHH OCYIIECTRBISEICH N0
TPeBOBAHHAM-HAKNAAHEIM, OQGOPMIEHHEIM B COOTBETCTRHH TpeOoBaRMAMHE  AeHCTEYIONIHX
HOPMAaTHRHEIX NOKYMSIITOR.

Il. Ornyex lekapeTBeHnbIX NpeNAapares Mo penenTam Bpatei

I, OTnyck HAPKOTHYECKHX B NCHXOTPOLHBIX JIEKAPCTBCHHEBIX TIPENapaTes, BHECEHNLIX B
enuckn 11 n UI Tlepeuns HApROTHYECKHX epencTs, NMeHXOTPULHLIX BENIECTB H HX IPeKypPLopos,
DOMTERAIUHX KOHTPOaK B Poceniickoii enepanun,

20. OTNYCK HAPKOTHYCCKHX W MCHXOTPOUHBIX JTEKAPCTEE HHBIX NPCOApaToR, BHECEHHEIX B CITHCOK
Il Tlepeuna napkOTHUGCKEX CPEICTB, TICHXOTLOMHBIX BEWECTS W HX [IPEKYPCOPOB, MOATSHKAIIHY
KOHTponr B FPoccniioxoll DelepauMy, 3a HCKNIOHEHHEM  TEKAPCTBEHHBIX Npenapatos B BHIE
IPAHCACDMATIEHBEIX  TEPANCHTUYSCKAX  CHCTCM M LICKADCTBEHHBIX  NPENapatos,  coMCPAALIMX
HAPKOTHYECKOE CPCICTBO B COMETAHMU ¢ 2HTATOHKCTOM ONHOHIHBIX PEUENITOPOB, OCYMECTBIRETCS 110
PEUENTY, BLIIHCAHHOMY Ha pelenTypHOM fuanke dopmbl Nel(7/y-HIT «Crenuaneeeni pelentypnsii
DulaHK 113 TAPKOTHYECKOS CPEACTRO H NICHXOTPONHOE BELWECTROS,

21, @apmanerTudeckuit PaGOTHAK OPH TIPCIBABICHWH peLeNTa UPOBEPART €ro MpOPMIICHHE B
COOTECTCTEUM ¢ TlpaBriamu odopmienus penentor dopme Ne 107/v-HIT «Crncusatsseii PEUEN Ty PHBI



OIaHK Ha HAPKOTHYECKOS CPEICTR H NIENXOTPOTIIOE BEUICCTBOY , YTREPXACHHBIMK NPRKA30M Munanpasa
Poccuu o1 01,08.2012 Ne Sdyi, CpOX €ro meficTBHs (15 nnell), a TakmKe KONHUECTBO BBNIHCANHOIO
JCKAPCTBEHHOTO NIPCNEPATA B COOTRETCIBUH ¢ HODMAMH, mpeayemorpednniMA [Iputomennem No 1 x
Ilopsaky HasHaueHKS TeKapCTEEHHLIX LUPCIApaTuB, YTBEPAACHEOMY NpukazoM Mumusapasa Poceun oT
14,01.2019 Ne dy,

Ha panHom penentyprov 6naHKe BENACHBALTCS 0110 HAAMCIIOBAHME ICKAPCTBEHHOTO NIPEAPETE.

OTOyeK  HAPKOTHUECKHX W NICHXOTPONHEIX  IEKAPCTREHHBIX [PEpaTtoB  CmMcka I, sa
HCKMOUSHHEM  JiICKAPCTECHHEIX  [IPETIAPYTOR B BHAS TPAHCASPMETHHEIX, TCPANCETHYECKHX CHCTEM,
OCYUICCTRINETCS  1IpY NPEROCTABMElIHH TOKYMCHTA, ¥A0CTOREPSIOUIEI D THIHOCTD, Uy, YKazaHROMY B
PEUCHTE, Cro 34KOHHOMY MPENCTABHTENIO HM MUY, HMCIOLIEMY OoOPMIEHHYH) NOBEPEHHOCTE B
COOTBETCTBMH € 3aKOHOMATCILCTEOM — JOREPEHHOCTL HA UPHBO MONYYEHHS TAKHX HAPKOTHYSCKHE H
MCHXOTPOMHBIX ICKAPCTREHHBIX IPLIapaTos.

Ha oBopore peuenta yrazmsaktes bavama, uMs oTuccrso (IpM HANHYMH) B PEKRH3HIBL
HORYMEHTA, YAOCTOBEPAIOUIETO THHHOCTL JIHIA, UGAYHAFOLICTO TAHHbIE TeKAPCTREHHEIE RPCOapATET,

22, Oroyex  HCHXOTPOTIHBIX neKapcusennelx  upenapatos  cnucka I w0 naprornueckmx
ACKAPCTBEHHBIX  Tpenapatos cnueka 1l (B Brae TpaHcnepMaibhbIX TEPANCBTHYECKUX CHUTEM o
IEKApCTREHHEIX NPENApaToB, COASPKAUMX HAPKUTHYCCKOE CPeICTBO B COYSTAHMM ¢ AHTATOHACTOM
OMEOHAHBIX PELENTOPOB) OCYINSCTBIASTCA MO PELSITAM, BEIIMCAHHEM HA PEUENTYPIOM G:AdHKE GOpMbI
No 148-1/y-88,

23. tbapMauesTHYeckni paboTHHK OpH NDEIBABIEHHY pelenTa NpoBepseT ¢ro odopMIeHHE B
COOTBETCTRAM € [lOpAJKOM HAIHEYEHHS JNEKAPCTBeHHBIX IpeNapaToB [Mopagkom odopMieHus
PELENTYDHLIX 0IAHKOB HE& [IEKAPCTBEHHEIC NPENAPATH, MX Y4eTa H XPAHEHHA, YTREMKICHHBIMHE
nprKasod Munsapasa Poccn o1 14.01.2019 Ne 4H, cpox ero nedietnng {15 anei), a Takme KONMUECTRO
BLITHEAHEOTO NICKAPCTREHEOL O Mpellapary B COOTBCTCTRHE € HOPMAaMH, TIPSAYCMOTPEHHBIMH YKA3AHHEIN
IPHKAZOM,

Ha Jarnoy pelLientypronM GIaHKe BBINUCHIBACTCE 0AHO HAHMCHOBAHIG NEKapCTREINIOTG LpenapaTa.

24, Peuentnol mociie OTOYCKA ICKAPCTBEHHEBIX NpeldpaToR NepeqaoTed  GapMaleBTHUECKOMY
PpabOTHHKY, OTECTCTBEHHOMY 33 BeACIHE W xpakcHRe JKypHanos PETACTPAUHA OLEDAURH, CBN3EHHBIX ©
0DOPOTOM HAPKOTHYECCKHX CPEACTB M IICUXOTPOTHBIX BCINECTE, A18 BHECEHMUH COOTBETCTRYIOLIMY
sanncedl B JKYpHAN perucTpaurl B cooTeeTcitud ¢ TIpaBHNAMM BCICHHA 1 XPaHEeHKUS CMeLMANEHLIX
KYPHANOB PErvCTPALil OUCPALUH, CBA3AHHEIX ¢ 00OPOTOM HAPKOTHHECKUX CPCACTE M TICHXOIPOHHLIX
BEIUCCTH, YTBCPHILAHBLIX TTOCTAHOBACIIHeM [TpasuTenecTea PO ot 04.11.2006 No 644.

L. OTOYCK HMHBIX eKAPCTBEHHBIX TPENAPATOB, MTO1IEHKANIY ID¢IMETHO-KOJHEC TREINROMY
YUeTY.

25. OTII¥CK HHBIX IEKAPCTBEHHBIX NIPENIAPATOR, TIOATIEHKALIHX NpeiMeTHO -KOJIHIECTBEHHOMY YHETY,
ICKAPCTECHHLIX TPEMAPATOB, 0DIAMAIIIMX aHabONHUCCKON AKTHEHOCTEIO (B COOTRETCTHHE ¢ OCITOBHEIM
(bapMakoIOTHHeckuM AclicTBHeN, ka1 ATX Al4A), Iekape rBeHHbBIC NpPeNapaTel, YKAIAHHLIE B MYHKTE 5
Mopsyka oTIYCKY HHIMYECKUM JIHIAM TEKAPCTBEHHbIX TPENAPATOR ML MCTHUHHCKOTO TpHMEHeHnA,
CORCPHALLMX  KPOME MHIBIX KOIHYECTB HAPKOTHYECKHX CPEACTB, NCHXOTPOUHEIX BCLUECTE M HX
TPCKYPCOPOE IPYTHE (HapMEKOIOIMYUCKH AKTHBHEIC BCIICCTBA, YTREPHICHHOIO TPRKAZOM Munsgpaga
PO o1 17.05.2012 No 562H, NexkupcTReHHBIE UPENAPATE] HHAUEHLY ATEHOTO MACOTORISHMS, COMSMKALLHE
NEKAPCTRCHHDBIC CPCACTEA, TOMMEHKAIIHE NS/ METHA-KOJHUECTRCHHOMY Y4ETY, H WHEIE NeKapeTBEHHBIE
Tpenapathbl, NOATEKAWNE [PCIMETHO-KOIHYECTBEHHOMY YWeTy {38 HCKMOUEeHHE NeKapCTBeHHEX
Dpenaparos, 0TnyckaeMeix De3 peleirra) OCYWECTBISETSS IO PEUENTy BLINACAHHOMY HY PCUENTYPHOM
Craike popmul Ne 148-1/v-88.

26, QapMalEBTHYCCKHI PABOTHHR UpU Dpe/ThABIeHHM PELETITA NPOBEpAeT ero oOopMISliHE R
COOTBETCTRHH ¢ [IOpPANIKOM HASHAYCHHA NEKAPCTBEHHBIN [PendpaToR H lHopsakom odopmnenss
PEUENTYPHEIX BNAHKOB HA NeKapCTRCHHBIE NMPEHApaThl, YTREPKIEHHBIMY MPHKASOM Munznpasa Poccun
or 14.01.2019 Ne 41, cpox ero nedcreas (15 qucH), a TaKxe KOTHYCCTRC BRITUCAHHOIO NEKAPCTRENITIOND
MPENapaTa B COOTBCTCTBUM ¢ HOPMAMH, NPETYCMOTPEHHBIMK  YKASAIHBIM NPHEATOM,

Ha nannom perentypuon GnaHke BEITHCLIBAETCS 0RO HAMMEHOBAHRE ICKAPCTRCHHOTO IpenapaTa.



27 Pementsl mocne ormyexa JICKAPCTBEHKLIX  [IPEIEPATOR NEPEIaloTes  hapmaleBTHISCKOMY
paboriuky, OTBEICTBCHHOMY 34 BelcHAe U xpaHeHWe Kvpuanor yuera OTIEPAUAN, CBAZAHHEIX ¢
obpalienHenM  JICKEDCTBCHHEIX  CpeqcTB s METHITANCKOTY  TIPHMEHCHHA  JTusi  BHECEHH:
COOTBETCTBYIOWNX sauncedi & JKypwan yuera B COOTBETCTBHH ¢ [ipasuiaMy BCASHMS M xpareHHs
CUCLAATEHBIX Y PHATOB YHCTA ONCPAlMil, CBARAlHBIX ¢ OOpaleEHeM JEKAPCTREHHBIX CPSICTE hM
MEAMITHHCKOrO TPUMEHEHHA, Y IBePHIEHHEIX TIpukazom Mumsipara Pocci ot 17.06.2013 Ne 378n.

3. Ornyex JICKAPCTReHHLIX RPENApATOB N PEMenTy, BLITHCAHHOMY HA PENENTYPHOM GJIaHKe
popmel Ne 107-11y,

28. JlexapcTBenivle UDCMAPATHL  He BK.OYCIHBE B Ilepeunn nekapersennbx cpegere sng
MEIHIHICKOrD  NPUMEHEHHS, [IOMICHKALIHX NPETMETHO-KONHYSCTBCHHOMY  YU€TY, YIECPKIEHHEIX
npuaxaoMd Muniapaea Pocern or 22.04.2014 Ne 183x, Ho OTIYCKACMBIR B COOTESTCTEHH C HICTPYK LiHed
[0 NPUMEHEHHIO IO PCIENTY, MORNEKAT OITIYCKY M3 ANTeMHOH OPTaHKzalHM 110 pelenTy, BEUITHCRHHOMY
1a peucatypaoy Gmanke dopmer Ne 107-11y,

29, dupManeBTHYECKHH paloTIHE OPH MPCABABNEHNH PERLENTA NPOBEPACT ero othopmreHHe B
CooTReTCIEMH ¢ 1lOpANKOM HAa3naueHWs NeKAPCTRCHHBIX npenapator # [lopsnxkoM ohopMnenus
PEUCTITY PKBIX DUaHKOB HY ICKAPCTBERHDIC PEUapaThl, YIBCDIRACHHBIME LIpUKatoM Muusapasa Poccun
o1 14.01.2019 No 4n, cpox ero meficTens (60 nHeit, 10 1 I'O3), KONMYCCTRO IEKAPCTECHEBIX PCIapaTos,
BEIIMCAHHLIX Ha8 ONHOM peNeNTYpHOM G1anKe (Ha ONHOM DEIEnTYpHOM 6lanke dopmur Ne 107-1/y
paspeliaerea oCyUECTRIATE HATHATEHHE TOMBKO OQHOTO HAHMEHOBAHKS NEKAPCTBEHHOTG TTpenapara,
OTROCAMEroes 110 ATX x aHTHRCHXOTHYeCKUM cpegeTBanM (Koo NO5A), ankenoantkan (koa NOSB),
CHOTBOPHEIM H CeRaTHBHbIM cpeacTaM (kox NOSC), antupenpeccanram (xox NOGA) u ke nomiexawero
MPEAMETHO-KONHHECTBEHIOMY Y 4CTY, H 00 TPEX HANMEHOBAHUE JeKaAPTBCHIIBIX APCHapPaToR - MM MHBIX
fIEKAPCTREHHELX MPCOAPATOR, HE OTIECEHHbIX K BRILCYRA3adnbm ATX)

30. Tlpu oTnycke JICKAPCTEEHHEIX MPETApATOR 110 PELENTY. BBITUCAHHOMY HA PelenTyprioM BhaHke
hopmer N 107-1/y, cpox neficrems KOTOPOTrS COCTARIAET 10 O;10T0 1044 H B KOTOPOM YK234lEl NEPHOIET
1 ROIHUECTBO OTIYUKA TEKAPCTBEHHOTO IPEnapata (B Kask/ILIA Lepuon), peuelT BO3Bpamasics THITY,
NPHOOPETAIONE My JICKAPCTREHH BN NpeNapar, ¢ OTMETKOH Ha petienTe of OTNYCKe.

Tpy ouepegHoM ofpallenan Muua B anTeuHyo OPraHM3aUHi0 ¢ JAHHBIM PENEHTOM YYHTBIBAKCTCH
OTMETKY O MPeapLTylUeM OTIYCKS JIEKAPCTREHHOTO IPCOAPATA MO TRKOMY peuenTy 4 B Cjyuae
NPHOGPETEANA NHIGM KONMMECTBA JNEKAPCTBEHHOIU MPenapary, COOTBETCTEYIIIETD MAKCAMATLHUMY
KOIHECTRY, YKAHHOMY MEAHIMHCKUM PAGOTHMKOM B PELENTE, @ TAIOKE N0 HCTEYEHHH Cpoka AeficTBHA
Pelelld, 1a pelenTe NMpocTabiseres whavn  "JlekapeTeeHHBI! npemapar oToyiien' # penent
BO3BDAIAGTCH 1Y,

31, EanuoBpeMeHULIE OTNYCK IeKapcTBEHHOro penapara Mo PeuenTy, BEMHCAHHOMY M3
peucnTypaoy Gmanke gopmet N 107-14y, cpok IeficTBHA KOTOPOTo COCTHBIACT A0 OIHOTO roja M B
KOTOPOM  YKA3aHRl NEPUOIBL M KONHUSCTBO OTIYCKA JICKEPCTBEHROTO Npenapata (B KWK neprom),
ADIYCKAETCH TORBKO M0 COTMACOBAHMK) ¢ MEIHUKHCKHM PaGOTHHKOM, BBIMHCARBIINM PElEIT.

32. B cuyvae ecnu OpH OTHyCKe JEKapCTBEHHbIX IPCAAPATOB N0 PELENTY, BBINHCHIHOMY HA
peuenTyprom Onadke Qopuel Ne 107-1/y, xoToptle ocraores B arrrewof OpragH3alHl H XpaHsics B
LESCHHE TPEX MCCAUER (EKApCTREHHBIC NPCNAPaTh! B KHAKOH nexapcTBeHHOMR popme, comepranime
Gomee 15% DTHIOBONG cnupTa OT oGBEMa TFOTOBON OpPOAY KM, HHBIE NEKADCTREHHBIC TIPElapaTel,
OTHOCaWmeeH 0 ATX K auTHOCHXOTHYSCKHM cpencTiaM (koi NOSA), aHkCHOTHTHKAM {xon NO5B),
CHUTBOPHLIM 1t CelAaTHBHLIM ¢pCACTBAM (kod NUSC), aHTHaenpeceanTam {(koa NOSAY u He moamemarme
MPCAMCTHO-KOMMICCTBEHHOMY  y1eTY), CPOK ACHCTBHA KOTOPOIC COCTABASET KO0 OLIOTO O H B
KOTOpOM YKa3aHE! NEPHOAR H KOMTYECTBO OTIYCKA ACKAPCTECHHOTO Openapara (B KakIblil LCpHO),
dapmanesinuecknii pafoTHRE fenaeT OTMeTKY 00 OITlycke Ipelapara, a pement BOZBPALIACTEA THIY,
NPHOGPETAIOWENMY NeKAPCTBEHHBIH Ipenapar.

B cmyyae npuobpereuns MuuoM KOIMUSCTEA TIEKAPCTREIHOTO  1Penapara, COOTECTCTEYIONIETO
MAKCHMANLIOMY KONHYECTRBY, YK&3AWHOMY MCHHUMHCKMM paGOTHHKOM & PELEOTE, 8 TAKHKE M0
HCTCHEHMM CDOKA [EHCTBUS pellenta, HAa Pel@nTe NPOCTABASCTCA LITAMIT "JlerapeTEenunpit npenapat



OTMYWEH", PELEnT OCTACICA B aNTEKE, XPAHHTCH B TEHeHHE 3 MECSAUEB H YHHUYTOKACTCH MO HCTEYeHHH
CPOKCB XPaHEHKWA,

11, OToyexk nexaperpen HLix [IPENAPATOR H€3 peuenTa.

33, Ornyceky Ge3 pemenTa  nogmekaT ACKAPCTBEHHEIE MPCNAPATLL, KOTOPRIC B COOTEBETCTEBHH ©
HHCTPYKITHEH 11O TIPUMEHEHMIO MOIEXkKAT OTIYCKY 083 peucnTa.

34. MapmanertHueckuil paboTHuK MPH BEIABICHHK MOTPeDHOCTCH MOKYMATENA pyYKOBOACTRYSTCH
«CTanapTHLIME OHepaliOHHENH npouesypaMu o0CTYKHBAHNS NOKYNSTeleH anTeuHp OpTaHi3alMi
OI¥IT «Jlunenkgapyaunss, YTBEPACICHHbIMI NeiicTBy omnm Tpukazoy OT Y1 «luncukdapmannss .

33. (dapmaueBTHYeCKKil PaBOTHHK NpemocraniseT NOTPCOHTEND AOCTOREPHYIO HIKPOPMALMIO ©
NMEKAPCTECHHEIX MPENAPATAX, B TOM YHEIE O

- HATHYHH NEKAPCTBEHHLIX MPELUUPATOB, B TOM UHCHE HHIKHENO 1ICTICBOTD CCTMEHTA,

- TPABHIAX OTNYCKa, CTocoDax NpHEMd, POKHMAX DOZHPOBAUHA, TEDAMCRTHUECKOM AeHCTRIAN,
TMIPOTHBONOKATAUNAX, BIAHMOACHCTBHHM NEKADCTREHHBIX MPCHAPATOE [PH  O/UIOBPEMENHDM NpHEMC
Mexay cob0i ¥ (Rim) ¢ nHwed, npasarax ux XPEHEHHHA B JOMAIHUX YCIOBUAX {apManeBTHYeCKo:
KOHCYTLTHPOBAHKE );

- PALHORANLIOM NPHMEHEHHH TEKAPCTREHRELX 1IPETIAPATOR B LICIAX OTRETCTEEHHOIG CAMOICYCHNA.

IV, OTnyek JdekaperBesnbix NpenapaTos MeTHIMECKHM OPTAHH3AUHAM

36. OTIyCK JICKAPCTBEHHBIX NIPENApaTOL B MCTHIHHCKHE OPTAHH3AUHH [ odecneyedus neHebHo
THATHGCTH'IECKOTO [IPOUECCa OCYILSCTRIASTCA M0 TpehoBanvIM-HaK12 1HEBM.

TousTde «MempmmHCKas Opranizaumsy onpeaenero Oelepanpubiv 3axosoM P o 21.11.2011
Ne 323-13 «O0 ocHOBAX OXPaHE 310pOBLS TPAKIAH B Pocculicko Cenepauwny (.11, ¢, 2.)

37. OQapwauceTHuecKHE paloTIMK MPU MOITYYEHEMH TPeBOBAHMA-HAKTANHON OT MEOHIKHCKOH
UPLANH3ALHY NPOBEPACT IPABHMBHOCTL €10 0OPMIEHHS B COOTBETCTBNH C TpeBoRaHuaMM puincia LI
[Tprnoxenuss Ne 13 npuxaza Mumzapasconpaseutus Poccrr or 12.02.2007 Ne 110 «O mopamke
Ha3HASCHHA M BBIIMCHLIRAHHA NCKAPCTBEHHBIX TPEMAPATOR, HAICIUMA METHUMHCKOrO HAIHAYCHHS I
CUSIVAUTHINPOBAHHEIX  TIpoAyxron JietdedHOre nuTavus»,  pastera Ul Tpefomanus « OTIVCKY
ACREPCLBCINILIY - NpenapaToB 0o 1pebOBAHHAM  —  HAKNAAHBIM - MEAMUMHCKHX  OpraHM3alld,
HHAVBHYANLNULIX - NMPEANPAHHMATETCH, HMEHOUMX  JIHISH3UIO 18 MEIULHHCKYK) JeSTeNsHOCTH
Ilpuaoxenns x upHkasy Munsapasa Pocenn ot 11.07.2017 Ne 4031,

38, Jlo oTmycka [eKapeTRCHHBIX TPCIIAPATOR HEMIOCPEACTBEINTO NPEJCTABHTEND MEIHIFHCKOf
OPIAHHIGUHE UX HEOOXOMMMO XpaHuTh ¢ coBmOOCHHeM TpeSoBaHui AEHCTEYICMAX [OPMATHBH BIX
AOKYMEHTOR,

39. OTnyex JMCKapCTBEHHEIX MOpenapaTon OCYINCCTBIASTCE  MCIOHIMHCKOMY paboTHHKY IIpH
OPCIBARNCHHH NOBEPSHHOCTH HAM OPEICTABHTENKY YIPABAEHWN COCIHANGHOH CBA3M oo Jlunenxod
0GMACTH OPH OTNYCKE B MEAWIMICKYK ODFAHH3ANUK HAPKOTHUSCKHX H [ICHXOTPOMTBIX TeKAPCTECHHBIX
LPELAPATOB,

40. HunyckaeTes HapymeHHe NepBHtHON YNAKOBKH JSK4PCTBCHHOTO OpenapaTa IpH OTIYCKE €10
00 TpeQoRANMHIO-HAKNAANOH ANTeYHOHE OpraHuzallHel, UMeITICH HHNEH3MIO HA (DapMaleRTHUSCKYH)
ACATEIEHOCTE © IPAROM  H3rQTOLICHHA ACKAaDCTBEHHBIXx TNpemaparos. B JaHHOM caydae OTmyex
TPelapaTa OCYINECTRIACTCA B yNIKOBKE, OQUPMICHEON B YCTAHOBIEHHOM TICPAIKE C LPEJIOCTABIEHMEN
HHCTPYKUHH (KOMHU HHCTPYKUHH) OTIIYCKAEMOIO NEKapeTEeIioro NPenapara.

41. TpebovarHa-AaKknagHEEe Ha OTOYCK HAPKOTHYECKHX CpEACTB M TICHXQTPONHEIX RENICCTH
couckoB I w1 xpansTes n Tedenac 5 JeT, Ha OTIYCK MHBIX NEKEPCTBEHHLIX CPEICTB, TOANCIKALIHX
HPCAMETHO-KOIHMECTBEHHOMY  yUETY, - B TCYCHHC 3-X JIET, QCTAILHBIX TPYIN NEKApCTBEHHBIX
TPETIaparos - B TEYEHNE QOHOTO KANeHAAPHOO TOIA,

42 TpebosaHUA-HAKNATHEE MENMITHHCKHX OPrandzalHA  MOMEHBE]  XPAHWUTECA B auTeunof
QPraHH3aUkK B YCIORHSAX, 00CCOEUUBAIOLINX COXPEHHOCTD, B cOPONTOPOBARHOM H OMeUATAHHOM BU/IE B
OPOPMIATRCH B TOMA C YKAZAHMEM MCCANA U rOJa.



V. Peatn3aums MHEIX TOBAPOB ANTEUHOI0 ACCOPTHMEHTT

43. Po3nuYyHAg TOPron1s MequIHHCKEMN H3CTHAMM, 8 TAKKE IESHHOHIMPYIOINMH CpeaCTRAMH,
NpeIMETAME B CDEICTBAMH NMYHOM THIMEHB], MOCY/OH MM MeAMLUHHCKHY Ueled, NMpegMeTaMd M
CPENCIBAMY, NDCIHAIHAYCHMRIMH AN yX0Oa 33 GOIGHEIMH, HOBOPOWIEHHEIME M OETEMH, He
ACCTHIUIMMEA BO3PActd TpeX NICT, OYKOBOE ONTHKOH H CpeacTBaMH ¥X0Ja 3a HeH, MHHEpPATLHEIMH
BOMAMH, OPOIYKTAMH ﬂﬂlleﬁﬂum, ACTCKOIC H IHCTAYECKOI) NHTAHHS, OHOMOTHMECKH AKTHBHEBIMH
Ao0aBkavE, UMPPIOMECPHEIMH U KOCMETHMYECKUMH CPEICTRAMA, METHUHHCKAMH M CaHHTADHO-
IPOCBETHICILHEIMY NIEYATHEIMH W3JAHHMMH, [PEeAHARHAYCHHBIMH N4 Opouaranfibl 3M0poBore obpasa
AHIRH OCYIIECTRIACTCH  ANTEMHBIMA  OPIaHM3AUMAMM  TIPEANPHATHA, ¥WMEKmLUMH JMMUCHZHIO  HA
OCYIECTEACHAE (hapMAIEETHYeCKOH 1eaTeNbHOCTH.

44. TTponaky MeTULHHCKHX H31enuMiT TPOM3ZEOIUTCS HA OCHOBAHWH UPEARABIASMEIX IIOKY IATENEMH
PCUCIITOR, OQOPMITEHRLIX & COOTBCICTBUU ¢ TpefioRaHMAMM npakaza MuRsnpara Pocenn or 20.12.2012
MNe 11810 «08 YTBCDA/ICHHH TIOPAJRA HATHAYSHHA H BLIMHCLIBAHKA MeNHUIHHCENX HIJZeNH, 8 TaK®Ee
pops PEIETITYPHLIX ONIHKOE HA MEAMUHIICKHE WIACIHE NOPAIKE OPOPMIIEITHS YKa3AHHBIX 61aHKOs,
HX ¥HCTA W XpaHehddyr, 8 TAKKe OC3 peucenTos B COOTBETCIBAN © HHCTPYKOHER [0 IIPHMEHEHHIO Ha
METMIHHCKMC H3I8MHY.

33. PosHnunas Mponaka GHONOTHYECKH AKTHEHRIX JOGAROK K [NEIE DCYIECTRIASICS TONBKG B
norpebuTentexol YIakonke.

tle JomyckaeTey peannsanna BAJL, e npomenumx I'UCY/IAPCTBEHHYIC PErHCTPAIHED.

46. llpu mepenade MapioMEpNEIX B KOCMETHYECKUX TOBAPOR B YNEKOBKE ¢ ucinodarosoi
00epTKOA AnK QUPMCHHOW JICHTOH TIOKVIETENMO J0MKHO GbITE NPEINOKEHO NIPOBEPHTH CONEPKHMOe
YTIAKOBKH [Ty 1€M CHATHS LICIN0DAHE HIH GUpMeRA0H ISHTE,

AJPOIONEHAA  YMAKOBKA ToBapa [POBEPACTCA  JIHUIOM, OCYIWECTBIAIHAM  OpOfIaky, Ha
PYNKUAOHUPOEAHAE YITAKOBKY B IMPUCYTCTREE HOKYTIATENS.



