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Mocksa”
DT II0 R0 T POCORCHOT B eainy

00 yrBepxaenun IIpaBuii oTnycka JiekapCTBEHHbBIX NPENapaToB
AJIsi METHITMHCKOIr0 NMPHMEHEHHA aNTeYHbIMU OPraHUu3auMsAMH, MHINBHAYAIbHLIMH
NpeInpUHAMATEISIMH, HMEKIIUMH JTHIEH3HI0
Ha ocyuiecTBaeHHe (hapManeBTHYECKOH NeATeIbHOCTH, MeTHIIMHCKHMH
OpraHu3alMsiMH, HMEIOLIIMMH JIHIEH3HIO HA OCYLIeCTBIeHHEe (papMalleBTHYECKOM
NeATEIbHOCTH, H HX 000C00IeHHBIMH NOAPa3/IeJIeHUSIMH, PAC0JI0KeHHbIMH B
CeJIbCKMX HAaCeJ€HHbIX YHKTAaX, B KOTOPbIX OTCYTCTBYIOT aNiTe4Hble OPraHU3aHH,
IIpaBua 0TIyCKAa HAPKOTHYECKHX CPEACTB H NCHXOTPOIHBIX BEIECTB,
3aperuCTPUPOBAHHBIX B Ka4YeCTBe JICKAPCTBEHHbIX MPeNnapaToB JJsi MeAHIHHCKOTO0
NpUMEHEHHS, JIEKAPCTBEHHBIX 1IPenapaToB I MeAHIHHCKOT0 PUMeHeHH s,
CoJepiKaHX HAPKOTHYECKHE CPeCTBa U NICUXOTPONHbIE BelecTBa, [lopaaka
OTIyCKa IrpakJIaHaM anTeYHbIMH OPraHU3AMAMU HMMYHOOHOJIOTHYECKHX
JIEKaPCTBEHHBIX NPEeNapaTros 1jisi HMMYHONPOPUIAKTUKH

B coorBercTBHM ¢ uacTamu 2 U 3 craTthu 55 ®enepanbHOro 3akona ot 12 anpens
2010 1. Ne 61-®3 «OO0 oOpaiieHUH JEKapCTBEHHBIX CPEIACTB», YaCThIO 3 CTaTbu 12
®enepanbHOro 3akoHa ot 17 ceHtsopa 1998 r. Ne 157-03 «O6 uMMyHONPODUIAKTHKE
HMHOEKUHOHHBIX Oone3Hel», moamyHkramMu 5.2.165, 5.2.169 wu 5.2.183 mnynkra 5
[Tonoxennss o  MunucrepcTBe  3apaBooxpaHeHHss — Poccuiickoit — ®enepanmy,
yIBepKIeHHOro noctaHosinenueM IIpasurensctBa Poccuiickoit deneparuu ot 19 uions
20121. Ne 608, mpH K a3 bl Balo:

1. Y1BepanTs:

IIpaBuna oTmycka JeKapCTBEHHBIX NPENapaToB Ui MEAMIMHCKOTO IMPUMEHEHHS
anTCYHbIMUA OpraHU3allUsAMH, HHIAWBUAYAIbHBIMU TPEANPUHHMATEIIMH, HMEIOIUMU
JHUEH3MIO Ha OCYILECTBIEHUE (PApMalleBTHUYECKOW eATEIbHOCTH, MEIULUHCKUMU
OpPraHM3alMsAMH, HMEIOIUMH JIMUIEH3UI0O Ha OCYLIeCTBiIeHHE (papMalieBTHYECKOI
JESATENBHOCTH, U UX 000COONEHHBIMU MOAPA3ACICHHSIMHU, PACIIONOKEHHLIMH B CEIIbCKUX
HaCCJICHHBIX TMYHKTaX, B KOTOPHIX OTCYTCTBYIOT amnTe€4YHbIe OpPTaHHM3AlMH, COIJIACHO
npwiokeHuto Ne 1 k HacTosieMy TIpuKasy;

IlpaBuna oOTOyCKa HApKOTHYECKMX CPEACTB HM  IICHXOTPONHBIX  BELIECTB,



3apETUCTPUPOBAHHLIX B KA4YeCTBE JICKAPCTBEHHBIX IIPEnapaTtoB IS MEIUIUHCKOIO
NPUMEHEHHS, JEKapCTBEHHBIX MpenapaToB s  MEIUIMHCKOTO  MPHMEHEHHS,
COIEPKALIMX HAPKOTHYECKHE CPEACTBa U TCHXOTPOIHBIE BEHIECTBA, COIVIACHO
npunoxeHnto Ne 2 Kk HaCToAIeMy TIPHKa3y,

Iopsnok OTIIyCKa rpaxjaHam anTe4YHbIMU OpraHu3aLUIMU
MMMYHOOHMONIOTUYECKUX JIEKAPCTBEHHBIX IPENapaTtoB Uil HMMMYHONPO(UIAKTUKH
COTIaCHO NpHIIOKEHUI0 Ne 3 K HacTOsIIIeMy MPUKa3y.

2. TlpusHaTh yTpaTHBIIMM CHIy TIpHKa3 MHUHHCTEPCTBA 3ApPaBOOXPAHEHHMS
Poccuiickont ®enepanun ot 24 Hos6ps 2021 r. Ne 10931 «O6 yrBepxkaenuu Ipasun
OTITyCKa JICKApCTBEHHBIX IPENaparoB [Uisi MEAUIMHCKOTO IPUMEHEHHUS allTeYHbIMH
OpraHHU3alXsIMH, WHIMBUIYAIbHBIMA TPEANPUHUMATEIAMH, HMEIOIUMHU JIULIECH3HIO
Ha OCYIIECTBICHUE (DapMalleBTHYECKON AEATEIbHOCTH, METHIIHHCKUMU OPTaHU3ALIUIMH,
UMEIOIIMMH  JIMLIEH3HIO Ha OCYIIECTBICHUE (apMaleBTHUYECKOH JEATEIbHOCTH,
U UX 000COONEHHBIMH  MOApasfeNeHUsIMH (aMOynaTtopusMH, (ebAepCKUMH
H benpIuepCKo-aKyepCKUMH TyHKTaMH, LEHTpaMH (OTAeIEHUAMK) oOLIel BpaueOHO
(CeMEHHOW) IPaKkTUKH), PAcHONOXEHHBIMA B CEIbCKHX IIOCEJIEHHAX, B KOTOPHIX
OTCYTCTBYIOT aliTCYHbIC OPTaHU3ALIUY, a Takoke IIpaBui 0TIycKa HaPKOTUYECKUX CPEICTB
H IICUXOTPOIHBIX BELIECTB, 3apPErUCTPUPOBAHHBIX B KAUECTBE JICKAPCTBEHHBIX IPENapaToB
JUISL METUIMHCKOIO NPHMMEHEHUS, JIEKApCTBEHHBIX MpEnaparoB i MEIUIMHCKOTO
NPUMEHCHHUS, COJIEPXKAIUX HAPKOTHIECKUE CPEACTBA U NCHXOTPOMHLIE BEIIECTBA B TOM
uydcne Ilopsinka oTnmycka anTeYHBIMH — OpPraHU3alMAMH  MMMYHOOMONOTMUYECKHUX
JIEKapCTBCHHBIX MPENApaToB» (3aperucTpupoBaH MUHUCTEPCTBOM FOCTHIIMU PoccHiickoii
®enepanmu 30 HOaOps 2021 1., perucTpannoHHbIi Ne 66142).

3. Hacrosiuit npuka3 BcTymaeT B cuiy ¢ 1 cenrsiops 2025 r. m neiicTByer
1o 1 centsiops 2031 r.

Munuctp M.A. Myparmiko




IIpunoxenue Ne 1
K TipuKa3y MuHHCTEpCTBA 3/paBOOXPaHEHMSI
Poccuiickoit deneparuu

OT « 7 » V//a//z/nw 2025 1. Ne /00m

IlpaBuaa
OTIYCKA JIEKAPCTBEHHbIX NMPENapaTos JJisi MEAHUHMHCKOr0 PHMEHEeHHSs
anTe4YHbIMH OPraHU3alHsAMH, HHAMBHAYAJILHBIMH NPeINPUHAMATEIAMH,
MMEIIHMH JMUEH3UI0 HA OCYIIeCTBAeHUe papMalieBTHYECKOMH
AEATeNbHOCTH, MEJHIHHCKHMH OPraHU3AUUSIMH, HMEIOIUMH JTMIEH3U 0
Ha ocymecTBjeHHe papManeBTHYECKOI 1eITeILHOCTH, H X 000C001eHHBIMH
MOPa3IeIeHHSIMH, PACIIOJI0KEHHBIMH B CeJIbCKHX HACEJEHHBIX IMyHKTAX,
B KOTOPBIX OTCYTCTBYIOT aliTe4YHble OPraHUu3aluu

1. O0uiue TpeOOBaHus K OTITYCKY JeKapCTBEHHBIX MIPENapaToB
I MEQUIIMHCKOTO TPUMEHEH U

1. OTnyck JiexkapCTBEHHBIX MPENaparoB IS MEAWLHHCKOTO IPHMEHEHHSI
(mamee  —  5eKapCTBEHHBIE  MpEnaparbl)  OCYIIECTBISICTCS  aNTeYHBIMH
OpraHM3allMAMU W  HWHIMBHAYAJBHBIMM MpEANPUHHUMATEIAMH, HMMEIOLUMH
JIMLIEH3UIO Ha OCYLIECTBICHHE (hapMalleBTHUECKOM JEATEIbHOCTH, MEIUIMHCKHMMU
OpraHMU3alHUsIMH, UMCIOLIMMH JIMIICH3UI0 Ha OCYUIECTBICHHE (DapMaleBTUUYECKON
ACATENBHOCTH, M HX OOOCOONEHHBIMU IOJPA3JICICHUIMH, PACIIOI0XKEHHBIMU
B CCJILCKUX HACEJICHHBIX MYHKTAX, B KOTOPBIX OTCYTCTBYIOT aliTeYHbIE OPraHU3aluu
(manee — cyObeKTHl PO3HHYHOH TOprosim), 6e3 peuenta M (WIH) O peuenty
Ha JIEKapCTBEHHBIH mpenapar, OQOPMIEHHOMY MEAWLHHCKUMH PabOTHHKaMH
(ramee — peuent), a TaKke MO TPeOOBAHHIO MENMIMHCKOH OpraHH3aLHH
B COOTBETCTBUH C ITYHKTOM 54 cTaThu 4, yacThio | ctathu 56 PenepanbHOro 3aKoHa
oT 12 anpenst 2010 r. Ne 61-03 «O6 obpatieHuu TeKapCTBEHHBIX CPEACTBY (jajee
— Mepepanbhblil 3akoH Ne 61-D3).

2. OTIyck J€KapCTBEHHBIX MPENApaToB, H3IOTOBICHHBIX B AalTEYHBIX
OpraHM3alusaX, OCYIIECTBISCTCS C yueroM IIpaBHI H3TOTOBICHHS M OTIyCKa
JCKapCTBEHHBIX TMpEMapaToB Ui MEJULUHCKOTO TIPUMEHEHHUS AaNTeYHBIMH
OpTaHH3alMAMH, UMCIOUIMMH JHMLEH3UI0 Ha (DapMaleBTUUECKYIO [CATENbHOCTD,
YTBEPXKICHHBIX  IIpHUKa3oM MuHuCTEpcTBa  3apaBooXpaHenus Poccuiickoit
®enepauun or 22 mas 2023 r. Ne 249u (3aperucrpupoBaH MUHHCTEPCTBOM
foctuuuu Poccuiickoit denepaunn 29 mas 2023 r., perucrpaiuonnbiii Ne 73564,
nekicteyeT 10 1 centsiopst 2029 r.).

3.1lo peuenram, BBINMCAHHBIM HAa PELENTYPHBIX O1aHKaX (pOPMbI
Ne 148-1/y-88, oTmyckaloTcst iekapCTBEHHbIE TIPENapaThl, YKa3aHHbIC B IYHKTE 9
Ilopsinka  HasHayeHWA  JIGKAPCTBEHHBLIX  INPENApaToB Uil MeAMIMHCKOTO




NPUMEHEHHS, YTBEPXKICHHOI'O TIpMKa3oM MuHHCTepCTBa  3[paBOOXpaHEHUS
Poccuiickoit ®enepamuu ot 24 HosOps 2021 r. Ne 1094n (3aperucTpupoBaH
Munucrepctsom toctuuuu  Poccuiickoit ®enmepamun 30 Hos6ps 2021 T,
perucrpauuonneii Ne 66124, neiictByer mo 1 wmapra 2028 r1.) (manee
— Ilopsinok HazHaueHus ).

4.1lo peuenrtam, BHINMCAHHBIM Ha PELENTYPHBIX OXaHKAX (OPMBI
Ne 148-1/y-04(n), yxasaunbim B myHkre 10 [lopsiika HasHa4eHMs, OTIYCKAIOTCS
JIEKapCTBEHHbIE ITPETNapaThl, OTIYCKaeMble OECIIIIATHO UM CO CKHJIKOM IPaXiaHaM,
MMEIOIMM [IPaBO Ha 00ECTICYEHHE JIEKAPCTBEHHBIMU MPEnapaTaMu 3a CUET CPEJICTB
OIODKETHBIX ACCHTHOBAaHMI (pelepalbHOro GloKeTa W OIOMKETOB CYOBEKTOB
Poccuiickoii ®enepaunu (fanee — JeKapCTBEHHBIE MNpPENapaThi, OTITyCKAacMble
OeCIUIaTHO WK CO CKHJKOM).

5. JlekapcTBeHHBIE PENApaThl, yKa3aHHbIC B MYHKTe 3 Hactosmux. [Ipasu,
NpeHa3HAYCHHBIC U1 Ipak[JaH, MMEIOIMX T[paBo Ha  o0ecrnedeHue
JEKapCTBEHHBIMU TIpeTiapaTaMu, OTIIYCKA€MbIMH OCCIUIaTHO MM CO CKMIKOM,
OTIYCKAIOTCs NIPU MPEIbSBICHHH PELIENTa, BEITUCAHHOTO HA PELENTYPHOM OIaHKe
opmer Ne 148-1/y-88, u penenra, BHIIHCAHHOTO Ha PELENTYPHOM OnaHke GOpMbI
Ne 148-1/y-04(x).

6. Ilo penenTam, BEITMCAHHBIM Ha PELENITYPHBIX Gankax Gopmsi Ne 107-17y,
OTIYCKAalOTCSl JICKApCTBEHHBIC IpernapaTel, yka3aHHble B myHkre 11 Ilopsaxa
Ha3HAYeHUSI.

7. KoOMOMHHUpPOBaHHbIE JICKAPCTBCHHBIE TNpEHaparhl IS MeIHIMHCKOTO
NPUMEHEHNS, COACpKAallhMe KPOME MAalbIX KOJMYECTB HAPKOTHUECKUX CPEJICTB,
IICUXOTPOIHAIX BELICCTB U HX IIPEKYPCOPOB JIpyrue (papMaKkoIornyeckue akTHBHbIE
BELIECTBA, YKa3aHHbIC B MyHKTaXx 3 u 6 Hactosumx I[IpaBui, OTIyCKaroTcs
CyOBEKTaMM PO3HHYHON TOPrOBIIH, MO PELETAM, BBITUCAHHBIM HA PELENTYPHBIX
oiankax Gpopm Ne 107-1/y u Ne 148-1/y-88, kpoMe Tex JiekapCTBEHHBIX MPENapaToB,
KOTOpBIE OTITyCKaIOTCA 0€3 pelenTa.

8.1lo penentam B (opMme DIEKTPOHHOTO JOKYMEHTa C HCIONb30BAHUEM
YCHIEHHOM  KBalM(ULHUPOBAHHOH  DJIEKTPOHHOM  TOANUCH  MEJUIHHCKOTO
paboTHMKa, B COOTBETCTBHM C 4acThlo | crathbu 5 @enepanbHOro 3aKoHa
or 6 ampenst 2011 r. Ne 63-®3 «O6 >1eKTPOHHON MOANHCHY» (amee — peLenT
B (pOpMe DIIEKTPOHHOrO TOKYMEHTA), OTILyCKAalOTCS JIEKApCTBEHHbIE MPENapaThl,
yKa3aHHBle B NyHKTax 3 — 7 nacrosmmx IlpaBun, npu npunsatum pemeHus
00 HCIOIL30BaHMH Ha TeppuUTOpHH cybbhekta Poccuiickoit ®eneparmn Hapsny
C penenrtaMM Ha JCKapCTBEHHLIE Mpemaparsl, OQOPMICHHBIMH Ha OyMaKHOM
HOCHTEJIE, PELENTOB Ha JICKAPCTBEHHbIE NPenapatsl, CHOPMHUPOBAHHBEIX B (PopMe
JJICKTPOHHBIX IOKYMEHTOB B COOTBETCTBHHU C NMyHKTOM 4 ctarbu 6 denepaibHOro
3akoHa Ne 61-@3.

9. OTnycK N€KapCTBEHHBIX MpPENapaToB, HE YKa3aHHBIX B NMyHKTax 3 — 7
HaCTOAMMX IIpaBHiI, B COOTBETCTBMU C HHCTPYKLMSMH 1O HX MEIHLHUHCKOMY
IPUMEHEHHIO OCYILIECTBIACTCS O€3 PELEITOB.

10. Tlpu HEBO3MOKHOCTH MPEIOCTABIEHHS HHKYPAGCIBbHBIMH GOILHBIME
Ha 3aBEPLIAIOIICM JTalne XHU3HU MOJTHOMOYHS Ha [IPABO MOJYYCHHUS JIEKAPCTBEHHbBIX




NpenapaToB TaKuWe JICKAapCTBEHHLIE NpenapaTbhl OTMYCKAIOTCI WMHBIM JIMLAM,
OCYMECTBIIAIOIMM  yXOI 332 HHUMM, IIpM MPEAbABICHAH OJHOBPEMCHHOIO
C PELENTOM Ha JICKApCTBEHHBIH IIpemapaT JOKYMEHTa, YAOCTOBEPSIOLIETO
JINYHOCTD, M IOKYMEHTA, OJATBEPKAAIOUIEr0 UHKYPaOeIbHOE COCTOsHIE OONBHOTO,
COIEPHKAILEro CBEICHHS O JIULE, KOTOPOE IOJIy4aeT JIEeKapCTBEHHBIE IIPENnaparhbl
no peuenty ((pamuiius, uMs, 0OT4ECTBO (IIPU HATHYHMK), BU, CepMs U (M) HOMEp
JAOKYMEHTa, YIAOCTOBEPAIOIUETO JUYHOCTH), 3aBEPEHHOrO MOMAMUCHI) U IEUATHIO
MEIUIMHCKOrO pabOTHHMKA, a TAKXKeE ITeUaThbI0 MEIUIIMHCKON OPTaHU3ALNH.

JIOKyMEHT, MOATBEPKNAIOWMI HHKYpaGeNnbHOE COCTOSHHE GOIBHOIO,
OCTaeTCA Y CyObEKTa PO3HHYHON TOPIOBIIM.

11. OTnyck exkapCTBEHHBIX MPENapaToB OCYILECTBISCTCA B TEUeHHE
YKa3aHHOI'O B PELEITE CPOKa ero AeHCTBHSL.

12. B cniyyae orcyTcTBHA y CyObeKTa PO3HMYHOM TOPTOBIH JIEKapCTBEHHOTO
Mpernapara, yKa3aHHOrO B pEIENTe, 3a MCKIIOYEHHEM HEOOXOMMMOCTH 3aKYMKU
JICKapCTBCHHOTO IpenapaTa, JAHHBIH JIEKApCTBEHHBIH Iperapar OTIMYCKaeTcs
CYOBEKTOM PO3HHYHOM TOPrOBIH B CPOK, HE MPEBBIINAIOIMIA TeCITH pabouux aHei
C Jarel OOpalleHHs TpaxIaHWHA K CyOBEKTY pPO3HHYHOH TOProBiH,
32 WCKIIOYCHMEM JIEKapCTBCHHOTO Mpenapara, BBIIUCAHHOIO Ha peLenTe
C TIOMETKOH «Cito» (CPOYHO), KOTOPBIH OTIIYCKAeTCsA B CPOK, HE MPEBBILIAIOLINIA
TpeX pabouux JHEH ¢ JaThl OOpaILeHus!.

B ciyuae HeOOXONMMOCTH 3aKyIIKH JeKapCTBEHHOTO MPenapara, yKa3anHoro
B peleNTe, JaHHBIH JICKapCTBEHHBIH ITPpenapaT OTIIYCKAETCs CyObeKTOM PO3HHIHON
TOPIOBIIM B CPOK, HE NPEBBIIAIONIMN TPUALATH pabOYUX IHEH ¢ JaThl oOpaleHus
IpaXJaHUHA K CYOBEKTY PO3HUYHON TOPIOBIIH.

13. B ciydae oTcyTcTBHS y CyOBEKTa POSHUYHON TOPrOBIH JIEKapCTBEHHOTO
npenapara, OTIIYCKaeMOTI0 3a IIOJTHYIO CTOUMOCTD, YKa3aHHOTO
B penente, 0QOPMICHHOM Ha pPELENTYypHOM OJaHKe Ha OYMa)KHOM HOCHTEE,
penent BO3BpAINACTCA JIMLY, YKa3aHHOMY B pEIeNTe, ero 3akOHHOMY
NPEACTaBUTEIIO WIH JIUIY, KOTOPOE JIULIO, YKa3aHHOC B PELIENTE, WU €TI0 3aKOHHBIA
NPEACTaBUTENL  YIIOJTHOMOYHIM Ha TOJNY4YEHHE JIEKapCTBEHHBIX MPENaparTos,
C OTMETKOH Ha oOpaTHOH cTopoHe «Pement NpUHAT Ha OOCITYXUBaHHE»
C YKa3aHHEM JaThl MOCTAHOBKHU PELIENTa Ha 00CTyKHBaHHUE.

B cimydae oTCyTCTBHs y CyOBeKTa PO3HMYHOW TOPTOBIM JEKAPCTBEHHOTO
nperapara, OTIyCKaeMOro OECIUIaTHO MJIM CO CKMJKOW, YKa3aHHOIO B pelerTe,
OQOPMICHHOM Ha pELENTYpHOM ONaHke Ha OYyMaKHOM HOCHTENe, peuenT
BO3BpAIACTCA JMIY, YKa3aHHOMY B pELENnTe, €ro 3aKOHHOMY IIPEACTABUTENIO
WJIM JIHLY, KOTOPOE JIUII0, YKa3aHHOE B PELIENTE, MU €0 3aKOHHBIN ITPeICTaBUTENb
YIOJHOMOYHIM HAa TIONYYEHHE JIEKAPCTBEHHBIX MpEHaparoB, € OTMETKOMN
Ha OOpaTHOM CTOpoHe «PeLenT HNPHHAT Ha OOCTYKHBAaHHE» C YKA3aHHEM JATHI
MOCTaHOBKH PELENTa Ha OOCHY)XMBAHME M HOMEpa 3allUCH B KypHANe ydera
PELENTOB, HaXOAALIMXCS Ha 00CTYKUBAHHH.

IIpunstre Ha 0GCyKMBaHHUE PEIIEIITa B MIEKTPOHHOM BHJIE OCYLLECTBIIAETCS
B COOTBETCTBHHU C IMIYHKTOM 35 HacToswux [1pasui.

14. Kypnan yyera peuenToB, HaXOMAMIMXCH  Ha 00CNyKHBaHMH,
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Ha JIGKapCTBEHHBIC MpEMapathl, OTIyCKaeMble O€CIIATHO WJIH CO CKUIKOM, BEAETCS
B CBOOOHOM (hopMe B OYMaXKHOM WITH SJIEKTPOHHOM BHIE M COAEPKHUT CIEIYIOLHE
CBEJCHMUS:

a) mara oOpalleHUs JHIA, YKA3aHHOIO B pELENTe, WIH €ro 3aKOHHOTO
IIPEACTABUTENS MITH JIULA, KOTOPOE JIULO, YKa3aHHOE B PELIEIITE, HIIH €0 3aKOHHBIH
NpEACTaBUTENL YHNOJIHOMOYMIM Ha MOJYyYEHHE JIEKapCTBEHHOrO TIpenapara
(JIeKapCTBEHHBIX MPENAPATOB) K CYOBEKTY PO3HHYHOM TOPTOBIIH 33 NEKAPCTBEHHBIM
IpenaparoM (J1€KapCTBEHHBIMU NpenapaTaMu);

0) nara u Homep peuenra (PH HAJTHYHN);

B) JlaTa OKOHYAHHsI JeHCTBHS PELENTa;

I) laTa OKOH4YaHUsA OOCIyXMBaHWs peuenta (C yu4etoM myHKToB 11 um 12
HacToawux [IpaBun);

/1) MOXKIYHAPOJHOE HEMATCHTOBAHHOC HAMMEHOBAHHE MIHM  TOPrOBOE
HAUMEHOBAHUE JIEKAPCTBEHHOTO Mperapara (JeKapCTBEHHBIX IIpenaparos),
YKa3aHHOTO (YKa3aHHBIX) B PELIENTE;

¢) (amuus, UMs, OTIECTBO (IPH HATMYHK) JIMUA, YKA3aHHOTO B PELeITe,
HJTA €TO 3aKOHHOT'0 MPEICTABHTEIIS UIIK JIMLA, KOTOPOE JIUIIO, YKA3aHHOE B PEIENTe,
WJTH €r0 3aKOHHBIX MPEeICTaBUTENb YTIOTHOMOUYMIN HA OJYYEHHE JIEKAPCTBEHHOTO
npenapara (JIEKapCTBEHHbBIX IIPENapaToB);

’K) Tese(OH ML, YKa3aHHOTO B PELIENTE, HIIH €r0 3aKOHHOTO MPEICTABHTEs
HJTH JIUIA, KOTOPOE JIMLO, YKa3aHHOE B PELENTe, UM €r0 3aKOHHbIH IIPeICTaBUTENb
YUIOJTHOMOYMIA HAa IIOJNYyYCHUE JIEKApCTBEHHOrO Mpernapara (JeKapCTBEHHbIX
IIpenaparoB),

3) [aTa ONOBELIEHHS JIHL@A, YKA3aHHOrO B pElENTe, WIH €ro 3aKOHHOIO
NPEICTABUTENS] UITH JTHIIA, KOTOPOE JIMLIO, YKa3aHHOE B PELIENTE, WIN €0 3aKOHHBII
NpCICTaBUTENL YINONHOMOYMIM Ha [OJdyYeHHE JIEKapCTBEHHOTO TMpenapara
(JIeKapCTBEHHBIX TpPENapaToB) O IMOCTYILUICHMH JICKapCTBEHHOIO Iperapara
(JIEKapCTBEHHBIX MPENapaToB);

M) JaTa OTIyCKa JIEKapCTBEHHOTO [Perapara (J1eKapCTBEHHBIX NMPEMapaToB);

K) MOJIHCE JIMLA, NOMY4HBIIEr0 JEKapCTBEHHbIH Mpenapar (1ekapCTBEeHHbIE
npenapatsl) (B Clyyae BeJSHHMS JKypHala ydeTa peLENTOB, HAXOMAIIMXCS
Ha 00CIy’)KHBAaHUU Ha OYMa)KHOM HOCHTETIE).

15. JlekapcTBeHHbBIE pemTapaThl, OTIyCKaeMble OECTINATHO HIIH CO CKHUIKOM,
[0 peuentaM, HaXOMAIIMMCS Ha OOCIY>KMBaHUM y OJHHUX CYOBEKTOB PO3IHHUYHOM
TOPrOBIIH, PaClOJOKEHHBIMU Ha TeppUTOpHHU CyObekTa Poccuiickoit ®denepanum,
B KOTOPOM O(GOpMIIEH pELENnT B (OpMe SICKTPOHHOTO JIOKYMEHTA, OTITYCKAKTCS
MHBIMH CYOBEKTaMH PO3HUYHOH TOPrOBIIHM, PACIONOKEHHBIMH HA TEPPHTOPUH
TOro ke CyoObexkta Poccuiickoit ®@enepaumu, ¢ BHECEHHEM CBEICHMIA
B TOCYIapCTBCHHYI0 HH(OPMAUMOHHYIO CHCTeMY B cdepe 31paBoOXpaHeHHUs
cybbekra Poccuiickoii deiepaliuut, B COOTBETCTBHHU C TIOAIYHKTOM «€» IyHKTa 3
Ionoxenuss 0 enMHON TOCYIapCTBEHHON WH(POPMALMOHHONW CHCTEME B chepe
3ApaBOOXpAHEHHs, YTBEPHJICHHOTO rocTaHoBiaeHueM [IpaBurensctBa Poccuiickoii
®enepaun o 9 ¢eBpans 2022 r. Ne 140 «O enuHoi roCyaapCTBEHHOH
MH(DOPMALMOHHON cucTeMe B cepe 31paBOOXPAHEHHS (manee — Ilonoxenue),




a CyObeKTOM PO3HMYHOH TOProBIM, IOCTABMBIIMM PeLENT Ha 0OCIyXHUBaHYe,
— CO CHATHEM TakKOro peuenta ¢ 00CIyKMBaHUS U BHECEHHEM CBEIEHHUH B )KypHAN
yueTa peleTOB, HaXOAALIUXCS Ha 00CTYKUBAHHH.

16. IIpu moCTynnEeHUH NEKapCTBEHHOTO Mpemapara CyOBbeKT pPO3HUUHON
TOPTOBIIH B TEYEHUE OHOTO paboyero AHs, CO JHSA HOCTYIUICHHUS JE€KApCTBEHHOTO
npenapara, yka3aHHOrO B myHKTe 13 Hactosmux [lpaBui, ysegomiseT Iuuo,
YKa3aHHOE B PELCNTE, €r0 3aKOHHOTO NMPEACTABUTENS WM JIMLO, KOTOPOE JIULIO,
YKa3aHHO€ B pelenTe, HIM Cro 3aKOHHBIH [PEACTABUTENb YIIOJHOMOYHIH
Ha TMOJNYYCHHE JICKApCTBEHHBIX MPENApaToB, O IOCTYIJICHHH JIEKAPCTBEHHOTO
TIpenapaTa, B yCTHOH (popme nocpeacTBOM TeneOHHO#M CBA3U U (HJIH) TOCPENCTBOM
CMC-coobienus Ha HoMep TeneoHa, yKasaHHBIH B XKypHAle yueTa PeLelTos,
HaXOAIIMXCS Ha OOCIYXKHBAHWM, HIM [OIYyYCHHBIH OT JHMLA, YKA3AaHHOTO
B PLICNTE, UITK €r0 3aKOHHOTO NPEACTABUTENS WIH JIHLIA, KOTOPOE JIMLO, YKa3aHHOE
B pelente, WK €ro 3aKOHHBIH MNPEACTaBUTENb YINOJTHOMOYHJIMA Ha IOJTyYeHHe
JIEKapCTBEHHOTO MpenapaTa (JIEKapCTBEHHBIX NPENAPATOB).

17. JlexapcTBennble mpemapaTbl OTIYCKAIOTCS B KOJHYECTBE, YKA3AHHOM
B PCLCNTE, 33 HCKIIOYCHHEM CIy4aeB, KOrAa s JIEKapCTBCHHOIO Ipernapara
YCTaHOBJICHO KOJNUYECTBO, KOTOPOC MOXKET ObITh BBHIHCAHO B OJHOM peLIElTe,
B COOTBETCTBUH C MyHKTOM 13 [lopsiaka HasHaueHus.

Ilpu npexbsiBnenuu penenta ¢ NpeBBILIEHHEM INPENETHHO AOMYCTHMOIO
KOJIMYECTBA JICKapCTBEHHOI'0 Npernapara, KOTOpoe JOIyCKAeTCsl B OJHOM pELENTe,
apmareBTHYECKHH PABOTHHK OTIyCKAeT yKa3aHHOMY JIHILY YCTaHOBJIEHHOE
COOTBETCTBCHHO MPEIETLHO AOMYCTHMOE KOIMYECTBO JICKAPCTBEHHOrO Mpenapara,
C TPOCTAaBICHUEM COOTBETCTBYIOLIEH OTMETKH B peuente o6 OTmycke
JIEKapCTBEHHOTO Ipernapara.

Ipu Hanm4uu y cyO6bexra po3HHYHON TOPrOBIM JEKAPCTBEHHOTO Ipernapara
C JIO3UPOBKOH, OTINYHON OT JIO3UPOBKH JICKAPCTBEHHOTO Ipenapara, yKa3aHHOMN
B penente, OTHYCK MMEIOLIErocs JICKapCTBEHHOTO IIpernapara J0MycKaercs,
CCIM  [O3UPOBKA TaKOIO JIEKAPCTBEHHOrO IperapaTa MeEHbLIE JI03UPOBKH,
YKa3aHHOH B pewente. B TakoMm ciydae oCylieCTBIseTCS MepecueT KOIMYECTBA
JIeKapCTBECHHOTO Npernapara ¢ y4eToM Kypca JIeUeHHs, yKa3aHHOIO B pelierTe.

18. OTmyck J1€KapcTBEHHOro0 MpenapaTa OCYIIECTBISACTCA B NEePBUYHON
W (WIH) BTOPHYHOM (OTPeGHTENbCKOH) YMaKOBKAaX NMPH HAIWYUH MapKUPOBKH,
KOTOpast OTBe4aeT TpeOoBaHUsIM cTatbu 46 denepanbHoOro 3akona Ne 61-d3.

19. IIpu oTmycke neKapCTBEHHBIX MPENApaTOB MO PELENTY, OhOPMICHHOMY
Ha PeLeNTYpPHOM OnaHKe Ha OyMaKHOM HocuTelle, (papMalleBTHUECKUIT paGOTHUK
NIPOCTaBIISIET OTMETKY Ha peuente o0 OTMyCKe JIeKapCTBEHHOro IIpenapara
«JlekapCTBEHHBIN IIpenapar OTIYILEH» U ¢ YKa3aHUEM:

a) HAMMEHOBAHWS CyOBEKTA DPO3HMYHON TOPTOBIHM ((paMIINK, WUMEHH,
OTYeCTBa (IPH HATMYNH) HHAWBHAYAIBHOTO TIPEAPUHUMATEIsN);

0) TOProBoro HaMMeHOBaHHsI (3@ UCKITIOUYEHHEM JIEKAPCTBEHHbIX [penaparos,
M3TOTOBJICHHBLIX B  alTCYHOM OPraHU3alMU), JIO3MPOBKH M  KOJHYECTBA
OTIYIIECHHOTO JIEKAPCTBEHHOTO Mpenapara;

B) (amunum, uMeHH, OTY4eCTBa (NPU HATHYHH) MEIUIMHCKOTO paboTHHKa
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B Clly4ae, yKa3aHHOM B a03ale TpeTbeM nyHkra 20 Hactosumx [Ipasu;

r) ¢aMunuu, MMEHH, oOT4ecTBa (MPH HAIMuMH) (DAPMALEBTHYECKOTO
paboTHMKA, OTITYCTHBILIETO JIeKaPCTBEHHBII IIPENapaT, U ero MOANUCH;

1) 1aThl OTIyCKa JIEKAPCTBEHHOTO Mpernapara.

20. Ilpn oTnyCcKe JIeKapCTBEHHEIX NPEHApaTOB M0 PEUENTY, BHITHCAHHOMY
Ha perentypHoM Onanke ¢opmel Ne  107-1/y co cpokom paeHcTBuS
A0 OIHOrO roja, B KOTOPOM YKa3aHbl INEPHOJAbl M KOJHYECTBO OTIIyCKA
JIEKapCTBEHHOIO Ipernapara (B KaXIbli MepHOj), PELeNT BO3BPAINAETCA JHMILY,
IpHOOpeTaloleMy IeKapCTBEHHBIN TIPerapar, ¢ OTMETKOM, CojiepKallel cBeaeHus,
yKa3aHHbIC B nyHKTe 19 Hactosmmx [Ipasui.

IIpu oyepeiHOM OOpaleHHH JTHLA K CYOBEKTY PO3SHHYHOMN TOPTOBIIH C JAHHBIM
PCUENTOM yYHTHIBAIOTCS OTMETKM O MPEABIAYLIEM OTIYCKE JIEKAPCTBEHHOIO
Ipenapara no TaKOMy pPCLENTy W B Claydae NPHOOPETEHMs JIMLIOM KOJIMYECTBA
JICKapCTBEHHOTO MpEnapaTa, COOTBETCTBYIOILETO MAaKCUMAILHOMY KOJIMYECTBY,
YKa3aHHOMY MEIHIMHCKMM Pa0OTHUKOM B pELENTE, a TakxKe I10 UCTEUYEHHH CPOKa
JICHCTBHA PeleITa, Ha PelenTe MPoCTaBseTes wrami «JlekapcTBeHHbIH npemapar
OTITYIICH» U PELENT BO3BPALIACTCS JIUILY.

EnMHOBpeMEHHBIN  OTIIYCK JIGKapPCTBEHHOIO —Mpemapara  [10 penenty,
BBINIMCAHHOMY Ha pelentypHom Onanke ¢opmel Ne 107-1/y co cpokoM nmeicTBust
A0 OJIHOTO TO/1a, B KOTOPOM YKa3aHbI IIEPHO/IbI OTITYCKa JIEKAPCTBEHHOIO IpenapaTa
1 KOIMYECTBO, OTITYCKaeMOTO JICKAPCTBEHHOIO Mpenapara (B KaX/bli nepuo),
AOMYyCKAETCS  TOJABKO MO COMIACOBAaHHUIO C  MEIULHHCKMM  PabOTHHKOM,
BBINMCABIIUM PEIIEMNT.

21. Tlpu oTycKe NeKapCTBEHHBIX IpPErapatos 1O peLenTy, BLIITUCAaHHOMY
Ha perentypHom Onanke popmbl Ne 148-1/y-04(11), 3an0THEHHBIH KOPEIIOK TAKOTO
pelenTypHoro OnaHka mepemaeTca (papMalleBTHUECKMM DPaGOTHHKOM JIHLY,
npHodpeTaoLieMy (MOMyYaoNIeMy) TeKapCTBEHHbIE IPENapaThL.

22. Ocraiotcss M XpaHATCS Yy CyOBEKTa PO3HHYHOH TOPrOBIH peuenTsl
(c ormeTKkoH «JlexapCTBEHHBIN NpenapaT OTHyIIEH) Ha:

a) NeKapCTBEHHbIE MPenaparhbl, OTIIYCKAEMble OECTIIATHO HIIM CO CKHIKOM,
— B TEYEHHUE TPEX JIET;

0) JekapCTBEHHbIE NpPenaparhl, OTHOCSIUUECS 10 AHATOMO-TEPANIeBTHYIECKO-
XMMUYCCKOH KIACCH(UKALMHK, DPEKOMEHIOBaHHOW BceMupHO# opraHu3zaumeii
31paBooxpaHenus (nanee — ATX), k aHTUIICHXOTHYECKHM cpecTBaM (kox 1o ATX
NO5A), anxcuonutukam (kox no ATX NO5B), CHOTBOPHBIM M CeNaTHBHBIM
cpenctBam (kox mo ATX NOSC), anrumenpeccantam (kox mo ATX NO6A)
M HC MOJICKAIME INPEIMCETHO-KOJIUYECTBEHHOMY Y4eTy, — B TEYEHHME Tpex
MECALIEB.

23. Peuentsl, He yka3aHHbIE B MyHKTE 22 HACTOSIINX ITpaBun, ormeuarorcs
WTamMnoM  «JIekapCTBCHHBIA mpenapaT OTHYIICH» W  BO3BPALIAIOTCSA JIHLY,
npurobperaromemy (MOTyYaIOIIEeMy) JIEKapCTBEHHBIIH TIperapar.

24. Peuentsl, BpIMMCaHHBIe C HapymeHdeM Ilopsizka HA3HAYEeHHUsI,
B TOM 4YHCA€ B OTHOLICHUM JICKAPCTBEHHBIX MPEMApaToOB, KOTOPbIE
B COOTBCTCTBHH C MHCTPYKLMAMH [0 HMX MEIMUUHCKOMY IIPUMEHCHMIO




NpEIHAa3HAYEeHbl Ul TPUMCHEHHMS TOJABKO B MEOHLHHCKHX OPTraHM3allMsaX
B CTAlIMOHAPHBIX YCIOBUSX U (UJIM) B yCIIOBUSIX JTHEBHOTO CTAIIMOHAPA, OTMEYAIOTCS
mramMnoM «Pelent HexeHCTBUTENEH» M BO3BPAILAIOTCS JIHLLY, NPEACTABUBIIEMY
penenr.

25.B  000cO0I€HHOM — MOIpAa3ACiIeHWH  MENMIMHCKOH  OpraHH3alliu
00CCIICTHBAIOTCA YCIOBHS COXPAHHOCTH OCTABJICHHBIX HAa XPAHEHHE PELEIITOB
Ha JIEKapCTBEHHbBIC MTpenapaTkl. '

Perenitbl  Ha JiekapcTBEHHBIE IIpenaparhbl, MOMJIEKALIHE IIPEAMETHO-
KOJIMYECTBEHHOMY Y4YeTy, JIEKapCTBEHHBIC Ipenaparhl, OTIMYCKAEMbIE OECIUIATHO
MU CO CKHJIKOH, ©KEMECIYHO NepelaloTcs U3 000COONEHHBIX MOApa3ieIeHHI
MEJMLIMHCKAX OpraHM3alMid B MEIMLIMHCKAE OPTaHH3alliH, CTPYKTYPHBIMHU
NOAPa3NCAEHUAMH KOTOPBIX OHU SIBISIOTCS, JUIA MOCICIYIONIETO XPaHEHHS.

26. lIpu oTmycke JekapCTBEHHOTO nMpemnapata (GapMaieBTHISCK i paGOTHUK
MM PAOOTHHUK MEIMLMHCKOH opraHusauud (0G0COGIEHHOr0 MOApa3eseHuUs
MEIMUMHCKON OpraHH3allui) HHPOPMHUpYeT JTHLO, TpHobGpeTaroliee (MoTyyaroLee)
JICKapCTBEHHEIH TIperiapar, 0 PeXHME U J03aX ero IpHeMa, IPaBHIaX XpaHCHHUs
B JIOMAalIHUX YCIOBHUSIX, O B3aMMOJCHCTBUU C JPYrHMH JI€KapCTBEHHBIMH
npenapaTamu.

27. Tlpu oTmycKe NEKapCTBEHHOTO Npenapara (hapMaLeBTHYeCK i paboTHHK
MM pabOTHHK MEIMUMHCKOH OpraHus3auu (060COOIEHHOTO MOApa3ieleHus
ME/IMIMHCKOH ~ OpraHM3allaM) He BOpaBe MPEJOCTABIAThL HEJNOCTOBEPHYIO
¥ (WJIH) HETIOJIHYI0 MH(OPMALMIO O HAINYHMH JIEKAPCTBEHHBIX TIPEapaTOB, BKIIOUAs
JICKapCTBEHHbIE ~ MpENaparbl,  HMMEIOIME  OJMHAKOBOE  MEKIYHAPOHOE
HCTIaTEHTOBaHHOE HAMMEHOBAHHE, B TOM YUCJIE CKPLIBATH HH(POPMALIHIO O HATHYHH
JCKapCTBEHHBIX IPENapaToB, UMEIOIIUX 0OoJice HU3KYK LEHY B COOTBETCTBHH
co crarbeii 74 OenepanbHOro 3akoHa o 21 Hos6psa 2011 r. Ne 323-d3 «O6 ocHOBax
OXpaHBI 30pOBBs rpaxkaan B Poccuiickon denepaunny.

28. 3amperaeTcss  OTHYCK  JICKAPCTBEHHBIX — NPEMApPaToB,  YKAa3aHHBIX
B cTaTthe 57 PenepanbHoro 3akoHa Ne 61-P3.

29. 3anpeluaercs pa3fenbHbI OTIYCK JEKAPCTBEHHBIX CPEACTB, BXOISIINX
B COCTaB JICKAPCTBEHHOI'O Mperapara, M3roTaBIMBAEMOr0 CyOBEKTOM PO3HUYHOI
TOPTOBJIH.

II. TpeOoBanus K OTIYCKY JIEKAPCTBEHHBIX MTPEMAPATOB
10 TPEOOBAHUIO MEIUITMHCKOW OPraHU3alMU

30. lnst obecnieuenus euebHOro mpouecca B MEAMIMHCKOW OpraHH3aLuy
anTeYHOH OpraHM3alMeH, SABIAIOLICHCS CTPYKTYPHBIM MOJpA3ACICHHEM TAKOM
MEIULHHCKOH OpraHM3alliM, OCYIUECTBISETCS OTIYCK JHOO H3COTOBIEHHE
U OTITYyCK JICKAPCTBEHHBIX MPEMapaToB HA OCHOBAHUHU TPEOOBAHMS MEIULIMHCKOM
OpraHu3aLHH.

MenuumHCKast opraHu3anus BpaBe 0OPATUTLCS B ANTEYHYIO OPTaHU3ALMIO,
HE  ABIAIOIIYIOCS  CTPYKTYPHBIM — MOApA3JICJICHHEM TAKOH  MEIUIMHCKOMN
OpraHM3alUK € LEJbK0 HM3rOTOBJICHHS M OTIYCKAa JIEKAPCTBEHHBIX MPENapaToB




Ha OCHOBaHWM TPeOOBAaHMS MEIUIMHCKOW OpraHM3aldd, B TOM YHCIE
IPA OTCYTCTBMH BO3MOXXHOCTH H3TOTOBJCHHS OTHEIBbHBIX BHJOB JICKAPCTBEHHBIX
NpenapatoB B aNTEYHOW  OpPraHM3alMHd,  SBISAIOLICHCA  CTPYKTYPHBIM
NOJIpa3AeICHUEM MENULMHCKON OpraHU3aliu.

31. Xpanenue TpeGoBaHMit MEIMLMHCKOH OpraHM3aUMu, MO KOTOPBIM
OTITYILEHBI JIEKAPCTBEHHBIC MPENapaThl, OCYILECTBISECTCS aNTeYHON OpraHu3anueil
B COOTBETCTBHUH C MyHKTOM 22 Hactosmx [IpaBu.

32. Hapyuwienne 11€OCTHOCTH HEpPBHYHOM YNAKOBKM JI€KapCTBEHHOTO
npenapaTa IpU €ro OTHyCKe MO TPeOOBaHMIO MEIULMHCKOW OpraHu3alliu
IOy CKaeTCs anTeyHOM OpraHu3aLueH, UMerouIen JULEH3UIO
Ha (papMalLEeBTHYECKYIO NEATENLHOCT C [PABOM W3TOTOBJEHHMS JEKAPCTBEHHBIX
IIpenaparToB.

B TakoM crnyyae OTIYCK JIEKapCTBEHHOrO Mpemapara OCYIIECTBISETCS
B YMaKOBKE C  MPENOCTABICHHEM  MHCTPYKIHMU (KOMHH  HHCTPYKIIMH)
TI0 IPUMEHEHHIO OTITYCKAE€MOTI'0 JEKapCTBEHHOTO Mpenapara.

III. OTmyck JieKkapcTBEHHBIX NPENapaToB [0 PELenTaM B (opMe
JJIEKTPOHHOI'O I0OKYMEHTa

33. Ormyck JekapCTBEHHBIX IPENapaToB B OpMe dIEKTPOHHOTO JOKYMEHTA
OCYIIECCTBIACTCS  CYOBEKTaMH  PO3HHYHOH  TOPTrOBIM,  PAaCHONIOKCHHBIMH
Ha TeppuTopun cyobexta Poccuiickoit denepaunu, B KOTopoM oopMiIeH pewent
B (OpME DIEKTPOHHOTO JOKYMEHTa, B CJyd4ae MHPHHATHSA YIOTHOMOYEHHBIM
OpraHoOM  HCHOJHMTENBHOM  BiacTH  cyObexta  Poccuiickoit  denepauun
B COOTBETCTBHH C MHKTOM 4 cTathu 6 DenepanbHoro 3akona Ne 61-d3 pemmerust
00 HCIOJIB30BAHUM HAa TEPPUTOPHH CyOBeKTa Poccuiickoii Qenepanuu Hapsay
C penentamMM Ha JIEKapCTBCHHBIC NpENapaThl, OQPOPMIICHHBIMH Ha OyMa)KHOM
HOCHUTE/IE, PCUENTOB HA JICKAPCTBEHHBIC NMpEnapaThl, CHOPMHUPOBAHHBIX B (opMe
DJIEKTPOHHBIX JIOKYMEHTOB.

34.0rmyck  neKapCTBEHHBIX — TIPENapaToB MO  peuentaMm B (opme
3JICKTPOHHOIO JOKYMEHTa OCYLICCTBJIAETCA JIMLY, YKAa3aHHOMY B peLeNTe,
mH00 €ro 3aKOHHOMY TPEACTABHTENIO, JUOO JIHIly, KOTOPOE JIALO, YKa3aHHOE
B PCLCNTE, WIM €ro 3aKOHHbLIM MPEACTABUTENb YMOIHOMOYHIHA Ha TOJyYeHHE
JEKapCTBEHHBIX TpEnapaToB.

35. B ciyyae OTCYTCTBHs JIEKAPCTBEHHOIO Mpenapara cyObeKT PO3HHYHOM
TOPIOBIM BHOCHT B TOCYJAapCTBCHHYIO HH(MOPMALMOHHYIO CcHCTeMy B cdepe
34paBOOXpaHCHUS cybbekTa Poccuiickoi denepanuu CBELICHHUS,
B COOTBETCTBHH C MOIMYHKTOM «e» myHKTa 3 Ilonoskenus, o0 OTCYTCTBUU
JIEKAapCTBCHHOIO NIpEMnapaTa, yKa3aHHOrO B pelente B (OpPME 3IEKTPOHHOIO
AOKYMEHT4, C YKa3aHHEeM JaThl IIOCTAHOBKH peLenTa Ha OOCIy:KHBaHMUE,
a A pelenTa Ha JICKapCTBEHHBIM Mpernapar, OTIYCKAeMblid OecruiaTHO
HJIM CO CKHJIKOH — TaKkKe HOMEpA 3aIMCH B )KypPHAJIE y4eTa PELENTOB, HAXOAIHUXCS
Ha 0OCITY>KHBaHUH.
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Ilpy moCTymieHWH IeKapCTBEHHOIO Mpenapara CyOBeKT pO3HHYHOH
TOPIOBJIM B TEUCHHE OJHOTO paboYero IHs CO AHS TOCTYIUIEHHS JE€KAPCTBEHHOIO
npenapara, yka3aHHOro B myHkTe 13 mHacrosmmx [IpaBuin, yBepommser nuio,
YKa3aHHOE B peLenTe, ero 3aKOHHOrO MPEJICTABUTENs WIIH JIMIO, KOTOPOE JIHLO,
YKa3aHHOE B pelente, HIM €ro 3aKOHHBIH IPEACTABUTENL YIIOJHOMOUYMIH
Ha TIONYY€HHE JICKAPCTBCHHBIX INPENAapaToB, O IOCTYIUICHHH JIEKAPCTBEHHOI'O
npernapara, B yCTHOM (popMe NoCpeACTBOM TeNe(OHHOI CBA3H H (HIIH) HOCPELCTBOM
CMC-coobuenns Ha Homep Tene(oHa, yKa3aHHbIA B KypHAle ydera peLernTos,
HaXONALMXCAd Ha OOCIY)XMBAHMM, HJIM HOJYYCHHBIH OT JHLA, YKA3aHHOTO
B PELICTITE, UIIH €TI0 3aKOHHOI'0 MPEACTABUTENS UM JIHLA, KOTOPOE JINIIO, YKa3aHHOE
B PCLENTE, WIM €ro 3aKOHHBIA MNPEICTABUTENbL YIOTHOMOYHJINA Ha IOJyYeHHE
JIEKapCTBCHHOT'O MpenapaTa (JIEKapCTBEHHbBIX IIPEIapaToB).




punoxenne Ne 2
K IpuKa3y MuUHUCTEpCTBA 31paBOOXpaHCHHUS
Poccuiickoii ®eaepaiinu

oT« 7 » ,,Mé//é/m& 2025 1. Ne 70

IIpaBuaa
OTIYyCKAa HAPKOTHYECKHUX CPEeICTB M IICUXOTPOINHBIX BellleCTB,
3aPEeruCTPHPOBAHHBIX B KAa4YeCTBE JIeKAPCTBEHHBIX MpPenapaTros
AJISl MEAHUMHCKOTO NIPHMEHEHHS, JICKAPCTBEHHbIX NpenaparoB
AN MEIHIMHCKOTO MPUMEHEHHs, COAEePKALMX HADKOTHYECKHE CpelACcTBa
H NICHXOTPONHbIE BelllecTBA

1. OTonyck  HapKOTMYECKHX  CPEACTB W INICHMXOTPONHBIX  BEIIECTB,
3apETUCTPUPOBAHHBIX B KQ4€CTBE JIEKAPCTBEHHBIX MPENApaTOB IS MEIULIMHCKOIO
NIPUMEHEHUS, JIEKapCTBCHHBIX IIPENapaToB s MEAULUHCKOrO MPUMEHEHHS,
COACpXKALMX HApKOTHUYECKHUE CPEACTBA M ICUXOTPOIMHBIC BeLlecTBa (Jasee
—JICKapCTBCHHbIC MPENaparhl), BKIIOYEHHBIX B [lepeueHb HApKOTHYECKHX CPECTB,
ICUXOTPONHBIX BEHIECTB W HX IPEKYPCOPOB, MOJISKAMUX  KOHTPOJIIO
B Poccuiickoii ®Denepanun, yTBEp>KASHHBIH MOCTaHOBJAEHHEM IlpaBHTenbCTBa
Poccuiickoit @enepauun or 30 uroHs 1998 r. Ne 681 (manee — IlepeucHs),
OCYILECTBIISICTCS ANTEYHBIMU OPraHMU3ALMAMU, MEAULUHCKUMHU OpraHU3alisaMH
M UX 00O0COONEHHBIMH MOJPA3ACIEHUIMH, PACHONOKEHHBIMH B CEIbCKHX
HAaCceJICHHBIX TMYHKTaX, B KOTOPBLIX OTCYTCTBYIOT AanTE4YHble OpraHM3allly,
UMCIOIIMMHU JIMIIEH3HIO HAa (DapMalleBTHUECKYIO IEATENLHOCTE U AESTENbHOCTD
10 000pPOTY HAPKOTUYECKHX CPEJICTB, IICHXOTPOITHBIX BEHIECTB U MX IIPEKYPCOPOB,
KYJIbTUBHPOBAHHIO HAPKOCOIACPIKAIINX PAaCTCHUH (nanee — CyOBbEKThl PO3ZHUUHON
TOProBiIM) 10 pELUEeNnTy Ha JIEKAPCTBCHHBIA mpemnapar, o(pOpMIEHHOMY
MEIUMLUMHCKAMU DaOOTHHKAMHU (Jajiee — peLenT), a TakkKe M0 TpeOOBaHUIO
MCIHULMHCKOH OpPraHU3alli B COOTBETCTBHM C MYHKTOM 54 cTartbu 4, 4acTeio |
cratbu 56 @enepansHoro 3akoHa ot 12 anpess 2010 r. Ne 61-®3 «O6 obparieHnu
JEKapCTBEHHBIX CPEACTB» M IyHKTOM 1 cTatbu 25 @ejepaibHOrO 3aKOHA
or 8 siHBaps 1998 r. Ne 3-03 «O HapKOTHYECKHX CPEACTBAX M MCHXOTPOITHBIX
BEILECTBAX .

Ornyck  J€eKapCTBEHHBIX IPEHapaToB, M3rOTOBJEHHBIX B  aNTEYHBIX
OpraHM3alusAX,  OCYIIECTBIAAETCA  C  y4e€TOM  MpPaBHJ  HM3TOTOBJIECHUS
M OTHyCKa JeKapCTBEHHBIX MPENapaToB Uil MEAUIMHCKOrO NPUMEHEHUs
anTeYHLIMU OPraHU3ALMAMH, HMCIOLIMMM JIMUEH3UI0 Ha (apManeBTHUECKYIO
ACATCILHOCTD, YTBEPKACHHbIX MpHKa3oM MHHuUCTEpCTBA 3ApaBOOXpaHEHUS
Poccuiickoit ®enepauun or 22 mas 2023 r. Ne 249u «O6 yTBepKACHUM MPaBHII
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U3IOTOBJICHUS M OTIYCKAa JIEKAPCTBEHHBIX TIPEMaparoB Ui MEAULUHCKOTO
NPUMEHEHHS anTeYHBIMH OpraHu3alUsIMH, UMEIOIIUMHU JTHUILEH3UIO
Ha (apMaleBTUYECKYIO JEATeNbHOCTH) (3aperHCTpUpoBaH  MMHHCTEPCTBOM
rocruiiu Poccuiickoit ®eneparuu 29 mast 2023 1., perucrpanuonHsiit Ne 73564,
neurctByer 10 1 centsiops 2029 r.).

2. Ilo peuentaM Ha CHOEUMANbHBIX pPCLENTYPHBIX ONAHKAX (OPMBI
Ne 107/y-HIl wmnm penentam, cOpMHPOBaHHBIM B (OPME 3NEKTPOHHBIX
AOKYMEHTOB C HCIOJIb30BAHHUEM YCHJIECHHOW KBaJIM(PUIUPOBAHHON 3JIEKTPOHHOM
NOJNUCH JICYAIIero Bpaya Wi (penpalepa, akynepKd, Ha KOTOPBIX BO3JI0)KEHBI
(yHKUKMH Teyalero Bpaya, OTIYCKAIOTCS JIEKAPCTBEHHDIE IIPENapaThl, BKIIIOUCHHbIE
B CIIHCOK HapKOTHYECKMX CPEJCTB M HCHXOTPOIHBIX BEILECTB, 000POT KOTOPBIX
B Poccuiickoit denepanun orpaHiYeH H B OTHOLIEHHH KOTOPBIX YCTAHABIUBAKOTCS
M€pbl KOHTPOJsA B COOTBETCTBUH C 3aKOHOAATENbCTBOM Poccuiickoit denepaunu
H MEXIYHApOIHBIMH goroBopamu Poccuiickont ®enepaunu (cnucok 1) Tepeuns
(manee — cnmcok II), 3a HCKITFOUYCHHEM JIEKAPCTBEHHBIX TIPENApATOB, HA3HAYCHUE
KOTOPBIX 0(OPMIISETCS Ha PELIENTYPHbIX Giankax Gpopmbi Ne 148-1/y-88.

3.Ilo peuentam, BBHITMCAHHBIM Ha pPCLENTYPHBIX ONaHKAX (OPMBI
Ne 148-1/y-88, oTmyckaioTcst JIekapCTBEHHBIC IPeNaparhl, yKa3aHHble B MYHKTe 9
[lopsiika  Ha3sHaueHMs] JIEKApPCTBEHHLIX IIPENapaToB Uil MEIULMHCKOTO
OPUMCHCHHUS, YTBEPXKACHHOTO MPHKa30M MHHHUCTEPCTBA  3ApPaBOOXPAHEHHUS
Poccuiickoit Denepamun ot 24 Hos6pa 2021 r. Ne 1094H (3aperucTpupoBaH
Munucrepcrsom  roctunuu  Poccniickoit ®epepaunn 30 Hoa6ps 2021 r
perucrpaunonneii Ne 66124, neiictByer no 1 mapra 2028 r.).

4.1lpu ormycke JekapcTBeHHOro mpemapara crucka Il Ha penerre
MPOCTABNACTCS IeYaTh CYOBEKTA PO3HHYHOH TOProBiIM, B KOTOPOH YKa3aHO
€ro MoJIHOE HAMMEHOBAHHUE (TP HATUYHMH [IEYATH ).

5.0CTalOTCT M XpaHATCS y CyOBeKTa DPO3HMYHONW TOPIOBAM PEIENTh
(c otMeTKOM «JIekapCcTBEHHBIH MpenapaT OTIyIIEH») Ha:

a) ICKapCTBEHHBIC Tpemaparthl crucka 1I, JekapcTBeHHBIE Iperaparthl,
BKIIOYCHHBIE B CIIMCOK IICHXOTPOIHBIX BEIIECTB, 000POT KOTOPbIX B Poccuiickoit
Dezepallid OTpaHHYEH U B OTHOIICHWH KOTOPBIX JOMYCKAETCS HCKITIOUEHHE
HEKOTOPBIX MEp KOHTPOJS B COOTBETCTBHHM C 3aKOHOJATEILCTBOM PoccHiickoii
Denepain U MeXIYHapOJHBIMH J0roBopamu Poccuiickoit dejepanuu (Crucox
III), Iepeuns (nanee — crmucok I11) — B Teyenue naru Jer;

0) JIeKapCTBEHHbIE NPENAapaThl, CONEPKAIIME HAPKOTHUCCKHE CPEACTBA
UIA  TICHXOTPOIHBIE BELIECTBA, BKIIOYEHHbIE B crucok 1l wu cnucox IlI,
M3rOTOBJICHHBIC  aNTCYHOH  OpraHM3alMed,  JIGKapCTBEHHbIE  IPENaparhl,
MOANEKAILUE IPEIMETHO-KOIUYECTBEHHOMY Y4YETy, — B TEUCHHE TPEX JIET.

6. JlekapcTBEHHBIC NMpeEnapaThl, yKazaHHble B nyHKTe 4 HacTosmux IIpaBu,
OTMyCkaeMble OCCIUIATHO HJIM CO CKHIKOH TIpaIaHaM, HMMEIOLIHM MpPaBo
Ha o0ecrieyeHne JeKapCTBEHHBIMU IMPENAapaTaMh 3a CUET CPEACTB OIOIKETHBIX
aCCHUTHOBaHHH (elepanbHOro OHKeTa M OHOKETOB CyObeKTOB PoccHiickoil
Oenepauy, OTIYCKAIOTCA INPH  NPEIbABIEHMH pELenTa, 0(OPMICHHOTO
Ha pelenTypHoM Omanke ¢opmbl Ne 148-1/y-88, u peuenta, o(opMIEHHOro

-
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Ha peuentypHoM oaaHke popmbl Ne 148-1/y-04(i).

7. OTIyCcK HapKOTMYECKMX M TICHMXOTPOIHBIX JIEKAPCTBEHHBIX TMperapaToB
OCyILECTBIIsIETCA  (hapMalleBTUUECKUMH W MCAMLIMHCKUMHM  pabOTHHKAMH,
3aHMMAIOLIMMH  JIOJDKHOCTH,  BKJIIOYEHHBIE B  MEPEYCHb  JIOJDKHOCTEM
(apMaLeBTHUECKUX M MEAULIMHCKUX DPAaOOTHUKOB B OPraHU3alMAX, KOTOPBLIM
IPEJOCTABICHO IPABO OTIIYCKA HAPKOTUYECKHUX JIEKAPCTBEHHBIX TIpEnapaToB
M TICHXOTPOIHEIX JIEKAPCTBCHHBIX MIPENapaToB GPU3NYECKUM JIULAM, YTBEPXK ICHHBIH
npukazoM Munsapasa Poccun ot 7 centsiopsa 2016 . Ne 681H (3apeructpupoBan
MunucrepctBoM roctuumun Poccuiickoit ®epepaunu 21 centsiops 2016 r.,
perucTpaioHHbId Ne 43748).

8. JlekapcTBennble npenaparsl cnucka Il, 3a nckimouyeHrnem eKapeTBEHHBIX
IpEenapaToB, Ha3HAYCHUE KOTOPHIX 0(hOPMIISIETCS HA PELIENTYPHBIX Oi1aHKaX (OPMBI
Ne 148-1/y-88, oTmyckalorcsi IpH NPEABIBICHHH JIOKYMEHTA, YIOCTOBEPSIOILETO
JUYHOCTD, JIMIly, YKa3aHHOMY B peLENTe, €ro 3aKOHHOMY MpPEeJCTaBUTENIO
WM JIMITY, KOTOPOE JIMIIO, YKa3aHHOE B PELIEIITE, WIIH €0 3aKOHHBIH NpeCTaBUTEIE
YTIOJIHOMOYHIM Ha MOJTy4YEHHE TaKUX JIEKApCTBCHHBIX MpenapaTos.

9. JlexapcTBeHHbIE ITpenapaThl cucka 11, 3a UCKIIOYeHHEM JIEKAPCTBEHHBIX
MpenapaToB, Ha3HAYEHUE KOTOPBIX O(OPMIISIETCS Ha PELETITYPHBIX OlaHKax (OPMbI
Ne 148-1/y-88, ornyckaemble OECINIATHO WM CO CKHAKOM, MpakJaHaM, HMEIOIUM
MpaBO Ha O0eCleYeHHe JIeKapCTBEHHBIMH [IperapaTtaMH 3a CYET CPEICTB
OXOKETHBIX aCCHTHOBaHUN (heepalbHOro OMKETa W OIOIKETOB CyOBLEKTOB
Poccuiickoit Menepanuy, OTIYCKAIOTCS MIPU MPEAbIBICHUH PELIENTA, BHITHCAHHOTO
Ha CHOEIMATbHOM peLenTtypHoM Omanke ¢opmbr Ne 107/y-HII, u peuenra,
BBIITMCAHHOTO Ha peuentypHoM Onanke gopmbl Ne 148-1/y-04(n) wim pelienros,
copMHUpOBaHHBIX B ()OpME IJEKTPOHHBLIX JOKYMEHTOB C MCIOJIb30BAHHEM
YCUJIEHHOH KBaaM(GMUMPOBAHHON DJIEKTPOHHOW TMOJNMHCH JICYallero Bpaya
UK (penbamepa, akyepky, Ha KOTOPBIX BO3JIOKEHBI (DYHKLUH JIeHallero Bpaya.

10. CyObeKTsl pO3HUYHOH TOPTOBIU OTIIYCKAIOT JIEKAPCTBEHHBIE TIpeNapaThl,
yHaKoBKa M MapKUPOBKa KOTOPBIX COOTBETCTBYET TpeOOBaHUSAM Cratbd 27
®epepanbHOro 3akona or 8 sitHBapst 1998 r. Ne 3-03 «O HapKOTHYECKUX CPeICTBAX
U IICUXOTPOITHBIX BEIIECTBAX).

11. Ilocne ormycka nexkapCTBEHHBIX IpernapatoB cmucka I, muy,
MOJTYYMBIIEMY JIEKAPCTBEHHBIN Mpenapar, BbLAAETCS CUTHATYpPa C XKEATOM I0I0COH
B BEPXHEH YaCTH U HAJNMCBIO YEPHBIM MIpH(PTOM Ha Hell «CUrHaTypa», B KOTOpOH
YKa3bIBaAIOTCS:

a) HAMMEHOBAHUE U aJ[pec CYObeKTa PO3HUYHOMN TOPTrOBIIK;

0) HOMep U JaTa BBIMHCAHHOTO PELIENTa;

B) QamMunMs, MM, OTYECTBO (IPH HAIMYMH) JiMNA, I8 KOTOPOIO
peHa3HavYeH JeKapCTBEHHBIN Mpernapar, ero BO3pacr;

) HOMEP MEIMUMHCKON KapThl MAIUEHTa, MOIYy4YaroIlero MeIHIHHCKYIO
MOMOIIIL B aMOYIaTOPHBIX YCIOBHAX, UIsl KOTOPOro MpeaHa3sHaueH JeKapCTBEHHBbII
npenapar;

1) haMuIns, HMs, OTYECTBO (HIPH HAIMYHH) MEAMLUHCKOTO pPabOTHHKA,
BBIMIMCABIIETO PELENT, €ro KOHTAKTHBIA Teae(oH nubo TeaeoH MeaUIHHCKON




OpraHu3aLuu;

€) colepxKaHHe peleNTa Ha JIATHHCKOM S3BIKE HIM PYCCKOM  S3BIKE
B POIOHMTENBHOM MAJCKE, 32 MCKIIOYEHHEM pELENTOB B (OpME 3ICKTPOHHOIO
JOKYMEHTAa, BBIITUCBIBAEMOr0 Ha PYCCKOM SI3BIKE;

k) (haMuIUs, UM, OTYECTBO (NIPU HATMYHH) U MOANKMCH (PapMalieBTHUECKOTO
WJTH MEINIIHHCKOTO PabOTHHKA, OTIYCTUBIIETrO JICKaPCTBEHHBIH Npenapar;

3) J1aTa OTIIyCKa JIeKapCTBEHHOrO Mpemnapara.
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Hopsipok
OTHYCKA rpa’kIaHaM anTeYHbIMH OPraHU3alUsIMU UMMYHOOHOJIOTHYECKHX
JICKAPCTBEHHBIX MPENapaToB AJisi UIMMYHONPOQUIAKTHKH

1. Ormyck rpakaanamMm HMMyHOOHOJIOIHYECKUX JIEKAPCTBEHHbIX TIPENapaToB
ANl MMMYHOTIPOQUIIAKTHKH (Jallee — IeKapCTBEHHBIH Npenapar) oCyIecTBIICTCS
aNTeYHBIMA  OPTaHM3ALWSIMH W  WHIMBUIYAIBHBIMH  [PEANPUHAMATENSIMH,
UMCIOLUMH JIUIECH3MIO Ha (apMaleBTHUCCKYI) AESTENBHOCTh, MeIULMHCKHUMU
OpraHM3alHsAMH, UMCIOUIMMHU JIHMLEH3UIO Ha (DapMalleBTHUECKYIO NEATENbHOCTD,
M HX OOOCOONEHHBIMH TOIpa3IeeHusAMH, PACHOIOKEHHBIMU B  CENbCKUX
HaCCICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTCUYHblE OpPraHHU3alHH
(nanee CyObeKTH PO3HMYHOH TOproBmm), 0e3 peuenta W (MIM) 110 PELENTY
Ha JIEKapCTBEHHBIH mpenapar, O(GOPMIEHHOMY MEIUIHMHCKAMU pabOTHHKAMH
(manee — peuenr).

2. CyOBeKTbl DO3HMYHON TOPTOBIH HE BIpPAaBe OTIMYCKATh TI'PAKIAHAM
JICKapCTBEHHBIE NPENapaThl, KOTOPbIE B COOTBETCTBUM C HHCTPYKLHUSAMH MO HX
MEJMLUHCKOMY TPUMCHEHMIO IpeIHAa3HA4YeHbl Ul [PUMEHEHHS TOJBKO
B MEJMUMHCKUX OPTaHU3ALHUSIX B CTALMOHAPHBIX YCIOBUSIX W (MJIH) B YCIOBHSX
JHEBHOTO CTallMOHapa.

3. Ilpu oTmycke €KapCTBEHHOTO Mpenapara 1o peuenty, ohopMIeHHOMY Ha
penenTypHoM Onanke Ha OyMakHOM Hocutesne, (hapmaleBTHUeckuit paGOTHHK
NpOCTaB/IsAET Ha peLenTe OTMETKY 00 OTHyCKe JIeKapCTBEHHOrO mpenapara
«JlexapcTBEeHHBIH Mpenapar OTHYIIEH» U C YKa3aHHEM:

a) HaMMEHOBaHUA CyOBEKTa PO3HHYHON TOProBIM ((aMUIMH, HMEHH,
OT4eCTBa (TIPY HAIMYUH) HHAHBUYATLHOTO NPEANPUHUMATENS);

6) TOProBOro HAaMMEHOBAHMS (33 HCKIIIOUEHUEM JIEKAPCTBEHHBIX NPENapaTos,
M3rOTOBJICHHBIX B ANT€YHOM OpraHM3aliH), JAO3UPOBKM M  KOJHYECTBA
OTITYLIEHHOI0O JIEKAPCTBEHHOTO Mpenapara;

B) 4Tkl ¥ TOYHOrO BpeMEHH (B 4acax W MUHYTaxX) OTIYCKa JeKapCTBEHHOTO
Ipernapara;

r) Gamunuu, WMeHH, OT4ecTBa (NPM HAIM4YUM) (PAPMALEBTHIECKOIO
pabOTHHKa, OTIYCTHBILErO JEKapCTBEHHBIH MPENapar, U ero MO/IHCH.

4.0Tnyck  JEKapCTBEHHOTO  mpemapata  OCYWIECTBISETCS  JIHILY,
npruodpeTaroemMy (MOAy4aromeMy) JIeKapCTBEHHBIH Npenapar, HpH HaTHYHH
Yy HEro HEOOXOAUMBIX CPEICTB JUIs TPAHCIOPTHPOBKHM (TEPMOKOHTEHHED,
XNIal0dJIEMEHTBI), a B ClIy4ae HX OTCYICTBHSA Yy YKa3aHHOTO JIHIa,
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Opd  OPUOOPETEHMH B  aNTEYHOH OpraHH3aldM  HEOOXOMMMEIX  CPEJICTB
JUTSL TPAHCIIOPTHPOBKH (TEPMOKOHTEHHED, XJ1aJI03JICMEHTHI).

5. Jluny, npuoOpeTiemMy neKapCTBEHHBIH TIpenapar, pasbACHIIOTCS YCIOBHS
TPaHCTIOPTHPOBKHM JICKAPCTBEHHOI'O IIPENapaTa B CPOKHU, HE MPEBBIIIAIOIINE CPOKH
NOJUIEpXKaHusl pabovel TeMIepaTyphl CPEACTB Ul TPAHCIOPTHPOBKH, @ TAKIKE
YCIIOBHSl XPaHEHHS JICKapCTBEHHOIrO NpENapaTa, YyKa3aHHbIE B HHCTPYKIUM
I10 €ro NPUMEHEHHIO.




