MHUHUCTEPCTBO 3[IPABOOXPAHEHI
JOHEIIKOU HAPO/JHOU PECITYBJIMKHN

ITIPUKASI

30 anpens 2025 1. JloHenxk Ne 922

AAMWHUCTPALIMA TIABbI M MPABUTENBCTBA
[ OHELIKO HAPOAHOM PECNYB/IMKN

3APETMCTPUPOBAH
PerncrpaumoHHbiii N2 25-48
ot «_01_» uiona 2025 r.

06 ytBepxaenuu [lopsiaka
OTITyCKa JICKAPCTBEHHBIX MPENapaToOB, METUIIMHCKUX U3/ICITHNA
U CIICUATN3UPOBAHHBIX MPOAYKTOB JIEYeOHOTO MUTAHUS TS IeTeH-UHBAIUIOB MIPH
OKa3aHUM MEIUIIUHCKOM MoMoIly aMOyJIaTOPHO IO pelenTaM Bpada OecriaTHO

B nensx peanuzanmm noanmyHkra 2.3 myHKTa 2 nocraHoBieHus [IpaBurenscTBa
Hounenkoit Haponnoit Pecniybnuku ot 21 mapra 2024 r. Ne 29-1 «O6 opranuzauuu
obOecnieuenusi TpaxnaaH Poccuiickoit ®enepanuu, MNPOXKUBAIOUIMX HA TEPPUTOPUU
Houneukoit Haponnoit PecryOnuku, jekapCTBEHHBIMU IpenapaTtaMu, MEIMLHUHCKUMU
U3JIEUSIMUA U CIIELUATIM3UPOBAHHBIMU TMPOIYKTAaMU JIEYEOHOTrO MUTAHUS IS JETeil-
VMHBAJIUAOB IPHU OKa3aHWM MEIUIMHCKOM MOMOUIM aMOyJIaTOPHO IO pelenTtaM Bpaua
OecmiaTHO», pyKoBoACTBYsACH DenepanbHbiM 3akoHOM OT 21 HOsiOps 2011 r. Ne 323-03
«O0 ocHOBax oxpaHbl 340pOBbs rpaxkaaH B Poccuiickoit Deneparuny», denepaabHbIM
3akoHOM OT 17 mronst 1999 r. Ne 178-@3 «O rocy1apCTBEHHOW COLUATBHON MTOMOIIN,
noctaHoBieHueM IIpaBurensctBa Poccuiickoit @enepaunu ot 30 urons 1994 r. Ne 890
«O TOCYHapCTBEHHOW MOJJEPKKE Pa3BUTHS MEIULMHCKOM MPOMBIIUIEHHOCTH U
YIIy4IlIEHUH oOecrieyeHusi HACEJNIEHHWs U YUPEXKIEHUH  3JpaBOOXpaHEHUs
JIEKapCTBEHHBIMU CPEICTBAMM U W3JETUSIMU MEIULMHCKOTO HazHaueHus», lIpaBunamu
MPEAOCTaBICHUS U pacmpeneneHusi cyocuanii u3 denepaibHOro OroKeTa OrIKeTaM
cyobektoB  Poccuiickoit ®enpepanu Ha oOecniedeHHe MNPOPUIAKTUKA Pa3BUTHS
CEpJICYHO-COCY TUCTHIX 3a00JIEBAaHUH U CEPAECUHO-COCYJUCTBIX OCIOKHEHUH Y NAlIMEHTOB
BBICOKOTO PHCKA, HaXOAAIIUXCS Ha JUCHAHCEPHOM HAOIIOACHUU, YTBEPXKICHHBIMU
noctaHoByienueM [IpaButennbctBa Poccuiickoit ®@enepaunu ot 26 nexkadbps 2017 r.
No 1640 «O06 yTBepkIEeHHH TOCYIapCTBEHHOW mporpamMmbl Poccuiickoii denepanuu
«Pa3Butne 31paBoOXpaHeHUs»», IocTaHoBieHueM IIpaBurensctBa  Poccuiickon



®enepanun oT 26 HOsOpst 2018 r. Ne 1416 «O mopsigke opraHuzanuu oOecreyeHus
JICKapCTBEHHBIMU MpernapaTaMy JiMll, OOJIbHBIX TreMOQWINe, MYKOBUCIHI030M,
runouzapHbIM HaHU3MOM, 0oJie3HbIO [ o1lle, 3710KaueCTBEHHBIMU HOBOOOPA30BaHUSIMU
TUM(GOUTHON, KPOBETBOPHOM M POJACTBEHHBIX UM TKaHEW, PACCESHHBIM CKIIEPO30M,
reMOJIMTUKO-YPEMUYECKUM CHHJIPOMOM, FOHOUIECKUM aPTPUTOM C CUCTEMHBIM Ha4alloM,
mykononucaxapugozom I, II m VI Tunos, ammactuueckod aHeMHEN HEYTOYHEHHOW,
HacyieACTBeHHbIM AeduiutoMm (aktopoB Il (dubpunorena), VII (mabunbnoro), X
(Ctroapra-IIpayspa), aui nociie TpaHCIUIAHTALIMM OPTaHOB UM (WJIM) TKAHEW, a TakXke O
IIPU3HAHUM YTPATUMBIIMMU CWIYy HEKOTOpbIX akrtoB IlpaBurenscrBa Poccuiickon
deneparuny, noctanoBiaeHueM [IpaButensctBa Poccuiickoit @eaepannu ot 28 nexadps
2016 1. Ne 1512 «O6 ytBepxkaenuu [lomoxxkenuss o6 opranmzanuu oOecrieueHus JIu,
MH(OUIUPOBAHHBIX BUPYCOM MMMYyHOJe(]HIMTAa YeTOBEKa, B TOM YHCIE B COUYETAHUU C
BUpycamu renatutoB B u C, aHTUBUPYCHBIMHU JIEKAPCTBEHHBIMHU Ipenaparamu IJis
METUIIMHCKOTO IpuMeHeHus U [TonoxeHuns: 06 opranuzay 06ecedeHust JTull, O0JIbHBIX
TyOEpKyJe30M C MHOXKECTBEHHOM JIEKapCTBEHHOW YCTOMYMBOCTBIO BO30YIUTEINS,
aHTHOAKTEPUATLHBIMU U POTHUBOTYOEPKYJIE3HBIMH JIEKAPCTBEHHBIMH TperapaTaMu JUIst
MEIUIIMHCKOTO MPUMEHEHUsD» (C U3MEHEeHUIMHM ), TyHKToM 3.5 paznena I, moamyHkTOoM
3.7.2 nynkra 3.7 pa3gena III [Tonoxenus o MunucrepcTse 31paBooxpaHeHus JloHenkon
Haponnoit Pecnybnmuku, yTtBepxkaeHHoro Ykazom I'naBel Jloneukoit Hapoanoii
Peciy6muku ot 13 nexabps 2024 1. Ne 704 «O06 oOpa3oBanuu (0 CO3JaHUM)
MunucrepctBa 3apaBooxpanenus [loneuxoit Hapoaunoii Pecryonukmy,

ITPUKA3BIBAIO:

1. VYrBepauth I[lopsnok oTycka JIeKapCTBEHHBIX MpPENapaToB, MEAMIIMHCKHUX
M3JIENUN U CHENUAIN3UPOBAHHBIX IPOAYKTOB JIEYEOHOrO NMUTAHUS Ul AETEH-NHBAINIOB
IpU OKa3aHUM MEIUIMHCKOM Momolu amOyJIaTOpHO MO penentaM Bpada OecIuIaTHO
(mpunaraercs).

2. Kontpomns ucnonnenus Hacrosmiero [Ipukasa octasisito 3a COOOM.
3. Hacrosmuit Ilpukaz BcTymaeT B CWIy CO JHA €ro OQUIHUAIbLHOTO

OIyOJIMKOBAaHUSI U PACIpPOCTPaHsIET CBOE NEHCTBHE Ha MPABOOTHOILIEHUS, BO3HUKILIKE C
14 anpens 2025 ropa.

Munuctp JI.A. T'apues



YTBEPXJIEH

IIpuKa3oM MunucrepcTsa
31paBOOXPAHECHUS

Honenkoi Haponnoii PeciyOmuku
ot 30 anpens 2025 r. Ne 922

[Topsnox
OTIIYCKa JIEKaPCTBEHHBIX IPENAapaTOB, MEAUIIMHCKAX U3EIHN
U CHEUAIN3UPOBAHHBIX TPOIYKTOB JIEYEOHOTIO MUTAHUS JJIs AETEH-UHBAIUIOB NPU
OKa3aHUM MEIUIMHCKOM OMOIIY aMOyJIaTOPHO IO pelenTam Bpada OecIiaTHO

1. Hacrosmmuit [lopsanok oTmycka JeKapCTBEHHBIX IIPENapaToB, MEAULMHCKUAX
U3/JeNIUI U CHEeIHATU3UPOBAHHBIX MPOAYKTOB JIEYEOHOT0 MUTAHUS JUIsl IeTeH-MHBAIUI0B
OpU OKa3aHUM MEIUIIMHCKOM MoMouu aMOyJaTOpHO IO pelentaM Bpaya OecIuIaTHO
(mamee — Ilopsamok oTmycka) OMpeAenseT MOCJIENI0BATENbHOCTh JCHUCTBUN MO OTIIYCKY
JIEKapCTBEHHBIX IIPENApaToB, MEAULIMHCKUX U3JIEINN U CIIELIMATIM3UPOBAHHBIX IPOYKTOB
Je4eOHOro MUTaHUs AJs JIeTeH-UHBAINI0B OECIIaTHO MO pEeLEenTaM Bpauya rpaxkJaHaM
Poccuiickoit ®enepauyu, npoxuBarommM Ha Tepputopun Jloneukoi HapoaHoit
PecniyOnuku, wMeromuM TpaBo Ha OecruiaTHOe oOOecreueHrue JIeKapCTBEHHBIMU
npernapataMy, MEAMIMHCKUMHU HU3JEIUSMU W CHEUUAIM3UPOBAHHBIMU MPOIYKTaMHU
7edeOHOro MUTAHUS JUIs IeTel-uHBaIua0B (fnanee — rpaxkaane Poccuiickoit denepanmn).

2. OTnyck  JIGKapCTBEHHBIX IIpenapaToB, MEIULMHCKUX HU3ACIHA U
CHEIUAITM3UPOBAHHBIX MTPOYKTOB JICUEOHOTO MUTAHUS IS JETSH-MHBAIHUIOB TPaKIaHaM
Poccuiickoit ®enepainuu 1o TpynmnaM HaceleHUs, KaTeropusiM 3a0oJieBaHUM, TpHU
aMOyJIaTOPHOM JICYEHUU KOTOPBIX JICKAPCTBEHHBIC MIPenapaThl, MEAUIIUHCKUE U3ICIUS U
CHEIUAIM3UPOBAHHBIE  TPOJAYKTHl  JIEYeOHOrO MUTAaHUS [ JeTeH-MHBAIHIOB
OTIYCKalOTCSl MO pelenrtaM Bpaya OecIyIlaTHO, OMNPEEICHHBIM B COOTBETCTBUHU C
@®enepanbHbiM 3akoHOM OT 17 wmrona 1999 1. Ne 178 - @3 «O rocyaapcTBeHHON
COLMAJIBHOM moMoIIM», MocraHoBiaeHueM IIpaButensctBa Poccuiickoit ®depepanuu
oT 30 uronst 1994 r. Ne 890 «O rocyaapCTBEHHON MOIAEPKKE Pa3BUTUS MEAUIIMHCKOU
NPOMBILIIICHHOCTH U YIYYIIEHUH  OOECIEYeHUs HACEJICHUS U  YUPEeXKICHHI
3IpaBOOXPAHEHUS]  JICKAPCTBEHHBIMH  CPEACTBAMM M M3JCIUSAMU  MEIULUHCKOIO
Ha3HaueHus», llpaBuiiaMu mpefocTaBieHUs U paclpeiesieHus cyOocuauid U3
benepanpHOTO O10KETA OFOKeTaM cyOBeKTOB Poccuiickoii Denepariuu Ha oOecriedeHue
NpO(UIAKTUKHN Pa3BUTHUSL CEPACUYHO-COCYIUCTHIX 3a00JI€BaHUN U CEPIEYHO-COCYIUCTHIX
OCJIOKHEHWWA y TallMEHTOB BBICOKOTO pHCKA, HAaXOJIIMXCSA Ha JAUCIHAHCEPHOM
HAOJIOJIEHNH,  yTBEpPXKACHHbIMU  mocTaHoBieHueM [lpaButennbctBa  Poccuiickoit
Oeneparun ot 26 gexadps 2017 1. Ne 1640 «OO6 yTBEepKICHHH TOCYAapCTBEHHOMN
nporpammel Poccuiickoit @enepannn «Pa3Buthe 31paBOOXpPAaHEHHS», TOCTAHOBICHUEM
[IpaButensctBa Poccuiickoit @enepaunu ot 26 HOoAOps 2018 r. Ne 1416 «O nmopsiake



2

opraHu3anuu oOecreueHus JIEKapCTBEHHBIMU MpenapaTaMu Jinll, O0JbHBIX TeModuiuei,
MYKOBHUCIII030M, TUMO(PU3apHBIM HaHU3MOM, OoJie3HblO ['omie, 3JI0KauecTBEHHBIMHU
HOBOOOpAa30BaHUSMHU JTUM(POUIHOM, KpPOBETBOPHOM M POJCTBEHHBIX MM TKaHEW,
pacCessHHbIM CKJIEPO30M, T€MOJIUTUKO-YPEMUYECKUM CUHIPOMOM, FOHOILIECKUM apTPUTOM
C CHCTEMHBIM HadanoM, MykonosmcaxapugozoM I, II m VI tunos, ammactudeckoun
aHEeMHeW HEYyTOYHEHHOH, HacieACTBEHHBIM nedurnutoMm daktopoB II (PubpunHOTreHa),
VIl(mabunbuoro), X (Crroapra-Ilpayspa), n1ui nocie TpaHCIUTAHTALIMKA OPTaHOB U (WJIN)
TKaHel, a Takke O MPU3HAHUU YTPATHUBIIMMU CUIY HEKOTOPHIX akTOB I[IpaBuTenbcTBa
Poccuiickoit @enepanun», noctaHoBieHueM IlpaBurenscrBa Poccuiickon ®enepaunu
ot 26 anpens 2012 r. Ne 403 «O mnopsiake BeneHuss DenepaabHOr0 perucTpa JIMIL,
CTPaJAIONIUX >KU3HEYTPOXKAIOUIUMUA W XPOHUYECKUMH TMPOTPECCUPYIOMIUMH PEIKUMHU
(opdannbiMH) 3200J7€BaHUSMHU, MPUBOAAIIMMU K COKPAIICHUIO MPOIAOIKUTEILHOCTH
KU3HU TpaxJaH WIM WX WHBAIUIHOCTH, M €r0 PETHOHAIBHOTO CErMeHTa» (C
W3MEHEHUSMH U JIONOJIHEHHSIMH), TmocTaHoBieHreM IIpaButenscTtBa Poccuiickoit
Oeneparuu o1 28 nexkabpss 2016 1. No 1512 «O6 yrBepxaenun Ilomoxxkenus o0
opraHu3anuu oOecrieueHus Jinil, HWHQUIUPOBAHHBIX BHPYCOM HMMYHOJedHIINTA
YeJIOBEKa, B TOM YHKCJI€ B COUYETAaHUM C BUpycamu renatutoB B u C, aHTUBHPYCHBIMU
JIEKapCTBEHHBIMU TIpenapaTtaMu JUisi MeJAUIHMHCKOro mpuMeHeHus u [lomoxenuss o0
OpraHu3aluy o0ecnedyeHusl JHL, OOJNBHBIX TYyOEpKyJlIe30M C MHOKECTBEHHOMN
JIEKapCTBEHHOM YCTOMUYHUBOCTHIO BO30yIUTENS, aHTHOAKTepUaTbHBIMU u
MPOTUBOTYOEPKYJIE3HBIMUA  JIGKAPCTBEHHBIMU  MpenapataMu ISl  MEIUIMHCKOTO
NpUMEHEHUs» (J1aliee — IbFOTHOE JIEKAPCTBEHHOE 00ECIIeUeHUE), OCYIIECTBIISECTCA:

2.1. YnonHOMOYeHHBIMH (papMaIleBTHUYECKIMHU OPTaHU3alUsIMHU, ONPEICICHHBIMHA B
cootBeTcTBUU ¢ DenepanbHbIM 3aKk0HOM OT 05 anpeitst 2013 1. Ne 44-D3 «O koHTpaKTHOU
cucteme B cdepe 3aKymnoK TOBapoB, paboT, yCiIyr s o0ecredeHus! TOCyAapCTBEHHBIX U
MYHULANAJIBHBIX HYX», 3aKOHO/JATEIILCTBOM Poccuiickoi denepanuu "u
3akoHojaTesnbeTBoM Jlonenkoi Hapoanoit Pecniy0Onnku B cepe 3akynok ToBapoB, padoT,
yCIIyT Ui 00ecreueHus: TOCYyIapCTBEHHBIX HYXJ, B TOM YHUCJE C y4e€TOM TpeOOBaHUI
noctanosieHus [IpasutensctBa Poccuiickoit deneparuu ot 31 nexkadbps 2022 r. Ne 2559
«O Mepax MmO O00ECHEeYeHHI0 pPEeKHMa BOCHHOTO TMOJOXKEHHS U 00 OCOOEHHOCTSIX
IJIAHUPOBAHUSL M OCYILECTBIICHUS 3aKYMOK JIJIsi 00ECHEUYEeHUs TOCYIapCTBEHHBIX HYXK
Honenkoit Haponnoii PecnyOnuku, Jlyranckoit Haponnoit PecnyOnuku, 3anmopoxckoi
o0nactu, XepCOHCKOM 00JaCTH M MyHHUIMIIAIBHBIX HYK MYHHIIMIIAJIBHBIX 00pa30BaHUH,
HaxXOJAIIUXCA HAa HMX TEPPUTOPUAX, U O BHECEHHMH H3MEHEHHIl B HEKOTOPBIE AaKThbI
[IpaBuTensctBa Poccuiickoit @enepanuny;

2.2. YIOJHOMOYEHHBIMU MEAMIIMHCKUMU OpPraHU3alMsIMU (J1ajiee — MEIUIIMHCKUE
OpraHu3aluy, yIOJHOMOYEHHbIE Ha OTIIYCK) B COOTBETCTBUU ¢ [lepeyHeM MeIUIIMHCKUX
U (¢dapMaleBTUUECKUX OpraHU3alliid, YMOJIHOMOYEHHBIX Ha OTIYCK JI€KapCTBEHHBIX
npenapaToB, MEIULUHCKUX H3ACIUA W CHEHUATU3UPOBAHHBIX MPOIAYKTOB JI€YEOHOTO
NUTAHUS A7 AeTeH-UHBAJMIOB MPU OKa3aHUU MEAMIIMHCKON MOMOIIU aMOyJIaTOPHO IO
peuenTam Bpaya OecriaTHO, yTBEpKAaeMbIM MpUKa30oM MUHUCTEPCTBA 3IPaBOOXPAHEHHUS
Honenkoit  Hapoanoit  Pecnybnuku  (manee -  IlepeueHb  MEAMIIMHCKUX U
dbapmaleBTHYECKUX OpraHu3alii, yIIOJHOMOYEHHBIX Ha OTIYCK).



3. PykoBoguTenem MEIMIIMHCKOM OpraHU3alHH, OIPEACICHHOW COIrIacHO
noJAnyHKTy 2.2 myHkTa 2 Hacrosimero [lopsiaka otnmycka B cooTBeTcTBHM ¢ llepeunem
MEIUIMHCKUX U (dapMalleBTUYECKUX OpraHU3alluid, YIOJIHOMOYEHHBIX Ha OTIIYCK,
ONpPEENAIOTCS JOJDKHOCTHBIE JIMI[Aa, OTBETCTBEHHbIE 3a OTHYCK JIEKaPCTBEHHBIX
IpernapaToB, MEAUIMHCKUAX HU3JEINN W CIEeNHUATU3UPOBAHHBIX IMPOJYKTOB JE€4eOHOTO
NUTAHUS IS IeTeH-MHBAIHUIOB (Jlajiee — JIUIla, OTBETCTBEHHBIE 32 OTIYCK B METUITUHCKOMN
OpraHu3alMi) ¥ OPraHU30BBIBAIOTCA IMYHKTHl (KAaOWMHETHI) OTHYCKa JEKapCTBEHHBIX
IpernapaToB, MEAUIMHCKUAX HU3JEINN W CIEeNHUATU3UPOBAHHBIX IMPOJYKTOB JE€4eOHOTO
NUTAHUS JJIs JeTeH-UHBAIMIOB (Jajiee — MYHKThI OTITYCKa MEUIIMHCKON OPraHU3aIiN).

4. Jluna, OTBETCTBEHHBIE 3a OTIYCK B MEAMIIMHCKON OpraHU3aliN:

4.1. OOecreunBalOT XpaHEHHE JIEKAPCTBEHHBIX INPENapaToB U MEIUIUHCKUX
M3AEIUN B COOTBETCTBUHM CO CTaThsiMU 57, 58 denepanpHoro 3akona ot 12 anpens 2010 r.
Ne 61-®3 «0O6 oOpamieHNN JEKapCTBEHHBIX CPEICTBY», MpPHUKa3oM MMHHHCTEPCTBA
3IpaBOOXPAHEHUSI M COUMabHOro pasButus Poccuiickonn ®Denepamum ot 23 aBrycra
2010 r. Ne 706 «OO6 yrtBepknenuu [lpaBun XpaHeHHs] J€KaPCTBEHHBIX CPENICTBY,
3aperucTpupoBan MuHuctepcTBoM rocTHUIMU Poccuiickoit ®enepannu 04 okxTs0ps
2010 1., perucrpammonnslii Ne 18608, mpukazom MuHHCTEPCTBA 3APaBOOXPAHECHUS
Poccuiickoit ®@enepanuu ot 31 aBrycra 2016 1. Ne 646H «O06 yrBepxkaenun [IpaBun
HaJJIeXkKalle NpPaKTUKA XpaHEHWs] W TEepPEeBO3KH JIEKAPCTBEHHBIX IpenaparoB s
MEJULIMHCKOTO TPUMEHEHU», 3aPETUCTPUPOBAH MUHUCTEPCTBOM rocTUIIMU Poccuiickoi
®epnepauuu 09 siuBapst 2017 r., peructpanuonHbiii Ne 45112.

4.2. OCcylecTBISAIOT OTIYCK JEKAPCTBEHHBIX MIPENapaTOB, MEAULIUHCKUX U3JIEIUN U
CHEIUAITM3UPOBAHHBIX TTPOAYKTOB JICUeOHOTO MUTAHUS JIJIS IETEH-UHBAINI0B OTEIbHBIM
KareropusiMm rpaxngaH Poccuiickoit ®@exepanuu 1o  perentaMm, O(GOPMIICHHBIM
MEIAUIMHCKUMU DPAOOTHUKAMU C BBICIIMM MEIUMLUUHCKUM 00pa3oBaHHEM (JedalluMu
Bpauamu) (MO0 MEIUIIMHCKUMH paOOTHHKaMH, Ha KOTOPBIX PYKOBOJIUTEIEM
MEIUIIMHCKON OpraHu3alii BO3JIOKEHO HCIOJIHEHHE OTAENbHBIX (YHKUMN Jieyalero
Bpaya IO HEMOCPEACTBEHHOMY OKA3aHUIO MEIUIMHCKOW MOMOIIM IMAalHUEHTY B MEPUO
HAOJIIO/IEHNS 32 HUM M €ro JICYEHMs, B TOM YHUCJIE [0 HAa3HAYECHUIO U MPUMEHEHUIO
JIEKAPCTBEHHBIX IPENapaToB, BKIKOYAas HAPKOTHUYECKUE JIEKAPCTBEHHBIE Mpemnaparbl U
IICUXOTPOITHBIE JIEKAPCTBEHHbIE MPENApPAThl), ONPEACICHHBIMA PUKA30M MEIUIIMHCKON
opraHu3anuu (Jagee — MeAUIMHCKUI paOOTHUK), BKIIFOUeHHOU B [lepeueHb MeTUIIMHCKUX
OpraHu3aluii, ymoJHOMOYEHHBIX Ha BBIUCKY PEIENTOB Il 00eCreyeHUs] OTIAEIbHBIX
Kareropuil rpaxxaad Poccuiickoit @enepanyu, NpoKUBAIOLINX HA TEPpUTOpUH JlOHELIKOMN
Haponnoii Pecniy0Onuku, nexkapcTBEHHBIMU NpenapaTaM, MEIULIUHCKUMH U3JIEIUSIMH U
CHEIUAIN3UPOBAHHBIMU TPOAYKTAMHU JICYEOHOTO MHUTAHMS IS JIETEW-UHBAIUIOB IPU
OKa3aHWM MEIUIMHCKON MOMOIIM aMOyJlaTOpHO MO pelentaM Bpaya OecIUIaTHO,
yTBepKaaeMblii MUHUCTEPCTBOM 3/ipaBooxpanenus Jlonenkoit Haponnoit PecryOmuku.

4.3. OGecnieunBarOT OTMYCK JIEKAPCTBEHHBIX MMPENapaToB, MEIUIIMHCKUX U3JIETUN U
CHELUAIU3UPOBAHHBIX TMPOAYKTOB JIEYEOHOrO MHUTAaHUSA [ JeTeH-MHBAIMIOB [0
MPUHLUITY IPUOPUTETHOM BBIJAUH JIEKAPCTBEHHBIX IPENApaTOB, MEAULIMHCKUX U3/1EIINN U
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CHEIUAIM3UPOBAHHBIX TMPOAYKTOB JIEYEOHOTO0 NHUTAHHUS JUIs JEeTeH-UHBAJIUIOB C
HAaWMEHBIINM CPOKOM T'OJHOCTH.

4.4. HecyT mnepcoHallbHYI0 OTBETCTBEHHOCTh 32 pAlMOHAIBHOE pacXOIOBAaHHE
JIEKapCTBEHHBIX MPENapaToB, MEAUIIMHCKUX U3IEIHH U CTIEIIMATU3UPOBAHHBIX MPOTYKTOB
Je4eOHOr0 MUTaHUS JUIsl IETeH-UHBAIUI0B B COOTBETCTBUU CO CPOKAMU T'OJTHOCTH.

4.5. ExenneBHo (MO OKOHYaHWUM pabOYyero [Hs) HANpaBISIOT JAaHHBIE 10
OoOCITy)KEHHBIM  JIEKAPCTBEHHBIM  MpenaparaMm,  MEIUIUHCKUM  U3JETUsIM U
CIICHUANIM3UPOBAHHBIM ~ MPOAYKTaM JIeYEOHOTO TMHTAHUS i JAeTeH-WHBAIUIIOB,
AHHYJIUPOBAHHBIM M HAXOJSAIIMMCS HAa OTCPOUYEHHOM OOCIY)XMBaHUHM pelenTam
MEJUIIUHCKOMY PA0OTHHUKY, YIOJTHOMOYEHHOMY MPUKA30M MEIUIMHCKON OpraHu3ainu
Ha BBIMACKY PEICTITOB.

4.6. EXenHEBHO HaIpaBisSIOT MEIUIMHCKOMY pPAaOOTHHKY, YIOJIHOMOYEHHOMY
MPUKAa30M MEIUIIMHCKON OpraHM3allii Ha BBIMUCKY PEIENTOB, CBEACHUS 00 OCTaTKax
JIEKAPCTBEHHBIX MPENapaToB, MEAUIIUMHCKUX HU3JIECTUNA U W/WIH CHEIHATU3UPOBAHHOTO
POJyKTa JIeYeOHOTO MUTAHUS ISl JAeTeH-UHBAIUOB, a TaKXKe CBEJIEHHUS 00 OCTaTKax
HEBOCTPEOOBAHHBIX JIEKAPCTBEHHBIX MPEMAPATOB, MEAUIMHCKUX W3ACIUA W W/UIN
CHEIUATM3UPOBAHHOTO MPOAYKTA JIEYeOHOTO MUTAHUS IS JeTeH-MHBAIHUIOB.

5. ®apmalleBTHUECKUE OpraHu3allii, YIIOJHOMOYEHHbIE HA OTITYCK JIEKapCTBEHHBIX
IpernaparoB, MEAULIUHCKUX H3ACTUN U CHEIHATU3UPOBAHHBIX MPOAYKTOB JEUEOHOIO
NUTAHUS JJs AeTeW-UHBAJMIOB MPU OKa3aHUU MEAMIIMHCKOM MOMOIIM aMOyJaTOPHO 10
peuentaMm  Bpadya OecruiatHO  (mamee —  (papmarieBTUUECKHE — OpraHu3aluu,
YIIOJJTHOMOYEHHBIE HA OTIIYCK), COTJIacHO MOANYHKTY 2.1 myHkTa 2 Hactoswero [lopsaka
OTIyCKa, ONPEAEISIOTCA B COOTBETCTBUM € 3aKOHOAATENbCTBOM Poccuiickoit denepanuu
u 3akoHonatenbcTBoM Jlonenkoir Hapomnoii PecnyOnuku B cdepe 3aKyrnok TOBapoOB,
pabot, ycimyr g obOecriedeHHs TOCYAAapCTBEHHBIX HYXI, B TOM YHCIE C Y4YETOM
TpeboBaHuil moctaHoByieHus: [IpaButenscTtBa Poccuiickoit @enepanuu ot 31 nexalps
2022 r. Ne 2559 «O mepax mo 0OecleueHHI0 peXuMa BOCHHOTO TOJOXKEHUS W 00
OCOOCHHOCTAX IUIAHUPOBAHUS U  OCYILIECTBJIEHHUS 3aKyloK s oOecreyeHus
rocynapcTBeHHbIX HYxa Jlonenkoit Hapomnoit PecmyOmuku, Jlyranckoit Hapomnoit
PecniyOmuku, 3anmopoxckoil obmacti, XepCOHCKONH 00JacTh W MYHHUIMIIAIBHBIX HYXIT
MYHHUIMIAIbHBIX 00pa30BaHUM, HAXOASIIMXCA HA HMX TEPPUTOPUSX, U O BHECEHUU
U3MEHEHUN B HEKOTOpbIe akThl [IpaBurensctBa Poccuiickont denepannm» U BKIOYAIOTCS
B l[lepeueHp MeIMUIMHCKUX M (papMaleBTHUECKUX OPTraHU3alUi, YIMOJTHOMOYECHHBIX Ha
OTIYCK.

6. B ciydyae oTCyTCcTBHSI B TOPOJCKMX W/WIM MYHHUIMIAIBHBIX OKpYyrax WU
BHYTPUTOPOJICKUX pallOHax TOPOJCKOTO OKpyra QapmaleBTHYECKUX OpraHu3allUid,
YIOJHOMOYEHHBIX Ha OTHYCK, OTIYCK TpaX/JaHaM JIEKAPCTBEHHBIX IPENaparos,
MEIUIMHCKUX H3AETUN U CIEUUaTU3UPOBAHHBIX MPOJYKTOB JIEYEOHOTO MUTAHUS IS
JIeTEeN-UHBAJINIOB OCYLIECTBISETCS MOCPEICTBOM OpraHU3aluu IEATEIIbHOCTA BbIE3THON
anTeku a0 B Onm3nexamux (HhapManeBTUYECKUX OPraHU3aLUAX, YIOTHOMOUYEHHBIX Ha
OTIYCK.



7. ®apmaiieBTUYECKHE OpTraHU3aliy, YIIOJHOMOYEHHBIE Ha OTITYCK JIEKapCTBEHHBIX
npenapaToB, MEIUWLIMUHCKUX M3ACIHN U CHEUUATU3UPOBAHHBIX MPOIAYKTOB JIEYEOHOTO
NUTAHUS AJIs AeTeH-UHBAIUIOB MPU OKa3aHUU MEAUIIMHCKON MOMOIIM aMOyJIaTOPHO IO
penentaM Bpaya 0ecIIaTHO, €XKEMECSYHO JI0 5 YKclia Mecsila, CASAYIOIIEro 3a OTYETHBIM,
bopMUPYIOT M HampaBislOT B ajapec MUHHCTEpCTBA 3lIpaBOOXpaHeHUs J{OHEIKoil
Haponnoit PecnyGnuku oTd4er 00 OTHOYHICHHBIX JIEKAPCTBEHHBIX —IIperaparax,
MEIUIIUHCKUX W3JCNUsX, CICIUATU3UPOBAHHBIX MPOIYKTaX JIEYEOHOTO MUTAHUS IO
dbopme cornacHo mpuinoxeHuto 1 k Hacrosimemy [lopsinky oTmycka.

VYuyeT oTiycka JIeKapCTBEHHBIX MPEnapaToB, MpeIHa3HAYCHHBIX JI JICUCHUS JIUII,
WH(PUITMPOBAHHBIX BUPYCOM MMMYHOAE(MUIIMTA YEIOBEKA, JICKAPCTBEHHBIX IMPENapaToB,
npeHa3HAuYEHHBIX U1 MPOQPUIAKTHKN Pa3BUTHUS CEPIIEYHO-COCYTUCTHIX 3a00JIeBaHUN U
CEpACUYHO-COCYIUCTHIX OCJIOKHEHHM y TMalMeHTOB BBICOKOTO PHUCKA, HAXOIAIIMUXCS Ha
JMCTIAaHCEPHOM HAOJIOJICHUN, JIEKAPCTBEHHBIX IMpENapaToB, NpPEeAHA3HAYEHHBIX s
JedeHus O0JNbHBIX TeMODUITUEH, MyKOBUCIIMI030M, THITIO(HU3apHBIM HAHU3MOM, OOJIE3HBIO
['omie, 3J10KayeCTBEHHBIMM HOBOOOpa30BaHUSAMHM JUM(MOUAHOW, KpPOBETBOPHOH U
POJICTBEHHBIX MM TKaHEH, pacCeIHHBbIM CKIEPO30M, T'E€MOJIUTHKO-YPEMUYECKUM
CHUHJIPOMOM, FOHOILIECKUM apTPUTOM C CUCTEMHBIM HadalioM, MyKonoJyincaxapuao3om I, I1
u VI Tumos, amiacTUuecKoll aHeMUel HEyTOYHEHHOM, HACIEICTBEHHBIM ACPUIUTOM
dakropos Il (pudpunorena), VII (mabunsnoro), X (Crroapra-Ilpayspa), a Takxke nocine
TpPaHCIUIAaHTAIlMM OPraHOB M (WJIHM) TKaHEH, JICKAPCTBEHHBIX IMPENapaToB, MEIUIIMHCKUX
W3JIeNIUN U CTICHMAIU3UPOBAHHBIX MPOIYKTOB JIEYEOHOTO MUTAHMS, TPETHASHAUYCHHBIX JIJIs1
oOecriedeHusl JIMI, MMEIONIMX TMPaBO Ha TOJyYEeHUE TOCYAAPCTBEHHOW COIMAIIBHON
MOMOIIM B BHUAEC Ha0Opa COIHMAIBHBIX YCIYT, a TakK)K€ MMEIOIIMX IMPaBO HA JIbTOTHOE
JeKapCcTBeHHOEe obecrnedyeHne 3a cueT cpeactB Oromkera Jlonenkor HapomgHoit
PecnyOnuku, oCyIecTBiIsSeTCs OTASIBHO O COOTBETCTBYIOIIMM HAIPABICHUSIM.

8. Ilpy Hamuuuu JEKapCTBEHHBIX MpenapaToB, MEAULUHCKUX H3IEIUN U
CIICUANIM3UPOBAHHBIX ~ MPOJIYKTOB  JIEYEOHOrO0 TMUTAHHWS JJis  JCTEH-WHBAIIUIOB
rpaxnanuny Poccuiickoit ®enepanu BBIIACTCS JICKApCTBEHHBIM Tpemapar, W/Win
MEIUIIMHCKOE M3JENIUEe, W/UIU CIEIUATM3UPOBAHHBINA MTPOIYKT JICUSOHOTO TMUTAHUS IS
JneTerd-uHBaInI0B. OpuruHanm peuenta OCTAeTCs B IYHKTE OTIYCKa MEIULMHCKON
opraHu3aiuu, B (hapMalneBTUYECKON OpraHu3aIuy, yIIOJJHOMOYCHHON Ha OTITYCK (Janee -
MYHKTBI OTITYCKAa), CBEJCHHUS 00 OTITyCKE BHOCSTCS B PeecTp 00CIy>KEHHBIX JBIOTHBIX
peuenToB, BEIEHUE KOTOPOrOo OCYHIECTBISIETCS MO (opMe B COOTBETCTBHUHM C
npuwioxkenueMm 2 k Hactosmemy llopsiaky ormycka (manee — peecTp 0OCHyKEHHBIX
pELIeTITOB).

Jluna, OTBETCTBEHHBIE 3a OTHYCK B MEIUUMHCKON OpraHW3alliM, HE IO3]HEE
NEepBBIX 5 paboumx MHEW Mecsla, CIEAYIOIIEr0 3a OTYETHBIM, (OPMUPYIOT peecTp
00CITyKEHHBIX PELENTOB MO KAaTErOpUsIM HACENEHUsS 32 OTUETHBIM MEeCAll U HAIpPaBIISIOT
MEIUIIMHCKOMY PaOOTHUKY, YIOJHOMOYEHHOMY MPHUKA30M MEIUIMHCKOW OpraHu3aluu
Ha BBIIUCKY PELENTOB.
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Peectpsl 0OCIyXEHHBIX PEIENTOB NPEIOCTABIAIOTCS (papMaleBTUYECKUMU
OpraHu3alusMHi, YIOJHOMOYEHHBIMM Ha  OTHYCK, B ajapec MWUHHUCTEpCTBa
3npaBooxpanenus Jlonerkoit Hapoanoit PecriyOnnku exemMecsiyHO B TeUeHHE 5 pabouux
THEH, CIeAyIoImUX 32 OTUYETHBIM MecsIeM, Ha OyMa)KHOM M DJIEKTPOHHOM HOCHTEISIX B
paspese MyHKTOB OTITyCKa.

9. B cinyuae OTCYTCTBHsSI HEOOXOIMMOTrO JIEKAPCTBEHHOI'O IIpernapara, W/WUiH
MEIULUHCKOTO U3/, U/WIH CTIEHUATH3UPOBAHHOTO MTPOAYKTA IEY€OHOTO ITUTAHUS JUIS
NeTel-uHBAJINIOB B IYHKTax OTIyCKa HA MOMEHT oOpallieHus rpaxkaaHnnHa Poccuiickoit
®denepanuy, MEIUIMHCKUE OpraHu3aluu, YIOJHOMOYEHHbBIE Ha
OTIYCK/(papMalleBTUUECKHE OpraHU3allly, YIMOJIHOMOYEHHBIE HA OTHYCK, MPUHUMAIOT
pELENT Ha OTCPOUYEHHOE 00CTYKUBaHHUE, PETUCTPUPYIOT ero B JKypHase ydeTa pelenTos,
HOPUHATBHIX HA OTCPOYEHHOE OOCIIY’)KMBaHUE B COOTBETCTBUU C (POPMOM, YCTAaHOBIIEHHOMN
puiiokeHneM 3 K Hacrosawmemy [lopsaaky ormycka.

10. 3ampemiaercss OTHycKaTh JIEKapCTBEHHbIE Mpenaparbl, W/WIW MEIULIUHCKUE
U3JeNusl, W/WIM CHeNUalM3UPOBAHHBIE NPOAYKTHI JI€YEOHOro MHTaHUS s JleTe-
WMHBAJINJIOB [0 PELeNTaM C UCTEKIINM CPOKOM JEUCTBUS, 32 HCKIIIOUEHUEM CiIydasi, Korjaa
CPOK JE€HCTBUSA pelenTa HUCTEeK B IEpPUOJ HAXOXKICHUS €ro Ha OTCPOYEHHOM
oOcnyxuBanuu. [Ipu ucreyennu cpoka neiCTBHS pelenTa B NEpUoJl HaX0XKIEHUS €ro Ha
OTCPOYEHHOM OOCIIYXMBAaHUU OTIIYCK JIEKAPCTBEHHOrO Ipenapara Mo TaKOMY pPeLenTy
ocylecTBiseTcs 6e3 ero nepeodopmMIICHHS.

11. Ilpu HEBO3MOXXHOCTHM O0OECIEUUTh peUenT, B3SITbIH Ha OTCPOYEHHOE
oOCIIy>)KMBaHHE, JIMLO0, OTBETCTBEHHOE 3a OTHYCK B MEIUIMHCKOW OpraHu3aluH,
YIIOJTHOMOYEHHONW Ha OTIYCK/(hapMaIeBTUYECKON OpraHu3aIiy, YIMOJTHOMOYEHHOW Ha
OTIYCK, CBSI3bIBA€TCS C MEIUUMHCKUM paOOTHUKOM, HAa3HAYMBIIMM JAHHbBIN
JIeKapCTBEHHBIN NpenapaT, W/Win MEJUIMHCKOe WU3/eNHe, W/WIN CHelHaTu3upOBaHHbINA
HOPOJYKT JIeUeOHOT0 MUTAHMS AJis JIeTelH-UHBAIMIOB, 110 BONPOCY KBATU(ULMPOBAHHON
3aMEHbl  JIGKAPCTBEHHOI'O IIpernapara, W/WIM MEIUUUHCKOro  M3Aenus, W/Win
CHEUAIN3UPOBAHHOTO IPOAYKTA JIEYEOHOTO MUTAHUS AJIs JETEH-UHBAINIOB.

B cinydae ocymecTBieHuss KBaIM(DUIUPOBAHHOW 3aMEHBbl JIEKAPCTBEHHOI'O
npernapara, WWiId MEAULUHCKOTO H3ACTHs, H/HIN CHeUHaTN3UPOBAHHOTO MPOIAYKTa
7e4eOHOro MUTAHMS JUIS IETEH-UHBAJIUA0B U MIPEAOCTABICHHS PELIENITA B IYHKT OTIIYCKa,
COTPYIHUKOM ITyHKTA OTIIyCKA aHHYJIUPYETCs MPEIIIECTBYIOINN PELENT, HaXOIAIUINCs
Ha OTCPOYCHHOM OOCITy>KMBaHUHM, C 3aHeceHueM cBeaeHuid B JKypHan yuera
AHHYJMPOBAHHBIX PELENTOB B COOTBETCTBUHU C NpUWIOkKeHUEM 4 Kk Hactosuemy Ilopsanky
OTITYCKa.



[Tpunoxxenue 1

k [lopsiiky oTItycka JieKapCTBEHHBIX IIPENapaToB,

MEIUIMHCKUX U3ACIIUA U CHEUATU3UPOBAHHBIX TPOTYKTOB
Je4eOHOT0 MUTAHMS JIJIS ACTCH-MHBAIMIOB IPU OKA3aHHUH
MEUITMHCKOM MOMOIIHM aMOyIaTOpHO MO perenTam

Bpada OcCILIaTHO

(myHKT 7)

OOPMA

Ortuer 00 OTIYHICHHBIX JICKAPCTBCHHBIX ITpC€Haparax, MCAULIUHCKUX U3JCITUAX, CICHUAIIN3UPOBAHHBIX ITPOAYKTAX J1e4eOHOr0 MUTAHUS

n/m

Howmep u nara
KOHTpaKTa

Howmep u nara
HaKJIagHOH

MexnyHnapoaHoe
HEMaTEHTOBAHHOE
HaMEHOBaHUE

Toprosoe
HaMEHOBaHUE

Cepus

Cpok
TOJHOCTH

Eannuna
HU3MEPEHUS

KonnuectBo
OTMYIIEHBIX
YIaKOBOK

Ilena 3a
YIaKOBKY,

poc.pyo0.

Cymma
OTITYIICHHBIX
JITT/MUW/CIUIL,

poc.pyo0.




JaTa
oTIy
cKa
Jiry
MU/
CIIIT

[J5(0)
rpaKaaHu
Ha
Poccuiick
oit
Deneparu
u

PexBu3uThHI
peuenra

[Ipunoxenue 2

K [Topsiky oTIycKa JiekapCTBEHHBIX
[IPEINapaToB, MEAUIUMHCKUX U3IEINN

U CIEUHUAIN3UPOBAHHEIX IIPOLYKTOB
JIe4eOHOTO MUTAHUS JUIs IeTEH-UHBAIH]IOB
IPY OKa3aHUW MEIUITTHCKON TTOMOIIH
amMOyJIaTOPHO TI0 perenTam Bpadya
OecrutatHo (TTyHKT &)

PCCCTp O6CJIY)KCHHLIX JIbBI'OTHBIX pCUCIITOB

MesxnyHapoaHoe
HEIAaTeHTOBAaHHOE
HAaNMCHOBaHHE
(st
JICKapPCTBCHHBIX
[penaparoB)

Toprosoe
HAaUMCHOBAHHUE
JIEKapCTBEHHOTO
nperapara,
(opma BbImyCKa,
JI03MPOBKa,
KOJINYECTBO

PexBu3uThI
MEIULIUH-
CKOM
JIOKYMEH-
Taluu

OOPMA
Anpec, [()5(6] Menuuunckas — Iloxnuce
KOHTAKTHBII MEIMIMHC-  OpraHH3alus, B IHLa,
TenedoH KOTO KOTOpOH OTBETCTBE
rpax<JaHHHA paboTHHKa, BBIITHCAH HHOTO 32
Poccuiickoit BBIIIMCAB- peuenr OTIIyCK
Denepanyn IIero (3amomHs-
(3anonHseTcs peuent ercst
MEIUIMHCKUMHI MeUIHH-
OpraHH3aIHsIMH) CKUMH
OpraHusa
TUSMHA)
8 9 10 11



n/

Jara
npue
Ma
peue
nra

Kypnan

[Ipunoxenue 3

K [Topsiiky oTIycKa JiekapCTBEHHBIX
[IPEINapaToB, MEAUIMHCKUX U3IEINN

U CIEUHUAIN3UPOBAHHEIX IIPOLYKTOB
J1eueOHOro MUTAHUS U IeTeH-UHBAINUI0B
IPY OKa3aHUW MEIUITTHCKON TTOMOIIH
amMOyJIaTOPHO 110 perenTam Bpadya
OecrutatHo (TIyHKT 9)

yue€Ta peuenuToB, IPUHATBIX HA OTCPOUCHHOC O6CJ'Iy>KI/IBaHI/IC

dUO PexBHU3UTHI DdUO

TpaXJaH  peLenra Bpaya,
HHA BBIHCABIIE
Poccuiic rO pelent
KoM
Denepan
uu
3 4 5

HaunmenoBanne
JIeKapCTBEHHOT
)
rpernapara,
dbopma
BBIITYCKa,
TIO3UPOBKA,
KOJIMYECTBO

Anpec,
KOHTaKTHBIHN
TeneoH
rpakJIaHuHA
Poccuiickoii
Denepaunu

O®OPMA
Jlata JlaTa Iloamuce Iloamuce
OTIOBELICHUS TIOTyYECHUS TpaXIaHUH nvna,
TpaX/JaHWHA  TPaKTaHUHO a OTBETCTBEHH
Poccuiickoit M Poccuiicko oro 3a
Denepanuu Poccuiickoit i OTIIYCK
Denepaunu Denepauuu  (3amnonHIETC
JICKApCTBEHH  (3aroyHsET s
oro cs MEIUIIMHCKH
mpemnapara MEIUIIMHCK MU
AMH OpraHu3aIHs
OpraHu3anu MH)
SIMH)



Ne
/

Jlara

[Tpunoxenue 4

K [lopsiaky oTIycka IeKapCTBEHHBIX IIPENaparoB,
MEAULIMHCKUX U3JETUN

U CIELUATU3UPOBAHHBIX MMPOAYKTOB JIEYEOHOTO
MUATAHUS JIJIS1 ACTeH-UHBAIHN/IOB MPU OKAa3aHUH
MEAUIIMHCKOW MOMOIIN aMOyIaTOPHO IO
penienitaM Bpava OecriaTHO (myHKT 11)

JKypnai yuera aHHYIMPOBAaHHBIX PELIENITOB

DO PexBusutel HammenoBanue
rpaxaaH  peuenta  JIEKapCTBEHHO-

UHa ro
Poccuiic npenapara,
KOH dhopma

deneparnt BBIITYCKA,
un JI03UPOBKA,
KOJINYECTBO
3 4 5

Anpec,
KOHTAaKT-
HBII
TeneoH
rpakJaHuHa
Poccuiickoit
®Denepauuun
(3anomnHsierc
s
MEIUIMHCK
UMH
opraHu3anu
SIMH)

O®OPMA
Hata Jata PexBu3uThI [oanucek nuna,
IpueMa  aHHYJIMPOBaHMS peuenta, OTBETCTBEHHOTO 32
peuenTa peuenTa TIPUHSATOTO OTITyCK
B3aMEH (3anomHsIeTCS
AQHHYJIUPOBAaHHO- MEIUIHHCKUMH
) OpTraHU3aAIHIMH)
7 8 9 10



