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Mockga

O BHeceHHH H3MeHeHHH
B Iopsiox NpHOCTAHOB/IEHAS NPHMEHEHHS JIeKAPCTBEHHOr 0 NpenapaTa
U1 MeIHITHHCKOr0 NpHMeHeH sl, yTBep:KIeHHbIi npuKkazom MuHHCTepCTBa
sapaBooxpanenns Poccuiickoii ®enepannn ot 14 nosiops 2018 r. Ne 777u

B cOOTBeTCTBMM ¢ 4YacThiO 7 cTaTbu 64 u cratheil 65 DefepanbHOro 3aKoHa
ot 12 ampens 2010 . Ne 61-®3 «O6 obpaiennu nexapcTBEeHHBIX cpencTB» (CobpaHue
3aKoHOJaTenbcTBa Poccmiickoit ®enmepamuu, 2010, Ne 16, cr. 1815; 2014, Ne 52,
cr. 7540), mnommysktom 5.2.173 mynkra 5 Ilomoxerus o MuHHCTepCTBe
3gpaBooxpaHennss Poccmiickoii ~ @enepauuu, YTBEPXKAECHHOIO  IIOCTAHOBICHHEM
IpaButensctBa Poccuiickoii ®enepamuu ot 19 mions 2012 r. Ne 608 (Cobpanme
3aKoHOIaTebcTBa Poccuiickoil Menepannn, 2012, Ne 26, cr. 3526), ipu K a3 BIBalo:

1. VIBepnuTh TNpHIaracMsle H3MEHEHHdA, KOTople BHocATCA B Ilopamok
IPUOCTAHOBJIEHAS IPUMEHEHHs JIEKapCTBEHHOTo IpemapaTa JJli MeIULIHHCKOIo
IpHMeHeHNs, YTBEepIeHHbI MpHKa3oM MUHHCTEpCTBa 3/paBooXpaHeHHs Pocculickon
®enepannu ot 14 Host6ps 2018 r. Ne 777n (3apeructprupoBaH MHHHCTEPCTBOM FOCTHLMH
Poccuiickoit ®enepamun 27 dpespais 2019 r., peructpanuonusii Ne 53907).

2. HacTosmuii npHKa3 BCTYIaeT B CHITy II0 HCTEYEHHH AECATH JHEH MOCyIe THA €ro
OGHUINATEHOTO OIYONMKOBaHUS, 32 HCKIOUeHHeM NMyHKTOB 1-5, 7 u 8 U3MCHEHHH,
YTBEpXKIEHHBIX HACTOSIIUM IIPHKa30M, KOTOpBIE BCTYMAlOT B CHIy ¢ 1 sHBaps 2026
roza.

Munuctp ’ M.A. Mypaiko




YTBEPXJIEHDBI
nprKa3zoM MHIHHMCTEPCTBA 31PaBOOXPAHEHNS
Poccuiickoit @enepavu

ot 75092022 Ne_ £ 154

N3meHenus,
koTopble BHocsTes: B Ilopsiiok NpHOCTAHOBIEHMs IPHMEHEH M
JeKapCTBEHHOro Mpenapara JJis MeINIMHCKOro NpUMeHeHusl, yTBep:KAeHHDbIH
npuKa3oM MHHHCTePCTBA 3APABOOXPAHEHUH Poccniickoii ®exepaunn ot 14
HosOpst 2018 r. Ne 777n

1. B myHkre 2:

JOTIOJIHUTD IOAMYHKTOM 9 CIEIYIOIIEro CoAepKanms:

«9) HempeNCTaBeHUe  Jlep)KareleM MM BIAJCNbLUEM  PETHCTPAlMOHHOTO
yIOCTOBEPEHHs JIEKapPCTBEHHOTO Ipernapara (uny  YIONHOMOYEHHBIM MM JpYyruM
FOPM/IMYECKAM JIMLOM) B YIOJHOMOYCHHBIH demepanbHBI OpraH HCMOJHUTEIBHOH
BNAcTM IOKYMEHTOB (CBeIeHHil B JOKyMEHTax), HEOOXOMUMEIX JUIsl TIPOBEICHUS
KOMHUCCHEMN HKCIEPTOB SKCIIEPTHOTO YUPEKACHHS IKCIIEPTU3bl PETUCTPAIMOHHOTO KOCHE
Ha JIKAPCTBEHHBIA IpemapaT B LeMSIX  ONpE/ENIeHds  B3aMMO3AMEHICMOCTH
JNIeKapCTBEHHOro Iperaparta [l MEJHIMHCKOrO  NPUMEHCHNS, nubo B ciy4ae
NpeCTaBIeHUsS JJOKYMEHTOB (cBelieHUH B JOKyMEHTax) B HENOIHOM o0BeMe,
Ipe/ICTaBieHAs  JOKYMEHTOB, ~He  COJEPXallX — HCHCePIIBIBAIOMETo TIepedHs]
HeoOXOIMMBIX CBEIEHHMi, WIK IMPEICTaBICHUA HEIOCTOBEPHBIX CBEJIEHHH, a TaKXe B
Cllydae Helpe/ACTaBJICHHs 3asBICHU, yKa3aHHOIO B JaCTH 1.5 crateu 30 DenepallbHOTO
zaxona Ne 61-®3%1y;

IOJNYHKT 9 IOIOJIHUTH CHOCKOH «8.1» clieyIoIero coaep>Kxanus.

«! CoGpanue 3aKOHOJATENBCTBA Poccuiickoit ®enepamun, 2010, Ne 16, ct. 1815;
2019, Ne 52, ct. 7793; 2022, Ne 27, c1. 4605.».

2.Ilyaktr 3 JOMONHMTH TOJAIMYHKTOM 3 u ab3aleM MOATBIM CIEIYIOIIEro
cofiepXXaHus: )

«3) undopmanun oT $eepalbHOro rocyAapCTBeHHOIO OIOKETHOIO YUPEXKACHUS
MunzapaBa Poccud, CO3AaHHOTO UL obecricueHUsl MCIIOJHEHHSA ITOJIHOMOYMMI
MunzgpaBa Poccmu 10 BBIIAYC paspelicHUH Ha MPOBEACHHE KIMHAICCKHX
JicCIIeIOBAHM} TeKapCTBEHHBIX TIPErapaToB M (i) 1o roCy/1apCTBEHHOM perucrpanuy
JNIEKApPCTBEHHBIX IIPENaparoB (Hanee — SKCHEPTHOE yupexaeHne) (peKoMeHyeMbIH
oGpasel TIpUBeeH B IpunoxeHur Ne 3 K HacTosIEMy [Mopsnky), IpeACTaBIAEMON TIpH
BHIABNECHUH (DAKTOB M YCTAHOBIICHHH OOCTOSTENBCTB, MEPEIUCICHHEIX B TOMMYHKTC 9
myHKTa 2 Hactosuiero ITopsnka (nanee — VHdopMalus SKCIIEPTHOTO YUPEXAEHHUS).

IIpu nomydeHur HHGOPMALMH, yKa3aHHOH B IOIMYHKTE 3 HACTOSIIEro IyHKTa,
Mumznpas Poccuu paccMaTpuBaeT BOMpPOC O IPHOCTAHOBICHNH Ha CPOK IIECTR MecCsLEB
NIpUMEHEHHS JIEKapCTBEHHOTO penapata Uit MeAUIHHCKOTO HNPUMEHECHHUSLY.

3. TIyHKT 4 HOMONHKTH ab3a1ieM CIeAYIOMIEro COACPKaHH:

«VlHdpopManuss OT SKCIEPTHOrO YIPEKACHHS MOIDKHA CONCPKATh CBeJIeHUS,
yKa3aHHbIE B IIOAMYHKTax 1-4 U 6 HACTOSMIETO MyHKTA.».
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4. Tlyukt 5 nocie cnoBa «CpefieHUID JOTOIHUTD CIIOBAMH «, nu6o Mudopmanmu
SKCHEPTHOTO YUPEKICHUY.

5. B nyskre 6:

1) ab3am mepBbiif, mOAMYHKTHI | W 2 mocie CiloBa «CaeeHni» JONOIHUTH
croBaMH «, 6o MadopManuy SKCIePTHOr0 YUPEXKIACHUD),

2) B HOAIYHKTE 3:

mocne cioBa «CBeleHWH» ONONHHTH ciloBamu «, Jubo Hudopmanmy
SKCIIEPTHOTO YUPEXKICHUI;

CIOBa «IIOANYHKTaxX 2-8 IyHKTa 2» 3aMEHHUTh CIOBAMU «IOAITYHKTax 29
HyHKTA 2»;

a63all BOCHMOi JOMOJHHMTH CJIOBaMH «(32 HCKIIOYEHHEM TMPOCKTa HpHKasa,
IOJrOTOBIEHHOr0 Ha ocHoBaHMK MH(pOpMAIi 3KCIIEPTHOTO YUPENKIEHHA)»;

ab3al] oIMHHAAUATHIA mocie ciaoB «CBeleHws, JaTa W HOMEp» JIONOJIHWTE
coBaMH «; MiHdopMalys SKCIIEPTHOTO YUPEXACHHs, laTa ¥ HOMEP»;

JIOTIOJHAUTE ab3alleM JBEHAATHIM CIIEYIOLIEro CONEPIKaHu:

«CPOK TPYOCTAHOBNIEHNS TpPHUMEHEHHs JIEKapCTBEHHOro Ipenapara — IMeCTh
MeCSIIeB C JATHl M3J@HMs Tpukasa Munsapasa Poccun (B ciyuae NPHOCTAHOBICHHUS
IpUMEHEHNs JIeKapCTBEHHOro Ipenapara Ha OCHOBaHHH Nudopmalyy 3KCIEPTHOTO
YUPEKICHHUA);»;

3)B mopmyHkre 4 cioBa «(eiepalbHOMY TOCYAaPCTBEHHOMY GO IXETHOMY
yupexjienuo Mumnsapasa Poccuy, cospaHHOMY UL obecreueHns] HCIOTHEHMS
nonHoMoumii Mumzpasa Poccuy 1o BeIZade paspelieHni Ha IPOBECHNUS KITMHIYECKUX
HCCTIeIOBAHMI JIeKapCTBEHHBIX [IperapaToB U (W) 1o rocyIapCTBEHHOM perucTpanuy
JIEKapCTBEHHBIX IIperapaToB (Jajee — IKCIEpPTHOS y4pexIeHHe),» 3aMEHHTh CIOBaMH
«OKCIIEPTHOMY YUPEXIACHUION.

6.B mnyskre 10 mocme cnopa «yBeZOMIACT» JOIONHUTH CIOBAMH «OpTaHbl
rocy[apCTBeHHOH BIACTH CYyOBEKTOB Poccuiickoit ®epepauuu B cdepe OXpaHBI
3/IOPOBBL,».

7. JIonOJHUTH IIYHKTOM 10.1 cienyrolero coaepKanus:

«10.1. B ciyuae npuustus Munsapasom Poccuu pemienus O NMPHOCTAHOBICHHM
IpUMEHEeHHs JIEKapCTBEHHOTO MpenapaTa Mo OCHOBAHHIO, yKa3aHHOMY B HOJIyHKTE 9
nyHkTa 2 Hacrosimero ITopska, 9KCIEPTHOE yIPEKACHAE YBENOMICTCA O MIPUHATHH
TAKOTO pelIeHHs B COOTBETCTBHH C MyHKTOM 10 HacTosmero ITopsinxa.».

8. JlomomuuTs npuiioxkeHrneM Ne 3 clieflyloIero CoOACpXKaHuA.

«ITpunoxerne Ne 3
K ITopsiKy MpHOCTaHOBICHUS
IpYMeHEeHUs JIEKapCTBEHHOT O IIpernapara,
yTBEpKAECHHOMY NpHKa3oM MuHMCTEpCTBA
3paBooxpaHeHns Poccuiickoi ®enepannn
ot 14 Hos6ps 2018 1. Ne 777w

Pexomenayembiii obpasen

Bnank (eIepalbHOTO TOCYIAPCTBEHHOTO GOKETHOrO
yUpEXIACHUL MuHHCTEPCTBA 3/[paBOOXPaHEHHS
Poccuiickoit Penepanuu

Jata, ucxopamuii Ne nuceMa




Hudopmanus
0 HEOOXOIMMOCTH IPHOCTAHOBIICHHsI IPUMEHEHNS

JIEKapCTBEHHOI'O npenapara i MEJIHIVHCKOI 0 IIPUMECHCHUA

Bo HCIONHEeRHe YacTy 5 craThi 65 @e/iepalbHOTO 3aK0Ha 0T 12 anpenst 2010 r. Ne 61-@3 «O6
oOpameHns JIeKapCTBEHHBIX CPEACTBY (enepanbHOe TOCYIApCTBEHHOE OIOJUKETHOE  yIPEXICHHE
MHUHUCTEPCTBA 3/[paBoOXpaHcHHs Poccuiickoil desiepaliy HaNpaBIAcT HIDKEIIPUBE/ICHHBIE CBEICHHS
JUIs  PAacCMOTPEHMS BONPOCAa O NPHOCTAHOBICHHH IPUMEHCHUA JIeKapCTBEHHBIX HpenaparoB I
MEAUIMHCKOro IPUMCHCHHUS.

1. CBejieHys 0 NeKapcTBeHHOM(BIX) Ipenapare(ax):

1.1. TOpI‘OBOC HauMeHOBAHHE JICKapCTBEHHOTO npenapara i MEIHULIMHCKOro MNPHUMEHCHHA

1.2. Mex/IyHapo/IHOe HEIaTeHTOBAHHOE (IIPH €ro OTCYTCTBHH rpYIIEPOBOYHOE WIIH XMMHYECKOE)
HauMEHOBaHHE JIEKapCTBEHHOIO npenapara JUIst MEIUIUHCKOTO TPHMEHEHHUS

13. JlexapcrBeHHas (opma H JIO3MPOBKA JICKAPCTBEHHOTO Ipenapara Ui MEIUI[HCKOTO
HpUMEHEHHA

1.4. Jlata ¥ HOMEp PETHCTPAlHOHHOTO y/IOCTOBEPCHHA JIEKapCTBEHHOTO IIperapara Jyid
MEIAIMUHCKOrO NPUMEHCHUS

2. OCHOBaHUE PHOCTAHOBIIEHHS IPUMEHEHHUs! JISKAPCTBEHHOTO Npenapata Ui

MEIUIMHCKOrO MPUMEHCHHS

3. IIpunoxedus (IpH HATAIUK):

PyxoBoautens

(mommuck)  (pammnns, uMsl, OTIECTBO (pu HATHYKH)

OTBETCTBEHHBIN UCIIOJTHATEND

(momKHOCTD) (moamuch) (haMuIus, HMsl, OTHECTBO (Mpu HAJIHYMH)

Jara opopmueHus: «__» 20_r.




