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IIpuxa3z Munucrepcrsa 3apapooxpanenusi P® ot 24 nosiops 2021 r. N 1094n
"O6 yrBepxkaennu [lopsiaika Ha3HAYeHUS JeKAPCTBEHHBIX NPENapaToB, (JopM penenTypHbIX 0OJ1aHKOB Ha
JieKapcTBeHHbIe npenapartsbl, Ilopsiaika opopmiaeHus yka3aHHbIX OJ1aHKOB, X Y4eTa U XpaHeHus, ¢popM 0JaHKOB
PeLenToB, CoAepPKAIMX HA3HAYeHHe HAPDKOTHYECKHUX CPeJCTB WM IICUXOTPOIHBIX BemecTs, [lopsinka ux
U3rOTOBJIEHMSI, pacnpeeeHUs, perHCTPAlMK, YUeTa U XpaHeHus, a Tak:ke [IpaBui odpopmiienus 01aHKOB
peLenToB, B TOM 4Hc/ie B (popMe 31eKTPOHHBIX A0KYMEHTOB'

B coorBerctBuM ¢ myHKTOM 16 wactu 2 ctateu 14 dexepanbpHOro 3akona ot 21 HosOps 2011 . N 323-03 "O6
OCHOBaX OXpPaHbI 3I0pOBhs TpakiaaH B Poccuiickoit Menepanuu” (Cobpanue 3akoHomatenbcTBa Poccuiickoit deneparnuu,
2011, N 48, ct. 6724; 2017, N 31, ct. 4791), nynkrom 2 cratsu 26 PenepanbHoro 3akona ot 8 ssHBaps 1998 r. N 3-03 "O
HapKOTHYECKUX CPEACTBax W mcuxoTpornHbix BemecTBax" (CoOpanue 3akoHomartenbcTBa Poccuiickori deneparym, 1998,
N 2, ct. 219; 2017, N 31, ct. 4791), nonnyukramu 5.2.177, 5.2.178 u 5.2.179 nyukra 5 TlonoxeHuss 0 MUHUCTEPCTBE
3apaBooxpanenust Poccuiickoit @enepannu, yrBepkaeHHOro noctanopieHueM IlpaBurenscrBa Poccuniickonn denepanuu ot
19 nronst 2012 . N 608 (Cobpanue 3akoHoaarenbcTBa Poccniickoit @enepanmu, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333;
2017, N 52, ct. 8131; 2021, N 43, ct. 7258), nprka3siBaio:

1. YTBepauth:

[Topsimok Ha3HAUEHUS JIEKApCTBEHHBIX MTPETIapaToB COTIACHO MpHIokeHwo N 1

(OpMBI peLienTypHBIX OJaHKOB Ha JIEKapCTBEHHBIE MTpenaparhl COrMacHo NpuiaokeHno N 2;

[Nopsimox odopMieHHs pELEeNnTypHBIX ONaHKOB Ha JIEKAPCTBEHHbIE MPENapaTbl, UX y4eTa M XPaHEHUS COINIACHO
npunoxenuro N 3;

¢opMbl OJIAHKOB PELENTOB, COAEPKAIUX Ha3HAYeHHE HAPKOTHUECKUX CPEICTB WM ICHUXOTPOIHBIX BEIIECTB,
COTJIaCHO MpuiokeHuto N 4;

[opsinok M3rOTOBNEHHMS, paclpedeIeHUs, PETUCTPAlliH, YUeTa U XpaHEeHHUs PELENTOB, COAEPKALINX Ha3HaYeHUe
HapKOTUYECKUX CPEJCTB UM IICUXOTPOIHBIX BELIECTB COMNIACHO MpUiIoKeHuto N 5;

IIpaBuia odopmileHHs PeLIeNTOB, COAepIKAIINX Ha3HAYeHUEe HAPKOTUYECKUX CPENCTB WM IICUXOTPOITHBIX BEIIECTB,
B TOM YHCJIE B (OpPME IEKTPOHHBIX JOKYMEHTOB COTIACHO NpHIIokeHuto N 6.

2. [Ipu3HaTh yTPaTUBIINMU CHITY:

npuka3z MuHucTepcTBa 31paBooxpaneHus Poccuiickoit @eneparuu ot 1 aBrycra 2012 r. N 541 "O0 yTBepxJeHUU
(hopMbI OJIAHKOB PELIENTOB, COAEPIKAIIMX Ha3HAYEeHHE HAPKOTUYECKUX CPEACTB MM ICUXOTPOIHBIX BELIECTB, MOPSAKA HX
W3TOTOBJICHHUS, paCIpeleNieHnsl, PEeTUCTpalliy, y4eTa M XpaHeHHUs, a Tarke mpaBui odopmieHus" (3aperucTpUpOBaH
Munncrepctsom rocturun Poceniickoit @eneparuu 15 aBrycra 2012 ., perucrpannonssiii N 25190);

npuka3 MunucrepctBa 3apaBooxpaneHuss Poccuiickoit @enepamuu ot 30 urons 2015 r. N 3851 "O BHeceHuu
HW3MEHEeHU B mpuka3 MuHucTepcTBa 31paBooxpaHeHus Poccuiickoit ®@enmepamuu ot 1 aBrycra 2012 . N 54m "O06
yTBepKACHUH (HOPMBI OJTAHKOB PELIETITOB, COACPKAIINX Ha3HAYCHUE HAPKOTUUECKUX CPEICTB HIIH ICHXOTPOIHBIX BEIIECTB,
TOpsiIKa WX W3TOTOBJICHUWS, pPACIpeleNieHus, PEeTUCTpallii, ydeTa W XpaHEHWs, a Takke MpaBwil odopMiIeHU"
(3apeructpupoBan MunucrepctBoM roctuiiuu Poccutickoii @enepanuu 27 HosiOpst 2015 1, peructparmonHsiii N 39868);

npuka3 MuHuctepcTBa 3apaBooxpanenus Poccuiickoit @enepanmu ot 21 ampenst 2016 . N 2541 "O BHeceHHH
W3MEHEeHHI B mpuka3 MuHucrepcTa 3apaBooxpaHenus Poccuiickoit ®eneparu ot 20 mekabps 2012 . N 11751 "O06
YTBEPKACHUH NOPSIIKa HA3HAYCHUS U BBITUCHIBAHUS JICKAPCTBEHHBIX MPETapaToB, a Takke (HOpM peLienTypHBIX OIaHKOB Ha
JICKapCTBEHHBIE Tpernaparhl, mopsiika oGOpMIICHNS YKa3aHHBIX OJIAHKOB, MX y4yeTa W XpaHeHus" u mpwioxkenue N 2 K
npukasy MuHHCTepCcTBa 31paBooxpaneHus Poccuiickoit @exepanmu ot 1 aBrycra 2012 . N 541 "O06 yTBepkaeHnn GopMbl
OJaHKOB PELENTOB, COACPXKAIIMX HA3HAYCHHWE HAPKOTUYECKHUX CPEIACTB WM ICHUXOTPOIHBIX BELIECTB, MOPAIKA HX
W3TOTOBJICHHUS, PACIpEICNICHUs, PETUCTPALMY, Y4eTa M XpaHEHHUs, a Tarke mpaBui odopmieHus" (3aperHCTPUPOBAH
MunncrepctBoM foctutiuu Poccuiickoit @eneparun 18 wrons 2016 1., peructparuonsbiil N 42887);

MYHKT 4 U3MEHEHHH, KOTOPbIE BHOCITCSA B HEKOTOpbIE MpHKa3bl MUHUCTEPCTBA 3IPaBOOXPAaHEHUS M COLUAIBEHOTO
paszButus Poccuiickoit denepannu 1 MuHHCTEpCTBa 3apaBooxpaHeHus Poccuiickoit dexepanuu mo BorpocaM 0OpaiieHus
JIEKapCTBEHHBIX MPENaparoB, COACPIKANIMX HAPKOTHYECKHE CPECTBA, NMCHUXOTPONHBIC BEMIECTBA M WX IMPEKYPCOPHI, H
JIEKapCTBEHHBIX CPEICTB, MOIEKAIIUX MPEAMETHO-KOIMYECTBEHHOMY YYETY, YTBEPXKICHHBIX IpPUKa30M MUHHCTEpCTBa
3npaBooxpanenus Poccuiickoit @enepanuu ot 31 okrsaops 2017 . N 882H (3apeructpupoBaH MUHHCTEPCTBOM FOCTHUIIMH
Poccuiickoii @eneparuu 9 staBapst 2018 1., peructpannonnsiii N 49561);

npuka3 MuHUCTEpCTBa 3/1paBooxpaHeHust Poccuiickoit @enepaunu ot 11 mexadps 2019 . N 10211 "O BHeceHUH
n3MeHeHn B mpuioxenus N 2 u 4 x npukasy MuHHcTepcTBa 31paBooxpaHeHus Poccuiickoit deneparun ot 1 aBrycra
2012 . N 54u "O0 ytBepxaeHUH (OPMBI OJAHKOB PELEHTOB, COACPKAIIMX HA3HAUYCHHEC HAPKOTHUYECKUX CPEACTB WIIH
TICUXOTPOITHBIX BEIIECTB, MOPSJIKA UX W3TOTOBJICHHUS, PACIPECIICHIs], PETUCTPAlUH, YUeTa U XPaHEHUS, a TaKKe IPaBUII
opopmnenus” (3apeructpupoBaH MuHHcTepcTBOM toctuimu  Poccmiickori  @Deneparmun 28  suBaps 2020 T,
peructpaunonHsiii N 57293);

npuka3z MuHHcTepcTBa 31paBooxpaHenus Poccuiickoit @enepanuu ot 8 oktsiops 2020 . N 10761 "O BHeceHUH
n3MeHeHuit B [lopsaaok perucrpaniy, y4erta i XpaHeHHsI CIIeHUAIbHBIX PELENTypPHBIX OTaHKOB Ha HAPKOTHYECKHE CPENCTBA
WJIHM TICUXOTPOIHBIE BEUIECTBA, YTBEPKACHHBIA MPUKa30M MHHHCTEpCTBa 3paBooxpaneHns Poccuiickoit @eneparuu ot 1
asrycta 2012 . N 541" (3aperucrpupoBan MunucrepctBoM toctuiiu Poccuiickoii @enepanuu 13 nHostOpst 2020 .,
peructpannonnbiii N 60898);
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npuka3 MuHmucTepcTBa 3apaBooxpaneHus Poccuiickort Menepamu ot 14 sHBaps 2019 . N 41 "OO0 yTBep>KIeHUU
MOpsiIKa Ha3HAYCHUS JICKAPCTBEHHBIX MperapaToB, (GOpM pPelenTypHBIX OJaHKOB Ha JICKAPCTBEHHBIC Mpenaparsl, MopsaKa
odopMIIeHHs yKa3aHHBIX OJAaHKOB, WX ydeTa M XpaHeHus" (3aperucTpupoBaH MUHHCTEPCTBOM tocTulu Poccuiickoin
Oenepanuu 26 mapra 2019 r., perucrpanuonssiii N 54173);

npuka3 MuHHCTEpCTBa 31paBooxpaHeHust Poccuiickoit @enepannu ot 11 mexadbps 2019 . N 10221 "O BHeceHHH
W3MEHeHN B mpuka3 MuHHcTepcTBa 3apaBooxpaHeHus Poccuiickoit @enepamuu ot 14 smBaps 2019 . N 4v "O6
YTBEP)KACHUM TMOps/AKAa Ha3HAYeHHs JIEKApCTBEHHBIX MpenaparoB, (OpM peLenTypHbIX ONaHKOB Ha JIEKapCTBEHHBIE
mpemnaparsl, nopsaka oQopMmieHHs yKa3aHHBIX OJIAHKOB, MX ydeTa M XpaHeHHs" (3aperucTpupoBaH MHHHCTEPCTBOM
roctann Poccutickoit @eneparuu 28 ssaBaps 2020 1., peructpanuoHHbii N 57292);

npuka3 MuHHCTEpCTBa 3apaBooxpaneHust Poccuiickoit dexepanun ot 8 oktsa6ps 2020 . N 10755 "O BHeceHUH
W3MEHEHHH B TOPSAOK HA3HAYCHHsI JICKAPCTBEHHBIX MPENaparoB, YTBEP)KIACHHBIM MMpHKa3oM MMUHUCTEPCTBA
3npaBooxpanenus Poccuiickoin @enepanuu ot 14 saBaps 2019 . N 4u" (3apeructprpoBaH MHUHHCTEPCTBOM OCTHUIINH
Poccuiickoii @eneparuu 22 nexadpst 2020 r., peructpannonnsiii N 61695);

nyHKT 3.8 VHCTpYKIMM O TOpSIKE BBIMTUCHIBAHUS JIEKAPCTBEHHBIX MpPENapaTtoB M O(OPMIICHHUS PELENTOB H
TpeOOBaHUN-HAKIAJHBIX, YTBEP)KICHHOW NpUKa3oM MUHHCTEPCTBAa 3APAaBOOXPAHEHUS] M COLMAIBHOTO Ppa3BUTHSA
Poccuiickoiit ®enepaunu ot 12 ¢eppans 2007 . N 110 "O nopsake Ha3HAYeHUS W BBIIHCHIBAaHUS JICKAPCTBEHHBIX
MperaparoB, W3AEIMA MEOUIMHCKOTO Ha3HAuYeHUs] W  CIEUATM3WPOBAHHBIX MPOAYKTOB JI€4eOHOTO TMHTaHUS"
(3apeructpupoBan MunucrepctBoM toctuniu Poccuntickoit @eneparuu 27 anpens 2007 1., peructpaonssii N 9364);

Ipruka3 MUHHCTEPCTBa 3paBOOXpPaHEHMA U coluaibHoro passurus Poccuiickoit @epepauuu or 17 mas 2012 .
N 562n "O06 yrtBepxnenuu Ilopsinka oTmycka (U3UYECKHM JIMIIAM JIEKAPCTBEHHBIX IIPEMaparoB Il MEAMIIMHCKOTO
MIPUMEHEHUS, COZIEPKAIUX KPOME MaJIbIX KOJIMYECTB HAPKOTHUECKUX CPENICTB, IICUXOTPOIMHBIX BEIIECTB U UX NMPEKYpPCOPOB
Ipyrue GpapMakoIIOTHUECKUE aKTUBHBIE BellecTa" (3aperucTpupoBan MuHucTepcTBOM roctuiinu Poccuiickoin deneparyn
1 uronst 2012 r., peructpanuonHbiii N 24438);

ITyHKT 2 U3MEHEHUH, KOTOpbIe BHOCATCSI B HEKOTOpbIE NMpHKa3bl MUHHCTEPCTBA 3/PaBOOXPAHEHUSI U COLMAIBHOTO
pasButus Poccuiickoit denepanmn, yTBEpKACHHBIX IpUKa3oM MuHucTepcTBa 3apaBooxpaneHust Poccuiickon @enepanuu
or 10 mrons 2013 r. N 369n (3aperucrpupoBan MunucrepctBoM toctuuuu Poccuiickoit @enepanun 15 urona 2013 r,
peructpannonsbiii N 29064);

npuka3 MuHmcTepcTBa 31paBooxpaneHust Poccuiickort @eneparmu ot 21 aBrycra 2014 . N 4651 "O BHeceHHH
W3MEHEHUH B MOPSNOK OTHyCKa (PU3UUECKUM JIMIAM JIEKapCTBEHHBIX IIPENapaToB Ul MEAUIMHCKOIO IPUMEHEHHS,
COZIEpKAIMX KPOME MaJIbIX KOJIMYECTB HAPKOTUYECKHX CPEICTB, IICUXOTPOIHBIX BELIECTB M HX IPEKYPCOPOB Ipyrue
(hapMakoJornyeckue aKTHBHBIE BEIIECTBA, YTBEP)KACHHBINH MpHKa3oM MUHHCTEpCTBa 3IpaBOOXPAaHEHUS M COLUAIBHOTO
pazButus Poccuiickoit ®eaepanym ot 17 mas 2012 . N 5620" (3apeructpupoBan MunncTepcTBOM focTHIMU Poccuiickoi
Denepauun 10 cents0psa 2014 ., perucrpanuonusiii N 34024);

MMyHKT | M3MEHEHWH, KOTOphIe BHOCSATCS B HEKOTOpbIE MpHKa3bl MUHICTEPCTBA 3PaBOOXPAHECHUS U COLUAIBHOTO
pa3Butus Poccuiickoit @enepaunu u MunuctepcTBa 3npaBooxpaHeHus Poccuiickoit denepanuu, yTBEPKASHHBIX IPUKa30M
MunucrepctBa 3npaBooxpanenust Poccuiickoit ®eneparuun ot 10 centsiops 2015 r. N 634n (3apeructpupoBaH
MunucrepctBoMm roctuiuu Poccuiickoit @enepariuu 30 centsiops 2015 ., peructpanuonssiii N 39063);

IIyHKT 3 U3MEHEHUH, KOTOpbIe BHOCATCS B HEKOTOpbIE NMpHKa3bl MUHNCTEPCTBA 3paBOOXPAHEHUSI U COLUAIBHOTO
passutus Poccuiickoit @enepaunn 1 MunucrepceTBa 31paBooxpanenus Poccuiickoit @enepannu no Bonpocam o0pamieHus
JIEKapCTBEHHBIX IIPENaparoB, COAEPXKAIUX HAPKOTUYECKUE CPEACTBA, IICUXOTPOINHBIE BELIECTBA U UX IPEKYPCOPOB, U
JIEKapCTBEHHBIX CPENCTB, MOMISKANINX MPEIMETHO-KOJIMYECTBEHHOMY YYETy, YTBEPXKIEHHBIX MPUKa30M MHUHHUCTEPCTBA
3npaBooxpanenus Poccuiickoit @enepanuu ot 31 okrsiops 2017 . N 882H (3apeructpupoBaH MUHHCTEPCTBOM FOCTHUIIMH
Poccuiickoii ®enepanun 9 siaBaps 2018 r., peructpanuonnsiid N 49561).

3. Peuentypusie Onanku Gopmer N 107/y-HII, u3roroBneHHbIe 10 AHS BCTYIUICHHS B CHIIy HACTOSIIETO MPHKa3a,
MOTYT OBITh HCIIONTB30BaHbI 10 1 Mapra 2023 roxa.

4. Hacrosiuuii mpuka3 BcTynaet B cuity ¢ 1 mapta 2022 . u nelictByet g0 1 mapra 2028 .

Munuctp M.A. Mypaiiko

3aperucrpupoBano B Muntocte PO 30 nos6ps 2021 1.

Perucrpaunonssrii N 66124

Ipuaoxenne N 1

K npuka3y MUHHCTEPCTBA 3IPaBOOXPaHeHUsI
Poccuiickoii @enepannu

oT 24 Hosopsa 2021 . N 1094n

HOpﬂI[OK Ha3HAYCHUHA JICKAPCTBCHHBIX NpenapaToB
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I. O0mue moJ10:KeHNsA

1. Ha3znauenne JICKapCTBCHHBIX MNPENapaToB MJjid MEAUIIMHCKOIO MPUMCHCHUS (glanee - JICKAPCTBCHHBIC Hper[apaTLI)

OCYIIECTBJISICTCS JICHalllUM BpauoM, (l)eJ'ILZlH.IGPOM, aKyHIepKOﬁ B CJIy4dac BO3JIOKECHHU HAa HUX MTOJTHOMOYHH JIeHalero Bpayia,

Ipu  OKa3aHUH MEIAUIIMHCKONH TOMOIIM B MEIUIIMHCKUX OpraHm3anusax 1, B TIIOpAAKE, YCTAHOBJICHHOM IIPHKa3oM

MunucTepCcTBa 3/[paBOOXpaHEHUs U colranbHOro pa3Butusi Poccuiickoit ®enepanuu ot 23 mapra 2012 . N 252u "O06
yrBepxkaeHun [lopsinka Bo3nokeHHs Ha (enpamepa, akyLUIepKy PpPYyKOBOTUTENEM MEIULMHCKOW OpraHu3alu Mpu
OpTraHU3alUU OKa3aHUs MMEPBUYHON MEIUKO-CAHHUTAPHOW ITOMOIIU U CKOPOW MEAMIMHCKOW ITOMOIIY OTACIbHBIX (PyHKIUH
JeYaniero Bpaya 1mo HermocpeCTBEHHOMY OKa3aHHIO MEIUIIMHCKOM MOMOIIY MAlMeHTY B TIEPHOJ HAOMIONCHUS 32 HUM U €T0
JICYCHHs, B TOM 4YHCJIE€ IO HA3HAYCHUI0 W IPUMEHEHHUIO JIEKAPCTBEHHBIX IIPENaparoB, BKIIOYAas HApKOTHYECKHE

JIeKapCTBEHHBIE Tpenaparbl M ICUXOTPOITHBIC JIEKAPCTBEHHBIE Iperapars” 2, WHAWBHUYaJbHBIMHU TIPEATTPHHAMATEIISIMH,
OCYIECTBISIOIMMU MEJULIUHCKYIO IESTENbHOCTD (Jaee - MeAULMHCKUE PaOOTHUKH).

MenuuuHckuid paboTHUK, O(GOPMHBIIMM pPELEeNT C HapylIeHHeM HACTOSIIEro IOpAAKa, WM PYKOBOAUTEIb
MEIUIMHCKOM OpraHu3aluy 00eceyrBaloT CBOEBpeMEeHHOE nepeodopmiieHre TpedyeMoro A ManueHTa peLenTa.

2. CBezseHHs O Ha3HAUCHHOM JIEKapCTBEHHOM IIpenapare (HauMEHOBAaHUE JISKapCTBEHHOTO IIpenapara, 103UpOBKa,
croco0 BBelEHHS M TPUMEHEHHS, PEXHUM TO3MPOBAHUSA, MPOJOJDKUTEIFHOCTh JIEUeHHs M OOOCHOBaHHME HA3HAYCHUS
JIEKapCTBEHHOTO TIperapaTa) BHOCATCS METUIIMHCKUM PA0OOTHUKOM B METUIIMHCKYIO TOKYMEHTAIIHIO TAllMEeHTA.

B cayuwasx, ykaszaHHelx B myHkTax 8-11 nHacrosmmero Ilopsinka, MeTuIMHCKHMI pPaOOTHUK, Ha3HAYMBIIMHA
JIeKapCTBEHHBIN Mpenapar, ohopMiIsieT Ha3HaYeHHe JIeKapCTBEHHBIX MPENapaToB, B TOM YUCIE MOUIEKAIINX U3TOTOBICHUIO
U OTIyCKY anTEeYHBIMH OpraHU3alMsAMH (Janee - JIEKapCTBEHHBIE MNpenaparsl HHIWNBHIYAJILHOTO HW3TOTOBJICHHS), Ha

peuentypHoM OnaHke, OopOpMIECHHOM Ha OyMa)KHOM HOCHTENE 3a CBOCH IMOIMHUCHIO (Janee - peunent Ha OyMakHOM

HoOcHTelNe), U (WIN) C COMIacHs MAIlMEeHTa WM €ro 3aKOHHOTO IPEACTaBUTENS 3 Ha peuentypHoM OmaHke B (opme

9NIEKTPOHHOTO JTOKyMEHTAa C HCIOJNB30BAaHUEM YCHICHHOW KBaNHU(HUIIMPOBAHHOHN 3JIEKTPOHHOH IOINMCH MEIUIUHCKOTO
paboTHHKa (anee - penent B (opMe ANEKTPOHHOTO JJOKYMEHTA).

Perient B popMe 3MEKTPOHHOTO JOKYMEHTA, COJEPIKAINN Ha3HAUCHHE HAPKOTUIESCKUAX CPEJICTB WU TICHXOTPOITHBIX
BEICCTB, IOIIUCHIBACTCS C HCIIOJIb30BAHUEM YCUIICHHON KBATU(QHIIMPOBAHHOHN JJIEKTPOHHOH ITOINUCH JICYAIIEro Bpada
win (enpamepa, akymepk, Ha KOTOPBIX BO3JIOKCHBI (DYHKIMH JIEUAl[ero Bpaya, M COOTBETCTBYIOLICH MEIMIIMHCKON

OpraHU3aLuH 4
Odopmienue peuentoB B (opMme DIEKTPOHHBIX JOKYMEHTOB OCYILECTBISETCA B Cllydyae HPUHATHUS
YIIOMTHOMOYEHHBIM OpPTaHOM HCIONHUTEIBHOW BIacTH cyObekTa Poccuiickoii denepanuy B COOTBETCTBHH C ITyHKTOM 4

crarbu 6 deaepanbHoro 3akona ot 12 anpens 2010 . N 61-®3 "O6 oOpailieHIH JIEKAPCTBEHHBIX CPEICTB" > peleHust 06
WCTIOJIb30BAHUU Ha Tepputopuu cyobekra Poccuiickoit Deneparuu Hapsily ¢ pelleNTaMU Ha JICKAPCTBEHHBIC MpErnaparsbl,
opopmiieHHEIMH Ha OyMa)KHOM HOCHTENe, PELENTOB Ha JIEKapCTBEHHBIC IpenapaThl, C(HOPMHUPOBAHHBIX B QopMme
ANIEKTPOHHBIX JJOKYMEHTOB.

3. Ilpu BBIKCKE MalMEHTa U3 MEIUIMHCKONH OpraHW3allid, B KOTOPOH €My OKa3bIBalach MEIUIIMHCKAS ITOMOIIb B
CTaLlMOHAPHBIX YCIIOBUAX, NPHU HEOOXOOUMOCTH IPONODKEHHS IIpHeMa JIEKapCTBEHHOIO Ipenapara B aMOyJaTOPHBIX
YCIOBUAX JAHHOMY MAIMEHTYy MO PELICHUIO PYKOBOAMTENS MEIMLMHCKOW OpraHM3alud Ha3HAdaloTcad ¢ OQOopMIIEHHEM
peuenTa B popMe IEKTPOHHOTO JOKyMEHTa U (M) Ha OyMa)XHOM HOCHTeNe (32 UCKIIOYeHHEeM 0pOopMIIEHHS PELIENITOB Ha
JICKapCTBEHHBIE IMPENaparkl, MOJUIeKalIie OTIYCKY OeCIIaTHO WM CO CKHJIKOHM) JTHOO0 BBIAIOTCA (MAIMEHTY WM €ro
3aKOHHOMY TPEJICTABUTEINI0) OMHOBPEMEHHO C BBIMMCKOW W3 UCTOPHH OOJIE3HU JICKAPCTBEHHBIC MpEMmapaThl, B TOM YHCIIE
HApKOTHYECKHE U ICUXOTPOIHBIE JIEKapCTBEHHbIE Npernaparsl, BHeceHHble B cnucku 11 u I mepedHs HapKkoTHYECKHX
CPEICTB, ICUXOTPOIHBIX BELIECTB U UX MPEKYPCOPOB, MOUIEKAIINX KOHTPoIto B Poccuiickoit deneparinu, yTBEpKAEHHOTO

IIpaBurensctBoM Poccuiickoit ®denepanuu 6 (manee - IlepeueHb), CHIBLHOACWUCTBYIOLIME JEKAPCTBEHHBIC Mperaparhl, Ha
CPOK IpHeMa NaIrueHToM 10 5 JHeil.
4. Ha3znaueHue JIeKapCTBEHHBIX IPENapaToB IPH OKa3aHMM MEAWIMHCKOM IMOMOIIM B CTallMOHAPHBIX YCIOBHAX

MOXKET OCYIIECCTBIATHCA ITOCPEACTBOM TpeGOBaHI/Iﬁ MEIUITTHCKOM Opranun3aluy, HalIpaBJIAE€MBIX B allTEYHBIC OpraHU3alluu,

SIBJISIFOIIMECS] CTPYKTYPHBIMH MOAPA3ACICHUIMHA METUITUHCKONW OpraHU3alUu. 7

5. Ha3HaueHue JeKapCTBEHHBIX NPENapaToB OCYIIECTBISAETCS MEIUIMHCKUM PabOTHHKOM IO MEXIYHapOZHOMY
HEMaTeHTOBAaHHOMY HaMMEHOBAHMIO, a MPHU €ro OTCYTCTBHM - TPYNIHPOBOYHOMY MM XMMHUYECKOMY HaMMEHOBaHMIO. B
CIy4ae OTCYTCTBUS MEXAYHAapOAHOIO HEMAaTECHTOBAHHOIO HAWMEHOBAHUS W TPYNIUPOBOYHOTO WM XUMHUYECKOrO
HanMEHOBaHMs JICKAPCTBEHHOTO IIperapara JIEKapCTBEHHBIM TpenapaT Ha3HAdaeTcsl MEAMIWHCKAM paOOTHHKOM IO

TOProBOMY HaMMEHOBAHUIO. HpI/I HAJIMYUU MEIUIIMHCKUX TTOKa3aHUI (I/IHL[I/IBI/I,I[yaJ'ILHaH HENICPCHOCUMOCTD, IO ) KU3HCHHBIM

HOKa3aHI/IHM) 0 PpCHICHUIO Bpa‘le6H0ﬁ KOMHCCHUH MeZ[HHHHCKOﬁ OpraHusanuu 8 OCYHICCTBJIAICTCA HA3HAYCHUC U

odopMIIeHHEe Ha3HAYCHHS JICKAPCTBEHHBIX NPENapaToB, HE BXOISIINX B CTAHAAPTHl METUIITHCKOMW MTOMOIIH, pa3paboTaHHbIe
B COOTBETCTBHU C IMyHKTOM 14 ctaren 37 ®enepanpHoro 3akora N 323-03 9, WJIN HE NIPEAYCMOTPEHHBIX COOTBETCTBYIOIIEH
KJIMHUYECKOH peKoMeHnalued, jJub0o 10 TOProBbIM HauMEHOBaHUAM. PemieHue BpayeOHONH KOMHCCHH MEAWIIMHCKOM
opraHu3auuy GUKCHpyeTcs B MEAULUHCKON TOKYMEHTAIMH MAlMeHTa U B )KypHaie BpaueOHOH KOMUCCHU.

Ecnu npu oka3aHuM MallMEHTy MEAWIMHCKON OMOIIY B MEAULIMHCKON OpraHn3alMy B CTAllHOHAPHBIX YCIOBUSX 110
peleHnto BpaueOHONH KOMUCCHU OCYILIECTBIISIOTCS Ha3HAYCHUE U MPUMEHEHUE JIGKapCTBEHHOTO Iperapara ¢ KOHKPETHBIM
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TOPrOBBIM HAMMEHOBAaHHEM, TO TPU OKA3aHWUHM JAHHOMY NalWeHTy MEIMLUHCKOW IMOMOLIM B HHOM MEIMLUHCKON
OpraHW3allii B CTAI[MOHAPHBIX YCIOBHUSIX, a Takke B aMOYJTaTOPHBIX YCIOBHSX OCYIIECTBISCTCS Ha3HAUCHHE €My
JIEKaPCTBEHHOTO MPEIapaTa ¢ TeM %Ke TOProBbIM HAMMEHOBAHKEM .

6. Ha3HaueHue neKkapcTBEHHOTO Ipenapara B peLente Ha 0yMa)kHOM HOCHUTENE WM pelente B hopMe dIeKTPOHHOTO
JOKyMeHTa oopMIIsieTcss Ha UM TAMEHTa, U KOTOPOTo MpeJHa3HaueH JeKapCTBEHHBIN Ipermapar.

Penent Ha GymaxkHoM HocwHTene, oopMIIeHHBIN Ha perienTypHoM Onanke gopm N 107/y-HIT, N 107-1/y, N 148-1/
y-88, N 148-1/y-04(;1), yTBEpKICHHBIX HACTOSIIMM IPHUKA30M, MOXET OBbITh IOJIy4€H MAIIeHTOM, €ro 3aKOHHBIM
MPEACTABUTEIEM WIIH JIMLOM, UMEIOIIUM O(OPMIICHHYIO B COOTBETCTBUH C TPAXKIAHCKHM 3aKOHOAATENIHCTBOM Poccuiickoit
denepanu JOBEPEHHOCTD OT MAIlMEHTA HA TIPABO MONYUYCHUSI TAKOTO PEIENTa (Jjajee - YIOIHOMOYSHHOE JIHII0).

IIpencraBnenne MTOBEPEHHOCTH HE TpeOyeTcsl B Ciydae IOMYYeHHs pelenTa Ha JIEKapCTBCHHBIN Tperapar A
HMHKYpaOeIbHOr0 OOJIFHOTO Ha 3aBEpIIAIONIEM JTalle €ro )KU3HH JIUIIOM, OCYIIECTBILIONINM YXOJ 38 TAKMM HHKYPaOeIbHbIM
OonpHBIM. B TakoM cilydae MEAMIMHCKUN paOOTHUK BBIAAET JIUIY, OCYILECTBISIOIEMY YXOJ 38 HHKYpaOeIbHbIM OONbHBIM,
JOKYMEHT, MOATBEPKAAIONINN HHKYpaOenbHOe COCTOSHHE OONBHOTO, COACpKAlIUii CBEACHUS O JIHIE, KOTopoe Oyner
MIOTy9aTh JICKAPCTBEHHBIE TIpeTaparsl 1o penenty (pammims, uMms, oTdecTBO (TOCIeqHEee - TIPH HAIMYNN), BUJ, CEpUs U
(w1n) HOMEp HOKYMEHTa, YHOCTOBEPSIOIIETO JMYHOCTH), 3aBEPEHHBIH IMOAIMCHI0 M TI€YATHI0 JAHHOTO MEIHIIMHCKOTO
paboTHUKa, a TaKKe Me4aTbio MEIULMHCKON OpraHu3aLum.

JIOKyMEHT, IOATBEPXKAAIOLINN HHKYypaOeIbHOE COCTOsIHUE O0IBHOTO, OCTAETCS B allTEUHON OpraHu3alyy.

Penienit B (hopMe 3IIEKTPOHHOTO TOKYMEHTa (DOPMHUPYETCS ¢ UCTIOIb30BAaHIEM TOCYIapCTBCHHON MH()OPMAIMOHHOM
cucreMbl B cdepe 3mpaBooxpaHeHHs cyObekra Poccuiickoit ®depepanuu, MeTUIMHCKOW WHGOPMAIMOHHON CHCTEMBI

MEIULIMHCKON OpraHu3aluu 1,

@dakT BBIAAYM pELENTa Ha JIEKAPCTBEHHBIM MpEnapar 3aKOHHOMY IMPEICTABUTENI0 WIM YHOJTHOMOYEHHOMY JIHUILY
(ukcHupyercss B METUIIMHCKON TOKyMEHTAIIUH MAIUSHTA.

7. MeauuuHCKUM pabOTHHKaM 3amperiaeTcs oGOpMIISATh PelenTsl MPU OTCYTCTBHM Y MalMeHTa MEAUIUHCKUX

HOKa3aHHI>i; Ha HE3apeTrUCTPUPOBAHHBIC JICKAPCTBEHHLIC IIpEriaparhbl 12; Ha JICKapCTBCHHBIC IIpEriaparbl, KOTOPLIC B

COOTBETCTBUH C MHCTPYKIHEH MO0 MEAUIUHCKOMY NMPUMEHEHHUIO MPEAHA3HAYCHBI IS IPUMEHECHHUS TOJBKO B MEJUIIMHCKHX
OpraHu3alusX; Ha HAPKOTHYECKHE CpPEACTBA W IICUXOTPOIHBIC BellecTBa, BHeceHHble B crmmcok I Ilepeuns,
3aperucTpUpPOBaHHBIC B KaUECTBE JIEKaPCTBEHHBIX [IPENapaToB, B LEIAX IPUMEHEHUS U1 JICUCHUST HAPKOMaHHH.

WunuBunyaapHBIM TPEANPUHAMATEISIM, OCYHISCTBITIONIAM MEIHIUHCKYIO JIESITEINbHOCTh, JOMOJHUTEIBHO K
TpeOOBaHMAM, yKa3aHHBIM B a03alle MepBOM HACTOSMICTO IyHKTA, 3arperaeTcs: opopMIIsTh pPerenTsl Ha HApKOTHYECKHE
Cpe/CTBa U ICUXOTPOIHbIE BelecTBa, BHeceHHble B cniucku 11 u III Ilepeuns (manee - HApKOTUUECKUE M IICUXOTPOITHBIE
nexapcTBeHHbIe npenaparkl criuckoB 11 u 111 [epeuns).

8. Ilpm Ha3HaYeHMH HAPKOTUYECKUX U ICUXOTPONHBIX JEKapCTBEHHBIX mpemnaparoB crucka II Tlepeuns, 3a
HCKITIOYCHUEM JICKapPCTBEHHBIX IPENaparoB B BHJIC TPAaHCAEPMAIBHBIX TEPAEBTHYCCKHX CHUCTEM M JICKAPCTBEHHBIX
MIPETIaparoB, COACPKAIIUX HAPKOTUYECKOE CPEICTBO B COUETAHWH C aHTATOHHUCTOM ONMHOWAHBIX PELENTOPOB, PEUENTH Ha
OymaxHOM HOocuTele 0(hopMIIIIOTCS Ha perientypHoM Oanke ¢popmbl N 107/y-HII.

9. Peuentypusiit 6mank popmbr N 148-1/y-88 odopmisiercs npu HazHAYCHUH:

1) HapKOTHMYECKUX M ICHXOTPOIHBIX JIEKAPCTBEHHBIX Npemnaparos crnucka Il Ilepeuns B Buae TpaHcOepMaibHBIX
TEpaneBTHYECKNX CUCTEM, HApPKOTHUYECKHUX JIEKAPCTBEHHBIX mpenapaToB crucka I [lepeuns, comepikammx HapKOTHYECKOE
CPEICTBO B COUETAHWH C aHTArOHHCTOM OIHOMIHBIX PEIETITOPOB, MCUXOTPOMHBIX JIEKAPCTBEHHBIX IpemnapaTtoB crucka I11
ITepeuns;

2) KOMOMHHAPOBAaHHBIX JIEKAPCTBEHHBIX MPETIAPATOB, COAEPIKAIIIHX:

a) KOJCWH WM €ro cojd (B MepecueTe Ha YHMCTOE BEIIECTBO) B KoiamyecTBe 70 20 MI BKIIOYUTENbHO (Ha 1 103y
TBEPIIOW JIeKapCTBEHHOUW (opmbl) wiu B komuuectBe g0 200 mr BiiarouutensHo (Ha 100 mur mmm 100 T xuakoi
JIEKapCTBEHHON ()OPMBI JIIsl BHYyTPEHHETO MPUMEHEHMS );

0) ncesnoadenpruHa TUAPOXIOPU B KoiaudecTBe, npesbimaromeM 30 mr, u 10 60 Mr BrIoYMTeNnsHO (Ha 1 nosy
TBEPJIOi JIEKapCTBEHHOH (POpMBI);

B) TICEBIOA(epUHA THAPOXJIOPU B KOTMUECTBE, peBbimatonieM 30 Mr, 1 10 60 MI BKIIFOUUTEIBHO B COUYCTAHUU C
JgekcrpoMmeropdanoM rugpodpoMuaoM B KonudecTBe, mpeBblmaromeM 10 mr, u no 30 mMr BxitouutensHo (Ha 1 mosy
TBEPJIOi JIEKaApCTBEHHOH (POPMBI);

r) nexkctpomeropdana ruapodpomun B kommdectBe 10 200 mr BriarouutensHo (Ha 100 mn wim 100 T xuakoi
JIEKapCTBEHHON ()OPMBI JIIsl BHYTPEHHETO IPUMEHEHMS );

) adeapuHa rUAPOXIOPUA B KomuecTBe, npeBbimatoieM 100 mr, u 1o 300 mr BrirtountensHo (Ha 100 Mo mimm 100
I' JKMJIKOH JIEeKapCTBEHHOM (POPMBI U1 BHYTPEHHETO IPUMEHEHUS);

e) adenprHa THAPOXIOPH] B KoimdecTBe A0 SO Mr BKIFOUMTENHHO (Ha | 03y TBEpHOi JeKkapCcTBEHHON (OpMEI);

k) (hEHWIPOIIAHOIIAMUH B KOJIMYECTBE 10 75 Mr BKIIIOUMTENBHO (Ha 1 103y TBEpAOH JeKapCTBEHHOM (hOpMBI) MK
10 300 mr BrutountenbHO (Ha 100 mut uu 100 r xuaKoil nekapcTBEHHON (OPMBI AJIsl BHYTPEHHETO IPUMEHEHHUS);

3) (peHOOAPOUTAT B KOJIMYECTBE 10 15 MI BKIFOYUTEIHHO B COYCTAHUHU C KOJECUHOM (WJIM €r0 COJISIMU) HE3aBUCHUMO
OT KonuecTBa (Ha 1 103y TBep0i IeKapCTBEHHOH (HOPMBI);

n) (henobapOuTan B KomuuecTBe A0 20 Mr BKIIFOYMTEIBHO B COUYCTAHUM C d(PESIPUHOM THUIAPOXJIOPUIOM HE3aBUCHMO
oT Konn4ecTBa (Ha 1 103y TBepAOH JieKapcTBEHHOU (OpMBI);
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K) XJIOpAMA3eTNoKCH] B KoiudecTBe, mpeBblmaromeM 10 mr, u g0 20 mr BriounTensHO (Ha 1 103y TBepAoi
JIEKapCTBEHHOM ()OPMBI);

3) JNeKkapCTBEHHBIX MpenapaToB HHAMBHIYAJIBHOTO HM3TOTOBJIEHHS, COAEPKAIUX HAPKOTHYECKOE CPEICTBO WIIH
NcuxoTporHoe BemecTBo crnucka Il Ilepeuns, u napyrue dapmakomornyeckie akTHBHBIC BelIecTBA B 03¢, HE
MIPEBBINIAIONIEH BHICIIYIO Pa30BYIO 103y, W MPH YCIOBHH, YTO ATOT KOMOWHHPOBAaHHBIN JIEKApPCTBEHHBIN Ipemapar He
ABJISIETCS] HAPKOTHUECKUM WJIN IICUXOTPOIHBIM JIEKapCTBEHHBIM IpernaparoM crucka II ITepeuns;

4) I5ekapCTBEHHBIX TMIPENApaToB, BKIIOYCHHBIX B TMEPEYCHb JICKAPCTBEHHBIX CPEACTB JUISI MEIUIIUHCKOTO
NPUMEHEHH, MOAJIeKAIUX MPEAMETHO-KOJIMYECTBEHHOMY Yy4eTy (hajiee - JIeKapCTBEHHbIE MpenapaThbl, BKJIIOYEHHbBIE B
niepedens [IKY) 13,

10. PeuentypHsiii O61ank ¢opmbl N 148-1/y-04(11) odopmisieTcs mpu Ha3HAYCHUH JICKAPCTBEHHBIX IPENapaToB
rpakiaHaM, UMEIOIIMM TpaBo Ha OecIulaTHOE MONyYeHHWE JIEKApCTBEHHBIX MPENapaToB WM TONYyYEeHHE JIEKapCTBEHHBIX
IpenaparoB CO CKHIKOM.

11. PenenrtypHeriit 6mank ¢popmst N 107-1/y oopmitsieTcst Ipu Ha3HAYECHHUH:

1) nexapCTBEeHHBIX IpenapaToB, HE yKa3aHHBIX B MyHKTaX §, 9 HacTosmero [lopska;

2) KOMOMHHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, COACPIKAIIMX:

a) BproTaMMHa TUAPOTAPTPAT B KOJIMUYECTBE 10 5 MI' BKIIOUHUTENHHO (Ha 1 103y TBepoil JeKapCcTBEHHOM (HOPMBI);

0) adenpuna rumpoxsopun B kojamdectse A0 100 mr BrimounteapHo (Ha 100 mut mim 100 T KUAKOM JTeKapCTBEHHOM
(hopMBI 111 BHYTPEHHETO IPUMEHEHHS);

B) mceBaodpeapruHa THAPOXIOPUA B KoIMYecTBe, He mpepblmaromeM 30 mr (Ha 1 103y TBepaoi JieKapCTBEHHOMH
(opMeD);

r) nceBnoddenprHa THAPOXIOPU B KOJIWYECTBE, He mpeBbimatonieM 30 MI, B cOYeTaHUH C JeKcTpoMeTopdaHoMm
rUApOOpOMHIOM B KonudecTBe, npesbimaromeM 10 mr, 1 g0 30 mr BxmounTtenbHO (Ha 1 103y TBEpAO#l JIeKapCTBEHHOM
dopmsr);

1) nexkcrpomeropdana ruipoopomMu]] B KonuuecTse, npesblmatomeM 10 mr, 1 10 30 Mr BritouuTenbHO (Ha 1 103y
TBEPJIOM JIEKapCTBEHHOM (POPMBI);

e) (enobapOuram B KomudecTBe, mpesbimaromeM 20 mr, u go 50 Mr BriarountensHo (Ha 1 m03y TBepaou
JIEKapCTBEHHON ()OPMBI);

xK) Qenobapburan B konmmyecTBe a0 20 MI' BKIIOYUTEIHHO B COYETAHMHM C SPrOTAMHHOM THAPOTAPTPATOM
HE3aBHCUMO OT Koju4ecTBa (Ha 1 103y TBepAoii JekapcTBeHHOU (HOPMEI);

3) XJIOpAMA3ENOKCH]] B KoJim4yecTBe 10 10 MI BKITIOUUTEIBHO (Ha 1 103y TBEpIOH JIeKapCTBEHHOH (popMBbI).

12. Tlpn Ha3HAYEHWW JEKAPCTBEHHOTO Ipemnapara WHIMBUAYaJbHOTO W3TOTOBJICHHS B pelenTe Ha OyMakKHOM
HOocHuTene M (W) pernente B (OpPME IJIEKTPOHHOTO JIOKYMEHTa HAaWMEHOBaHWS JIEKAPCTBEHHBIX CPEJCTB (BEIIECTB),
BKJIIOYEHHBIX B niepedeHb [IKY, yka3piBaloTcs B Hauase perernTa, 3aTeM - BCe 0CTajbHbIe HHIPEIUCHTHI.

13. Ilpu Ha3HAa4YCHHUH JICKAPCTBEHHOTO Iperapara B pelente Ha OyMakHOM HOcUTelle W (MJIHM) peuente B gopme
JNIEKTPOHHOIO JOKYMEHTa 3allpellaeTcs NPEeBbIIATh KOJMYECTBO HAPKOTMYECKUX CPEACTB WM ICUXOTPOIHBIX BELIECTB,
KOTOpPO€ MOXET OBITh BBIIMCAHO B OJHOM pelenTe, ycraHoBieHHoe npuiokeHneM N 1 k Hacrosmemy Ilopsaxy, 3a
HCKJIIOUEHHEM CITy4aeB, YKa3aHHBIX B IMyHKTax 15 u 24 Hacrosmero [lopsiaka.

14. Tlpn Ha3HAueHHM JIEKAPCTBEHHBIX IIpENaparoB, BKIOUEHHbIX B nepedeHb 1KY, 103a KOTOpHIX mHpeBbIIacT
BBICIIINN OHOKPATHBIN MpUEM, MEIUIIMHCKUI pabOTHUK 0003HAYaeT 103y 3TOTO JIEKAPCTBEHHOIO Mpenapara B pelenTe Ha
OyMa)KHOM HOCHTEJIE MTPOMUCHIO C TIPOCTABICHHEM BOCKIIMIIATEIEHOTO 3HaKa U (MIJIN) TPOCTABIISIET BOCKJINIATEIbHBIN 3HAK
npu 0OpMIICHUH peLenTta B popMme MEKTPOHHOTO JOKYMEHTA.

15. KommgecTBO Ha3HaYeHHBIX JICKAPCTBEHHBIX MpENApaToB, BKIOUEHHBIX B mepedeHb [IKY, mpm oxazaHmm
MalMeHTaM, HYXIAIOUIMMCS B JUIMTENIBHOM JIEYEHUM, NEPBUYHONH MEIUKO-CAaHWTAapHONH IOMOINM M IaJIMAaTHBHOH
MEIUIMHCKON MOMOIIM MOXKET OBbITh YBEIMYEHO C YYETOM KIMHMYECKHX PEKOMEHIaluid He Ooinee yeM B 2 pasza IO
CPaBHEHHUIO C KOJMYECTBOM HAPKOTHYECKHX CPEICTB WM MCHUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITH BBHINHCAHO B
OJTHOM perenTe, yCTaHOBICHHBIM mpuiioxkenneM N 1 k Hactosmemy [lopsaky.

B cmyuasx, mpenycMOTpeHHBIX a03alleM MEepBBIM HACTOSMIErO MyHKTa, Ha pelentax Ha OyMa)KHOM HOCHTeENe
npousBonuTcst Hagnuch "[lo crennanbHOMY HAa3HAYEHHUIO", OTIAENBHO 3aBEPEHHAs MOANMCHI0 MEIUIIMHCKOTO PaOOTHUKA U
MeyaThl0 MEIUIMHCKON opranuzammu "J{ns pernentos”, Ha perenTtax B (OpMe 3JNEKTPOHHOTO TOKYMEHTa MPOU3BOIUTCS
ormetka "[lo cneunanbHOMY Ha3Ha4€HHIO" C MPOCTABIEHUEM YCHUJIEHHON KBaJIM(HULUHUPOBAHHOW >IEKTPOHHOHN MOAIHMCH
MEIMIIMHCKOTO pabOTHHKA.

16. CocraB nexapCTBEHHOIO Ipemapara, JiekapcTBeHHas (opma u oOpallleHHe MEIULIHMHCKOrO paboOTHUKA K
(apmaneBTHYECKOMY PaOOTHHKY 00 OTIIyCKe JIEKQpCTBEHHOTO MpenapaTa Ha OyMakHOM HoOcHTene o(opMISIOTCS Ha
JATHHCKOM WITH PYCCKOM SI3bIKE B POJAMTEIILHOM TaJIekKe, 32 UCKIIoUeHHEM 0(OpMIIeHHsT perienToB B hopMe IIEKTPOHHOTO
JOKYMEHTa, OCYLIECTBIIIEMOI0 Ha PYCCKOM SI3BIKE.

[Ipu odopmieHNH peHenTypHBIX ONaHKOB JOMYCKAaeTCs WCIIONB30BaHHE COKpamleHuid (nmpuioxkenne N 2 K
HactosimeMy [lopsaxy).

[Ipn HazHaueHWW JEKApCTBEHHOTO IIperapara He JIOIyCKaeTcs COKpalleHWe HaWMMEHOBAHWN WHIPEIHECHTOB,
COCTAaBIISIIOIIMX JICKAPCTBEHHBIM Mperapar, He ITO3BOJSIONIMX YCTAaHOBUTh, KaKOH HMMEHHO JIEKapCTBEHHBIH Iperapar
Ha3Ha4eH.
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17. Cioco® npuMeHeHH s JIEKapCTBEHHOT0 Mpenapara 0003Ha4aeTcs ¢ yKa3aHWeM MYTH BBEAEHUS, A03bl, YACTOTHI,
BPEMEHHM MIpHE€Ma OTHOCHUTEJIBHO CHa (YyTpOM, Ha HOYb) M €ro JUINTEIbHOCTH, a JJs JIEKAPCTBEHHBIX IIPETaparos,
B3aMMOJICHCTBYIONINX C MHILEH, - BPEMEHH MX YIOTPEOJICHNUS OTHOCUTEIHLHO MPHEeMa UMM (70 €bl, BO BPEMS €/Ibl, T0CIe
elpl).

18. IIpn HEOOXOMUMOCTH HEMEIJICHHOTO WIIM CPOYHOTO (B TEUEHHE JIBYX PaOOYMX JHEH) OTITyCKa JICKApCTBEHHOTO
Tperapara NalyueHTy B BEpXHEH JacTH perenTta Ha OyMakHOM HOCHTEJIE MPOCTaBISIFOTCS 0003HaueHwust "cito" (cpodHO) min
"statim" (HeMeIyIeHHO). AHAJIOTHYHbIE 0003HAYEHUS TPOCTABIISIIOTCS B BUJE OTMETOK IpH 0(OpPMIICHUH pelienta B Gopme
3JIEKTPOHHOTO JOKYMEHTA.

19. IIpu odopmieHur Ha3HAYEHUS TOTOBOTO JIEKAPCTBEHHOTO MpenapaTra B peuente Ha OyMa)KHOM HOCHTENE WU
peuente B (GopMe DICKTPOHHOTO JOKyMEHTAa KOJIMYECTBO JCHCTBYIOIIUX BEIISCTB YKa3bIBACTCS B COOTBETCTBHH C
WHCTPYKIMEH MO0 MEIWIIMHCKOMY TIPIMEHEHHUIO JIeKapCTBEHHOTOo mpenapara. J[omycTMMoO yKa3biBaTh TO3UPOBKY
JIEKapCTBEHHBIX MPENapaTroB CUCTEMHOIO IeHCTBUS (U1 pe30pOTHBHOIO NpHeMa) B TBEPABIX JIEKAPCTBEHHBIX (opMax
(Hanpumep, TabIETKHU, TIOPOLIKH, KAIlCYJIbl) KaK COIEPKAaHUE OIHOTO MM HECKOJIBKHUX JACHCTBYIOUIMX BELIECTB B EAMHUIAX
Maccsl (B TrpamMmax, MWIUIUTpamMmax). JOomyCTMMO yKa3blBaTh JO3HPOBKY JIEKAPCTBEHHBIX IPETAPaToOB CHCTEMHOTO
JeiicTBus (A1 pe30pOTUBHOTO MPUMEHEHH) B JKUAKHUX JEKAPCTBEHHBIX (hopMmax (Hampumep, pacTBOPHI, CYCIICH3HUH) Kak
COZIep)KaHHE OJHOTO MJIM HECKOJIBKUX JEeWCTBYIOIIMX BEIIECTB B €AMHHUIAX Macchl Ha eIUHUIYy oObeMa (Hampumep,
MUJUTUTPaAMM/MIJUTMIIUTP) C YKa3aHHeM 00IIero oobema JIeKapCTBEHHOH (OPMBI.

[Ipun odopmieHnn Ha3HadueHUs JIEKAPCTBEHHOTO TNperapara WHAWBHIYAJIbHOTO W3TOTOBICHUS B peELENTe Ha
OyMa)XHOM HOcCUTeNne WM peuente B (GOpMe JIEKTPOHHOIO JOKYMEHTa KOJIMYECTBO TBEPABIX M CBHIMYYHX
(apmaneBTHYEeCKHX cyOcTaHIMH yka3bsiBaeTcs B rpammax (0,001; 0,5; 1,0), :KUIKUX - B MIJUTHIIUTPAX, rpaMMax U Karlisx.

20. Penienitbl Ha OyMa)KHOM HOCHUTEIE, B (hOpMe DIEKTPOHHOTO JIOKyMEHTa, 0(DOPMIICHHBIC Ha PELIETITYPHOM ONaHKe
¢dopmbl N 148-1/y-88 n nmpeHa3HaueHHBIE JJIS OTITyCKa JIEKAPCTBEHHBIX NIPENaparoB, MPeyCMOTPEHHBIX MOIITYHKTaMH 1-3
nyHkta 9 Hactosimero [lopsiaka, neiicTBUTENBHEI B TeueHue 15 qHel co AHS 0OpMITICHHS.

21. Peuentsl Ha OyMa)kHOM HOCHUTENe, B (hopMe JIEKTPOHHOTO JOKYMEHTa, O(hOPMIICHHBIE Ha PELeNITYpPHOM OJaHKe
¢dopmbr N 148-1/y-04(1) u mpenHa3HauCHHBIE JUIS OTITYCKa JICKAPCTBEHHBIX IIPENapaToB TpakAaHaM, YKa3aHHBIM B
nyakre 10 Hactosimero Ilopsnka, neiictBurensHbl B TedeHue 30 mHel co mHS odOpMIICHUS, 32 UCKIIOUYCHHEM CITydaeB
oopmiieHus perenta B COOTBETCTBUM ¢ IyHKTaMu 38 u 39 Hactosmiero Ilopsnka, mpu KOTOPBIX OH JEHCTBUTENEH B
TedeHue 15 gHel co AHS 0OpMIICHUS.

22. Penentsel Ha OyMa)XHOM HOcHUTeNe, B (hopMe IEKTPOHHOTO JOKYMEHTA, O()OPMIIEHHBIE Ha PELeNITYpHOM OJaHKe
dopmbr N 148-1/y-04(;1) w mpenHazHaueHHBIE JUIS OTIYCKa JIEKAPCTBEHHBIX MPENApaToB TpakJaHaM, JOCTHTIINM
MIEHCHOHHOTO BO3pacTa, WHBAIWJaM IEpBOM TIpynmbl, JETAM-MHBAJIWAAM, a Takke TIpaxJaHaM, CTpaJaloliiM
XPOHUYECKUMHE 3a00JICBaHHAMH, TPEOYFOIMMH JTUTEIEHOTO KYPCOBOTO JICUCHHs, JeHCTBUTENBHBI B TeueHne 90 mHel co
JHS o(hOpMIIEHHSI, 32 MCKIIIOYCHHEM CITydaeB, YKa3aHHBIX B NMyHKTax 38 m 39 Hacrosimero Ilopsiaka, mpu KOTOPBIX OH
JieiicTBUTENEH B TeueHue 15 nueit co nHs odopmiteHusl.

Jnsg jedyeHHus XpOHMUECKUX 3a00NIeBaHUI YKa3aHHBIM KaTe€ropHsM TIpak[JaH JIEKapCTBEHHBIE Ipenaparbl C
oopmiieHHEM perenToB Ha OyMa)KHOM HOCHUTEJIE WK PELenToB B (hopMe dIEKTPOHHOTO JOKyMEHTa MOTYT Ha3HayaThCs Ha
Kypc nedenns 10 180 guew.

23. Peuentsl Ha OyMa)XHOM HOcHUTeNe, B (hopMe JIEKTPOHHOTO JOKYMEHTa, 0(h)OpMIICHHBIE Ha peLleNITYpHOM OJaHKe
¢opmbr N 107-1/y m mpenHasHayeHHbIE AJsl OTIYCKa JIGKAPCTBEHHBIX IIPEMapaToB, NPELyCMOTPEHHBIX ITyHKTOM 11
Hacrosimiero [lopsiika, neiicTBUTENBHBI B TedueHune 60 qHel co THs 0popMIICHHS.

[Ipn Ha3HaueHWM TOTOBBIX JICKAPCTBEHHBIX IIPEMapaToB M JICKAPCTBEHHBIX MPENapaToB HWHIAWBUIYAIHHOTO
W3TOTOBJICHHS TMAIlieHTaM C 3a00JeBaHUsIMH, TPeOYIONMMH JUIMTEIBHOTO KypCOBOTO JIEYCHHS, C O(OpMIIEHHEM Ha
peuentypHoMm Onanke ¢opmbl N 107-1/y penenra Ha OyMa)kHOM HOCHTeNe MIM B (hOpME DIEKTPOHHOIO IOKyMEHTa
YCTaHABIMBAETCS CPOK IEHCTBUS peLenTa B mpeaenax 10 OJHOTO Tofa.

B cnydae ycTaHoBieHHs1 cpoKa JAEUCTBUS peIenTa B Mpesesiax 0 OIHOTO Iofia B perenTe MPOU3BOAUTCS HAIIHCh:
"Ilo cmenuanbHOMY Ha3HauyeHHUIO", 0003HAYaeTCsd CPOK NEMCTBHUs pelenTta M NepHOIUYHOCTh OTIYCKa JIEKApPCTBEHHBIX
MpenaparoB M3 aNTEeYHOW OpraHW3alMd WM HHIUBHAYAJIBHBIM MpPEANPHHUMATENIEM, HMEIOIUM JUICH3UI0 Ha

(hapMaLeBTUYECKYIO JeSITeNIbHOCTh 14 (e’keHeIeNnbHO, €XEMEeCSYHO M WHble MepHoabl). JOMOJHUTENBHO 3TO yKa3aHHUE
3aBepsieTCs MOJIMUCHI0 MEIUIIMHCKOIO pa0OTHHKA, a TAaKKe IedYaThio MEIWIMHCKON opranmzanmu "/[ns peuentoB" (mis
penenta Ha OyMa)kKHOM HOCHWTENE) WM YCHJICHHOW KBaJU(HUIIMPOBAHHONW HIIEKTPOHHOW TOANMCHI0 MEIUITTHCKOTO
paboOTHMKA U JMLA, YIOITHOMOYEHHOTO 3aBEepsTh JOKYMEHTHI OT UIMEHH MEIMLUHCKON OpraHu3auuu (Ui peuenta B Gopme
AJNEKTPOHHOTO JIOKyMEHTA).

24. PeuenTsl Ha J€KapCTBEHHBIC TIpenaparbl, BKIOYeHHbIe B repedenb [IKY, uig yedeHus: manmeHTOB C
XPOHUYECKUMHU 3200JIeBaHUAMHI MOTYT 0(OPMIIATECS Ha Kypc JieueHus 10 60 nHei.

B cnyuae, korga Kypc JieueHus cocraBiseT Oonee 30 qHEH, HOMOMHUTENBFHO B perenrtax Ha OyMa)XHOM HOCHTENe
npousBoauTcs Haanuch "[lo cnennanbHOMY Ha3HAUCHHIO'", 3aBEPEHHAsS MOJNKMCHI0 MEIUIIMHCKOTO PabOTHUKA U TEYaThio
MEIUIMHCKOM opranu3anmu "Jlis penenToB'”, Ha penenrtax B (JopMe 3JIEKTPOHHOTO JOKYMEHTa IPOU3BoauTCs oTMeTka "Tlo
CIEIUATFHOMY Ha3HAYCHHUIO" ¢ MPOCTaBICHHEM YCHJICHHON KBATH(UIIMPOBAHHOW SJICKTPOHHOW MOAMUCH MEIHIIUHCKOTO
pabOTHMKA U JIMLIA, YIIOJHOMOYEHHOTO 3aBEPATh JOKYMEHTbI OT MMEHH MEIUIIMHCKOI OpraHu3amuy.

25. Penent Ha OymMaxXHOM HocuTele B (opMe 3JICKTPOHHOTO JOKYMEHTa, O(QOPMIICHHBIA C HapylIeHHEM
YCTaHOBIIEHHBIX HacTosKUM [lopsiakoM TpeOOBaHMH, CUMTACTCS HECHCTBUTEIBHBIM.
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II. HazHaueHne JIeKAPpCTBEHHBIX NPEeNapaToB NPU 0KA3aHUU MEeJUIIHHCKON MOMOIIM B CTAIIHOHAPHBIX YCJIOBUAX

26. Ilpy okazaHUM MAIMEHTY MEAWLMHCKON TOMOIIM B CTALMOHAPHBIX YCJIOBHMAX Ha3HAYEHUE JICKAPCTBEHHBIX
MpenapaTroB MPOU3BOAUTCS 0e3 0pOPMIICHUSI pelienTa MEAUIUHCKIM Pa0OTHUKOM €IHOIMYHO, 32 UCKITIOUCHHEM CITy4acB,
yKa3aHHbIX B MyHKTe 27 HacTosamero [lopsaka.

27. CornacoBaHWe Ha3HAYEHUS JIEKAPCTBEHHBIX IPETMAparoB C 3aBEAYIOIIUM OTAEICHHWEM MM OTBETCTBEHHBIM
JOEeKYPHBIM BpadoM JHOO APYTMM JIMIOM, YIOJHOMOUYEHHBIM MPUKA30M IJIaBHOTO Bpaya METULIMHCKOM OpraHu3auuu, a
TaKXKe, MPH HATUYWH, C BPAYOM - KITHHHYECKHM (hapMaKoIOroM HEOOXOIUMO B CITydasix:

1) onHOBpPEMEHHOTO Ha3HAuUEHUs IATU U OoJiee JIeKapCTBEHHBIX MPENapaToB OJHOMY MalHEHTY;

2) Ha3HauCHHs JICKAPCTBCHHBIX MpPENaparoB, HE BXOAANIMX B IEPEUCHb KU3HEHHO HEOOXOMMMBIX M Ba)KHEHITHX

JICKapCTBEHHBIX IIp€IIapaTroB 15, IIpU HETUIINYHOM TCUCHUHN 33.60J'IeBaHI/I$I, HaJIMYUN OCJIOKHEHHI OCHOBHOTO 3a00JI€BAHMS U

(unm) comyTCTBYIOIIMX 3a00J€BaHWM, MPHU HAa3HAYCHHWU JIEKAPCTBEHHBIX MPENaparToB, 0COOEHHOCTH B3aMMOACHCTBHS U
COBMECTUMOCTH KOTOPBIX COIIACHO MHCTPYKLHUSM IO HX IPUMEHEHHMIO NPUBOAAT K CHIDKEHHIO 3(P(PEKTUBHOCTH U
Oe3omnacHocTH (apMakoTepanuu U (W) CO3IA0T MOTEHIIMAIBHYIO OMACHOCTD JUIS KH3HH U 3[0POBbs NAIIMEHTA.

B ykazaHHBIX ciy4asx Ha3Ha4e€HHE JIEKAPCTBEHHBIX NPENapaTroB (UKCHUPYETCs B MEAMLUUHCKOW TOKYMEHTAaLUH
MAIMeHTa U 3aBepsAeTCs MOANUCHI0 MEAUIMHCKOTO pabOTHHKA M 3aBEAYIOLIETO OTJeNICHHEM (OTBETCTBEHHOTO IEKYPHOTO
Bpaya WM JPyroro yIoJHOMOYEHHOTO JINIA).

28. MenuuuHCcKuil pabOTHUK METUITMHCKOW OpraHu3aiuu (ee CTPYKTYPHOTO TOApa3elieHHs ), PACIIOIIOKEHHON B
CEJIbCKOM HACEJICHHOM ITYHKTE, OCYIIECTBIISIET Ha3HAYEHUE JIEKAPCTBEHHBIX MPETAapaToB B CIy4yasX, YKa3aHHBIX B IMyHKTax
27 u 29 nacrosiero [lopsinka, eTMHONUYIHO.

29. Tlo pelieHuto BpaueOHON KOMHCCHM MAIIMEHTaM MPH OKa3aHUM UM MEIMIIMHCKOW MOMOIIM B CTAlMOHAPHBIX
YCIIOBHUSX HAa3HAYAKOTCS JICKAPCTBEHHBIC MPETIApaThl, HE BKIIOUCHHBIC B IEPEUCHD KU3HECHHO HEOOXOIUMBIX U Ba)KHEHIIIUX
JIEKapCTBEHHBIX TIpenaparoB, B CiIy4Yae HMX 3aMEHBl H3-3a WHAWBHIYaJIbHOH HENEPEHOCHMOCTH, MO >XM3HEHHBIM
MOKa3aHHSM.

Pemenne BpaueOHONH KoMHCCHM (DUKCHPYETCS B MEAMIMHCKOM OKyMEHTALUH MalleHTa U JKypHale BpauyeOHOMH
KOMHCCHUH.

30. B cmyuasix oOciienoBaHusl W JICYCHHS TPaKIAaHWHA B CTAIlMOHAPHBIX YCIOBHAX B paMKax NpPEAOCTaBICHUS

MCOUIMHCKUX YCIYI' Ha BO3ME3HOM OCHOBE 3a CYET JIMYHBIX Cp€ACTB TI'paxKaaH, CPEACTB INOPUANYCCKHUX JIML U HUHBIX

Cp€ACTB HA OCHOBAHHWU OOTOBOPA, B TOM YHCIIE JOrOBOpPaA I[O6pOBOJ'H>HOFO MCAUIHUHCKOTO CTPaXOBAHUS 16, €My MOI'yT OBITH

Ha3HAYCHBI JICKAPCTBECHHBIC IIPEHapaThbl, HE BXOAAIINE B IEPECUYCHL KU3HEHHO HeO6XO,HI/IMBIX M BaKHEHIIINX JICKapCTBEHHBIX
nperaparos, €CJIM UX HA3HAYCHUC U IIPUMECHCHUEC O6yCJ'IOBJICHO MCAUIWMHCKUMH ITOKa3aHUAMMU.

II1. HazHayeHue JieKapCTBEHHBIX NPENapaToB NPH OKA3AHUHU MEPBUYHON MeIUKO-CAHUTAPHON MOMOILIH, CKOPOii
MEeAMIUHCKOI MOMOIIH U NAJUIMATUBHON MeIUIUHCKOH MOMOLIH

31. Ilpu oka3aHWHM TEPBUYHON MEIUKO-CAHUTAPHOW IOMOIIM W TAJUTMATHBHOW MEAWIIMHCKON IOMOINN B
aMOyITaTOPHBIX YCIOBHSIX Ha3HAYCHHE JICKAPCTBEHHBIX MPENapaToB OCYIIECTBISIETCS MEANIIMHCKAM PaOOTHUKOM B CIydasix
TUIIUYHOTO TeUEHHs 3a00JIeBaHNsI TAIIMEHTA HCXO/IS U3 TSHKECTH U XapakTepa 3a00JIeBaHMUs.

32. Ha3naueHue JIEKapCTBEHHBIX IIPENapaTroB IO PEHICHWIO BpaueOHONH KOMHCCHHM TpPU OKa3aHWUH TEPBHYHON
MEIUKO-CAaHUTAPHOW ITOMOIIM, NAJJIHATUBHOW MEIWIIMHCKOW IOMOINM B aMOyJIaTOPHBIX YCIOBHSIX IPOU3BOIUTCS B
CIy4asx:

1) omHOBpEMEHHOTO Ha3HAYEHHs OIHOMY MAIMEHTY IATH W 0ojiee JIEKapCTBEHHBIX MpPEnaparoB B TEUEHHUE OJHHUX
CYTOK WJIM CBBILIE I€CSITH HAUMEHOBAaHUH B TEUCHUE TPUILATH THEH;

2) Ha3HAYeHHs JICKAPCTBEHHBIX NpENaparoB NPU HETUIMYHOM TEUCHHU 3a00JIeBaHUsl, HAIMYUHM OCIOKHEHHH
OCHOBHOTO 3a0oyieBaHusi W (MJIM) COMYTCTBYIOIIMX 3a00JieBaHM, INPU HA3HAYCHUU JICKAPCTBEHHBIX MPENapaTos,
OCOOCHHOCTH B3aMMOJICHCTBHS U COBMECTHMMOCTH KOTOPBIX COIIACHO WHCTPYKIMSM IO UX NPUMEHEHHWIO MPHBOAAT K
CHIDKEHHIO 3P (GEKTUBHOCTH 1 O€30MIACHOCTH JICYECHUS MAMEeHTa U (MJIM) CO3JAar0T MOTEHINAIbHYIO ONACHOCTh IS )KU3HU
U 37I0POBBS NAIUECHTA;

3) mepBUYHOTO Ha3HAYCHHUS MALMEHTY HAPKOTHYECKUX U MICUXOTPOIMHBIX JIEKAPCTBEHHBIX MpenaparoB crnuckoB I u
[T Tlepeuns (B ciay4yae MPHUHATHS PyKOBOIAWTEIEM MEAWIIMHCKON OpraHU3alliH PEIIeHHsI O HEOOXOIMMOCTH COTIIACOBAHUS
Ha3HauEHUS TaKKX JIEKAPCTBEHHBIX MPEMApaToB ¢ Bpa4eOHON KOMUCCHEH ).

33. IloBrOopHOE Ha3HAYEHHWE HAPKOTHYECKHMX M TICHXOTPOIHBIX JIEKApCTBEHHBIX IpemaparoB cmuckoB I u III
[Tepeunst NpOU3BOAUTCS METUIIMHCKUM PAOOTHUKOM CaMOCTOSITENIFHO WU €MHOJIUYHO 0e3 yJacTHs BpaueOHONH KOMUCCHH
MAalMeHTaM C BBIPAXEHHBIM OOJIEBBIM CHHIPOMOM JIIO0OTO T'eHe3a, HapyIICHHEM CHa, CYIOPOKHBIMU COCTOSHUSIMH,
TPEBOXKHBIMH PAacCTPOHCTBaMH, (POOHIMH, ICHXOMOTOPHBIM BO30YKICHUEM.

34, [lpu oKazaHMM CKOPOW MEIUIIMHCKOM TIOMOIIM JIGKAPCTBEHHBIE IIperapaTrhl HA3HAYAIOTCS METUIIMHCKUM
PabOTHUKOM BBIC3THON OpUTAIbI CKOPOH MTOMOIIX, METAITMHCKAM PaOOTHIKOM MEIUITMHCKOW OpraHW3allid MPU OKa3aHU!
MEAWIMHCKONH TOMOIIM TpaXkJaHaMm TIpu 3a00JIEeBAHUSAX, HECUYACTHBIX CIIydasX, TpaBMax, OTPABICHHUSIX W JPyTUX
COCTOSIHHSIX, TPEOYIOLIMX CPOYHOTO METUIIMHCKOTO BMEIIATEIhCTBA.
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IV. HazHaueHue JieKapCTBEHHBIX NPeNapaToB rpazkIaHaM, HMEKIIUM NPaBo Ha 0ecIuIaTHOe MOJIyYeHHue
JIEKAPCTBEHHBIX NPENapaToB WK MOJyYeHHe JIEKAPCTBEHHBIX NMPeNapaToB €0 CKUAKOI, IPH 0Ka3aHUU NePBUYHOI
MeANKO-CAHUTAPHOMH NOMOLIN

3s. HpI/I OKa3aHH HepBI/I‘IHOI\/II Me,Z[PIKO-CaHPITapHOﬁ IIOMOIIM HAa3HA4YCHUC MCIHMIHMHCKHUM pa6OTHI/IKOM Ha OCHOBC

KIIMHUYCCKUX peKOMeH]IaIII/Iﬁ n C Y4YC€TOM CTaHAApTOB MGI[I/II_IPIHCKOI>'I IIOMOIITH 17 JICKapCTBCHHBIX IIPENapaTrosB,

OTIyCKaeMbIX OECIUIaTHO WJIM CO CKHMIKOM, rpakIaHaM, UMEIOIUM MPaBo Ha oOecredeHue JIeKapCTBEeHHBIMHU MIperapaTaMu
3a cYeT cpeAcTB OIOHKETHBIX acCHTHOBaHWH (enepalbHOro OromkeTa M OromxeToB cyObekToB Poccuiickoit deneparim,
OCyIIeCTBIsICTCS Ha perentypHoM Onanke N 148-1/y-04(i).

IMpu odopmiennn peuenta Ha Onmanke Gopmbl N 148-1/y-04(;1) Ha OyMakHOM HOcUTeNe OQOPMISIOTCS IBa
9K3EMILISIPA, OJMH U3 KOTOPBIX OCTAETCS B allTCYHOW OPTaHU3aLUH, BTOPOU - B MEJMLIMHCKON JTOKYMEHTAIIUH ITal[CHTA.

36. IlpaBo Ha3zHa4yaTh JIEKapPCTBEHHBIC IpeENaparbl TpakAaHaM, MMEIOIIUM NpaBO Ha OeclyiaTHOE IOTy4eHHE
JICKAPCTBEHHBIX MPETApaToOB WIH MOTyYeHHE JISKAPCTBEHHBIX MPEMapaToB CO CKHIKOH, TAKKE UMEIOT:

1) MeaunuHCKHE PaOOTHUKY, pa0OTAIOIINE B MEAUIIMHCKON OpraHU3aIuy 10 COBMECTUTENLCTBY (B Tpeienax CBOCH
KOMIICTCHIIHH);

2) METUIMHCKIE PAOOTHUKH CTAlMOHAPHBIX OpraHU3alNi COIIMAIbHOTO OOCTYKUBAHHA MTPU HAJTMYUH JIMIEH3UH HA

OCYILIECTBIICHHE MEMIMHCKOM IS TEIBHOCTH |5, IIpe/lycMaTpHBAIOLIEH BBIOTHEHHE paGoT (OKa3aHMe YCIyT) 10 OKA3aHHIO
MIEPBUYHON MEMKO-CAaHUTAPHON MTOMOIIY B aMOyIaTOPHBIX YCIOBUAX (HE3aBUCHUMO OT BEIOMCTBEHHOH NMPHHAAJICKHOCTH);

3) MeguUMHCKHE DPAOOTHUKM MEIUIMHCKUX OPraHU3aldil, OKa3bIBAIOLIMX MEPBHYHYIO MEIUKO-CAHUTAPHYIO
IOMOIIIb, MOABEAOMCTBEHHBIX (DefepalbHbIM OpraHaM HCIONHUTEIBHOW BIACTH WIM OpPraHaM HWCIIONHHUTENBFHON BIIACTH
cyowsekToB Poccuiickoit @enepanym;

4) vHAWBUAYaJbHBIC NPEAIPUHUMATENH, OCYLIECTBISIONINE MEAUIIMHCKYIO IESTEIBHOCTh U BKIIOUYEHHBIE B PEECTP
MEIUIUIHCKUX OpTaHU3aIHiH, OCYIIECTBILIIONINX ASSTEIEHOCTD B chepe 00s3aTeTbHOT0 MEUITIHCKOTO CTPAaXOBAHMSL.

37. Ilpu Ha3HAYeHHWHW JIEKAPCTBEHHBIX IIPENapaToB TpakAaHaM, HMEIOIIUM IIpaBO Ha OecIulaTHOe IOIy4eHHe
JIEKapCTBEHHBIX ITIPEIapaToB WM IOMy4YeHHE JIEKapCTBEHHBIX IMPENapaTroB CO CKUIKOW, B PELENTe YKa3bIBaeTCS HOMEP
TenedoHa, 1Mo KOTOPOMY PAa0OTHHK aNTEYHOI OpraHW3aIlMH MPH HEOOXOAMMOCTH MOXKET COIIAcOBAaTh C MEIMITHCKHM
PpabOTHUKOM 3aMeHy JIEKapCTBEHHOTO Mperapara.

38. HasnaueHne HAapKOTHYECKHX W IICHXOTPOIHBIX JICKAPCTBEHHBIX mpemaparoB crucka Il Ilepeuns (3a
UCKJIIOUEHHEM JIEKapCTBEHHBIX MPENapaTroB B BUE TPAHCAEPMAJIbHBIX TEPANIeBTUUECKUX CUCTEM, a TaKKe JEKapCTBEHHBIX
MpenaparoB, COAEPKALIMX HAPKOTHUECKOE CPEICTBO B COUYETAHWU C AHTArOHHUCTOM ONHOUIHBIX PELENTOPOB) TPaXKAaHaM,
HMMEIOIIIM IIPaBo Ha OECIUIATHOE MOJYYCHUE JICKAPCTBEHHBIX MPENapaToB WIN MOJTYYEHHS JIEKAPCTBEHHBIX MPETapaToB CO
CKHJIKOH, OCyIIecTBIsieTcs Ha pernentypHoM Omanke ¢opmer N 107/y-HII, x kKoTOpoMy IOMONHHUTENBHO O(GOPMIISETCS
peuent Ha peuentypHoM Onanke Qopmbl N 148-1/y-04(;1) (B OByX sKk3eMIuisipax npu O(QOpMIIEHHHM Ha OyMa)XKHOM
HOCHTEJIE).

39. Ha3naueHne HapKOTHMYECKHX M IICHXOTPONHBEIX JIEKApCTBCHHBIX IpemapartoB crwucka Il Ilepeuns B Bupae
TpaHCAEPMAJIbHBIX TEPaleBTUUECKUX CHUCTEM, HApKOTHYECKHX JIEKapCTBEHHBIX IpernapatoB coucka Il Ilepeuns,
COZICp)KAIIMX HApPKOTUYECKOE CPEeICTBO B COYETAHWM C AHTArOHUCTOM OIMMOWAHBIX PELENTOPOB, IICUXOTPOITHBIX
JeKapcTBeHHBIX mpemnaparoB croucka III Ilepeuns, nexapcTBEHHBIX mNpenaparoB, BKIIOUEHHBIX B mepedeHb [IKY,
cozepkamuxess B noxmyHkre 2 myHkra 11 Hactosimiero Ilopsiaka, mpegHasHa9eHHBIE JUIS JICYEHHS TPakIaH, MMEIOIINX
IpaBo Ha OecrjaTHOE IOJyYeHUe JISKapCTBEHHBIX MpenapaToB WM IOJyYeHUe JIEKapCTBEHHBIX IPEnapaToB CO CKUAKOH,
ocyuiecTBisieTcss Ha perentypHbix Onankax gopm N 107-1/y u N 148-1/y-88, K KOTOPBIM JIOTIOJHUTENBEHO O(OopMIIeTCs
peuent Ha penentypHoM OmaHke ¢opmbel N 148-1/y-04(;1) (B ABYX dK3eMIUisipax npu O(GOPMICHHH Ha OyMa)KHOM
HOCHUTEJIE).

1 [Myakr 11 crateu 2 ®denepanbHoro 3akoHa ot 21 HosOps 2011 . N 323-@3 "OO6 ocHOBax OXpaHbl 370POBbS
rpaxaad B Poccutickoit @eneparun” (Cobpanune 3akoHOomarenscTBa Poccuiickoit @eneparuu, 2011, N 48, ct. 6724, 2019,
N 52, ct. 7796) (nanee - ®enepanbHblii 3akoH N 323-03).

Kommenmapuii:
Io-euoumomy, 6 mexcme npeovidywezo abzaya oonyuena onevamxa. Buecmo "Ilynkm 11 cmamou 2" umeemcs 6 6uoy
"Ilynkm 11 wacmu 1 cmamou 2"

2 3apeructpupoBan MunucrepcTBoM foctuitun Poccuiickoit ®eneparn 28 ampenst 2012 1., perucrpannoHHbBIN
N 23971 ¢ u3MeHeHHWsIMH, BHECEHHBIMH NpHKa3oM MuHHUCTEepCcTBa 31paBooxpaHenus Poccuiickoir @enepanuu ot 31
oktsa0pst 2017 . N 882H (3apeructpupoBan MuHuctepcTBoM toctuimu Poccuiickoit ®Denepauuu 9 sHBaps 2018 r,
peructpaunonsbii N 49561).
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3 [Tynakr 2 crareu 20 ®@enepansHoro 3akoHa N 323-03 (Cobpanue 3akoHopartenbcTBa Poccuiickorn deneparui,
2011, N 48, c1. 6724; 2021, N 27, ct. 5159).

4 [Tyakr 1 craren 26 depepanpHoro 3akona ot § sHBaps 1998 . N 3-®3 "O HapKOTHYECKUX CpPEACTBAX M
ricuxotpornHbix BemectBax" (Cobpanne 3akoHomartenbcTBa Poccuiickoit @enepammu, 1998, N 2, cr. 219, 2017, N 31,
cT. 4791) (nanee - ®enepanbHbiii 3akoH N 3-D3).

3 Cobpanue 3akononarensctBa Poccutickoii ®enepanuu, 2010, N 16, cr. 1815, 2019, N 52, ct. 7793.

6 [Tynkr 2 crarbu 2 Denepanproro 3akoHa N 3-®3 (Cobpanue 3akoHomarenbcTBa Poccuiickoit deneparyu, 1998,
N2, cr. 219; 2016, N 27, ct. 4238).

7 [Mynkr 54 crare 4 ®enepanbHoro 3akona ot 12 ampens 2010 . N 61-®3 "OO6 oOpaieHnM JiIeKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomatenscTBa Poccuiickoit deneparuu, 2010, N 16, cr. 1815; 2019, N 31, ct. 4456) (nmanee -
Denepanbhblii 3akoH N 61-D3).

8 IIpuka3 MuHucTepcTBa 3ApaBOOXPAHEHUS U colpanbHOro paszsutus Poccuiickoit ®enepanuu ot 5 mag 2012 .
N 502H "OO yTBEep)KICHUM TMOPSJIKA CO3IAHUS W JCATEILHOCTH BpauyeOHOW KOMHCCHM MEIMIIMHCKOW oOpraHu3anuu’
(3apeructpupoBan MunncrepcTBoM roctuimu Poccmiickoit ®eneparun 9 urons 2012 r., peructpanmonusiii N 24516) c
U3MEHEHUAMH, BHECEHHBIMU NpHUKa3oM MuHucTepcTBa 3apaBooxpanenus Poccuiickoit @enepanun ot 2 nexadps 2013 .
N 886n (3apeructprpoBan MuHucCTEpCcTBOM rocTHLIMU Poccuiickoit @enepanuu 23 nexadps 2013 r., perucrpanroHHBII
N 30714).

9 Cobpanue 3akononarenbctBa Poccuiickoit deneparim, 2011, N 48, cT. 6724.

10 [Iynkr 2 nocranosnenusi [IpaButenbctBa Poccuiickoit @enepamuu ot 30.06.2020 N 965 "O BHeceHuu
u3meHenuid B IlpaBuina QopmupoBaHMS TepeyHsl JEKapCTBEHHBIX CPEACTB, 3aKyIlKa KOTOPBIX OCYILECTBISETCS B
COOTBETCTBUM C HMX TOPTOBHIMH HAWMEHOBAHUSIMH, M O MPUMEHCHHH JICKAPCTBCHHBIX MpPENaparoB ¢ KOHKPETHBIMHU
ToproBeiMu HauMeHoBaHmsIME"' (CoOpanue 3akoHOAaTenscTBa Poccutickoit denepanuu, 2020, N 28, ct1. 4422).

W Craren 91 u 91.1 ®enepanbHoro 3akoHa N 323-D3 (CobOpanue 3akoHomatenbcTBa Poccuiickoit Denepanumy,
2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

12 perenne Cosera EBpa3uiickoii sxoHOMHYeckol komuccuu oT 3 Hos0ps 2016 . N 78 "O IlpaBuiax perucrpanuu
W OKCHEPTHU3Bl JICKAPCTBCHHBIX CPEINCTB Uil MEAWIMHCKOrO TpuMeHeHms' (opuuuanbHBI calT EBpasuiickoro
SKOHOMHYECKOTr0 coro3a http://www.eaeunion.org/, 21 Hosiops 2016 r). Crares 13 ®DenepanbHoro 3akona N 61-D3
(CobOpanue 3akononarenbcrBa Poccuiickoit @enepanuu, 2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

13 Hoanysxr 5.2.171(1) mynkra 5 nocranosnenus [IpaButensctBa Poccuiickoit @enepauun ot 19.06.2012 N 608
"O6 yrBepxneHun llonmokeHust o MuHncTepcTBEe 3apaBooxpaHenus Poccuiickoit @enepamuu" (manee - Ilonmoxenue o
Munucrepctse) (Codpanue 3akoHoaatenscTBa Poccniickoii @eneparum, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

14 [Tynkr 47 wactu 1 craten 12 ®@enepanpHoro 3akona oT 4 masg 2011 . N 99-03 "O nuiieH3upoBaHUH OTIEITHHBIX
BUJIOB jesTenbHOCTH" (nanee - MenepanbHeiii 3akoH N 99-D3) (Cobpanue 3akoHomatenscTBa Poccuiickoit Denepanmu,
2011, N 19, ct. 2716; 2021, N 27, ct. 5177).

15 Yacru 1 craren 60 denepanbaoro 3akoHa N 61-d3 (Cobpanue 3akoHojarenberBa Poccuiickoit depeparuu,
2010, N 16, ct. 1815; 2020, N 29, ct. 4516).

16 MMocranosnenue [IpaBurenscTBa Poccuiickoit @eneparmu ot 4 oxtsiOpst 2012 . N 1006 "OO6 yTBepxkaeHUH
[IpaBun npenocraBneHnss MEIUIIMHCKUMH OPTaHU3AMAMH IUIATHBIX MeOUUUHCKHUX ycuyr" (CoOpaHue 3aKOHOOATENILCTBA
Poccwuiickoit @enepanuu, 2012, N 41, ct. 5628).

17 Crares 37 ®enepanpHoro 3akoHa N 323-@3 (Cobpanue 3akoHonarenbetBa Poccniickoit @eneparm, 2011, N 48,
CT. 6724; 2021, N 27, ct. 5186).

18 [Mynkr 46 uwactu 1 crareu 12 ®epepanbHoro 3akoHa N 99-®d3 (Cobpanue 3akoHOmarenscTBa Poccuiickoit
Oenepanun, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).

Ipuaoxenne N 1

K Ilopsaaky HasHa4YeHHs
JICKAPCTBEHHBIX NPENaparos,
YTBEPAKJACHHOMY NPHKa30M
MuHucTepcTBa 31paBOOXPaHEeHHA
Poccuiickoit ®@exepannn

ot 24 nosops 2021 . N 1094n

Ko/in4ecTBO HAPKOTHYECKUX CPEICTB HIIM MCHXOTPOMHBIX BEIIECTB, KOTOPOE MOKET ObITh BHIMMCAHO B OTHOM
peuente
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N /o MesxayHapoHOE HEellaTeHTOBAaHHOE ®dopma BhIllycKa U KonnuectBo
HalMEHOBaHHE HAPKOTUYECKOTO U JIO3UPOBKa
TICUXOTPOITHOTO JIEKAPCTBEHHOTO IIperapara
1. Bynpenoppun+Hanokcon TaOmeTkn cyOnMHTBaIbHBIE 60 Tabnerok (ymakoBKa,
0,2 mr+0,2 mr kparHas N 20)
2. Bynpenopdun PacTtBop nist uaBEKIHU, 30 aMmyn (WNPHI-TIOOHKOB)
0,3 mr/mur 1 M
3. Bynpenopdpun TpaHcaepManbHBIN MIACTHIPh
35 mKr/49ac
52,5 MKr/4ac 20 rutacTeIpet
70 MKr/4ac 10 nmacteIpeit
5 mIacTeIpent
4. Mopdun PacTtBop nis nHBEKIHUHA, 20 ammyn (IIIPUI-TIOOUKOB)
pacTBOp IS TOIKOKHOTO
BBeneHus 10 mr/mi 1 mi
5. Konenn+Mopoun+Hockanua-+I1amasepun PactBOp 1151 moaKokHOTO 20 amrryn
+Tebaun BBEICHMS
0,72+5,75+2,7+0,36+0,05
Mr/mia 1 mn
1,44+11,5+5,4+0,72+0,1 mr/
M 1 Mo
Tpumenepunun Tabmerkn 25 mr 50 tabnerok
Tpumenepuaux PactBop nns uEbBEKIUN 20 ammyn (IIIPUI-TIOOUKOB)
10 mr/ma 1 mit 20 mr/mot 1 M
8. Mop¢un Tabnerku (Karncysibl) 180 TabneTox
MPOJIOHTHPOBAHHOTO (karicyn) 60 Tabnerox
AeicTBus (raricyn) 40 Tabnerox
10 mr (xaricym) 20 Tabmerox
30 mr (xaricym) 20 Tabmerox
60 mr (xaricym)
100 mMr
200 mr
9. Mopdun Tabnerku
Swmr 100 Tabnerox
10 Mr 100 TabneTox
10. Mop¢un Karum ans npuema BHyTpb
20 mr/ma 20 mn 4 dnaxona
11. Mop¢un PacTBop 1711 mpriema BHYTph
(MOHOZ0361)
2 Mr/mi 5 M 100 ammyn ni/>
6 Mr/mit 5 M 80 ammyn /3
20 mr/mi 5 mn 30 ammyn /3
12. Oxcukonon+Hanokcon Tabnetku
MPOJIOHTHPOBAHHOTO
IEUCTBUSA
5 mMr+2,5 mr 100 TabneTox
10 Mr+5 mr 60 TabneTok
20 mr+10 mr 40 Tabnerox
40 mr+20 mr 20 tabneTox
13. [TpormmoHNI)EHIITI TOKCUA TUITITUTICPHIHH Tabnerku 3ameunsie 20 Mr 50 tabnerok
14. DeHTaHUN ITnacteipp
12,5 Mkr/gac 20 mmacTeIpeit
25 mkr/gac 20 mnacTeIpeit
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50 MKr/gac 10 rutacTeIpeit
75 Mxr/gac 10 nnacteIpeit
100 mxr/4yac 10 mmacTeIpe
15. DeHTaHUI Cripeii HazanbHBIN
®makon 50 MKr/mo3a
2,0 M1 (10 no3) 24 ¢nakona
3,2 M (20 103) 12 ¢akoHoB
5,0 mn (40 no3) 6 (rakoHoB
Dmaxon 100 Mkr/mo3a
2,0 ma (10 no3) 12 ¢naxoHOB
3,2 ma (20 no3) 6 (akoHoB
5,0 mit (40 no3) 3 ¢makona
Dnaxon 200 Mkr/mo3a
2,0 M1 (10 mo3) 12 ¢nakoHOB
3,2 M (20 1o3) 6 (akoHoB
5,0 mit (40 mo3) 3 ¢makona
IIpunoxenue N 2
Kk [Hopsaaky Ha3HAYeHUA
JIEKAPCTBEHHBIX NPeNaparTos,
YTBeP:KAEHHOMY NMPHKA30M
MuHHCTepCTBA 31PABOOXPAHEHHS
Poccuiickoii ®enepannu
oT 24 Hosiops 2021 . N 1094n
CnpaBo4HO
PexomMeH10BaHHBIE K MCIIOIB30BAHUIO COKPALLeHUSI PH 0()OPMJIEHHH PeLeNnToB
N n/n Coxpainenue ITomHOE HanMcaHMe IlepeBon
1. aa ana 10, IIOPOBHY
2. ac, acid. acidum KHUCJI0Ta
3. aer. aerozolum a’p030ITh
4. amp. ampulla amIyna
5. aq. aqua BONIA
6. aq. purif. aqua purificata BOJIa OYHIICHHAS
7. but. butyrum Macio (TBepaoe)
8. caps. capsula Karcyna
9. comp., cps compositus (a, um) CJIOXKHBIN
10. D. Da (Detur, Dentur) Beinait (Ilycts Beigano, Ilycts
OyZIeT BBIJTAHO)
11. D.S. Da, Signa Brigaii, 0603Ha4b
Detur, Signetur [TycTs Gymer BBIAAHO,
O0603Ha9eHO
12. D.t.d. Da (Dentur) tales doses Beinait (Ilycts OynyT BbLAaHBI)
TaKue JJ03bl
13. dil. dilutus pa3BeICHHBIH
14. Div. in p. aeq. Divide in partes aequales Paznenu Ha paBHBIE YacTH
15. emuls. emulsio IMYITBCHS
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16. extr. extractum JKCTPAKT, BBITSIKKA
17. in enem. in enemas B MHUKPOKJIN3MaxX
18. F. Fiat (fiant) [Tycte obOpazyercs (0OpazyroTcst)
19. gran. granulum TpaHyJIbI
20. gt.,gtt gutta, guttae Karuis, Kary
21. gtt. peror. guttae peroralis KaIlTi JUIs TIpHeMa BHYTPb
22. inf. infusum HacTOH
23. in amp. in ampullis B aMIyJsiax
24. in tab. in tab(u)lettis B TaOJIeTKax
25. in tab. prolong. in tab(u)lettis prolongatis B TaOJIETKaX C TIPOJIOHTUPOBAHHBIM
BBICBOOOXKICHHEM
26. in tab. prolong, obd. in tab(u)lettis prolongatis obductis B Ta0JETKaX C MPOJIOHTMPOBAHHBIM
BBICBOOOXKICHHEM, TOKPBITHIX
000J10uKOH
27. in tubul. in tubulis B TIOOHMKax
28. lin. linimentum JIUHUMEHT
29. lig. liquor JKUIKOCTh
30. lot. lotion JOCHOH
31. m. pil. massa pilularum MTIONTBHAS Macca
32. membr. bucc. membranulae buccales IUIEHKH 3aIeYHbIe
33. M. Misce, Misceatur Cwmemaii (ITycts OyneT cmemano)
34. mixt. mixtura MUKCTYpa
35. N. numero YUCIIOM
36. ol. oleum Macyo (KHUIKOE)
37. past. pasta rmacra
38. pil. pilula, pilulae TTVITFOTIS, TTHJTEOITA
39. p- aeq. partes aequales paBHBIE YacTH
40. ppt, praec. praecipitatus OCaKJICHHBIH
41. pulv. pulvis MOPOIIOK
42. qg-. s. quantum satis CKOJIBKO TTOTpeOyeTcsl, CKOJILKO Ha/I0
43. r., rad. radix KOpEHb
44, Rp. Recipe Bozbmu
45. Rep. Repete, Repetatur ITosropu (ITycTh OyaeT MOBTOPEHO)
46. rhiz. rhizoma KOPHEBHILE
47. S. Signa, Signetur O6o03nausb (I[TycTts Oynet
0003HaYECHO)
48. sem. semen cemst
49. simpl. simplex MpOCTON
50. S, sirupus cupor
51. sol. solutio pactBop
52. Spr. spray cipeit
53. Spr. nas. spray nasale CIIpeil Ha3anbHBIN
54. supp. suppositorium CBeua, CyNIO3UTOPHH
55. susp. suspensio CyCII€H3MSl, B3BECh
56. tab. tab(u)letta TabneTKa
57. t-ra, tinct. tinctura HAaCTOMKa
58. tubulis tubulis TIOOUKH
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59. STT Systema TpancnepmanbHas
Therapeutica Transcutanea Tepanesruueckas Cuctema

60. ung. unguentum Ma3b

ol. vitr. vitrum CKJISTHKA

Ipunaoxkenne N 2

K NnpukKasy MuHHCTEpCTBa
31paBOOXPAHCHHSA
Poccuiickoii ®enepannu

ot 24 Hos0pst 2021 . N 1094n

Kommenmapuii:
Cm. oannyio popmy 6 peoakmope MS-Word

®opma penentypHoro 01anka N 107-1/y

MUHUCTepCcTBO 3ApaBOOXpaHeHUusa Kon dopmbl no OKY[,
Poccuitckoint Oepepaunn Koa y4pexgeHua no OKIMNO

MepuunHckan AOKyMeHTauunA

HaumeHoBaHue (WwWTamn) MeAUUMHCKOMN Oopma N 107-1/y

opraHusauum YTBepxaeHa npukasom MuHUCTepcTBa
3/paBoOXpaHeHna Poccuinckom

HaumeHoBaHue (WwTamn) uHAMBUAYanbHoro  deaepaumu

npegnpuHuMmatena (ykasaTb aapec, Homep OT 24 HoAbpAa 2021 r. N 1094H

W paTy AvUEeH3UW, HauMeHoBaHWe oOpraHa

rocyfapCcTBEHHOW BAacTU, BblaaBWero

NMueH3uK)

PELENT
(B3poChbii, [ETCKUIA - HYXHOE NoAYepKHYTb)
" " 20 r.

OamMUNIMA, WMHULMANBI UMEHWM M oT4yecTBa (nocsiegHee - MpU HaNU4YUK)
nauueHTa

JaTa poxaeHua
OamMuIMA, MHUUMANBL UMEHW M oT4yecTBa (nocsiegHee - MpU HaAU4YUK)
Nevawero Bpada (denbawepa, akywepku)
py6.|kon.| Rp.

MNognucb
M nedvyaTb Jflevawero Bpaya M.M.
(nopgnucb ¢enbawepa, akywepkwu)
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PeuenT peicTBUTENEeH B TeyeHue 60 pHei, po 1 ropa ( )
(HyXHOEe noayvepKHYTb) (ykasaTb KoNM4ecTBO
oHen)

OobopoTHas cTopoHa

OTMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO
Ipenapara 1o peieHuIo BpayeOHOH KOMUCCHU

[Ipurorosun IIposepun OtnycTun

®opma penentypHoro onanka N 148-1/y-88

MUHUCTEpPCTBO 34pPaBOOXpaHEHUs
Poccuiickon depepaumnm

HaumeHoBaHMe (WTaMn) MeAULUHCKOWN Kog dopmbl no OKY[, 3108805
opraHusauumu MeguunHckaa pgokymeHTauua Oopma
N 148-1/y-88

HaumeHoBaHue (wTamn) YTBepxaeHa npukasom MuHucTepcTBa
WHANBUAYaNIbHOro npeanpuHuUMaTens 34paBoOXpaHeHUAa Poccuickoi
(ykasaTb agpec, HOmep U AdaTy Oepepaunu

JIMUeH31MNn, HaumeHoBaHMe opraHa oT 24 HoAbpA 2021 r. N 1094H
rocyfapcTBeHHOW BAacTu, BblgaBWero

NIMLEH3UK)

Cepusa N

PELIENT " " 20_r.

(naTta odopmneHus peuenTa)
(B3poC/blil, AETCKUU - HYXHOE MOAYEepKHYTb)

bamununAa, uHULMaNbl UMEHM U oT4vecTBa (MocnegHee - MpU HaAU4YUM)
nauMeHTa

JaTa poxaeHua
Appec mecTa xuTenbcTBa Maum N MeAMUMHCKOW KapTbl aMbynaTOpHOro nauueHTa,
nosyyawwero MeguMUMHCKYH MOMOoWb B aMby/laTOPHLIX YCIOBUAX
damununA, MHULMANLl UMEHM M oT4HecTBa (MocnegHee - MpU HaAU4YUM)
nevauwero Bpayva (denbpwepa, akywepkwu)

Mognucb M nNe4vaTb Jlevawero Bpaya M.M.
(nognucb ¢enbawepa, akywepkwu)
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Peuent penctBuTeneH B TeyeHue 15 gHen

060poTHaA CTOpOHA

OTMeTka O Ha3Ha4YCHWH JICKAPCTBEHHOrO IIperapara Io
PEUICHUIO BpaueOHOW KOMUCCHUU

IIpurorosun

[TpoBepun

OtnycTun

Kommenmapuii:

Cwm. oannyio popmy 6 peoakmope MS-Word

®opma penentypHoro 0janka N 148-1/y-04(1)

MuHUCTEepcTBO MECTO AnAd YTBEPXAEHA
34paBooXpaHeHuAa WTPUXKOOA* npukasom MuHMUCTepcTBa
Poccuitckon Oepepaunu Poccuitickon Oepepaunu
3ApaBooxpaHeHua#

oT 24 HoAbpA 2021 r. N 1094H

WTamn
Koa

MeAMUMHCKON OopraHu3auum

WTamn
Koa

nHauBmnayanbHoro npeanpuHummaTena

Kon ¢opmer mo OKVY]L 3108805
®opma N 148-1/y-04(1)

Kon xareropun Kon Ho30m0THUecKkor (hopMbl Ucrtounnk prHaHCHpOBaHUSI: % OILIATHI:
IpaxKiaH (mo MKB) (MOaYEPKHYTH) (MoaYepKHYTH)
1. ®enepanbHbIil OIOMKET 1. becmmarao
2. bromxer cyobekTa Poccuiickoit 2.50 %
Denepanun 3. uHoit %
3. MyHUIHMaIbHBIN OI0MKeT
PELENT CepuAa N JaTa opopmneHusa:

20 r.
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Gamnnuna, wWHUUManNbLl UMEHM U OT4YecTBa (nocne.u,Hee -

Npu HanuMuuu) nauueHTa

JlaTa poxaeHua

CHUIJIC

N roJjuca
00s13aTEILHOTO
MEIUIIMHCKOTO
CTpaxXOBaHHS:

Homep MegMUMHCKOW KapTbl MauueHTa,

ambynaTOpHLIX YCIOBUAX

nony4vawuwero  MeauUMHCKY MoMolb B

OamMUIMA, WMHUUMANBL UMEHW M oTYyecTBa (nocsiegHee - MpU HaAU4YUK)
Nevauwero Bpadva (denbpwepa, akywepku)

Py6. Kon. Rp:vveevnnn.

D.t.devvvvvennns
Signa:.......co....

Moanucb M MedvaTb Jevawero Bpaya
(noanuce denbawepa, aKywepku)

M. M.

PeuenTt pencTBuTeneH B TedyeHue 15 gHel, 30 AHei, 90 aHen
(HyxHOe nogYepkHYTb)

OTHymieHo 1mo penenty:

TOpFOBOG HanMCHOBaHUE U JO3UPOBKaA:

"n

Hara otmycka: "

20

KommuecTBo:

IIpuroroBui:

[Iposepun: OTnycTui:

Kopemok penentypHoro 6inanka
Haumenosanue
JIEKapCTBEHHOTO TIpernapara:
Ho3upoBka:

Crnioco0 npuMeHeHus:
[IponomxuTenbHOCT THEH

KonmyecTBo mpueMoB B JICHB: pa3 Ha 1 mpuewm:
e/l

(*) B CJIy4dac U3roToBJICHUS PEUEIITYPHOIO OJ1aHKa C UCIIOJIb30BAaHHUEM KOMITBIOTCPHBIX TEXHOJIOTUH

O0opoTHas cTOpoHa

OTMeTKa 0 Ha3HAYCHUH JICKapCTBECHHOT'O
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npenapara 1o pereHuIo BpaueOHONH KOMUCCHU

[IpuroroBun IIpoBepun OrnycTun

IIpunoxenue N 3

K npuka3y MUHHCTEPCTBA 3IPABOOXPAHEHHUSI
Poccuiickoii ®enepannu

ot 24 Hosopst 2021 . N 1094n

Hopsgok odopmiieHns penenTypPHbIX 0JAHKOB HA JIeKAPCTBEHHbIE NPenaparbl, UX, yu4eTa 1 XpaHeHust
I. Opopmaenue penenta Ha GyMaKHOM HOCHTeJIe

1. Ha penentypusix Onankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B neBOM BEpXHEM YLy
MIPOCTABIISIETCS ITAMIT MEAULIMHCKON OpTaHU3aluy C YKa3aHHEeM ee HaMMEHOBAHUS, axpeca U TeledoHa C JaTOH BBIITHCKU
(matoit oopmiteHus1) peliernta Ha JICKapCTBEHHBIH Mpenapar.

JlononHuTeapHO Ha peuentypHoM Omanke Gopmer N 148-1/y-04(;1) mpocTraBiseTcs: KoJl MEIUIIMHCKOW OpraHu3aliu
B cOOTBETCTBUHU ¢ OCHOBHBIM TOCYIapCTBEHHBIM PErHCTPAlIMOHHBIM HOMepoM (nanee - OI'PH).

Cepust peuentypHoro Omanka ¢opmbl N 148-1/y-04(;1) Bkimroyaer kon cyOwekra Poccuiickoit Penepanuu,
COOTBETCTBYIOIIMH JByM TMepBbiM mudppam OOmiepoccuiickoro kiaccudukaropa OOBEKTOB aJIMHUHUCTPATHBHO-
TeppuTopuanbHoro penenus (nanee - OKATO).

Pazpemaercss m3roraBnuBath penentypHsie O0maHku ¢opmbl N 107-1/y u dopmber N 148-1/y-04(11) ¢ moMomibro
KOMIBOTEPHBIX TEXHOJIOTHA.

Penenrypubie 6nanku Gpopmbl popmbr N 148-1/y-88 M3roTaBIMBaIOTCS HCKIIOYATEIBHO TUIOTPA)CKUM CIIOCOOOM.

2. Ha peuentypHbIx OmaHkax, o(OopMIISIEMBIX HHANBHIYAIbHBIMH IPEIIPUHUMATEIIMH, HMEIOIINMH JIMIICH3UIO Ha
MEIUIMHCKYIO JeSTeIbHOCTh, B BEPXHEM JICBOM YLy THUIOTPadCKUM CIOCOOOM WM MyTeM MPOCTABICHUS MITAMIIa
JOJDKCH OBITh yKa3aH aJpec WHIUBHUIYalIbHOTO TPEINpUHHMATEN, HOMEpP M JaTa JMIEH3UH, HAaMMEHOBaHWE OpraHa
rOCYJapCTBEHHOH BJIaCTH, BBIJABILIETO JIUIEH3HUIO.

3. Peuentypubie Omanku ¢opm N 107-1/y, N 148-1/y-88 m N 148-1/y-04(;1) 3amonHSAIOTCS METUIMHCKUM
pabOTHHKOM YepHHUIIAMH WITU MAPHUKOBOM PYYKOM.

4. lomyckaeTcst opopMIIeHHE BCEX PEKBU3UTOB (3a HCKItoueHneM pekBusnta "[loamucek jedamero Bpava (TOAIHCH
tdenpamepa, akymepku") penentypHbeix omaHkoB Gopmbl N 107-1/y, popmer N 148-1/y-88 u dopmer N 148-1/y-04(11) ¢
HCTIOJIb30BaHUEM TI€YaTaIOINX YCTPOUCTB.

5. Odopmiienne perientypHbx 6iankoB hopmbl N 148-1/y-04(1) BKiTtodaeT udpoBoe KOAUPOBAHHUE.

HudpoBoe koaupoBaHKE YKa3aHHBIX PELENTYPHBIX OJaHKOB BKIIIOYAET:

1) xox memunmHckoi opranuzanmu (OI'PH) wnm xox WHAMBHIYaIbHOTO IMPEIIPUHUMATENS B COOTBETCTBUU C
OCHOBHBIM TOCYJapCTBEHHBIM DPETHCTPAIMOHHBIM HOMEPOM HHAMBHAYyaIbHOTO mpeanpuHuMarens (maiee - OI'PHUII),
MPOCTABIISIEMBIN TIPH U3TOTOBJICHUH PEIIENTYPHBIX OJaHKOB;

2) KoA KaTeropuM TpakJaH, UMEIOIIUX MPaBO Ha TOIyYEHHUE JICKApPCTBEHHBIX IPENapaToB B COOTBETCTBHH CO

cratbeil 6.1 @enepanbuoro 3akoHa ot 17 utonsg 1999 . N 178-®3 "O rocynapcTBeHHOU colUaibHOU momomu" 1, A KOI

HO30JI0rHUeCKor (opMbl MO0 MexTyHApOAHON CTATHCTUYECKOHM Kiaccuukanuu Oojie3HEeH W mpoOJIeM, CBSI3aHHBIX CO
3popoBseM (10-it nepecmotp) (nasnee - MKB), 3anonHseMble JledaliuM BpauyoM IIyTeM 3aHECEHUS Kakaoil nu¢psl B MycThle
SAYEUKH, IPU ATOM TOUYKA IIPOCTABIISETCS B OTAEIBHON sSUeiiKe;

3) ormetky 00 wucroynuke (uHaHcupoBaHus (denepanbHblii Oromker [1], Oromker cyobekra Poccuiickoit
Oenepanuu [2], MyHUIMITATBHBIN OtokeT [3]) 1 porienTe oruiatel penenta (6ecruarHo [1], 50% [2], unoit % [3]);

4) WTPUX-KOJ - JOTOJHUTENBHBIM pPEKBU3UT (B Cilydae WM3TOTOBICHHS Ha TeppuTopum cyObekra Poccuiickoii
denepanny peLenTypHOro 0JlaHKa C UCIIOBb30BaHNEM KOMITBIOTEPHBIX TEXHOJIOTH).

6. B penenrtypubix Gmankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade "Damuims, WHUIHAAIBI
HMEHH U OTYecTBa (IOC/IEAHee - IPU HalWyuM) NanueHTa" yKa3bplBaroTcad (haMMWIMs, MHULMAIbl UMEHH U OTYEeCTBa
(mocnenHee - Mpy HAJTMYUK) TALlUEHTA.

7. B peuentypubix Onmankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) B rpade "Jlara poxnmeHus"
YKa3bIBaeTCs J1aTa POXKISHHU NalueHTa (YKCII0, MECHIL, TO).

JlomonHUTENHHO B penenTypHbix Omankax ¢opmbl N 148-1/y-88 u popmer N 107-1/y msa nereit B Bo3pacre g0 1
roza B rpade "JlaTa poxneHus" yKa3pIBaeTCs KOIUYECTBO MOIHBIX MECSIICB.

8. B penentypHpix Omankax ¢opmer N 148-1/y-04(m) B rpadax "CHMHJIC" m "N mnonmca o0s3aTebHOTO
MEIULHMHCKOIO CTpaxoBaHMA" YKa3bIBAalOTCA CTPaxoBOH HOMEP MHAMBUAYaIbHOTO JIMLEBOIO cyeTa TIpaxJaHWHA B
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[lencuonnom ¢ouae Poccuiickoit @enepanuu (CHUJIC) (npu Haauyuu) ¥ HOMEp Honuca 0053aTeIbHOT0 MEIUIIUHCKOTO
CTpaxOBaHHS.

9. B penenrtypubix Onankax ¢opmbl N 148-1/y-88 B rpade "Aapec Mecra KUTEIBCTBA WM HOMEP MEIUIIMHCKOW
KapThl NALUEHTA, TOTYYal0NIero MEAUIIMHCKYIO IOMOIIb B aMOYIaTOPHBIX YCIOBUAX", yKa3bIBaeTCsI TOYTOBBIN ajipec MecTa

KUTENBCTBA (MeCTa NpeObIBaHUA MM MecTa (DaKTHYECKOTO NMPOXKUBAHMWS) MAlMCHTA WA HOMEpP MEIUIMHCKOH KapThl

nanyreHTa, MmoJIy4Jaromero MEANIUHCKYO ITIOMOINb B aM6yJ'IaT0pHI)IX YCIOBHAX 2.

Vka3aHue W ajpeca MecTa XHTEIbCTBA M HOMEpa MEIMIMHCKOW KapThl MAUCHTA, MOTYYalOLIero MEAULMHCKYIO
MOMOIIb B aMOYJIaTOPHBIX YCIOBHUSX, HE SBISETCS OLTHOKOI.
B peuentypubix Onankax ¢popmbl N 148-1/y-04(x1) B rpade "Homep MeOUIMHCKOW KapThl MAEHTA, ITOTYYalOIero

MCOIUOWHCKYHO ITOMOIIb B aM6ynaT0pH},1x yCJIOBI/ISIX" YKa3bIBACTCSA HOMED MEIUITMHCKOM KapThl IMAaIMCHTA, ITOJIYYaromero

MCOIUIHWHCKYHO ITIOMOIIb B aM6yJ'IaTOprIX YCIIOBHUAX 3.

10. B rpage "damunusi, THAULIMAIBI UIMEHU U OTYecTBa (MOCIeIHEe - IPY HAIWYKHK) Jiedaliero Bpaua (¢enpauiepa,
akymiepkn)" peuentypHbeix OmankoB popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(1) yka3pIBaloTCs NOJTHOCTHIO (haMuIIus,
WHUIHMAIB UMEHH OT4ecTBa (MOCIeTHee - TPU HAJTWMYHH) MEIUIMHCKOTO Pa0OTHHKA, HAa3HAYMBIIETO JICKapPCTBCHHBIC
npenaparsl 1 0(pOPMUBILETO PELENT.

11. B rpade "Rp" peuentypusix 6mankoB ¢popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(1) yka3siBaeTcs:

1) HauMeHOBaHME JICKQPCTBEHHOTO  mpemapara (MEKAYHApOIHOE  HEMaTeHTOBAHHOE  HAMMEHOBAaHME,
IPYIIPOBOYHOE HIIM XMMHUYECKOS HAMMEHOBAHUE, TOPrOBOC HAUMEHOBAHKE) Ha JIATHHCKOM SI3BIKE MJIM HA PYCCKOM SI3BIKE,
(hopma BBITIyCKa, TO3UPOBKA, KOJIMIECTBO (YKa3bIBAETCs IMPOIMCHIO Ha perentypHoM Omanke ¢popmbel N 107/y-HIT);

2) crnocob MpUMEHEHHs JICKApCTBEHHOTO Tperapara Ha rocy1apcTBeHHOM si3bike Poccuiickoit deneparnuu uin Ha

TOCyHapCTBCHHOM S3bIKC Poccuiickoit @eﬂepaunn H TOCyAJapCTBEHHOM A3BIKC peCl'[y6J'H/IK W HHBIX s3bIKaX HApPOAOB

Poccuiickoit ®enepannu 4

13. Ilpu odopmieHHH peLEnTypHBIX ONAHKOB 3alpeniaeTcsl OrpaHMYMBaThCA OOMIMMH YKa3aHHsSIMH, Harpumep,
"Braytpennee", "U3BectHO".

14. Penent, odopmieHHBIH Ha peuentypHom Onanke ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(xn),
MOJIMUACHIBACTCS MEAUIIUHCKAM PAOOTHHKOM H 3aBEPSETCS €ro Mevarhlo.

Penient, ohopmiennsiii Ha penentypHoM Onanke Gopmbel N 148-1/y-88 u popmer N 148-1/y-04(11), JOTOTHUTETHHO
3aBepsICTCS MEYaThi0 MEIUIIMHCKOM oprann3anmu "Il penentos".

s peuenra, odhopmileHHOTO Ha perentypHoM Oianke ¢opmbl N 107-1/y, nannuue neyarn "Jlns perentos" He
SIBIISIETCSL 00s13aTEIIbHBIM.

15. Ha ogHoMm peuentypHoMm Onanke Gopmbl N 148-1/y-88 u dopmer N 148-1/y-04(;1) pasperiaercs oCyIecTBIATh
Ha3HauY€HHUE TOJIHKO OHOTO HAUMEHOBAHMSI JIEKAPCTBEHHOTO IIperapara.

Ha omHom peuentypHom Onanke ¢opmbl N 107-1/y pa3pernaercs OCyHIECTBISTh HAa3HAYEHUE TOJBKO OJHOTO
HAaNMCHOBaHHA JICKAPCTBEHHOTO Mpemnapara, oTHocsmierocss o ATX K aHTUNCHXOTHYECKHM cpenctBaMm (kom NOSA),
aakcronmutukaM (xkox NO5SB), cHoTBopHBIM 1 cenatuBHBIM cpencTBaM (kom NOSC), antunenpeccantam (kox NO6A) u He
MIOJJIEIKAILETO IIPEIMETHO-KOIMUECTBEHHOMY YUYeTy, M 0 TpeX HauMEHOBAaHHUH JIEKapCTBEHHBIX NPENapaToB - AJS MHBIX
JIeKapCTBEHHBIX MPENapaToB, He OTHECEHHBIX K BhIlIeyKa3aHHBIM ATX.

16. UcnpaBiieHus B penienTe He JOIMYCKaroTCsl.

17. Tlpu odopmiteHnn penentypHbix OmankoB popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(i1) Ha JiekapCTBEHHBIE
Ipernaparbl, Ha3HAUYCHHBIE 110 PELICHUIO BpaueOHON KOMUCCHHU, Ha 000pOTe PEeLEenTypHOro OJaHKa CTaBUTCA ClELHaIbHas
oTMeTKa (IITaMmII).

18. Ha penentypHom Onanke ¢opmbl N 148-1/y-04(:1) BHH3Y UMeEETCS JIMHUS OTPHIBA, pa3Aelisionias peuenTypHbIi
OJaHK ¥ KOPELIOK.

Kopemiok ot peuenra, opoOpMICHHOTO Ha yKa3aHHOM PELENTYypHOM OJlaHKe, BBIIAETCs MalUeHTy (ero 3aKOHHOMY
MPEACTAaBUTENIO) B aITEYHON OpraHU3allly, Ha KOPELIKe JeJIaeTcsd OTMETKa O HAMMEHOBAaHUH JIEKapCTBEHHOTO Ipernapara,
JO3UPOBKE, KOINYECTBE, CIIOCO0E TPUMECHEHHS.

II. Odopmiienune peuenrta B (popMe JIEKTPOHHOIO JOKYMEHTA

19. Peuent B ¢opMme 3JIEKTPOHHOTO JOKYMEHTA, MOANMCAHHOTO YCWJICHHOH KBAJIM(HUIHUPOBAHHON DIEKTPOHHOMN
MOJIUCHI0, (POpMUpYEeTCS MEIUIIMHCKAM DPAaOOTHHUKOM, CBEICHUS O KOTOPOM BHECEHbI B (elepalbHBId perucTp

5

MEIUIMHCKUX PaOOTHHKOB °, a TaKkKe MPHU YCIOBHH PETHUCTPALUK MEAHIUHCKONW OpraHW3aluH, B KOTOPOU odopmisercs

peuent, B ¢geaepalbHOM peecTpe MEAMLUHCKUX OpraHu3alui 6 enunoit roCyJapCTBEHHOH MH(OPMAIIMOHHON CHCTEMBI B
cdepe 3IpaBOOXpaHEHUs W TOAKIIOYCHHS TaKOH MEIUIMHCKOW OpraHM3alid K TOCYJapCTBEHHOH WH(OpMamOHHON

cucteMe B cdepe 3apaBooxpaneHus cyobekra Poccutickoii denepariiu 7.

20. Ilpu odopmuenuu peuenta B Gopme NIEKTPOHHOTO JOKYMEHTa Ha JIEKApCTBEHHBIE Npenaparhl, yKa3aHHbIE B
nyHkrax 9 u 11 Tlopsnka Ha3HaueHUsl JIEKaApCTBEHHBIX IPENapaTroB, YTBEP)KACHHOIO HACTOSIIMM IPHKa30M, U
OTILyCKaeMbl€ 3a MOJHYI0 CTOUMOCTb, 3all0JIHAIOTCS CIIEAYIOIUE PEKBU3UTHL
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1) xon cyowekta Poccuiickoit ®enepanuu nmo OKATO, onpepenstomuii rocynapcTBEHHYI0 HH()OPMAIMOHHYIO
cucteMy B cdepe 3apaBooxpaHeHHs cyObekTa Poccuiickoit ®eneparmu, B KOTOpoil choOpMHpOBaH penent B Qopme
3JIEKTPOHHOTO JIOKYMEHTA;

2) HaMMEHOBAaHUE MEIUIWHCKOW OpraHM3allud, ajapec, TeledoH WiH (aMUIns, WHULIUAIBI UMEHH W OTYECTBA
(mocnemHee - MpU HATMYWN) HHIAVMBHUYATFHOTO TIPEATIPHHAMATES], UMEIOIIETO JINIIEH3UI0 Ha MEAUINHCKYTO IS TeFHOCTD,
€ro azipec;

3) OI'PH ropugnueckoro nuna (MeauunHcKoi opranuzamnyn) win O PHUIT nHauBHIyansHOTO IpEAITPHHUMATETIS;

4) nata oopmiieHns perenta (yKa3bIBaeTCs YUCII0, MECHIL, TOM);

5) nara okoHYaHHWs AeWcTBHA peuenta (popmupyercs rocynapcTBEeHHOH WH(POPMAIMOHHOW CHUCTEMOH B cdepe
3/paBooxpaHeHus cyobekTa Poccuiickoit Denepannu B COOTBETCTBUHM CO CpOKaMM JEHCTBHS peuenTos: 15 aueit, 30 queid,
60 mueit, 90 muei, no 1 roma);

6) yHHUKaJbHBI HOMep peuenta ((GopMHUpYyeTCS TOCYAAPCTBEHHOH HWH(POPMALMOHHOW CHCTEMOW B cdepe
3IpaBooOXpaHeHus cyobekra Poccuiickoit depepanun u obecrieunBaeT OJHO3HAYHYIO HICHTU(DHUKALUIO perenTta B Gpopme
aneKkTpoHHoro jgokymeHTa B couetannu ¢ OKATO, OI'PH unmu OT'PHUII);

7) ormeTku "cito" (cpouno) uiau "statim" (HEMeJIEHHO) TIPYU HEOOXOUMOCTH CPOYHOTO HIIM HEMEJIEHHOTO OTIIYCKa
JIEKapCTBEHHOTO Tperapara ManrueHTy;

8) aapec mammeHta (yKa3bIBaeTCs IIOYTOBBIM aapec MecTa J>KUTEIbCTBA (MecTa MpeObIBaHWS WM MecTa
(hakTHYECKOTO NPOXKMBAHM) C yKa3aHHMEM HHJIEKCa, HaMMEHOBaHMS Kpas, 00JIacTH, pecIlyOlnHuKH, aBTOHOMHOIO OKpyra U
uHoro cyonekra Poccuiickoii dexnepanny, HaUMEHOBAaHHMS HACEIEHHOTO IYHKTA, HAUMEHOBAaHHA YIHUIBI (IIPOCIEKTa,
nepeyika, mpoesa), HoMepa AoMa (¢ ykazaHHeM KOpIlyca, TPy HaJIH49Hud), HOMepa KBapTUPHI);

9) HOMep EKTPOHHONH MEIUIMHCKON KapThl MAallMeHTa B TOCYAapCTBEHHOM MH(OPMAIMOHHOM cucteMme B cdepe
3npaBooxpaHeHus cyobekra Poccuiickoit enepanuu;

10) bamumust, UM, 0TYECTBO (IOCIEIHEE - IPH HAIWYKH ) AlMeHTa OJIHOCTHIO;

11) mara poxxaeHust manueHTa (yKa3pIBaeTCsl YNUCIIO, MECSAIL, TON), Ui AeTel A0 | roma JOMOIHUTENBHO YKa3hIBaeTCs
KOJINYECTBO IIOJIHBIX MECSIIEB;

12) amumuist, THAATBl IMEHH U OTYeCTBa (MOCICHEE - TPU HATMYHN ) METUIIMHCKOTO Pa0OTHHKA MTOTHOCTHIO;

13) HamMeHOBaHHWE JIEKAPCTBEHHOTO TMpemapara (MEXIyHapOAHOE  HENaTeHTOBAaHHOE HaWMEHOBaHHE,
TPyNIIAPOBOYHOE MM XUMHUYECKO€ HAMMEHOBAaHWE, TOPrOBOE HaWMEHOBAaHUE), TO3UPOBKA, (hopMa BBIMYCKa, KOJIHMYECTBO
(Bce MO3MIMH YKa3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) crioco6 mpuMeHeHHs JeKapCTBEHHOTO Iperapara Ha rocyAapcTBeHHOM si3bike Poccuiickoit denepanyu wim Ha

TOCYyHapCTBEHHOM S3bIKE Poccuiickoi dDeJIepauHH H TOCyJapCTBEHHOM A3BIKC pecny6nm< W HHBIX 3bIKaX HApOAOB

Poccuiickoit ®enepannu 8,

15) HMOKyMEHT, MOATBEPXKIAIOIINI Ha3HAuUCHHE JICKAPCTBEHHOIO Iperapara Mo PEHICHHI0 BpaueOHOW KOMHCCHHU
MEIUIIMHCKOH OpraHu3aIlny;

16) orMeTka O Ha3HAYCHWM JIEKAPCTBEHHOTO IMIperapara IO PEUICHWI0 BPadeOHOH KOMHCCHHM METUITMHCKOU
OpraHu3alid B CIydyasx, yKa3aHHbIX B a03aiie BTOpoM myHKTa 6 [lopsaka Ha3HaueHHs JICKApPCTBEHHBIX MPEMapaToB,
YTBEP)KICHHOIO HACTOSILIM IIPHKA30M;

17) orMeTka O cIelMaIbHOM Ha3HAYCHWH JICKAPCTBEHHOTO Mperapara (3amoiHAeTCsl B CIydasx, yKa3aHHBIX B
nyHkrax 15 u 24 [Nopsaka Ha3HAYEHHs JICKAPCTBEHHBIX MTPENapaToB, YTBEPKICHHOTO HACTOSIINM ITPUKA30M);

18) oTMeTKa O CHeIMaTbHOM HA3HAUYCHWU JICKapCTBEHHOTO IIperapara IAalMeHTy ¢ 3a0oiieBaHHeM, TPeOyIoINM
IUTUTENIFHOTO KYpPCOBOTO JICYCHUsI (3aMONHACTCS B cIydae, yKka3aHHoM B myHKTe 23 Ilopsimka Ha3HAYCHUs JIEKapCTBEHHBIX
MpenaparoB, YTBEPXKIECHHOTO HACTOSIIMM TPHKAa30M) C MPOCTABICHUEM MEPUOAWYHOCTH OTIYCKa JIEKapCTBEHHOTO
Ipemnapara;

19) mpu odopmiieHnn perenta B Gopme 3IEKTPOHHOTO TOKYMEHTA Ha JIGKAPCTBCHHBIC Iperaparhl, YKa3aHHbBIC B
noAmyHkrax 2-5 nmyHkra 9 u mynkre 11 Ilopsiaka Ha3Ha4eHUs JIEKApCTBEHHBIX IPENapaTroB, YTBEPHKAECHHOTO HACTOALIMM
MPUKa30M, TpaxKIaHaM, HMEIOIIUM IPaBO Ha OECIUIaTHOE TMONyYeHHE JICKAPCTBCHHBIX IPENaparoB WIH MONTyYeHHE
JEKapCTBEHHBIX TIPEIapaTtoB CO CKUAKOH, 3aIOTHSIIOTCS PEKBU3UTHI, MPEIyCMOTPECHHEBIC IOMITyHKTaMHu 1-18 Hactosiero
MYHKTa, 8 TAKXKE CICAYIOLINE PEKBU3UTHL:

a) Kareropus rpaxXaaH, UMCIOMINX IIPaBO Ha MOJYYCHHUC JICKAPCTBEHHBIX IIPETIaparoB B COOTBETCTBUU CO cTaTbel

6.1 denepanphoro 3akoHa ot 17 mromst 1999 . N 178-®3 "O rocynapcTBeHHOM connaabHON oMoy 9

0) xox Ho3onoruyeckoi popmel o MKBE;

B) uctouHuk (uHancupoBanus (1 - denepanbHbiii OromKeT, 2 - OrmKeT cyobekra Poccuiickoit @enepanuu, 3 -
MYHULHIATBHBIN OIOIDKET);

r) pasmep omatsl (1 - 6ecruiatho, 2 - 50%, 3 - unoit %);

1) CTPaxoBOM HOMEp MHAMBUAYAJIbHOTO JIMIEBOro cuera rpaxiaHuHa B IlencuonHom ¢onne Poccuiickoit
Oenepanuu (npu Hammuun) (CHUJIC);

€) HOMep IToJHca 00s13aTeIbHOTO MEIHUITHHCKOTO CTPaXOBaHHS.

21. Ilpu mpocTaBiIeHUN OTMETKH, yKa3aHHOH B moAmyHkre 16 mynkra 20 Hacrosmiero [lopsaka, penent B Gpopme
ANIEKTPOHHOTO JIOKYMEHTA TIOAMUCHIBACTCS YCHIICHHOW KBaJTH(DUIIMPOBAHHON 3JIEKTPOHHOW MOJIUCHIO TPENCeNaTeis Win
cekpeTaps BpaueOHONH KOMHUCCHM MEIUIIMHCKOM OpraHu3alyy, IpyU IPOCTAaBIEHUH OTMETOK, YKa3aHHBIX B IOAIYHKTaxX 17 u
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18 mynkra 20 wHactosmero [lopsgka, - YCHISHHBIMH KBIM(HUIHUPOBAHHBIMU  SJNEKTPOHHBIMH  TONMHCAMH
COOTBETCTBYIOIIMX MEIUIIMHCKUX PaOOTHUKOB.

22. Tlo TpeOOBaHMIO MAIMEHTa WM €ro 3aKOHHOTO MpeACTaBHTENs o(QopMilieTcs SK3eMIULIp perenta B Gopme
ANIEKTPOHHOTO TOKYMEHTa Ha OyMa)KHOM HOCHTENe C 0TMeTKo! "JlyOnuKar 3JeKTpOHHOTO JOKyMeHTa" .

II1. Y4er peuentypHbIX OJIAHKOB (32 HCKJIIOYEHHEM pelenTypHbIX 6,1ankoB 1o ¢popme N 107/y-HIT "CneunaabHbIi
peuentypHbIii 61aHK')

23. VYuyer penentypHeix OmankoB ¢opm N 107-1/y, N 148-1/y-88 m N 148-1/y-04(i1), n3roraBIMBacMBIX
tunorpadckuM crocodoMm (zanee - peuentypHble ONaHKH, MOMUIEKAIIME Y4YeTy), OCYIIECTBISEeTCA B JKypHajax yuyera,
MIPOHYMEPOBaHHBIX, NPOLIHYPOBAHHBIX M CKPEIUIEHHBIX MOAMKCHI0 PYKOBOIUTENA U M€YaThl0 MEAULIUHCKON OpraHu3alun
WM TIOAMHICHI0 MHANBHYAIBHOTO MPEANPHHNMATENS, UMEIOILETO JIUIICH3UI0 Ha MEIUIINHCKYIO ISTeIbHOCTb.

24. Kypnan yueta penentypHbsix 6maHkoB ¢popmsl N 107-1/y conepxut cnemyromnue rpadbr:

1) HoMep 1o NOPAIKY;

2) B pazaene "l[lpuxox":

a) JaTa perucTpaliy JOKYMEHTa, MOATBEPKAAIOIIETO MOCTYIUICHHE;

0) HOMep U J1aTa JOKyMEHTa, MOATBEPKIAIOILEro NOCTyIUIEHHEe, HAUMEHOBaHHE TOCTaBILUKA;

B) 00I1ee KOJIMYECTBO MMOCTYIUBIINX PEUEHTYPHBIX OJaHKOB;

r) hamMuTisl, ”HUIHAIBI UIMEHH U OTYECTBA (NOCIIEAHEE - TP HAIMYXH) U TOANUCH OTBETCTBEHHOTO MEIAHIIUHCKOTO
pabOTHHKA, MTONYYHBIIETO PEIETITYPHbIC ONAHKU OT MOCTABIIUKA,

3) B paznene "Pacxon:

a) JaTa BBIJAYH PELENTYPHBIX OIaHKOB;

0) KOIMUECTBO BBIIAHHBIX PELIENITYPHBIX OJIaHKOB;

B) (paMmITHsi, MHULIMAIIBI UMEHHU M OTYECTBA (TIOCIIeIHEE - TPH HAJTMYUH) OTBETCTBEHHOT'O MEIUIIMHCKOTO Pa0OTHHKA,
MOJIYYHBIIETO PEENTYPHbIC OIAHKH;

T') IOAMUCH OTBETCTBEHHOTO MEAMIIMHCKOTO pabOTHHKA, MTOJYYHBIIECTO PEIENITYPHBIC OIaHKH;

4) amunys, THULIUAIBI UMEHH M OTYECTBA (TIOCIeIHee - IPH HAJIMYUK) U MOANUCH OTBETCTBEHHOTO MEAMLIUHCKOTO
pabOTHHKA, BBIIABIIETO PELENTYPHBIC OJaHKH;

5) oCTaToK peuenTypHbBIX OIaHKOB.

25. Kypnan yuera peuentypHbix 6maHkoB ¢popm N 148-1/y-88 u N 148-1/y-04(:1) copepxut cremyromniue rpadi:

1) HoMep 1o HOPAIKY;

2) B pazaene "[lpuxox":

a) JaTa perucTpaliy JOKYMEHTa, MOATBEPKAAIOIIEro MOCTYIUICHHE;

0) HOMep U J1aTa JOKyMEHTa, OATBEPKIAIOIIEro NOCTyIUIEHHEe, HAMMEHOBaHHE TOCTaBILHUKA;

B) 00m1ee KOJIMYECTBO MOCTYIUBIINX PEIEHTYPHBIX ONaHKOB;

T') CepHH ¥ HOMEpA PEIeNTypPHBIX OIaHKOB;

J) KOJTMYECTBO PELETITYPHBIX OJIAHKOB IO CEPUSIM;

e) hamuTusl, ”HUIHABEI UIMCHU U OTYECTBA (TIOCNIEAHEe - MPU HATMYKH) U TIOAMUCH OTBETCTBEHHOTO MEIUIIMHCKOTO
paboTHHKA, TOMYYHUBIIETO PELEeNTypHbIe OaHKH OT NOCTAaBILUKA,

3) B paznene "Pacxon:

a) JaTa BBIJIAYH PELENTYPHBIX OJaHKOB;

0) cepur M HOMepa BBIAHHBIX PEICTITYPHBIX OJIAHKOB;

B) KOJIMYECTBO BBIIAHHBIX PELETITYPHBIX OJIAHKOB;

T) haMuJIHs, HHUIMAIB HIMEHH U 0TYeCTBa (ITOCIeHEE - MPU HAJTMYMH) OTBETCTBEHHOTO MEIUITMHCKOTO PabOTHHKA,
HOJIYYUBILETO PEeLENTypHbIe OJaHKHU;

1) IOAIIUCH OTBETCTBEHHOIO MEIULIMHCKOTO paOOTHHKA, TOYYUBIIETO peLeNITypHbIE ONaHKY;

4) hamunys, MTHAIUAIBI UMEHU M OTYEeCTBA (TIOCIEeNHEe - TIPH HAJIHYHN) U MOJNUCH OTBETCTBEHHOTO MEAHIIUHCKOTO
pabOTHHKA, BBEIIABIIETO PELENTYpPHBIC OaHKH;

5) ocTaToK penenTypHbIX OJaHKOB.

26. Yder peuentoB, oGopMIEHHBIX B (hopMe 3JIEKTPOHHOTO JOKYMEHTA, OCYIIECTBISETCS B TOCYJapCTBEHHOM
nHPOPMAIIMOHHOW cucTeMe B cepe 3mpaBooxpaHeHus cyobekra Poccuiickoit demepaniun mocpeacTBOM BeICHHS SIHHOTO
peecTpa perentos, 0pOPMIICHHBIX B (JOPME ITEKTPOHHBIX JOKYMEHTOB.

IV. XpaneHne penenTypHbIX 0J1aHKOB (32 HCKJIIOYEeHHEM pelenTypHbIX O1aHkoB mo (opme N 107/y-HII
"CneuuajbHblii pelenTypHbIi 6JaHK')

27. MenuuuHCKHE OpraHU3alUHU MOMy4aloT HEoOXOAMMBIE pelenTypHble ONaHKH, OQOpMIIEHHbIE THUIOTPadCKuM
CIoco00M, uepe3 TeppUTOPHAJIbHBIC OPraHbl YIPaBICHUS 30PaBOOXPAHCHUEM HIIM OpraHU3alliH, YIIOTHOMOUYEHHBIE Ha 3TO
OpraHaMH HCIOJHUTEIbHON BIacTH cyObekToB Poccuiickoit denepanmn.
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28. PeuentypHbie ONaHKH, MOIJICKAIINE YUETY, XPAHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYCHHBIM PYKOBOIHUTEICM
MEMIIMHCKON OpraHU3aI|y, B 3alMPAcMOM METAJUINICCKOM Iikady (cetihe) uiau MeTaTuueCKOM SIIHUKE.

29. WuauBuayanbHBIA NOpeAIPUHUMATENb, UMEIOUIUN JUIEH3UI0 Ha MEIULUHCKYI0 AESITeNbHOCTh, XPaHHUT
pelenTtypHbie OJaHKH, MOJICKAIIUE YUETY, B 3alIMPACMOM METaJLTHUYecKoM Iikady (celide) nim MeTaIMuecKkoM SIIUKe.

30. TlpoBepka COCTOSHHSI XpaHEHHS, y4deTa, (PAKTUYECKOr0 HaJIM4YUsi M pacxola pEUEHTYpHbIX OJIaHKOB,
TIO/ITISKAINX YUETY, OMH pa3 B KBApTaJl OCYIICCTBIIICTCS KOMUCCHEH, CO3MaHHON B MEAUIIMHCKON OpraHM3aIliy.

31. PeuentypHble O01aHKH, 0opMIIieMble Ha OyMa)KHOM HOCHTEJE U MOJUICKAIIUE YUETY, BBIIAIOTCS MEAUIIMHCKAM
pabOTHHKAM, UMEIOIUM MPaBO O(POPMIICHHS PEIICHITOB, TI0 PACMIOPSHKEHUIO TIIABHOTO Bpaya MIIH €r0 3aMECTUTEIIS.

[MonyueHHble peLENTYpHbIE ONAHKKM Ha OyMa)KHBIX HOCHTEISIX XPAHATCSA MEIAMIMHCKAMU pabOTHUKAMU B
TIOMETICHUSX, 00SCIICUNBAIOIINX UX COXPAHHOCTD.

32. IIporpaMMHO-TEXHHYECKUE CPEJICTBA TOCYIAPCTBEHHBIX WHPOPMALIMOHHBIX CUCTEM B cepe 3IpaBOOXpaHEHMUS,
MEMIIMHCKUX MH(OOPMAIIMOHHBIX CHCTEM MEIUIIMHCKUX OPraHu3alfil 00eCleurnBaloT XpaHCHUE DIEKTPOHHBIX PEIICTITOB,

O(bOpMJ'IeHHI)IX B d)opMe OJICKTPOHHBIX JOKYMCEHTOB B TCUCHHUE CPOKOB, YCTAaHOBJICHHBIX [JI1 XPaHCHHUA PCUCITOB,

o(opMIIEHHBIX Ha COOTBETCTBYIOIINX (POPMaX PELENTYPHBIX OJIAHKOB HA OyMa)KHOM HOCHTENE 10

1 Cob6panne 3akoHomarenbcTBa Poccuiickoit @enepartun, 1999, N 29, ct. 3699; 2020, N 52, ct. 8577.

2 [Mpukaz MunuctepcTBa 3apaBooxpaHenust Poccuiickoit ®eneparum ot 15 nmekadbps 2014 . N 834m "OO
YTBEP)KACHNH YHU(HUIHUPOBAHHBIX (OpM MEIMLIUHCKONH JAOKYMEHTAlMH, MCHONb3YEMBIX B MEAMIMHCKUX OpraHU3alusiX,
OKAa3bIBAIOLIMX MEAUIMHCKYIO MOMOIIb B aMOyJTaTOPHBIX YCJOBHUSX, M MOPAOKOB MO WX 3amosiHeHuio" (mamee - Ilpukas
N 834n) (3apeructpupoBan MunucrepctBoM roctuiiuu Poccuiickoit deneparuu 20 derpans 2015 1., perucrpainoHHbIN
N 36160) ¢ u3MeHeHHsAMH, BHECEHHBIMM IpuKa3aMu MuHHCTEpcTBa 3apaBooxpaHeHust Poccuiickoit ®enepanuu ot 9
suBapst 2018 . N 2 (3apeructpupoBan MunuctepctBoM roctuiimu Poccuiickoit ®enepanuu 4 anpens 2018
peructpanuonnbiit N 50614), ot 2 Hos0ps 2020 . N 1186H (3apeructpupoBan MuHHCTEpCTBOM tocTUIMK Poccuiickoit
Oenepannu 27 Host6ps 2020 t., perucrpanuonHsiii N 61121).

3 IIpuka3 N 834H.

4 Yacts 1 crateu 15 3akona Poccuiickoit Oenepaunu ot 25 okradps 1991 . N 1807-1 "O s3pIkax HapomoB
Poccuiickoii @enepanmu” (nanee - 3akon N 1807-1). (Bemomoctu cne3na Hapoansix aenytaroB PCOCP u BepxoBHoro
Cosera PCDCP, 1991, N 50, ct. 1740; Cobpanue 3akoHoaarenbcTBa Poccuiickoit denepariuu, 1998, N 31, ct. 3804).

5 Yacts 4 crateu 91.1 ®enepanpHoro 3akoHa N 323-D3 (Cobpanue 3akoHojarenbeTBa Poccutickolt Denepanumy,
2011, N 48, cr. 6724; 2020, N 29, ct. 4516).

 Yacrp 4 crareu 91.1 ®enepansHoro 3akoHa N 323-03 (Cobpanue 3akoHonarenbecTBa Poccniickolt Penepannmy,
2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

7 Craren 91 1 91.1 ®OenepanbHoro 3akoHa N 323-03 (Cobpanue 3akononarenbctBa Poccuiickoit @eneparum, 2011,
N 48, ct. 6724).

8 Yacre 1 crarsn 15 3akona N 1807-1 (Bemomoctu cwvesna Hapoassix gemytaroB PCOCP u BepxosHoro CoBera
PC®CP, 1991, N 50, ct. 1740; Cobpanue 3akoHoaarenbcTBa Poccuiickoit @enepanuu, 1998, N 31, ct. 3804).

? Cobpanue 3akononarensctBa Poccutickoit deneparuu, 1999, N 29, ct. 3699; 2020, N 52, ct. 8577

10 [Momnynkr 5.2.169 Ionoxenust o Munuctepcte (CoOpanne 3akoHomarenscTBa Poccuiickoit @eneparum, 2012,
N 26, ct. 3526; 2021, N 43, cT. 7258).

Kommenmapuii:

Peyenmypuvie 6nanxu ¢gpopmor N 107/y-HII, uzeomoenennvie 0o 1 mapma 2022 2., moeym 6vlmb UCnonb308ansl 00 1
mapma 2023 2.

punoxenne N 4

K npuka3y MUHHCTEPCTBA 31PAaBOOXPAHEHHUS
Poccuiickoii ®egepannu

oT 24 Hos0ps 2021 . N 1094n

®opma cienuaabHOro penentypHoro oaanka N 107/y-HII
MWUHUCTepCcTBO 3ApaBoOOXpaHeHUusa Koa ¢opmbl no OKY[

Poccuitckon depepaumun MeguumHcKaa AOKyMeHTauuA
Oopma N 107/y-HN, yTBepxaeHHasn
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npukasom MuHUCTepcTBa
34paBooxpaHeHna Poccuickon degepauymnu
WTamn MeAULMHCKOW OpraHusauuu oT 24.11.2021 N 1094H

PELUENT

Cepua N N

" " 20_r.
(paTa BbINMCKKM peuenTa)

(B3pocnblit, AETCKUIA - HYXHOE MOoAYEpPKHYTb)

Oamunua, uma, otdyecTBo (nocnepHee - MpU HaNUyuu)
nauuMeHTa

BospacT
Cepua u Homep nosuca 06A3aTeNlbHOrO0 MeAMLMHCKOro CTpaxoBaHMWA
Homep mMeaMUMHCKOW KapThl
Oamunua, uma, otdyecTBO (nocnepHee - MpU HaANUYUK)
Nevawero Bpada (denbawepa, akywepku)

MoAnucb M NIMYHAsA ne4vaTb Bpada
(nognucb ¢enbawepa, akywepkwu)

M.n.
Gamunusa, nmAa, oT4eCcTBO (nocne,u,Hee - npun Ha.I'IW-IMVI) n noanucb
YNO/IHOMOYEHHOIo nua MeAMLMHCKOWN OopraHusauuun

M. M.

OTMeTKa anTeyHoi opraHusaumum o6 oTnycke
Oamununa, uma, oTdecTBo (nNocsefHee - MpU HaAM4YUM) M nNoanNUcCb paboTHMKA
anTeyvyHoW opraHusauuu

M.M.
Cpok pencTBuA peuenta 15 gHei

Ipunoxenne N 5

K NpuKa3sy MUHHCTEPCTBA 3IPaBOOXPaHEeHHs
Poccuiickoii ®@enepanun

ot 24 Hosopst 2021 . N 1094n

HOpﬂZ[OK H3roTOBJICHUSA, paclipeaeJeHusl, pCrucTpalnumu, yudeTa U XpaHCeHHUS PeuenToB, COACPKAIUX HAZHAYCHUE
HAPKOTUYECKHUX CPEACTB UJIM ICUXOTPONHBIX BEeIIECCTB

I. ITopsiioK U3TOTOBJIEHHS, pacHpeIeeHHs CeNHAIBHBIX pelenTypHbIX 01ankoB 1o ¢opme N 107/y-HIT

1. OpraHu3zanmio U3roTOBJICHUS M paclpeneNieH!s peuenTypHbix OnankoB 1o ¢opme N 107/y-HII "CneunansHbiit
peuentypHblii OmaHK" (majee - CHenMajIbHBIN pPEUENTYypHBIA OJaHK) OCYIIECTBIIET MHHHCTEPCTBO 3IPaBOOXPAHEHHS
Poccuiickoii @eneparuu (nanee - MUHHCTEPCTBO).

2. CrenMajbHBIC PEUENTYpPHbIC ONAHKH SIBJISIOTCS 3alUIICHHOW MoiHUrpauyeckoi mpoaykuuei ypoeHs "B,
W3rOTaBIMBaeMoOld Ha Oymare po3oBoro 1mBera pasmepoM 10 cm x 15 cM, ODKHBI MUMETh CEpPHIO W HOMEp, a TaKXKe
COOTBETCTBOBATh TPEOOBAHMUSIM, YKa3aHHBIM B Iipukaze MuHnucrepcrBa punancos Poccuiickoit depepaumu ot 29 ceHTsOps
2020 . N 2171 "OOG ytBepxaeHnu TexHUUECKHX TPEOOBaHWA W YCIOBUI M3TOTOBJICHHS 3allMIIEHHON OT MOJJIEIOK
nonurpaduuecKoil mpoxykuuu" (3aperucTpupoBad MuHucTepcTBOM roctulinu Poccuiickoit denepanuu 16 HosOps 2020 .,
perucrpanuonusiii N 60930).

3. B mensx opraHm3aliil W3TOTOBICHUS W PACIpENEeNCHUs] CHEIUaTbHBIX PEUENTYPHBIX OIAHKOB MEIUIIMHCKHE
OpraHu3aluy, MMEIOLIME IPaBO OCYILECTBIATH BbIJady PELENTOB Ha HAPKOTHUYECKHE CPEACTBA MM IICUXOTPOIIHBIE
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BeniectBa cnucka Il Ilepeuns u 3apeructpuposannblie B Poccuiickoit denepaiiui B KauecTBE JIEKAPCTBEHHBIX MTPENApaTOB
JUTST MEAWLIMHCKOTO TIPUMEHEHNS (J1ajee COOTBETCTBEHHO - MEIUIIMHCKAS OpraHW3anys, HApKOTHYECKUH (IICHXOTPOITHBIHN)
JIeKapCTBEHHBIH Mperapar), COCTABISIOT 3asBKH Ha PeleNTypHbIE ONaHKH.

4. B cpok 10 1 oKTAOps TEKyIIero rofa 3assBKH MEIUIIMHCKUX OpTaHU3alUil Ha CIIeNUabHbIe pelenTypHble OIaHKH
TIPEICTABIISIOTCS:

1) MEOUIIMHCKUMU OPTaHU3aIMSAMH, HAXOAAIIMMUICS B BEJICHUH (peaepalibHbIX OPraHOB UCTIOIHUTEIIBHOW BIIACTH, - B
COOTBETCTBYIONIME (pefiepatbHbIe OpraHbl HCIIOJHUTEIHHOMN BIIACTH;

2) MENUIMHCKUMH OpraHM3allUsMHU, HaXOISAIIMMHUCSI B BeleHuu cyObekroB Poccwuiickoit  Deneparum,
MEAWIMHCKAMHU OPTaHW3alMsIMA MYHUIUIIAIFHOW M YacTHOM CHCTEM 37paBOOXPAHEHHUS - B OPTaHbl HCIOIHUTEIBHOU
BlIacTH cyobekroB Poccuiickoii ®Denepaunu B cdepe OXpaHbl 340pOBbS TI'pakiaH, Ha TEPPUTOPUM KOTOPBIX OHHU
pacrooxeHs! (fajiee - OpraHbl HCIIOTHUTEIbHOM BiacT cyobekToB Poccuiickoit deneparyn).

5. B 3asBKe MEOULMHCKOW OpraHM3allid Ha CIELUallbHbIE PELENTypHble OJaHKM YKa3bIBAIOTCS CIIEAYIOLIUE
CBEJICHUSI:

1) cBeneHuss 0 MEQULMHCKOW OpraHM3alliM, NOAABIIEH 3asBKy Ha CHELUaJbHbIE peleNTypHble ONaHKU (IOJHOE
HalMEHOBaHHE, aJJpec MeCTa HaXOXKJICHNU);

2) KONWYECTBO CIIEIHABHBIX PEHENTYPHBIX OJaHKOB, M3PACX0JOBaHHBIX MEIUIIMHCKON oprann3anueii Ha | sHBaps
MPEIIECTBYIOLIETO TO/1a;

3) KONMYECTBO CIIELMAIbHBIX PELENTYPHbIX OJaHKOB, HEOOXOAMMBIX MEIULMHCKOM OpraHM3aluy Ha CJIEAYIOIIUH
TOf.

3asiBKa MEIUIIMHCKOW OpraHW3aliy Ha CIENWalbHBIE peleNnTypHble ONaHKH TOANMCHIBAETCS PYKOBOIAHUTEIEM
MEIULMHCKOM OpraHu3alyy, KOTOPBIl HECeT MEPCOHANbHYI0 OTBETCTBEHHOCTH 32 OOOCHOBAHHOCTb M JOCTOBEPHOCTh
YKa3aHHBIX CBEJICHUH.

6. denepanbHble OpraHbl UCTIIOJIHUTEIBHOW BIAcTH, B BEIEHHMHM KOTOPBIX HAXOAATCS MEIUIMHCKHE OpraHW3alliu
(mamee - emepanbHBIE OpraHbl UCIIOJHHUTENBFHON BIIACTH), W OPraHbl HCIOJIHUTEIHHON BIAacTH cyObekToB Poccuiickoit
Odenepaniii HA OCHOBAaHWHU 3asBOK MEAWIMHCKUX OpPTaHU3AlMi Ha CIelHalbHbIE PEUEeNTypHbIE ONAaHKH (OPMHUPYIOT
CBOZIHBIE 3asBKU Ha CIELUAIbHBbIE PELEeNTypHble OJaHKU M B CPOK A0 1 Jexabps TeKylero rofga NpeiCTaBiIfIOT UX B
MuHucTepcTBO.

7. B cBOIHOI 3as1BKE HA CHENMATIbHBIE PEHENTypHbIC OJAaHKHM YKA3bIBAIOTCS CIEAYIONINE CBEACHUS:

1) cBemeHus o ¢eaepaJbHOM OpraHe HCIOJHUTEIBHOW BIAacTH (OpraHe HCIONHUTEIBHOM BIAcTH CyObekTa
Poccuiickoit ®Denepaiinu), NPEACTABUBIIEM CBOJHYIO 3asABKy Ha CICIUAIBHBIC PELUENTYpPHbIC OJNIaHKK (MOJIHOE
HanMEHOBaHHE, a/IpEC MECTa HAXOXKICHUS);

2) KOJIMYECTBO CIEIMATBHBIX PEIENTYPHBIX OJIAHKOB, paclpeieieHHbIX (eaepaabHbBIM OPraHOM WCIIOTHHUTEIBHON
BJIaCTH (OpraHOM HCIIOMHUTENBHON BiacTH cyObekra Poccuiickoii ®enepanmu) Ha 1 sHBapsd NpealIeCTBYIOLIETO roja
MEXy MEJUIIMHCKUMHU OpPTraHU3alUsIMI;

3) KOJMYECTBO CHEUHATBbHBIX PEHENTYypHBIX OJAaHKOB, HEOOXOMUMBIX (elepabHOMY OpTaHy HCIIOJHUTEIBLHON
BIacTH (OpraHy HCIIOJIHUTENbHOM BiacTu cyObekTa Poccuiickoit @enepannu) Ha CleRyOLMA rof A paclpeneieHus
MEX/y MEJUIIMHCKUMHU OpPTraHU3asIMY;

4) cBeneHHs O IOJBEIOMCTBEHHOW OpraHM3allid, YIOJHOMOYEHHON (efepalibHbIM OpPraHOM HUCIOJHUTEIBHOM
BJIACTH (OpraHOM HCIIONHHUTENIBLHON BiacTH cyObekTa Poccuiickoit dexepanun) oCymECTBISATh MOMYyYSHUE CIIEHUATbHBIX
penenTypHbIX OJaHKOB OT MUHHCTEPCTBA, MX XPAaHEHHE W BBIJAYy MEIUIIMHCKIM OpPTaHM3alusaM (IIOJHOE HauMEHOBaHHE,
aapec mecra HaxoxaeHusi, MTHH/KIIIT, OKTMO opranu3zanum, pakTH4ecKuii aapec NOCTaBKH).

8. Ha ocHOBaHMYM TIOJTyYSHHBIX CBOJHBIX 3a5BOK Ha CICIMAIBHBIC peleNTypHbIe OIaHKK MHHHUCTEPCTBO €XKETOAHO B
cpok a0 15 smHBaps ciemyromero roga (GOpMHpPYeT M YTBEpXKIAeT IJIaH paclpelesIeHUs] CIENUANbHBIX pPELEeNnTyPHBIX
0JaHKOB, B KOTOPOM OTpaxaeTcsl rofosas norpedHocts Poccuiickoit denepanun B clielMaIbHBIX PELENITYPHBIX OlaHKax
(manee - maH pacnpenenenuss MUHUCTEPCTBA).

9. B nnane pacnpezeneHns MUHUCTEPCTBA YKA3bIBAIOTCS CIIEAYIOIIUE CBEICHHUS:

1) nopsAKOBBII HOMEp 3aluCH;

2) HauMeHOBaHHUE (elepalbHOr0 OpraHa HCIONHHUTENbHOW BIAcTH (OpraHa HCIIOJHUTENBHON BIacTH CyObeKTa
Poccwiickoii @eneparini), IpeACTaBUBIIETO CBOJHYIO 3asBKY Ha CIEIHAIbHBIC PELENTYPHbIC OJaHKH;

3) HeoOXOMUMOE KOJTMYECTBO CHEIUAIBHBIX PELENTYPHBIX OIaHKOB.

10. HanpaBiieHue crnennaibHbIX pelenTypHbIX OaHKOB (efepalbHbIM OpraHaM HCIIOJIHUTENbHOM BIacTH, Opranam
WCTIOJIHUTENBHOW BIacTH cyObekToB Poccuiickoit dexepanmu ocymecTeisiercss MHUHHUCTEPCTBOM B KOIUYECTBE,
TIpeyCMOTPEHHOM IIJIAHOM paclpeneieHns MuHncTepcTBa.

11. MuHHCTEPCTBOM JOMOIHHUTENFHO K KOJMYECTBY CIIEHMANBHBIX PELENTYpPHBIX OJIAHKOB, MPEIyCMOTPEHHOMY
IJJAHOM pacrpenaeieHns MuHHCTEepCcTBa, (OPMHUPYETCS PE3CpBHBIA 3alac CIENUANbHBIX PEUENTYPHBIX OJIAHKOB B
KoJIMuecTBe, He npeBbimatoneM 150 000 creruanbHbIX pelenTypHbIX OJIaHKOB.

12. B cnyyae yBenmuueHHs NOTPEOHOCTH B CICIHATBHBIX pPEHENTYpHBIX OnaHkax (eaepaibHble OpraHbl
HCIIOJIHUTENbHOW BiacT (OpraHbl HCHOJIHUTENbHOM BiacTu cyObekToB Poccuiickoit ®Denepannu) HampaBiIsdloT B
MUHHCTEPCTBO CBOIHBIE 3as8BKU Ha JONOJHUTEIBHOE KOMHYECTBO CHELUAIBHBIX PELeNITYPHBIX OIaHKOB (C 000CHOBaHHEM
YBEIMYEHHSI MOTPEOHOCTH B CIEHHUAJBHBIX PELENTYPHBIX ONaHKaxX), KOTOpbIE MPEAOCTABISIOTCS MHHHCTEPCTBOM U3
PE3epBHOTO 3amaca CIeUalbHBIX PEIeTITYPHBIX OJIAHKOB.
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13. denepanbHble OpraHbl UCIOJHHUTENBFHON BIACTH (OpraHbl MCIONHHUTEIBHOW BIAcTH CyOBeKTOB Poccuiickoit
Ddenepannu) pacpeenstoT OyYeHHbIC CIICIHaIbHbIC PEIeNTYPHbIC OIAHKH MEXITy METUIIMHCKUMHU OpraHU3aIsIMU Ha
OCHOBaHHMH IUIAHOB pacrperesieHus,, cOPMHPOBAHHBIX B COOTBETCTBHHM C 3asgBKaMH METUIIMHCKHX OpraHM3alvd Ha
CrieuaibHble peLenTypHble OJaHKH.

I1. Ilopsinox perucTpanuu, yyeTa H XpaHeHHsl clelHAIbHBIX peleNTYPHBIX 0J1aHKkoB no ¢opme N 107/y-HII

14. MuHucTepcTBO, MHBbIE (enepanbHble OpraHbl WCIOJHUTEIBHOW BJIACTH M OpPraHbl MCIOJHUTEIBHOW BIACTH
cyobekToB Poccuiickoit @enepaniii OpraHu3yloT XpaHEHHE CIIEHUaNbHBIX PELeNTYPHBIX OJaHKOB B MOABEIOMCTBEHHBIX
OpTraHU3alusX, YIOJIHOMOYEHHBIX OCYNICCTBIATh MOMYYCHUE CHENUAIBHBIX PEUENTYPHBIX OJIAHKOB OT MHUHHUCTEPCTBA, HX
XpaHEeHHE U BhIJady MEIUIIUHCKIM OpTaHU3alusIM (J1ajee - yIOITHOMOYEHHAs OpraHu3allys).

15. B ymonHOMOUYEHHON OpraHM3allii M MEAWLIMHCKONW OpTraHW3alliH, MOJY4YUBIIEH CHENMaIbHBIE PELEHTYpPHBIC
OJIaHKH, OPTaHU3YEeTCS PETUCTPAIHs, YIET U XPaHSHHE CIICIATbHBIX PEIeNTYPHBIX OJaHKOB.

Peructpauums, y4er W XpaHEHHE PE3EpPBHOIO 3amaca CIHEHUAIbHBIX pPEeLenTypHbIX OnaHkoB MUHHCTEpPCTBA
OCYIIECTBISIETCS. (pefiepallbHBIM TOCYIAPCTBEHHBIM OIOIKETHBIM YUPEXKISHHEM, HAXOAAIMMCS B BeIeHUH MUHHCTEpPCTBA
(manee cOOTBETCTBEHHO, - pE3€PBHBIH 3a1ac, NOABEAOMCTBEHHOE YUPEXKIECHUE).

16. PaboTHWK, Ha3HAYEHHBIH IPUKA30M PYKOBOIUTENS YIIOJIHOMOUYEHHON OpraHm3anui (yHmoJIHOMOYEHHOH
OpraHu3aluy, MOJBEJOMCTBEHHOIO YYPEKAEHUS) OTBETCTBEHHBIM 3a PETHCTPALMI0, XPAaHEHHWE M y4yeT CIelHabHBIX
peuenTypHbIX OJIAHKOB (Jlajiee - OTBETCTBEHHBIH paOOTHUK), HA OCHOBAaHUH JIOBEPEHHOCTH, O(QOPMIIEHHOH B MOpSIKE,
YCTaHOBJIIGHHOM 3aKOHOJATeNIbcTBOM Poccuiickoii @enepannu (¢ MOAMUCHIO PYKOBOAUTEINS YIIOTHOMOYEHHOH OpraHn3alin
(YNOJTHOMOYEHHOH OpraHW3allid, IOJBEJOMCTBEHHOTO YYPEKACHUS), IIABHOTO Oyxrajirepa, 3aBEepEeHHBIX KpPYyIIOH
[1eYaThblo), MOJIy4aeT CHELHalbHbIE pELENnTypHble OJaHKM U OCYLIECTBIAET BEICHUE JKypHaja PETHCTpalud U ydera
CHeLHAIBHBIX PELEeNTYPHBIX ONIaHKOB, K KOTOpoMy IpuoOimaer ¢poto- U (WIKM) BUAEOMAaTepHaibl, MOATBEpxKaatomue (Gaxt
oopmiteHHs perenTypHbIX OJIaHKOB Ha 1oMY (TIPH HAJIMYWH).

17. JKypHan perucTpalMd M ydeTa CIELUHAJIbHBIX PELENTypHbIX OJIAHKOB HOJDKEH OBITh IPOHYMEpPOBaH,
MPOIIHYPOBaH, UMETh Ha IIOCIEAHEHl CTpaHuIle 3aluch, COACPIKAIIYIO KOIHMYECTBO CTPAHML, IOJHOE HAaHMMEHOBaHHE
YIIONTHOMOYEHHOH OpraHM3aliu (MEIUIMHCKON OpraHM3aluM, MOJBEJOMCTBEHHOTO YYPEKACHUs), a TaKkKe CKpEIUIeH
TTOJIIMCHI0O PYKOBOIUTENSI W TI€YATHIO YIOJTHOMOYCHHOW OpraHu3anuyl (MEIUIIMHCKOW OpPTraHU3aIfH, ITOABEIOMCTBEHHOTO
YUPEXKICHHS).

KypHan peructpanuum M yyera CHEIMAJIbHBIX PEHENTYPHBIX OJaHKOB pE3epBHOTO 3armaca MHHUCTEPCTBA
CKpeIUIeTCs Talke MOANUCHIO AMpEKTopa (B Clyyae ero OTCYTCTBHS - 3aMecTuTels aupekropa) [lemapramenra
perynupoBaHus 0OpaleHus JIEKapCTBEHHBIX CPENICTB U MEAMLUHCKUX M3AeIui MUHHCTEpCTBa U NeyaTbio MUHHCTEPCTBA.

18. B s)xypHaie perucTpaluy 1 y4era ClielMalbHbIX PELEeNTypPHBIX OJTaHKOB YKa3bIBAIOTCS CJICAYIOIIIE CBEICHHUS:

1) mopsAKOBBIN HOMED 3aIHUCH;

2) IPUXOJ CIICHHATBHBIX PEIENITYPHBIX OJAHKOB:

a) PEKBU3UTHI U JaTa PETUCTPALUK IPUXOAHOTO JOKYMEHTA,;

0) ob11ee KOJIMYECTBO OCTYIMBLINX CHENHANBHBIX PELENTYPHbBIX OIaHKOB,;

B) cepus U HOMED CIELHUAIBHOIO PELENTYPHOIO OIaHKa;

I') KOJIMYECTBO CIELHAIbHBIX PELeNTYPHBIX OJJAHKOB MO KaXKAOH cepuu;

1) haMuiIns, UMs, OTYECTBO (TIOCIIEAHEe - IPU HAJTMYMH) U IIOANUCH OTBETCTBEHHOTO PaOOTHHUKA;

3) pacxof clielManbHbIX PELENTypHBIX OJIaHKOB!

a) J1aTa BRIJAYH CIICIIHABHBIX PEIEITyPHBIX OJIAHKOB;

0) cepuu ¥ HOMEepa BBIIAHHBIX CIICIUAIBHBIX PEIENTYPHBIX OJaHKOB;

B) KOJIMYECTBO BBIIAHHBIX CHELUAIBHBIX PELENTYPHBIX OJIAHKOB C YKa3aHHEM B CKOOKax KOJIMYECTBa CIIELMaIbHBIX
peLUenTypHBIX OJaHKOB, BBIAAHHBIX 7SI 0pOPMIICHHS Ha JIOMY;

r) QaMwius, UMs, OTYECTBO (IOC/IeAHEEe - IPU HAIMYMU) M IOANHUCH JIMIA, IOIYYHMBLIETO CIELUaIbHbIE
peuenTtypHbie OJIaHKH;

1) KOJIMYECTBO CIEIMAIBHBIX PEIENTYPHBIX OJIAHKOB, 0D OPMIIEHHBIX Ha JOMY;

e) ¢ammaus, UM, OTYECTBO (TOCTenHee - NP HaJMYWU) M TOANHCH JUIa, O(OPMHUBIIETO CIEIHaTbHbIC
peuenTypHble OJIaHKH Ha JOMY;

4) pamunus, UMs1, 0TYECTBO (TIOCIIEAHEE - TP HAJIMYUK) M OANMCH OTBETCTBEHHOTO Pa0OTHHKA,

5) ocTaToK CHENHMAIBHBIX PEIEITYPHBIX OJIAHKOB.

19. CnenmanbHbli pEUENTYpPHBIM ONAHK SBISETCS JOKYMEHTOM CTPOTOM OTYETHOCTH. 3amac CHelHalbHbBIX
peUenTypHBIX OJaHKOB B MEIWIMHCKOM OpraHU3alWH JOIDKEH XPaHHTHCS B CIIEHHAJbHBIX IMOMEIICHHSX, ceidax wiu B
CTEIUAIFHO W3TOTOBJICHHBIX IIKa(ax, OOUTHIX OIMHKOBAHHBIM JKENIE30M, C HAaJEKHBIM BHYTPEHHUM WM HAaBECHBIM
3aMKOM.

[Nomemenus, cefidpl, mKadbl, B KOTOPBIX XPAHATCS CIICIHATBHBIC PEIeTITYPHBIE OJIaHKH, JOJKHBI OBITh 3aKPHITHI HA
3aMKH | ITOCJIE OKOHYAHUS paOOTHI OllevaTaHbl eYaThio YIIOJIHOMOUYEHHON OpraHn3aui (MEAUIMHCKON OpTaHu3aIlii) NiIH
OIJIOMOMPOBAHBI.
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20. B MeITUMIMHCKUX OpTraHU3aluMAX 3amac ClelUajbHBIX PELEeNTYPHbIX OJaHKOB HE JOJDKEH MPEBBIIATh TOJ0BOM
MOTPEOHOCTH.

21. Paspemaercss BblIaBaTh MEIUIMHCKOMY paOOTHHMKY, HMEIOLIEMy @paBO Ha3HauaTb HapKOTUYECKUE
(TICUXOTpOTHBIE) JIEKAPCTBEHHBIE TIPEIapaThl, SANHOBPEMEHHO He OoJiee IBaALATH CIIeIHaIbHBIX PEHEeNTYPHBIX OJaHKOB.

MenuuuHckue paOOTHHKH, BBIIHMCHIBAIOIINE PELENThl Ha HAPKOTHYECKHE (TICUXOTPOIHBIE) JIEKApCTBEHHBIE
Tperaparbl, Ha OCHOBAaHHMH TPHKa3a PYKOBOAWTENS METUIIMHCKOW OpraHU3allMi HECYT JMYHYI0 OTBETCTBEHHOCTH 3a
COXPaHHOCThH TIONyYEHHBIX CIENHAIbHBIX PElEeNTypHBIX OnaHKoB. CrienuanbHbIE pEUENTypHbIC OJaHKH, IOJy4YeHHBIC
MEIULHUHCKIM PaOOTHUKOM, XPAHATCS O] 3aMKOM B ceiipax, MeTalIMuecKuX mkadax Uik MeTaNIMUECKUX SIIUKaX.

22. B MeIWIIMHCKOM OpraHu3aIiy CO3/1aeTCs OCTOSHHO JAEHCTBYIOIAs KOMUCCHS, KOTOpast He peke 1 pasa KBapTan
(mo pelieHHI0O PYKOBOOUTENS MEAUIMHCKON OpraHu3allid BO3MOXKHO 4Yallle) OCYILECTBISET IPOBEPKY COCTOSHUS
pEerucTpanuy 1 yueTra ClelHaIbHbIX PELEeNTYPHBIX OTaHKOB, B TOM YHCJIE IyTeM CBEPKH 3alMCel KypHajaa perucTpaluu 1
yueTa CIeHUalbHBIX PEHeNTypHBIX ONaHKOB, ¢ (paKTHUECKUM HaJMYUEM CIEHHAJBbHBIX PEHENTYypHBIX ONaHKOB, a TaKke
MIPOBEPKY COCTOSTHHS XPAHSHHS CIICIIUATIBHBIX PEIENITYPHBIX OJIAHKOB.

[lo pe3ysnbTaram MpOBEpKH B KYpHAJIE PETHCTPAIMH M yUeTa CIICIUABHBIX PEIENTYPHBIX OJIAHKOB JIENIAeTCS 3aIUCh
0 pe3ydbrarax MPOBEICHUS CBEPKH [AHHBIX, 3aKPEIUICHHAs MOANMMCSIMU BCEX UICHOB KOMHCCHU WM CO3AAeTCs
CHEIMAIBHBIN aKT IPOBEPKH.

23. denepaibHble OpraHbl MCIOJIHUTEIHHON BIIACTH M OpPTraHbl MCIOJIHUTEIBHON BIacTH CyObekTOB Poccuiickoit
@Denepaliuil OCYIIESCTBISIIOT KOHTPOJb 332 OpraHM3aldedl perdcTpalfii, ydeTa W XpaHEeHHs CIEIHaTbHBIX PelenTypPHBIX
0J1aHKOB B YIOJIHOMOYEHHBIX OPraHU3aLUAX U MEIUIIMHCKUX OpPraHu3aIsX.

24. Beinava chielMaibHBIX PEHENTYPHBIX OJaHKOB M3 Pe3epBHOrO 3amaca MuHHcTepcTBa (hemepaabHBIM OpraHam
UCIIOTHUTEJIPHON BJACTM M OpraHaM MCIIOJHUTENbHOH BnacTu cyObekToB Poccuiickoit ®epepanuu ocymiecTBiseTcs
OTBETCTBEHHBIM PAa0OTHUKOM IOJBEJOMCTBEHHOIO YUYPEXICHHS Ha OCHOBAHHMHM PELICHUS 00 OTIMYyCKe CIEIHaIbHBIX
peUenTypHBIX ONaHKOB, O(GOPMIICHHOTO B BHAE NHChMa, HOAMUCAHHOTO ITUPEKTOpOoM (B cCiy4ae €ro OTCYTCTBHUS -
3aMecTUTeNIeM Iupekropa) JlemapramMeHnTa peryaupoBaHus OOpamieHNs JEKapCTBEHHBIX CPEICTB M MEAUIIUHCKUX H3/ICTHHA
MuHucrepcTBa.

[IpoBepka nEATENBHOCTH TONBEAOMCTBEHHOTO YUPEXKICHHS I0 PETUCTPAIMH, YYEeTy M XPaHEHHUIO PE3epBHOTO
3amaca ocyluecTsisercs JlenapTaMeHTOM peryIupoBaHUs OOpalIeHus JIEKapCTBEHHBIX CPEACTB M MEAWLMHCKUX W3AeTHH
MunucrepcTBa 2 pasza B rog He mo3zgHee 20 dncia Mecsa, CIeAYIOIIEro 3a UCTEKITUM OTYTOANEM.

IIpunoxenue N 6

K puKa3sy MHUHHCTEPCTBA 3IPaBOOXPaHEeHUs
Poccuiickoii ®@enepanun

ot 24 Hosopst 2021 . N 1094n

IIpaBuiaa ogopmiieHHs pelleNTOB, CONEPKAINUX HA3HAYEHHE HAPKOTHYECKUX CPEICTB HJIM IICHXOTPONHBIX BEUIECTB,
B TOM 4ucJje B (hopMe JIeKTPOHHBIX IOKYMEHTOB

I. Odopmiaenue penenta Ha GyMaKHOM HOCHTeIe

1. Ha penentypubix 0mankax ¢gopmbl N 107/y-HIT B neBoM BepxXHEM YTy HMpPOCTABIISETCS IITAMIT MEIUIIMHCKOW
OpraHH3alui C yKa3aHHWEM ee IMOJHOTO0 HauMEHOBaHWs, aapeca W TeledoHa C JaTod BHIMUCKU (AaToil odopMIIeHHM:)
perenTa Ha JeKapCTBEHHBIN Mpernapar.

Penentypusie 6manku Gpopmbl N 107/y-HIT n3rotraBnuBaroTCsl HCKIIOUYUTEBHO TUIOTPA(CKUM CIIOCOOOM.

2. Ha peuentypHbix OnaHkax, oopMIIsIEMbIX HHAMBUIYAIbHBIMHI NPEINPUHUMATENIMHU, UMEIOIINMHU JIMLICH3UIO Ha
MEIUIMHCKYIO JESTeNbHOCTh, B BEPXHEM JICBOM YLy THUIOTPadCKUM CIOCOOOM WM MyTEeM NPOCTABICHHS IITAMIIa
JIOJDKEH OBITh yKaszaH aJpec WHAWBHIYAIbHOTO TMPENNPUHUMATENS, HOMEp M JaTa JWICH3UH, HAaUMEHOBAaHHE OpraHa
TOCY/apCTBEHHOW BJIACTH, BBIAABIIETO JUIICH3HIO.

3. Peuentypueie Onmanku ¢opmbl N 107/y-HIl 3amonmHsioTcs MEOUIMHCKHM DPaOOTHUKOM YEPHHIAMH HIIH
IIapUKOBOM pPyYKOil.

4. JlomyckaeTcst opopMiICHHE BCEX PEKBU3UTOB (32 MCKItoueHHEM pekBusuTa "[loanuchk jevaiero Bpava (oaIuch
tdenpamepa, akymepku') perentypHsix 6maHkoB ¢popmbl N 107/y-HII ¢ ncnonp3oBaHneM MeqaTaronX yCTPOUCTB.

5. B penentyprom Gnanke gopmsl N 107/y-HII B crpokax "damunus, uMs, 0T4€CTBO (IIOCIEIHEE - IPU HATHYHN)
nareHTa" 1 "Bo3pact” yKka3bplBaroTCs MOJIHOCTHIO (haMHIIHS, UMsI, OTYECTBO (TIOCIIEIHEe - PU HAIUYWK) MAIUeHTa, ero
BO3pacT (KOJIUYECTBO MOJIHBIX JIET).

Jormyctumo yka3aHue JaThl pOKICHHS MAIHeHTA.

6. B peuentyprom Gnanke ¢popmbr N 107/y-HIT:

1) B cTpoke "Cepus u HOMep mojuca 0043aTeIbHOT0 MEAMLMHCKOIO CTPaxoBaHMA'" yKa3bIBaeTCS HOMEp IIOJIUCa
00s13aTeTbHOr0 MEUIIMHCKOTO CTPAaXOBaHUs NalueHTa (IPH HATUYHH);

2) B crpoke "Homep MemuIIMHCKOW KapThl" yKa3bIBae€TCS HOMEpP MEAMIMHCKON KapThl MAIMEHTa, MOIYYaloIero
MEIUIMHCKYIO TIOMOIIb B aMOYJaTOPHBIX YCIOBHSX, WM HCTOPUU OOJE3HM MAlMEHTA, BBIMHCHIBAEMOTO U3 MEIHIIUHCKON
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OpTaHH3aluy;

3) B crpoke "®amuius, uMs, OTYECTBO (ITOCIIEAHEE - TPU HAMYWM) Jedamlero Bpada (¢enpamepa, aKkymepkn)"
YKa3bIBaeTCS MONHOCTHIO (aMHIIM, WUMs, OTYECTBO (IOcCieqHee - NpU HamuuuM) Bpada (denpamepa, akyLIepKH),
BBINKCABILETO PELENT Ha HAPKOTUYECKUH (ICHXOTPOIHBIH) JIEKapCTBEHHBIH Mpenapar.

7. B rpade "Rp" peuentypHoro 6manka ¢popmer N 107/y-HII, ykxa3siBaercs:

1) HauMeHOBaHME JIEKApPCTBEHHOIo  Ipenapara (MEXAyHapoIHOE  HENaTeHTOBAHHOE  HalMEHOBaHME,
IPYNIMPOBOYHOE MIIM XMMUYECKOEe HAaMMEHOBaHKE, TOPrOBOE HAUMEHOBAaHME) Ha JIATHHCKOM SA3bIKE WJIM Ha PYCCKOM SI3BIKE,
(opma BBITIyCKa, JO3UPOBKA, KOIUUECTBO (YKa3bIBAETCS MIPOMHKCHIO Ha perentypHoM Onanke hopmbl N 107/y-HIT);

2) cnoco0 NMpUMEHEHHUs JIGKapCTBEHHOTO TperapaTa Ha TOCyIapcTBEHHOM si3bike Poccuiickort denepaunu wim Ha

TOCYIapCTBeHHOM si3bike Poccuiickoit dexepanmii M TOCYJapCTBEHHOM S3bIKE PECIyOIIMK M HMHBIX S3BIKaX HApOIOB

Poccuiickoii deneparun L

8. Ilpu odopmieHNH peLEenTypHbIX ONAHKOB 3alpeliacTcsi OrpaHUYMBATHCS OOLIMMH YKa3aHUSIMHU, HalpUMeEp,
"Buytpennee", "U3BectHO".

9. Ilpu odopmnennu manueHTy peuentypHoro omanka ¢opmsl N 107/y-HIT Ha HapkoTHueckuil (NICHXOTpPOITHBIH)
JIeKapCTBEHHBIH Mpenapar B paMKax OKa3aHHs MEIUIMHCKOW MOMOIIM NpU ONpEeAeTIeHHOM 3a00leBaHUM TaKOW pelenT
3aBepsieTcs:

1) moxmuchio ¥ TMYHOM MeyYaThio Bpaya Ju00 MOAMUCHI0 (enpaniepa (aKymepKn);

2) me4arbl0 MEAMIMHCKOM OpraHu3alyy, JUOO CTPYKTypHOIO IOApa3ieseHHss MEIULMHCKON opranusauuu "Jns
peuenToB"”, KOTopasi MPOCTABISAETCS JIULOM, YIIOJHOMOYSHHBIM PYKOBOIUTEIEM MEIUIMHCKOM OpraHU3alud ¢ yKa3aHHEeM
(hamunMK, UIMEHH, OTYeCTBa (TTOCIIeTHEE - IPU HAJMYHN) U IIPOCTABICHHEM €T0 JIMYHOH MOJITHCH.

B cnyuasx HeoOxomumocTH opopMIIEHHs peLenTa Ha HapKOTHYEeCKHH (IICUXOTPOMHBIN) JeKapCTBEHHBIH Ipernapar
Ha IOMY B paMKaxX OKa3aHMs MaJTMaTHBHOW MEIWIIMHCKON MOMOIIM IOIYCKAaeTCsl MpeABapUTEeNbHOES 3aBEpEHHE peLenTa
[ITAMIIOM MEIUIIMHCKOW OpraHu3alfy, Ie€YaThl0 MEIWIIMHCKOM OpraHu3aliy JIMO0O CTPYKTYPHOTO MOApa3AeICHUS
MEAMIMHCKON opranm3aunu "J{ist perenToB", KOTOpasi IMPOCTABISIETCS JIUIIOM, YIIOJTHOMOYECHHBIM pPYKOBOIHUTEIEM
MEIUIMHCKOM OpraHu3aliy, ¢ yKkazaHueM (aMHUIM{, UMEHH, OTUYECTBa (IIOCIeHee - IPU HAIWYMK) U NPOCTABIEHUEM €r0
auyHOi moamucu. [Ipu 3TOM B KypHane perucTpaluil M y4yeTa pelenTypHBIX ONaHKOB B COOTBETCTBHM ¢ [lopsakom
PETHCTPALUK, yUeTa U XPaHEHUsI CIICIHATbHBIX PEIENTYPHBIX OJIAaHKOB Ha HAPKOTHYECKUE CPEICTBA HIIM IICHXOTPOITHBIC
BEIIECTBA, YTBEPKICHHBIM HACTOSIIMM IIPHKA30M, JEJacTCsd OTMETKA O €ro Bhljade i opOpMIICHHS Ha JIOMY, a Takxke
OTMETKa, YAOCTOBEpEHHas MOANUChI0 Bpada Jubo ¢enpamepa (akymepkd), OGOPMHUBIIEIO peLent, O (akre ero
o opMIIeHHS, KOTOPBIH MOXKET OBbITh JOMOTHUTEIBHO MOATBEPKACH (HOTO- U (WIIH) BUIeOMAaTepUAIaAMHU.

B crpoke "OTmeTka anTeyHOW opraHHM3amuy 00 OTIyCKe" CTaBUTCS OTMETKA alTEYHON OpraHu3aiuu o0 OTITyCKe
HApKOTHYECKOrO (IICHXOTPOITHOTO) JIEKAPCTBEHHOTO Tpernapara (C yKa3aHHEeM HauMEHOBaHU, KOIUYECTBA OTITYILICHHOTO
HapKOTHYECKOTO (IICHXOTPOITHOTO) JIEKapCTBEHHOTO Tpemnapara W AaThl €ro OTIYCKa), KOTOpas 3aBepseTcs MOAMHCHIO
paOOTHHKA anTeyHO!l OpraHu3allly, OTIIYCTHBLIETO HApKOTHUECKUHM (IICUXOTPOINHBIN) JEeKapCTBEHHBIH mpenapar (c
yKa3aHueM ero (aMuinM, UMEHH, OT4ecTBa (MOcJeqHee - IPH HaTU4uuM), a TaKke KPYIIOW IeyaThlo anTedHOH
OpTaHU3aluH, B OTTUCKE KOTOPOH JOIKHO OBITh HACHTH(GUIIMPOBAHO MOJHOE HANMEHOBAHUE alITEYHON OpraHUu3alHH.

10. Ha onnoMm penentyprom Oianke ¢opmbl N 107/y-HIT pa3penraercst ocyniecTBisiTh Ha3Hau€HUE TOJIBKO OTHOTO
HaMMEHOBAHHMS JIEKAPCTBEHHOTO IIpernapara.

11. VicnpaBneHus B peLente He AOMyCKalOTCA.

I1. Odpopmienne penenta B (popMe 31eKTPOHHOIO TOKYMEHTA

12. Penent B (hopMe 3NEKTPOHHOTO JOKYMEHTa, MOAMHUCAHHOTO YCHICHHOW KBaTH(DUIMPOBAHHOH 31EKTPOHHOM
MOAINUCHIO, (opMHUpYEeTCs MEAMIMHCKAM pPAaOOTHUKOM, CBEIECHHSI O KOTOPOM BHECEHbl B (eaepasbHbBId perucTp

2

MCIUIHMHCKUX pa60THI/IKOB , @ TaKKE IpHU YCIOBUHU PETUCTPALINN MEIUIIUHCKOM OpraHusanuu, B KOTOpOﬁ O(I)OPMJ'IHSTCH

peuent, B ¢enepalbHOM peecTpe MEAMLUHCKUX OpraHu3alui 3 enuuoii rocyJapcTBeHHOH MH(OPMAIIMOHHON CHCTEMBI B
chepe 3ApaBOOXpAHEHUS] W TIOAKIIOUMCHUS TAKOW MEIUIIMHCKOW OpraHu3alii K TOCYIapCTBEHHOW HH(OPMAIMOHHOW

cucreMe B cdepe 3apaBooxpaneHus cyobekra Poccutickoit deneparin 4,

13. Ilo TpeboBaHMIO MaLMEHTa WM €ro 3aKOHHOIO IpeacTaBUTENs o(opMIIseTcs 3K3eMIUIIp penenta B Qopme
AJNIEKTPOHHOTO JIOKyMEHTa Ha OyMa)XHOM HOCHUTelle ¢ OTMeTKOH "JlyOmuKar aJeKTpOHHOTO IOKyMeHTa".

"' Yacre 1 crarsu 15 3axona Poccniickoit Oenepanuu ot 25 oktsaops 1991 . N 1807-1 "O s3bikax HapoJOB
Poccuiickoit @eneparuun” (manee - 3akon N 1807-1). (BemomocTtu cweszna Hapomgubix nemyratoB PCOCP u BepxoBrHoro
Cosera PCOCP, 1991, N 50, ct. 1740).

2 Yacte 4 crateu 91.1 ®enepansHoro 3akoHa N 323-D3 (Cobpanue 3akoHojarenbcTBa Poccutickoit Denepanum,
2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

3 Yacrp 4 craten 91.1 ®enepansHoro 3akoHa N 323-03 (Cobpanue 3akoHonarenberBa Poccniickolt Penepanumy,
2011, N 48, ct. 6724; 2020, N 29, ct. 4516).
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4 Craren 91 m 91.1 ®enepansHoro 3akoHa N 323-@3 (Cobpanue 3akoHonarenbctBa Poccuiickoit @eneparum, 2011,
N 48, ct. 6724).
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