3apeructpupoBano B Munrocte Poccuu 30 Hos106pst 2021 1. N 66124

MHUHHUCTEPCTBO 3JJPABOOXPAHEHHSI
POCCHUICKOW ®EJEPALINN

IIPUKA3
oT 24 Hosi0ps 2021 r. N 1094n

Ob YTBEPKAEHUU ITOPAJAKA HASHAYEHUSA
JIEKAPCTBEHHBIX INIPEITAPATOB, ®OPM
PELEIITYPHbBIX BJIAHKOB HA JIEKAPCTBEHHBIE
HHPEITAPATDI, TIOPAJAKA O®OPMJIEHUSA YKA3ZAHHDBIX
BJIAHKOB, UX YYETA U XPAHEHUS, ®OPM
BJAHKOB PEHEINITOB, COAEPKAILIINX HASHAYEHHUE
HAPKOTUYECKHUX CPEACTB UWJIN ICUXOTPOITHBIX
BEHIECTB, IIOPAJKA UX U3T'OTOBJIEHUS,
PACITPEJAEJEHUA, PETUCTPALIUU, YUHETA U
XPAHEHUA, A TAKXKE ITPABUJI O®POPMJIEHUSA
BJIAHKOB PELEINITOB, B TOM YUCJIE B ®OPME
QJEKTPOHHbBIX JOKYMEHTOB

B cooTtBercTBuM ¢ myHKTOM 16 wactu 2 cratbu 14 denepanpHoro 3akoHa ot 21 Hosiopst 2011 r. N
323-®3 "OO6 ocHOBax oOXpaHbl 3J0pOBbs TpaxnaH B Poccuiickoit ®Deneparuu" (CoOpanue
3akoHosaTenbcTBa Poccuiickoit @eneparuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791), nyHKTOM
2 crarbu 26 ®enepanbHoro 3akoHa oT 8 sHBapsa 1998 r. N 3-®d3 "O HapkOTHUYECKHX CpEACTBax U
ncuxoTponHbix BemecTBax" (CoOpanue 3akoHomarenscTBa Poccuiickoit deneparuu, 1998, N 2, cr.
219; 2017, N 31, ct. 4791), nognyukramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 Ilonoxenus o
MunuctepctBe 3apaBooxpaHeHus Poccuiickoit denepanuu, YTBEPKACHHOTO TMOCTAaHOBICHHEM
[IpaButensctBa Poccuiickoit @eneparuu ot 19 urons 2012 r. N 608 (Cobpanue 3akoHOAATEIHCTBA
Poccuiickoit ®enepanuu, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N
43, ct. 7258), npuKa3biBaro:

1. YTBepauTh:
[Topsimox Ha3HAYEHMS JIEKAPCTBEHHBIX MIPENapaToB COMIACHO MpHIoKEeHHIo N 1;

(hopMEI perenTypHBIX OJaHKOB HA JICKAPCTBEHHBIC MPENapaThl COrJIACHO MPHIIOKEHHUIO N 2;
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[opsimox odopmieHHus peuenTypHbIX OJAaHKOB Ha JIEKAPCTBEHHBbIC IpemnapaTbl, WX ydera H
XPaHEHMs COrIacHo NMpuioxeHuro N 3;

(hopMBI OJIAaHKOB PEIENTOB, COACPKAINUX HA3HAYCHHE HAPKOTUICCKUX CPEACTB WIIH IICHXOTPOITHBIX
BEIIIECTB, COTJIACHO IpuiiokeHuto N 4;

HOpSIJIOK HU3TOTOBJICHUA, PACTIPCACICHUSA, PETUCTPAILIUH, YUCTA U XPpaHCHUA PEUCIITOB, COACPIKAIINX
HAa3HAYCHUC HAPKOTUUCCKUX CPCACTB WM IICUXOTPOITHBIX BCHICCTB COTJIACHO MPHUIIOKCHUIO N 5;

HpaBHna O(l)OpMJ'IeHI/ISI peueuToB, COACPKAIMMNX HA3ZHAYCHHUC HAPKOTUYCCKHUX CpCACTB HIIA
IMCUXOTPOIHBIX BCHIECCTB, B TOM YHUCJIC B (bopMe OJICKTPOHHBIX JOKYMCHTOB COI'JIACHO HPHUIIOKCHUIO
N 6.

2. Ilpr3HaTh yTpaTUBIINMH CHITY:

npuka3 MunmncrepcTsa 3apaBooxpanenus Poccuiickoit @eneparmu ot 1 aprycra 2012 1. N 541 "O06
YTBEpKIAEHUH (POpMBI OITaHKOB PELENTOB, COACPKAIIUX HAa3HAUEHUE HAPKOTHUYECKHX CPEICTB MM
NICUXOTPONHBIX BEIIECTB, IMOPSAJIKA HUX H3TOTOBJIECHUS, pAaCHpEENICHUs, PETUCTPALUU, ydyeTa U
XpaHeHMs, a Takxke npaBwil odopmieHus" (3aperucTpupoBaH MUHHUCTEPCTBOM FOCTUIUH
Poccuiickoit @enepanuu 15 aBrycra 2012 r., peructpaunonssiii N 25190);

npuka3 Munucrepcrsa 3apaBooxpanenus Poceuiickoit ®enepaunn ot 30 urons 2015 r. N 3851 "O
BHECEHMM W3MEHEHMH B IpHKa3 MuHHCTEpcTBa 3apaBooxpaHeHus Poccuiickonn ®denepanuun ot 1
aBrycta 2012 r. N 54u "O6 ytBepkaeHun (GopMbl OJIAHKOB PELENTOB, COJEpKAIUX Ha3HAYCHHE
HapKOTUYECKUX CPEJCTB WM MICUXOTPOIHBIX BEIIECTB, MOPSAJIKA UX U3TOTOBJIEHUS, paclpeieaeH s,
perucrpanuy, ydyera UM XpaHEHHUs, a Takke mpaBuil odopmieHus" (3aperucTpupoBaH
MunuctepctBoM roctuiuun Poccuiickoit @enepanuu 27 HosiOpst 2015 1., peructpanioHHBIN N
39868);

npuka3 MunucrepcTBa 311paBooxpanenust Poccuiickoit @enepanun ot 21 anpens 2016 r. N 2541 "O
BHECEHUHU M3MEHEHUH B mpuka3 MuHuctepcTBa 31paBooxpanenus Poccuiickoit @enepanuu ot 20
nekabpst 2012 r. N 11751 "OO6 yTBep)AeHUH TOPsIKa HA3HAYCHUS 1 BBITTMCHIBAHUS JIEKAPCTBECHHBIX
npenapaToB, a Takxke (opM peuenTypHbIX OJaHKOB Ha JIEKApCTBEHHBIC MpPENapaTthl, MOpPSIKa
odopMIICHHS YKa3aHHBIX OJaHKOB, MX yd4eTa W XpaHeHusa" u npwiokeHue N 2 K TNpUKa3y
MunucreperBa 3apaBooxpaHeHus Poccwuiickoit ®enepamuu ot 1 aBrycra 2012 r. N 541 "O6
yTBEpKACHUH (OpMBI OJIAHKOB PELIENTOB, COAEpKAIIUX Ha3HAUCHHE HAPKOTHUECKUX CPEJICTB WIH
NICUXOTPONHBIX BEIIECTB, MOPAJIKA WX HM3TOTOBJIECHHUS, PACIpEACNICHUs, PErUCTpaluy, y4deTa H
XpaHeHHs, a Takke TmpaBuil odopmiieHus" (3aperucTpupoBaH MUHUCTEPCTBOM FOCTHIIUHU
Poccuiickoit ®eneparuu 18 utons 2016 r., peructparmonssiii N 42887);

IYHKT 4 U3MEHEHUH, KOTOPBbIE BHOCATCSA B HEKOTOPbIE ITPUKa3bl MUHHMCTEPCTBA 34paBOOXPAaHEHUS U
conuanbHOro passutus Pocculickorn ®enepanum u1 MuHucTepcTBa 31paBooxpaHeHus Poccuiickon
denepaluy IO BOIIpocaM OOpallleHus JEKapCTBEHHBIX MPENapaToB, COAEpKAIUX HAPKOTUYECKHE
CPEJICTBA, NICUXOTPOIHBIE BEIIECTBA U UX MPEKYpPCOPHI, U JEKAPCTBEHHBIX CPEJCTB, MOJJIEKALIUX
IIPEIMETHO-KOJIMYECTBEHHOMY YUeTY, YTBEPKACHHBIX NPUKa30M MUHHCTEPCTBA 3paBOOXPaHEHMUS
Poccuiickoit @enepatu ot 31 oxtsadps 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM
toctunnu Poccuiickoit @eneparuu 9 staBaps 2018 r., peructpanuonsbiii N 49561);

npuka3 MuHucTepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 11 gexadps 2019 r. N 10211
"O BHeceHUMM M3MEHEHUH B npuwioxeHus N 2 U 4 k npukasy MuHUCTEpCTBA 31paBOOXpPaHEHUS
Poccuiickoit ®eneparuu ot 1 aBrycta 2012 r. N 54n "O6 ytBepxaeHnn (popmbl OJJaHKOB PELICTITOB,
coJepXKalllMX Ha3HAYeHWE HAPKOTUYECKHUX CPEICTB WM ICUXOTPOIHBIX BELIECTB, MOPSAAKA HX
U3TOTOBJICHUS, pacIipe/ie]ICHHs], PETUCTPALlMU, yUeTa U XpaHEHUs, a Takke IpaBuil odopmieHUs"
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(3apeructpupoBan MmunuctepctBoM toctuimu Poccuiickoit ®epepaumn 28 suBaps 2020 r.,
peructpanuonsabii N 57293);

npuka3 MuHucTepcTBa 3apaBooxpaneHus Poccuiickoit @enepanun oT 8 okTs6ps 2020 r. N 1076H
"O BHeceHuu usmMeHeHui B [lopsiiok peructparuu, yyeta U XpaHeHUs CIEUANTbHBIX PeLeNnTypPHBIX
0JIaHKOB Ha HAPKOTHMYECKHE CPEJCTBA WM IICUXOTPOIHBIE BEIECTBA, YTBEPXKACHHBIM NpPHUKa30M
MunuctepctBa 3apaBooxpaneHusi Poccuiickont ®epepamuu ot 1 asrycra 2012 r. N 54n"
(3apeructpupoBan MunuctepctBoM octuiuun Poccuiickoit ®enepauuu 13 wosiOps 2020 r.,
peructpanuonabiii N 60898);

npuka3 MunucrepcTBa 3apaBooxpanenust Poccuiickoit ®enepanuu ot 14 gupaps 2019 r. N 4u "O6
YTBEP)KJIACHUU MOPsI/IKa HA3HAUYEHUS JIEKaPCTBEHHBIX MPEnaparoB, (JOpM pelenTypHbIX OJIaHKOB Ha
JIeKapCTBEHHBIE Mpernaparbl, Hopsaka opOopMIICHHS YKa3aHHbIX OJaHKOB, MX ydeTa U XpaHeHus"
(3apeructpupoBan MuHucTepcTBOM ocTuMKu Poccuiickoit ®epeparmuun 26 mapta 2019 r.,
peructpanonHslii N 54173);

npuka3 MuHuctepcTBa 3apaBooxpanenusi Poccuiickoii @enepannu ot 11 nexadps 2019 r. N 10221
"O BHeCeHMH M3MEHEHUW B mpuka3 MHUHHUCTEpPCTBA 3/paBooxpaHeHusi Poccuiickoin deaepanuu ot
14 auBaps 2019 1. N 41 "OO yTBepxIeHMM NOpSAKAa HAa3HAYEHMs JIEKApPCTBEHHBIX IPENapaToB,
(dbopM penenTypHbIX OJIaHKOB Ha JIEKapCTBEHHBIC IMpemapaThl, Mopsaka oGopmiIeHUs yKa3aHHBIX
ONMaHKOB, MX ydYeTa W XpaHeHHs" (3aperucTpupoBaH MHMHHUCTEPCTBOM OCTUIUMM Poccuiickoii
Oenepanuu 28 ssaBaps 2020 r., peructpanuoHabid N 57292);

npuka3z MuHucrepcTBa 3apaBooxpanenus Poccuiickoii @enepanuu o1 8 oktsiOps 2020 r. N 10751
"O BHeCEHMM M3MEHEHMHM B IOPAJOK HA3HAUYECHMs JIEKAPCTBEHHBIX IPENApaTOB, YTBEPKICHHBIN
npuka3zoM MuHnuctepcerBa 3apaBooxpanenust Poccuiickoit @enepanuu ot 14 susaps 2019 r. N 41"
(3apeructpupoBan MunucrepctBoMm toctuiiuu Poccuiickoit @enepanuu 22 pexabps 2020 r.,
peructpanoHHslii N 61695);

nyHKT 3.8 VMHCTpyKIMM O TOpS/AKE BBIMHMCHIBAHUS JIGKAPCTBEHHBIX IPENapaTtoB M O(QOpPMIICHHS
penenToB U TpeOOBaHMI-HAKIIAAHBIX, yTBEPKAEHHOH MTprKa3oM MHUHHCTEPCTBA 3/[paBOOXPAHEHHS 1
couuanpHoro passutus Poccuiickoit @enepanuu ot 12 ¢espans 2007 r. N 110 "O mnopszake
Ha3HA4YCHUS W BBITMCHIBAHUS JIGKAPCTBEHHBIX MPENAapaToOB, M3JCIUI MEAUIIMHCKOTO Ha3HAYCHUS U
CHELMATU3UPOBAHHBIX TPOJYKTOB JIEUeOHOTO MNHUTaHMUA" (3aperucTpupoBaH MHUHHCTEPCTBOM
rocturuu Poccuiickoit @enepanmu 27 anpens 2007 r., peructpanuonabii N 9364);

npuka3 MUHHCTEPCTBA 3IpaBOOXPAHEHUS U coManbHOro pa3sutus Poccuiickont denepanuu or 17
mast 2012 r. N 5621 "O6 ytBepxnenun Ilopsaka oTmycka (GU3MUYECKUM JUIAM JIEKapCTBEHHBIX
IpernapaToB s MEAULIMHCKOTO TNPUMEHEHHs, COJEpXKallMX KpOME MalbIX KOJUYECTB
HapKOTHYECKUX CPE/ICTB, ICUXOTPOIHBIX BELIECTB M UX MPEKYypCOpPOB Apyrue (hapMakoIorndecKue
aKTUBHbIE BemlecTBa" (3apeructpupoBaH MuHnuctepctBoM roctunuu Poccuiickoit ®enepanun 1
utoHs 2012 r., peructpaunoHHblil N 24438);

IYHKT 2 U3MEHEHHUH, KOTOPbIE BHOCATCS B HEKOTOPBIE IIPUKa3bl MUHHACTEPCTBA 3APaBOOXPAHECHUS U
conuanbHOro passutus Poccuiickonn denepanuu, yTBEPKICHHBIX NPUKa30M MuHHUCTEpCTBA
3npaBooxpaHeHuss Poccuiickoit @enepammu ot 10 wmrors 2013 r. N 369H (3apeructpupoBaH
MunuctepcrBoM roctuuu Poccuiickoit @enepanuu 15 urong 2013 r., peructpaunonssiii N 29064);

npuka3 MunuctepcTBa 3apaBooxpanenust Poccuiickoit @eneparuu ot 21 aBrycra 2014 r. N 4650
"O BHECCHHUU M3MCHCHHI B TIOPSIOK OTITyCKa (PH3UUCCKUM JIMIIAM JICKAPCTBECHHBIX MPEIapaToB Jis
MEAMIIMHCKOTO TPUMEHEHUS, COAEpKAIIUX KPOME MalblX KOJIHYECTB HAPKOTHYECKHX CPEICTB,
MICUXOTPOMHBIX BEIIECTB U HUX MPEKYpPCOPOB ApPyTrHe (PapMakoJIOTHYECKHE aKTHBHBIC BEIIECTBA,
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YTBEPKICHHBIN NPUKa30M MHUHHUCTEPCTBA 34paBOOXPAHEHUS U COLIMAIBHOIO pa3BuTUsa Poccuiickon
O®eneparuu ot 17 masg 2012 r. N 5621" (3apeructpupoBan MuHucTepcTBOM tocTUIMN Poccuiickoii
®eneparun 10 centadps 2014 r., peructpanmonssiii N 34024);

IVHKT | W3MEHEHUH, KOTOpbIE BHOCATCSI B HEKOTOPBIE MpUKa3bl MUHUCTEPCTBA 3APaBOOXPAHEHUS U
conuanbHOro passutus Poccuiickonn denepanum u MuHUCTEpCTBa 3/1paBooXxpaHeHus Poccuiickon
®denepaliuy, YTBEPKICHHBIX MPUKa30oM MuHuCTepCcTBa 3/paBooxpaHeHus: Poccuiickoin denepanyun
or 10 centsabpa 2015 r. N 634 (3apeructpupoBaH MunucTepcTBOM IocTULMK Poccuiickoit
Oenepannn 30 centsaops 2015 1., peructparmonssiii N 39063);

IIYHKT 3 U3MEHEHNH, KOTOPBIE BHOCSITCS B HEKOTOPBIE IPHUKa3bl MUHHUCTEPCTBA 3APABOOXPAHECHUS U
conuanbHoro passutus Pocculickonn denepanuun u1 MuHucTepcTBa 31paBooxpaHeHus Poccuiickon
@enepany o BompocaMm oOpallleHus JIEKAPCTBEHHBIX MPENapaToB, COJIEPKALUINX HAPKOTHYECKHE
CPEACTBA, IICUXOTPOIHBIE BEIIECTBA U UX IIPEKYPCOPOB, U JIEKAPCTBEHHBIX CPEACTB, MOJICKALINAX
MPEAMETHO-KOJINYECTBEHHOMY YUY€Ty, YTBEPKIACHHBIX MPUKAa30M MUHUCTEPCTBA 3IpaBOOXPaHEHUS
Poccuiickoit ®eneparu ot 31 oxTs0ps 2017 r. N 882H (3apeructpupoBaH MHUHHCTEPCTBOM
toctunuu Poccuiickoit @enepanuu 9 stuBaps 2018 r., peructpaunonusiii N 49561).

3. Peuentypusie Omanku ¢opmbl N _107/y-HII, W3roToBICHHBIE 1O JHS BCTYIUICHUS B CHITY
HACTOSIIETO NMPHKa3a, MOT'YT OBITh HCTIOB30BaHbI 10 1 MapTa 2023 rona.

4. Hacrosiuuii mpuka3 BcTymnaer B cuity ¢ 1 mapra 2022 r. u nelictByer 1o 1 mapra 2028 r.

Munucmp

M.A. MYPALIKO

Ilpunooscenue N 1
K npukaszy Munucmepcmea 30pagooxpanenuisl
Poccuiickoii @edepayuu

om 24 noabps 2021 2. N 1094n

HOPAIOK HASHAUYEHHUSA JTEKAPCTBEHHDBIX
IHHPEITAPATOB

I. O0uue mosioKeHUs

1. Ha3nayeHuwe JEeKapCTBEHHBIX MpEMapaToB Ui MEIUIIMHCKOTO MpUMEHeHus (Janee -
JIEKapCTBEHHBIC TpEraparbl) OCYHIECTBISIETCS JIeYalluM BpayoM, (eNbImepoM, aKylmIepKod B
Clly4ae BO3JIO)KCHUS Ha HUX MOJHOMOYMIA JIEUaIlero Bpaya, MpHu OKa3aHUH MEIUIIMHCKOI OMOIIHN B
MEAMIMHCKUX OpraHu3anusx <I1>, B TMOpsAJIKe, YCTaHOBIEHHOM IpUKa3oM MMUHHCTEpCTBA
3ApaBOOXPAHEHUS U colMaiabHOro pasButus Poccuiickoit @enepanuu ot 23 maprta 2012 r. N 2520
"O06 yrBepxaenun llopsiika Bo3i0KeHUs Ha (eNbaimepa, akyImepKy pyKOBOIUTENEM MeIUITTHCKON
OpraHM3ally TpPU OpraHU3allMU OKa3aHUs IMEPBUYHON MEIUKO-CAHUTAPHON MOMOIIM M CKOpOM
MEIUIIUTHCKONH MOMOIIM OTIENBHBIX (PYHKIMH JIeHalero Bpadya 1mo HermoCpeACTBEHHOMY OKa3aHHUIO
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MEIUIIMHCKON TOMOIIY MalMEHTy B MEPHOJ HaOIOJCHNUS 32 HUM M €ro JICYCHHUs, B TOM YHUCIIe IO
Ha3HAUYCHUI0O W TNPUMCHEHUIO JICKAPCTBEHHBIX  TpEMapaToB, BKIOYas  HAPKOTHUECKHUE
JIeKapCTBEHHBIE MPEnapaThl U ICUXOTPOIHbIE JIEKaPCTBEHHBIE Mpenaparhbl” <2>, WHAUBUIYaTbHBIMU
MPEeINPUHIMATEISIMA, OCYIICCTBIISIOMMMH MEIUIMHCKYIO JESITEIBHOCTh (/ajee - MEIUIUHCKHUE
paboTHUKN).

<1> Ilynkr 11 crateu 2 PenepanbHoro 3akoHa ot 21 HosOps 2011 r. N 323-@3 "O6 ocHoBax
OXpaHbl 310pOBbs rpakaan B Poccuiickoit deneparuun” (Cobpanne 3akoHOaTEIbCTBA Poccuiickoit
®eneparum, 2011, N 48, ct. 6724, 2019, N 52, ct. 7796) (nanee - ®enepanbHsiii 3akoH N 323-D3).

Oguuyuanvhslit ucMoUHUK IJ1IEKMPOHHO20 OOKYMEHMA COOEPHCUM HEMOYHOCHb: UMECMCS 6
euoy nynkm 11 uacmu 1 cmamou 2 @edepanvrnozo 3axona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBad MuHucrepctsoM roctuuuu Poccuiickoit ®enepaunn 28 ampens 2012 r.,
peructpanvonHbli N 23971 ¢ wu3MeHEHWsMH, BHECEHHBIMH IIpUMKa3oM MuUHHCTEpCTBA
3npaBooxpanenus Poccuiickoit @enepauuu ot 31 oxts6ps 2017 r. N 882H (3apeructpupoBan
MunucrepctBoM roctunuu Poccuiickonn @enepannn 9 suBaps 2018 r., peructpanvoHHbIE N
49561).

MenuuuHckrii  pabOTHUK, O(GOPMUBIIMK pEUENT ¢ HAapyLIICHHEM HACTOSIIETO TMOPSAIKa, WIIH
PYKOBOIUTENIb MEIUIMHCKON OpraHu3aluy 00eCHeunBalOT CBOEBPEMEHHOE IepeodopMiIeHUEe
TpeOyeMoro sl MalUeHTa peLenTa.

2. CpeneHuss O Ha3HAYCHHOM JIEKAPCTBEHHOM Ipenapare (HauMMEHOBAHME JIEKAPCTBEHHOIO
npenapara,  JO3UpOBKAa, CIOCOO  BBEAEHUS M IPUMEHEHUS, pPEXUM  J03UpPOBaHMUS,
HPOJIOJKUTEIBHOCTD JIeUeHUs! 1 000CHOBaHME HAa3HAYEHUS JIEKApCTBEHHOTO IpenapaTta) BHOCITCA
MEAMIIMHCKUM PaOOTHUKOM B MEIULUHCKYIO JOKYMEHTAIUIO NallieHTa.

B cinydasx, ykazaHHeix B myHKTax 8 - 11 wHactosmero Ilopsiika, MeTuIMHCKUN pabOTHUK,
HA3HAYMBIIMN JIEKAPCTBEHHBIN Mpernapar, oGopMiisieT Ha3HAYECHUE JEKApCTBEHHBIX Mperaparos, B
TOM YHCIE TMOMJISKAMNX HW3TOTOBJICHUIO W OTIYCKY AanTeYHBIMH OpTaHu3alusIMH (Janee -
JIeKapCTBEHHbIE TMpenapaThl WHIUBUAYAJIbHOIO M3TOTOBJIEHUS), Ha pelenTypHoM OjaHke,
opopMIICHHOM Ha OyMa)kHOM HOCHTENIe 3a CBOEH MOANMUCHIO (Janmee - perent Ha OyMaKHOM
HOcUTeNe), U (UJIM) C COTIacHs MallMeHTa UM €ro 3aKOHHOTO MPeACTaBUTENS <3> Ha pelenTypHOM
Onanke B (hopMe DIIEKTPOHHOTO JOKYMEHTa C MCIOJB30BaHUEM YCUJICHHON KBamU(pUIIUPOBAHHON
AJICKTPOHHOW TOAMKMCH MEIUIMHCKOTO palboTHHWKA (manee - perent B (GopMe 3JIEKTPOHHOTO
JIOKYMEHTA).

<3> Ilynkr 2 crarbu 20 @enepanbHoro 3akoHa N 323-@3 (Cobpanue 3aKOHOIATENHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2021, N 27, c1. 5159).

Penenit B hopMme 371€KTPOHHOTO TOKYMEHTa, COJIepKaIlluii Ha3HAYCHUE HApKOTHYECKUX CPEJCTB UIIH
TICUXOTPOIHBIX BEIECTB, IOANUCHIBACTCS C HCIIONB30BAaHUEM YCWJICHHOW KBaJTU(UIIMPOBAHHON
JIEKTPOHHON MOJMMCHU JIeYallero Bpada Wid Qenpimepa, aKylulepkd, Ha KOTOPBIX BO3JI0)KEHBI
(YHKIMY JIeHaIero Bpava, ¥ COOTBETCTBYIOIIECH METUIIMHCKON OpraHu3anun <4>.
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<4> Ilynkr 1 crathu 26 ®enepanbHoro 3akoHa oT 8 saHBaps 1998 r. N 3-®3 "O HapkoTHUECKHX
cpeacTBax W IMCcUXOTpornHbIX BemiecTBax" (CoOpanue 3akoHOMaTebcTBa Poccuiickoit deneparum,
1998, N 2, c1. 219, 2017, N 31, ct1. 4791) (nanee - ®eaepanbubiii 3akoH N 3-03).

Odopmnenue perenToB B (hopmMe AIEKTPOHHBIX JOKYMEHTOB OCYIIECTBIISIETCS B CIIydae MPHHITHS
YIOJIHOMOYEHHBIM OpPraHOM HCIIOJIHUTENbHOW BiacTH cyObekTa Poccuiickoit ®Penepauuu B
COOTBETCTBUU ¢ IMYHKTOM 4 ctaThu 6 denepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6
00palleHN! JIEKAPCTBEHHBIX cpeicTB" <5> perieHus: 00 MCIOIb30BaHUM Ha TEPPUTOPUU CYyObEKTa
Poccuiickoit @enepanuu Hapsay ¢ peLenTaMu Ha JIEKapCTBEHHbIE Mpernaparbl, 0hOpMIEHHBIMU Ha
OyMa)kHOM HOCHTEJE, PELENTOB Ha JIeKapCTBEHHbIE Mpenaparthl, CHOPMHUPOBAHHBIX B (Qopme
AJIEKTPOHHBIX TOKYMEHTOB.

<5> CoOpanue 3akoHonatenbcTBa Poccuiickoit @enepanuu, 2010, N 16, ct. 1815, 2019, N 52, cr.
7793.

3. Ilpu BbIIMCKE MalMEHTa W3 MEIULUHCKON OpraHu3aly, B KOTOPOW €My OKa3blBajach
MEIMIUHCKasl MOMOLIb B CTAllMOHAPHBIX YCJIOBUSAX, IIPU HEOOXOAMMOCTH IPOAOIKEHHs MpUEMa
JIEKapCTBEHHOI'O IIpernapara B aMOYJaTOPHBIX YCIOBUSAX [JaHHOMY IIalIUEHTY [0 PEIICHUIO
PYKOBOIUTENS MEAMLMHCKOW OpraHM3allud Ha3HaydaloTcs ¢ odopmieHueM peuenta B ¢opme
DJIGKTPOHHOTO JIOKyMEHTa W (WiaM) Ha OyMaKHOM HOcHUTeNe (32 HCKIIOUEeHHEM O(GOpPMIICHHS
PELIENTOB HA JIEKAPCTBEHHbIE IIPENapaThl, MOUIeXkKallUe OTIYCKY OeCIIIaTHO WU CO CKMIKOM) 1100
BbI1al0TCA (MALMEHTY WIN €r0 3aKOHHOMY IIPEJICTABUTEII0) OJTHOBPEMEHHO C BBIITUCKON U3 UCTOPUU
0OJIe3HM JIeKapCTBEHHBbIE Ipernaparbl, B TOM 4YMCJIE€ HApKOTMYECKHE U  IICUXOTPOIIHBIE
JIEKapCTBEHHbIC IIpenaparbl, BHeCeHHble B cnucku II m III mepedHs HapKOTUYECKHUX CPEICTB,
MICUXOTPOMHBIX BEIIECTB M UX MPEKYypCOPOB, MOJICKAMMX KOHTpoto B Poccuiickoit denepanuu,
yrBepxkaeHHoro IlpaBurensctBom Poccuiickoit @enepamuu  <6> (manee - Ilepedens),
CHJIBHOZCUCTBYIOIUE JIEKAPCTBEHHBIE IIPENIapaThl, HA CPOK NpUEMA MALIMEHTOM JI0 5 THEH.

<6> IlyHkT 2 cratbu 2 ®enepanpHoro 3akona N 3-O3 (Cobpanue 3akoHOAATENbCTBA Poccuiickoi
Oepnepanun, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. Ha3naueHue JIEKapCTBEHHBIX IMpenapaToB TMPU OKa3aHUU MEAMIIMHCKOW TIOMOIIM B
CTAIlMOHAPHBIX YCJIOBHUSX MOXET OCYLIECTBIATHCS TOCPEICTBOM TpPEeOOBAHUN METUITMTHCKOM
OpraHu3ali, HaAMpaBIsEMbIX B aNTEYHbIC OpPraHU3AIMH, SBISIONIMECS  CTPYKTYPHBIMU
oApa3IeICHUSIMIA MEIUIIMHCKON opraHu3anum. <7>
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<7> Ilyskrt 54 cratbu 4 ®OenepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O06 obpamennu
nexapcTBeHHBIX cpencTB" (Cobpanue 3akoHomarenbcTBa Poccuiickoit deneparuu, 2010, N 16, cr.
1815; 2019, N 31, ct. 4456) (nanee - ®eaepanbubiii 3akoH N 61-D3).

5. Ha3HaueHue JEKapCTBEHHBIX IMPENapaToB OCYIIECTBISACTCS MEIUIMHCKUM pPAaOOTHUKOM TIO
MEXIYHAPOJAHOMY HEMATEHTOBAHHOMY HAMMEHOBAHUIO, a TIPU €r0 OTCYTCTBUU - TPYNIIUPOBOYHOMY
WIM XUMUYECKOMY HaMMEHOBaHHUIO. B cilydae OTCYTCTBUSI MEXIYHApPOJIHOTO HEMaTEHTOBAaHHOTO
HAaMMEHOBAHMS U TPYIIIMPOBOYHOIO MM XMMHUYECKOIO HAUMEHOBAHMS JIEKAPCTBEHHOrO Mperapara
JICKapCTBEHHBIN IperapaT Ha3HAYaeTCs MEIUITUHCKAM PaOOTHUKOM IO TOPrOBOMY HaUMEHOBAHHIO.
[Tpy HanMWYMM MEAMIIMHCKUX TOKa3aHWM (MHIMBUIYyalbHAs HEMEPEHOCUMOCTb, MO KU3HEHHBIM
MOKa3aHUsIM) IO PELICHUI0 BpaueOHON KOMUCCUU METUIIMHCKOM OpraHu3aluu <8> OCYIIECTBIISIETCS
Ha3HayeHHe U oopmiieHHe Ha3HAYCHHs JIEKApPCTBEHHBIX MPENapaToB, HE BXOISAIIMX B CTaHIAPTHI
MEWIIMHCKON MOMOIIH, pa3pad0TaHHBIC B COOTBETCTBHH C IMYHKTOM 14 ctatbu 37 denepanbHOTO
3akoHa N 323-®3 <9>, wuiam He NPEeAYCMOTPEHHBIX COOTBETCTBYIOUIEH KIMHUYECKOMN
pexkomeHmanueld, MO0 MO TOPrOBEIM HAaWMEHOBAaHWSIM. PerieHne BpayeOHONH KOMHCCHUU
MEAMIIMHCKOW OpraHu3alui (PUKCUPYETCS B MEAULMHCKON JOKYMEHTAIMH MallMeHTa U B XypHaie
BpaueOHOW KOMHUCCHH.

<8> Ilpuka3 MuHHUCTEpCTBA 3/IpaBOOXPAHEHUsI U COLMAIBLHOTO pa3BuTus Poccuiickoir denepanuu
or 5 Masg 2012 1. N 5021 "OO yTBEpKIECHUU MOPSAKA CO3JAHUS U JEATEILHOCTH BpadeOHOM
KOMHUCCHHM MEAULMHCKON opranu3auuu" (3apeructpupoBad MunucrepcTBoM roctuniuu Poccuiickoit
Oenepanun 9 utons 2012 r., peructpannoHubiii N 24516) ¢ U3MEHEHUSIMH, BHECEHHBIMHU MTPUKA30M
MunucrepctBa 3apaBooxpanenus Poccuiickoit ®Depepammu ot 2 gekabps 2013 r. N 886n
(3apeructpupoBan MwuHUCTEpCTBOM rOcTHIMU Poccuiickoit ®deneparun 23 nmexadbps 2013 r.,
peructpanonHslii N 30714).

<9> CobOpanue 3akoHonatenbcTBa Poceuiickoit @eneparuu, 2011, N 48, ct. 6724.

Ecnmn npu okazaHuM DAUMEHTY MEAULIUMHCKOM TIOMOIIM B MEIMIIMHCKOM OpraHu3alud B
CTAIlMOHAPHBIX YCIOBHUSIX IO PEHICHHI0 BpaueOHONW KOMMCCHH OCYIIECTBIISIOTCS Ha3HA4YCHHE W
MIPUMEHEHUE JIEKAPCTBEHHOTO IMpenapara ¢ KOHKPETHBIM TOPrOBBIM HAUMEHOBAHUEM, TO IIPH
OKa3aHUM JaHHOMY IMAIlMEHTy MEAMIIMHCKON IOMOIIM B HWHOW MEIUIMHCKOW OpraHu3aluu B
CTAIlMOHAPHBIX YCIOBHSIX, a TAKKEe B aMOYJIaTOPHBIX YCIOBHUSX OCYIIECTBISICTCS HA3HAYCHHE €MY
JIEKapCTBEHHOT0 TIpenapara ¢ TeM K€ TOProBbIM HaUMEeHOBaHHEM <10>.

<10> [ynkt 2 noctanonenus I[IpaButensctBa Poccuiickoin ®enepamuu ot 30.06.2020 N 965 "O
BHeceHUN wu3MeHeHni B [IpaBuna QopmupoBaHUS mepedHsl JTEKAPCTBEHHBIX CPEJICTB, 3aKyIKa
KOTOPBIX OCYIIECTBIISCTCS B COOTBETCTBHUU C WX TOPTOBBIMH HAaMMEHOBAaHUSMH, U O TIPUMCHECHUHU
JICKapCTBEHHBIX IpErnaparoB ¢ KOHKPETHBIMU TOProBeiMH HauMmeHoBaHusMmu" (CoOpanue
3akoHo aTenbcTBa Poccuiickoit ®eneparu, 2020, N 28, cT. 4422).
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6. HazHaueHue JIeKapCTBEHHOrO MpemnapaTa B pelentTe Ha OyMa)XHOM HOCUTENIe WM pelente B
(hopMe BIEKTPOHHOIO JOKYMEHTa OQOopMIIsIeTCS Ha MMS MAalUeHTa, /Ui KOTOPOTo IpeaHa3HadyeH
JIeKapCTBEHHBIN Mpemnapar.

Penent Ha OymaxkHOoM HocuTene, oopmiIeHHBIH Ha penentypHoMm Omanke ¢opm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBEep>KACHHBIX HACTOSIIIUM TPUKA30M, MOXET OBITH
NOJY4YeH MalMeHTOM, €ro 3aKOHHBIM MpPEeACTAaBUTENEM WIN JHUIOM, UMEIOIUM O(QOpPMIIEHHYIO B
COOTBETCTBUM C TPAXKIAHCKUM 3aKoHoAaTeslbcTBOM Poccuiickoit denepanuu TOBEPEHHOCTh OT
HalyeHTa Ha IpaBo MOJYyUYSHHs TAKOro pelenTa (Aajee - yoJHOMOUYEHHOE JIUIIO).

[IpencraBneHne TOBEpPEHHOCTH He TpeOyeTcs B Cllydae INOJIY4YEHHs pelenTa Ha JIEeKapCTBEHHBIN
npenapar Uil MHKypaOeiabHOro OOJBHOIO Ha 3aBEpIIAIOIIEM JTale €ro JKU3HMU JIULOM,
OCYHIECTBIISIIOIIUM YXOJ 3a TaKMM HMHKYpaOenbHbIM OOJIbHBIM. B TakoMm ciyyae MeAMLMHCKHNA
pabOTHUK BBIAAET JIMILY, OCYIIECTBIISIOLIEMY YyXOJl 32 WHKYpaOeIbHbIM OOJIbHBIM, JOKYMEHT,
MOJTBEPKAAIOUINA NHKYpaOelIbHOE COCTOSIHUE OOJIBHOIO, COJEpKAILUN CBEJIEHUS O JIULE, KOTOPOe
OyzAeT mosyyaTh JIGKAPCTBEHHBIE IMpEnapathl 1Mo peuenty (hpamuinus, UMs, OTYECTBO (IOCIETHEe -
MIpY HaJM4YWM), BUJ, cepus U (WIK) HOMEP JOKYMEHTA, YAOCTOBEPSIOIIErO JINYHOCTD), 3aBEPEHHBIH
HOJMNKMCHI0O U TEYaThl0 JAHHOIO MEAMLMHCKOrO pPaOOTHUKA, a TaKXKe Ie4aTblo MEAULUHCKON
OpraHu3alyH.

JIOKYMEHT, TOATBEPXAAINNA HHKYpaOCIbHOE COCTOSIHUE OOJIBHOTO, OCTaeTcs B aNTCUHOU
OpraHH3aIliH.

Penent B dopme 3I€KTPOHHOTO AOKyMEHTa (OPMHUPYETCS € UCIOJIb30BAHUEM IOCYJAPCTBEHHOM
UHPOPMALMOHHOM cucTeMbl B cdepe 3apaBooxpaHeHus cyObekra Poccuiickoit deneparyu,
MEAUIMHCKONH MH(POPMALIMOHHON CUCTEMbI MEIMLIMHCKOM opranuzanuu <11>.

<11> Crateu 91 u 91.1 ®epepanbHoro 3akoHa N 323-O3 (CobOpaHue 3aKOHOJATEIHCTBA
Poccuiickoit @eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

@akT BbIIAYM pELENTa Ha JIEKAPCTBEHHBIM IpenapaT 3aKOHHOMY IPEACTABUTENI0 WU
YIOJIHOMOYEHHOMY JIHILY (PUKCUPYETCS B MEAUIIMHCKON JOKYMEHTAIMH MallieHTa.

7. MenuuuHCcKUM pabOTHUKaM 3amnpeniaercss opopmiIATh pelenTsl NP OTCYTCTBUU y HalMEHTa
MEAMIMHCKUX [TOKa3aHMW; Ha HE3apernCTPUpPOBaHHBIE JIEKAPCTBEHHBIE Ipenaparsl <12>; Ha
JI€KapCTBEHHbIE Ipenaparbl, KOTOPblE B COOTBETCTBUM C MHCTPYKUUEH MO MEAUIMHCKOMY
NPUMEHEHUIO IIPEJHAa3HAYEHBbl JUIsl NPUMEHEHHUS TOJIbKO B MEAMIMHCKMX OpraHu3alusax; Ha
HAapKOTHYECKME CpEACTBA M IICUXOTPOIIHBIE BEIIECTBA, BHeCeHHble B cmucok Il Ilepeuns,
3apEruCTPUPOBAHHBIE B KAUECTBE JIEKAPCTBEHHBIX MPENApaToB, B LEJIAX NPUMEHEHUS IS JICUCHUS
HapKOMaHUU.

<12> Pemenue Coseta EBpazuiickoii 3xoHOMUYecKkoid komuccuu oT 3 Hoa0ps 2016 r. N 78 "O
[IpaBunax perucTpanuu M SKCIEPTU3bI JTIEKAPCTBEHHBIX CPEACTB ISl MEAUIMHCKOTO MpUMeHeHus"
(odunmanpHBI caliT EBpa3uiickoro 3koHOMUYECcKoro coro3a http://www.eaeunion.org/, 21 HOSOps
2016 r.). Cratba 13 dDenepanphoro 3akoHa N 61-O3 (CobOpanue 3akoHomarenbcTBa Poccuiickoit
®eneparun, 2010, N 16, ct. 1815; 2020, N 14, cT. 2028).
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WuauBuayanbHbIM — NPEANPUHAMATENSIM, OCYLIECTBISIONIMM  MEAMIMHCKYIO  J€STEbHOCTD,
JIOTIOJTHUTEIBHO K TPeOOBAaHUSAM, YKa3aHHBIM B a03alle NMEepBOM HACTOSILEIro MyHKTA, 3alperiaeTcs
oQOpMIISITH pEleNThl Ha HApPKOTUYECKHE CPEACTBA U IICUXOTPOIIHBIC BEIECTBA, BHECEHHBIE B
cnucku Il u III [lepeuns (manee - HAPKOTUYECKHE U TCUXOTPOIHBIE JEKAPCTBEHHbIE MpPENapaThl
ciuckoB 11 u 11 Tlepeuns).

8. Ilpm Ha3HaueHUM HAPKOTUYECKUX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX HpernaparoB chnucka Il
[lepeuns, 3a WCKJIIOYEHHWEM JIEKApPCTBEHHBIX IIPENapartoB B  BUAE TPaHCAECPMAJIbHBIX
TEPaNeBTUYECKUX CUCTEM U JIEKAPCTBEHHBIX MIPENAPATOB, COAEPKAIIMX HAPKOTHUECKOE CPEICTBO B
COYETaHUH C AHTarOHUCTOM OIMOUIHBIX PELENTOpOB, pELenTsl Ha OyMa)XXHOM HOCHTENe
odopmIsIFOTCs Ha perientypHoM 6manke ¢popmbl N 107/y-HIT.

9. PenienitypHhbiit 01aHk popmbl N 148-1/y-88 odopmisiercs npu Ha3HAUCHUU:

1) HapKOTHMYECKMX M ICHUXOTPONHBIX JEKapCTBEHHbIX mpenaparoB coucka Il Ilepeuns B Buze
TPaHCACPMAJIBHBIX TEPANIEBTUUECKUX CUCTEM, HAPKOTUYECKUX JICKAPCTBEHHBIX MPENapaToB CINCKA
II Tlepeuns, conmep:kamMx HApKOTUYECKOE CPEICTBO B COUYETAHUMHM C AHTATOHMCTOM OIMOMJIHBIX
peLenTopoB, NCUXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaTos cuucka 11 [Tepeuns;

2) KOM6I/IHI/IpOBaHHBIX JICKApPCTBCHHLIX NPCIIapaToB, COACPKAINIUX:

a) KOJIEWH WJIM €ro COJH (B MepecyeTe Ha YUCTOE BEIIECTBO) B KolnudecTBe 10 20 MI BKIIOYUTEIHHO
(ma 1 o3y TBepao# JexapcTBEHHOH (hopMbl) uiau B koauuecTBe A0 200 Mr BkimtounTtenbHO (Ha 100
w1 w100 T 5KUJIKON JIeKapCTBEHHON (DOPMBI ISl BHYTPEHHETO MPUMEHEHHS);

0) nceBaodpenpruHa TUAPOXIOPHT B KOJIMUECTBE, mpeBbimatoneM 30 mr, u 10 60 MT BKIIOUUTEITEHO
(1a 1 no3y TBepaoOi IeKapcTBEHHOH (GOPMBI);

B) 1iceBao3(eipuHA THAPOXIOPHU B KOIMYECTBE, IpeBbimaromieM 30 mr, 1 10 60 M BKIFOUUTEITEHO
B COYETAaHUU C JCKCTPOMETOPPaHOM THAPOOPOMHUIOM B KOJIWYECTBE, MpeBbimatomemM 10 Mr, u 10
30 Mr BKIIFOUHMTENHHO (Ha 1 703y TBEp10#i JiekapCTBEHHOM (POpMBI);

r) nekcrpomeropdana ruapoOpoMus B konuuectse A0 200 mr BximrountenabHo (Ha 100 mu wim 100 ¢
KHJIKOH JIeKapCTBEHHOM (OPMBI JUIsl BHYTPEHHETO IPUMEHEHHUS);

1) >deapuHa THAPOXIOPHT B KoaudecTBe, pesbimaroniemM 100 mr, u 10 300 Mr BKIOUUTENHHO (Ha
100 M1 mm 100 1 KUAKOH JIeKapcTBEHHON (OPMBI JIJIs1 BHYTPEHHETO IPUMEHEHHUS );

e) sdenpuHa TUAPOXJOpPHI B KoiauuecTBe 10 S50 Mr BkIouMTenbHO (Ha 1 103y TBepaoi
JI€KapCTBEHHOHN (POPMBI);

K) (eHwIIponaHONIaMUH B KOJMYECTBE 10 75 Mr BKiIouuTensHo (Ha 1 103y TBepaoit
nexkapctBeHHOW (opmbl) win 1o 300 mr BrmouwmtenbHo (Ha 100 mim wm 100 T kuakou
JIeKapCTBEHHOM (POPMBI [1s1 BHYTPEHHET O IPUMEHEHUS);

3) ¢denobapOuTan B KOJMMYECTBE 0 15 MI' BKIIIOUMUTENHHO B COYETAHHWU C KOJEHMHOM (MU €ro
COJISIMH) HE3aBHCHMO OT KoJm4yecTBa (Ha | 103y TBepAoi JiekapcTBEHHON (POPMBI);

u) ¢enobapbutan B KommuecTBe 10 20 Mr BKIIOYHTENHRHO B COUYETAHUH C APEAPUHOM
TUAPOXJIOPUIOM HE3aBUCHUMO OT KoJindecTBa (Ha 1 103y TBEpIO# JIEKapCTBEHHOM (OPMBI);

K) XJIOpAMA3EIOKCH] B KoJndecTBe, nmpesbiiatomeM 10 mr, u 1o 20 Mr BirounTenbHO (Ha 1 no3y
TBEPJI0H JIEKApCTBEHHOU (POPMBI);
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3) neKapCTBEHHBIX MPENapaToB HMHAUBUAYAIbHOI'O H3TOTOBJIEHMS, COAEPKAIIMX HAPKOTUYECKOE
CPEICTBO WIM TIcuxoTpornHoe BemiecTBo cmucka Il Ilepeuns, um apyrue ¢apmakoIoruvyeckue
AKTUBHBIC BEILECTBA B J103€, HE MPEBBIIIAIONICH BBICIIYIO PA30BYIO 103y, U IIPU YCIOBUHU, YTO 3TOT
KOMOMHHPOBAaHHBIA JIEKAPCTBEHHBIN Mpernapar He SABISETCS HAPKOTUYECKUM WM TICUXOTPOIHBIM
JIEKapCTBEHHBIM ITpenapaToM cnucka Il [Tepeyns;

4) nexkapCTBEHHBIX TpeEnapaTroB, BKIIOYEHHBIX B IME€pPEUEHb JIEKAPCTBEHHBIX CPEACTB JUIS
MEJIUIIMHCKOTO TPUMEHEHHMs, TMOJUISKAIIUX MPEIMETHO-KOJIMYECTBEHHOMY ydery (mainee -
JIEKapCTBEHHBIE TTPeTnapaThl, BKIOUYCHHBIE B TiepedeHb [IKY) <13>.

<13> Hoanynkr 5.2.171(1) nynkra 5 nocranosneHus [IpaBurensctBa Poccuiickoit deneparuu ot
19.06.2012 N 608 "O6 yrBepxxaenuu Ilonoxxenuss o MuHucTepcTBe 3apaBooxpanenust Poccuiickoit

Oenepannn" (nanee - [lonoxxenne o MunucrepctBe) (CobpaHue 3akoHOAaTeNnbCcTBa Poccuiickoit
®enepanuu, 2012, N 26, ct. 3526; 2013, N 16, cT. 1970).

10. Peuentypusbiii 6mank ¢opmbl N 148-1/y-04(;1) opopmiisiercs npu Ha3HAYEHUH JIEKaPCTBEHHBIX
IpenapaToB TpakaHaM, UMEIOIIUM MIPaBO Ha OeCIIaTHOE MOJyYeHHE JIEKaPCTBEHHBIX MpenapaToB
WIH MOJTy4Y€HHUE JIEKApPCTBEHHBIX IIPENapaToB CO CKUIKOM.

11. Peuentypusiii 6ank ¢popmsl N 107-1/y opopmisiercs npu Ha3HAUCHUH:
1) nexapcTBEHHBIX MIPENapaToB, HE YKa3aHHBIX B MyHKTax 8, 9 Hacrosero [lopsaka;
2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENAapaToB, COACPKAIIUX:

a) SproraMMHa THAPOTApPTpaT B KOJMYECTBE 1O S5 Mr BKIIOUHMTENbHO (Ha 1 103y TBepnoi
JeKapCTBEHHOM (popMBI);

0) adenpuna ruapoxiopun B koaudectBe 10 100 mr BximtountensHo (Ha 100 mut wim 100 T Kuakoi
JICKapCTBEHHOUN ()OPMBI JIsl BHYTPEHHETO TPUMCHCHHS );

B) IceBaod(erprHa TUAPOXJIOPU] B KoJMdecTBe, He mpesbimaromem 30 mr (Ha 1 mo3y TBepaoi
JIEKapCTBEHHOH (OpPMBI);

r) mcenod(denpuHa THAPOXJIOPUA B KOJUYECTBE, HE mpeBblmaromemM 30 Mr, B COUYETaHHU C
nekcTpoMeTopaHoM THUAPOOPOMHIOM B KOJMYecTBe, NpeBbimaromeM 10 mr, m go 30 wmr
BKJIIOYHMTENBHO (Ha 1 103y TBEpIOH JIEKapCTBEHHOM (HOPMBI);

) JAekcTpometropdaHa TUAPOOpPOMUA B KoJdudecTBe, mpeBbimatomiem 10 mr, u go 30 wmr
BKITIOYHMTENNBHO (Ha 1 103y TBEpOM JIEKApCTBEHHOU (HOPMBI);

e) (¢eHobapOuTan B kKonmuectse, npepbimatomem 20 mr, u g0 50 Mr BkiIouyHTenbHO (Ha 1 103y
TBEPJIOH JIEKapCTBEHHOU (POPMBI);

X) ¢eHoOapOutan B komuuecTBe 10 20 Mr BKJIIOYMTEIBHO B COYETAaHUM C 3ProTaMUHOM
THIPOTApTPAaTOM HE3aBUCHMO OT KojmdecTBa (Ha 1 103y TBepO# JIeKapCTBEHHOH (opmbl);

3) XJIOpJAUA3ETOKCH B KoaudecTBe 10 10 Mr BiIrounTenbHO (Ha 1 103y TBEpIOH JIEKapCTBEHHOM
(dopmbl).

12. Tlpu Ha3HAYEHWU JICKAPCTBCHHOTO Tpernapata WHAWBUAYAIBHOTO M3TOTOBJICHUS B PELENTE Ha
OyMaxHoM HocuTene W (wiu) pernente B (oOpMe JJICKTPOHHOTO JOKYMEHTa HAWMEHOBAHHS
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JICKapCTBEHHBIX CPENCTB (BEIIECTB), BKIIOYECHHbIX B mepedeHp [IKY, ykaspiBaioTcs B Hauaie
pelenTa, 3aTeM - BCE€ OCTaJIbHbIE MHTPEIUCHTHI.

13. Ilpy Ha3HayeHMM JIEKAPCTBEHHOI'O Ipernapara B pelente Ha OyMa)KHOM HOcUTene U (WMin)
peuente B (hopMe IEKTPOHHOTO JOKYMEHTA 3alpeliaeTcs NpeBbIIaTh KOIMYECTBO HAPKOTHUECKUX
CPEJICTB WJHU ICUXOTPOIHBIX BELIECTB, KOTOPOE MOKET OBITh BBINHCAHO B OJHOM peELENTe,
ycTaHoBleHHOe npuiiokeHueM N 1 k Hactosimemy [lopsaky, 3a HCKIIOUEHUEM CIydaeB, YKa3aHHbBIX
B yHKTax 15 u 24 nacrosmero [lopska.

14. Ilpn Ha3HaYeHUH JIEKAPCTBEHHBIX NPENapaToB, BKIOYEHHBIX B nepedeHb [IKY, no3a xoropsix
MPEBBIIACT BBICIIMI OJHOKPATHBIM NpHeM, MEAUIMHCKUN pabOTHHUK 0O0O03HaYaeT J03y STOro
JIEKapCTBEHHOTO Mperapara B pelente Ha OyMa)XHOM HOCHUTENIE IPOIUCHIO C IMPOCTaBICHUEM
BOCKJIMIIATEILHOTO 3HaKa U (MJIM) IPOCTABIISIET BOCKIMIATEIbHBIN 3HAK MpU O(hOpMIIEHUH perenTa
B (hopMe INIEKTPOHHOTO JOKYMEHTA.

15. KonuyecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX MpenapaToB, BKIOYEHHBIX B nepeueHb [IKY, npu
OKa3aHWM TalHUEeHTaM, HYXXIAIOIUMCS B JITUTEIHHOM JICUCHHUU, MEPBUYHON MEIUKO-CAHUTAPHOU
MOMOIIH U MaJUIMaTUBHON MEAMIIMHCKON MOMOIIM MOXET ObITh YBEIHMUEHO C YUETOM KIMHUYECKUX
peKoMeH1anuii He 6oJiee ueM B 2 pasza Mo CPaBHEHUIO C KOJUYECTBOM HAPKOTUYECKUX CPEJCTB WU
MICUXOTPOMHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBIMUCAHO B OJHOM pELEINTE, YCTAaHOBJIEHHBIM
npuwioxenueM N 1 k Hactosiemy [Hopsaxy.

B cnyuasix, mpenyCMOTpeHHBIX a03alieM MEepBbIM HACTOSIIETO MyHKTa, HA perenTax Ha OyMa)KHOM
HOCHTEJIEC Tpou3BOAUTCS Haamuch "[lo crenuasbHOMY Ha3HAYCHHIO", OTAEIBHO 3aBEpPCHHAS
MOJIMUCHI0 MEAUIIMHCKOTO Pa0OTHHUKA U TIEYaThi0 MEAUIIMHCKOW opranu3anuu "J{ns penento", Ha
penenTax B QopMe 3JICKTPOHHOTO JOKYMEHTa mpou3BoauTcs orMerka "[lo cmemmambHOMY
Ha3HAYCHHUIO" C TMPOCTABICHUEM YCWICHHON KBATH(PHUIIMPOBAHHOW JIIEKTPOHHON MOAMHCH
MEUIIMHCKOTO pabOTHHKA.

16. CoctaB neKapCTBEHHOTO TWperapara, JieKapcTBeHHas ¢GopMa W OOpalieHHe METUIIMHCKOTO
paboTtHHKa K (apMaleBTHYECKOMY paOOTHUKY 00 OTIyCKE JIEKapCTBEHHOIO IIpenapara Ha
OyMa)kHOM HOcHTENe 0(OPMIISIOTCS Ha JJATHHCKOM HIIM PYCCKOM SI3BIKE B POJUTEIBHOM TaJiexke, 3a
UCKITFOUeHHEM O(OpMIICHHUSI pelennTOB B ()OpME AIEKTPOHHOTO JIOKYMEHTA, OCYIIECTBISIEMOTO Ha
PYCCKOM SI3BIKE.

[Tpu odopmiteHUM perenTypHbIX OJaHKOB JIOIYCKAeTCs MCIOIb30BaHUE COKpPALCHUH (TPUIIOKEHUE
N 2 k nHacrosimemy Ilopsaxy).

[Ipn Ha3HaueHUM JEKAPCTBEHHOI'O Ipenapara HeE JOIYCKAeTCsl COKpallleHUE HauMEHOBaHUI
UHIPEUEHTOB, COCTABISIOIIMX JICKAPCTBEHHBIN MpernapaT, He MO3BOJISIONUX YCTAaHOBHUTh, KaKOU
MMEHHO JIEKapCTBEHHBIH Npenapar Ha3Ha4yeH.

17. Crioco6 mpuMeHeHHUsl JeKapCTBEHHOTO IMpernapaTa 0003HA4YaeTCs ¢ yKa3aHWeM IyTH BBEICHUS,
JI03bI, YaCTOTHI, BPEMEHH MpPHUEMa OTHOCUTEIFHO CHA (YTPOM, Ha HOYb) U €T0 JJIUTEIBHOCTH, a JJIs
JIEKapCTBEHHBIX MPEMapaToB, B3aUMOJEHCTBYIOIIMX C TMHIIEH, - BpPEMEHU HX YMHOTPeOICHHUS
OTHOCHUTEINILHO TIpHeMa MUIIH (70 €IbI, BO BPEMsI €JIbl, IIOCTIE €/Ibl).

18. IIpr HEOOXOAMMOCTH HEMEIJICHHOTO MM CPOYHOTO (B TEYCHHE BYX pabOYMX THEH) OTImycKa
JICKapCTBEHHOTO TIpernapaTa TMalUeHTy B BEpXHEW 4YacTh perenTta Ha OyMaKHOM HOCHTENe
MPOCTABIAIOTCS O0o3HaueHus '"cito" (cpouno) wnm '"statim" (HeMeIJIeHHO). AHAJIOTHYHBIC
0003HAaYCHHS MTPOCTABIISIOTCS B BUJIE OTMETOK NP OGOPMIICHHH perienTta B OopMe IEKTPOHHOTO
JIOKYMEHTA.



19. Ilpu odopmieHnr Ha3HAYEHHsI TOTOBOTO JICKAPCTBEHHOT'O Mpenapara B perente Ha OyMakHOM
HOCHTENIe WK perente B (opMe 3JICKTPOHHOTO TOKYMEHTa KOJWYECTBO JIEHCTBYIOIIMX BEIIECTB
YKa3bIBAE€TCS B COOTBETCTBUU C MHCTPYKLHUEH MO MEIUIUHCKOMY NPUMEHEHUIO JIEKapCTBEHHOTO
npemnapara. [[omycTuMo yKa3beIBaTh JO3UPOBKY JIEKAPCTBEHHBIX MPETAapaToOB CHCTEMHOTO JIEHCTBHS
(11 pe30pOTUBHOTO MpHEMa) B TBEPABIX JIEKApPCTBEHHBIX (hopMax (Hampumep, Ta0JIETKH, MOPOIIKH,
KarcyJibl) Kak Cofiep)KaHue OJTHOTO MJTM HECKOJIBKUX JEHCTBYIOMIMX BEIIECTB B €IUHHIIAX MAcCHI (B
rpamMmax, MWUIMrpammax). JlomycTMMo YyKa3blBaTh JO3UPOBKY JIEKAPCTBEHHBIX MPENapaToB
CUCTEMHOIO JAeWcTBUA (s pe30pOTUBHOTO NMPUMEHEHMs) B JKHJKHX JIEKAPCTBEHHBIX (Qopmax
(HampuMep, pacTBOPBI, CYCHEH3MHM) KaK COJEp)KaHHE OJHOT0 WIJIM HECKOJBKUX JEHCTBYIOIIUX
BEIIECTB B CAMHHUIIAX MacChl Ha €IWHUIY OObeMa (HampuMmep, MHUJUIUTPaAMM/MUJUTHIIUTP) C
yKazaHueM o011ero oobema JeKapcTBeHHON (OPMBI.

[Tpu odopmieHun Ha3HaYeHHs JIGKAPCTBEHHOTO TMpernapara MHIWBUIYaJbHOTO H3TOTOBIICHUS B
perente Ha OyMa)XHOM HOCHTENE WM pelente B (GopMe 3IEKTPOHHOTO JOKYMEHTa KOJINYECTBO
TBEPJBIX W CHIMy4YuX (papmareBTHUECKUX cyOcTaHumii ykaseiBaeTcss B rpammax (0,001; 0,5; 1,0),
KUJKUX - B MIWUTAJIUTPAX, TpaMMax U Karisx.

20. PeuenTtsl Ha OyMa)KHOM HOcHUTeNe, B (OpMe SJIEKTPOHHOTO ITOKyMEHTa, O(QOpPMIICHHBIE Ha
peuentypaoM Omanke ¢opmbl N 148-1/y-88 u mpemnasHadyeHHBIC IS OTIYCKAa JICKAPCTBEHHBIX
npenaparoB, NOPeAyCMOTPEHHbIX mnoanyHktamMu 1 - 3 myHkta 9 Hacrosawmero Ilopsaka,
JIEHCTBUTENLHBI B TEUCHHE 15 MHEH co qHS 0POopMIICHUSI.

21. Pementsl Ha OymMa)KHOM HocuTene, B (OpMe AJIEKTPOHHOTO JOKYMEHTa, O(OpMIICHHBIC Ha
peuentypaoM Onanke ¢opmbl N 148-1/y-04(;1) m mpeaHa3HAYEHHBIC JJIA OTITYCKA JICKAPCTBEHHBIX
npenapaToB rpaxaaHaM, ykazaHHbIM B myHKTe 10 Hactosimero [lopsiika, AeiCTBUTEIbHBI B TCUCHHE
30 gneit co aus odopmiieHus, 32 UCKIIOYCHHEM cliydyaeB 0OpMIICHHS pelenTa B COOTBETCTBUH C
nyHkTamu 38 u 39 Hactosiero [lopsinka, npu KOTOpPBIX OH JAEWCTBUTENEH B TeueHue 15 nHel co
THST 0(OPMITICHHS.

22. Peuentsl Ha OyMa)XKHOM HOcuTele, B (popMe 3JIEKTPOHHOIO JIOKyMEHTa, O(OpMIICHHbIE Ha
penentypaom Omnanke ¢opmbel N 148-1/y-04(;1) u npeaHa3sHauYCHHBIE A7 OTIYCKa JIEKAPCTBEHHBIX
IpenapaToB rpakaaHaM, JOCTUTTIMM NEHCHOHHOTO BO3pacTa, MHBAJIWAM MEpPBOI IPYIIIbI, JETSIM-
WHBAIHMAM, a TakXKe TpaxkJaHaM, CTPAJalONIMM XPOHUYECKUMHU 3a00JIeBaHUAMHU, TPEOYIOIIHMMHU
JUINTEIBHOTO KYpPCOBOIO JICUEHHUs, NEHCTBUTENbHBI B TeueHune 90 nHeill co HsA odopMieHHs, 3a
HCKIIIOUEHHEM CIIy4aeB, YKa3aHHbIX B myHKTax 38 m 39 wnacrosimero llopsnka, mpu KOTOpPBIX OH
JeHCTBUTENEH B TeueHue 15 aHelt co qus odopMIteHus.

Jns neyeHHs XpOHMYECKUX 3a00JeBaHMN yKa3aHHBIM KaTerOpUSM TpaKIaH JIeKapCTBEHHbIC
npenapatel ¢ oQopMIEHHEM pEIenTOB Ha OyMa)XHOM HOCHUTENE WIH penentoB B dopme
3JIEKTPOHHOI'O JOKYMEHTA MOTYT Ha3Ha4yaThCsl Ha Kypc jedeHus 1o 180 nuei.

23. PeuenThl Ha OyMaXHOM HOCHUTENe, B (popMe 3IIEKTPOHHOTO JOKYMEHTa, O(pOpPMIICHHBIE Ha
penentypaoMm Omanke Gopmbl N 107-1/y u mnpeaHa3sHadyeHHBIC I OTIYCKA JIGKAPCTBEHHBIX
npenapaToB, MPeayCMOTPEeHHBIX MyHKTOM 11 Hacrosimero [Topsiaka, AelicTBUTENbHBI B TeueHue 60
JTHEH co THS 0POPMIICHHS.

IIpy Ha3HaYeHMHM TOTOBBIX JIEKAPCTBEHHBIX MPENApaToB M JIGKAPCTBEHHBIX MPENapaToB
VHIVBHIYAIbHOTO HW3TOTOBJICHUS TAlUEHTaM C 3a00JeBaHUSAMH, TPEOYIOIUMH JUINTEIHHOTO
KypCOBOI'O JieueHusi, ¢ opopmieHHeM Ha peuentypHoMm Onanke ¢gopmbl N 107-1/y peuenta Ha
OyMa)XHOM HOCHTENIC WIH B ()OPME SIIEKTPOHHOTO JOKYMEHTa YCTAHABIMBAETCS CPOK JCHCTBUS
pelrernTa B rpejenax 10 0JHOro roja.



B cinyudae ycraHOBiEeHMs cpoka JAEWCTBHSA peLenTa B IMpeesiax 0 OJHOrO roja B peLentTe
npousBoauTcs Haanuck: "[lo crnennanbHOMY Ha3HaueHUIO", 0003HaYaeTCsl CPOK JEHCTBUS perenTa
U TEPUOJNYHOCTh OTIYCKA JIEKAPCTBEHHBIX IIPENaparoB U3 aNTEYHOM OpraHu3alud WIH
WHAUBUAYAIbHBIM  IpEANpPUHUMATENIEM, HUMEIOUIMM  JIMIEH3HI0 Ha  (papManeBTHYECKYIO
JEATENBHOCTD <14> (eKEeHEAENbHO, €KEMECIYHO U UHbIE EPHOBbI). JIONOIHUTENBHO 3TO YKa3aHUE
3aBepseTcs MOJANUCHI0 MEIULMHCKOrO pabOTHHKA, a TAaK)Ke IMEeYaThi0 MEIUIIMHCKOW OpraHu3aliiu
"Ilns peuenTtoB" (s perienta Ha OyMa)KHOM HOCHTENE) MM YCHUJICHHOM KBaau(HUIMPOBAHHOMN
JNEKTPOHHOW TMOJMUCHI0 MEIUIIMHCKOTO pabOTHUKAa U JIMLA, YIOJHOMOUYEHHOTO 3aBepsTh
JOKYMEHTbl OT MMEHU MEAMUMHCKOW opraHuzauuu (s peuenta B (QopMe 3JIEKTPOHHOTO
JIOKyMEHTA).

<14> Ilyukr 47 yactu | crarbu 12 @enepanbHoro 3akona ot 4 mas 2011 r. N 99-®3 "O
JUICH3UPOBAHUU OTACNBHBIX BUAOB JAesrenbHocTU" (manee - DenepanbHblii 3akoH N 99-D3)
(Cobpanne 3akonomatenbcTBa Poccuiickoit @enepanuu, 2011, N 19, ct. 2716; 2021, N 27, cr.
5177).

24. Peuentsl Ha JEKapCTBEHHBbIE INpenaparbl, BKIOYeHHble B nepedeHb IIKY, mng neuenus
HAlMEHTOB ¢ XPOHUYECKUMHU 3a00JIeBaHUSIMU MOTYT O(hOpMIIATHCA Ha Kypc jJedeHus 1o 60 nHeil.

B cnydae, xorma xypc jedenus coctaBisier Oosnee 30 gHEH, MOMOJHUTEIBLHO B perenTax Ha
OyMa)kHOM HocuTene mpousBoauTcs Haanuch "Ilo crnenmanbHOMY Ha3HaueHHUIO", 3aBepeHHas
MOJANKUCHI0 MEIUITMHCKOTO PAaOOTHHUKA M TEYaThI0 MEIUIIMHCKON opranu3anuu "l penenTtos", Ha
peuentax B (opMe SIIEKTPOHHOIO JOKyMEHTa npousBoauTcs ortmerka "[lo chernuambHOMY
Ha3HAYeHHIO" C TMPOCTABIEHUEM YCWJICHHON KBaIM(QHUIMPOBAHHOW 3JIEKTPOHHON MOANKHCU
MEAMIIMHCKOTO pa0OTHHKA W JIMIA, YIOJHOMOYEHHOTO 3aBepsSTh JOKYMEHThI OT HMMEHH
MEJIUIIMHCKOM OpraHu3aluu.

25. Penent Ha OymMa)kHOM HOcHTede B (opMe 3JIEKTPOHHOTO JOKYMEHTa, O(OPMIICHHBIH C
HapyIIeHHEM YCTaHOBICHHBIX HacTosIM [lopsikoM TpeOoBaHuit, CUUTAaETCS HEICHCTBUTEIBHBIM.

I1. HazHayeHuUe JIeKapCTBEHHbIX MPEeNnapaToB NPU OKA3aHUH
MeIULUMHCKOM MMOMOIIH B CTAIHOHAPHBIX YCJI0BHAX

26. Ilpyn oka3aHWM TALMEHTYy MEIUIMHCKON MOMOIIM B CTallMOHAPHBIX YCIIOBHUSX HA3HAYCHUE
JICKapCTBEHHBIX MPENapaToB MPOU3BOAUTCA 0e3 0OpMIICHHS pelenTa MEeIUIMHCKAM PabOTHHKOM
€IMHOJIMYHO, 33 UCKJIIOUCHUEM CITy4aeB, YKa3aHHbIX B MyHKTE 27 HacTosiuiero [lopsnaka.

27. CornacoBaHuW€ Ha3HAUYEHHs JIEKAPCTBEHHBIX IIPENapaTroB C 3aBEAYIOLIUM OTAEICHUEM WU
OTBETCTBEHHBIM JIC)KYPHBIM BpadyoM JINOO APYTUM JIMLOM, YIIOJIHOMOYEHHBIM IIPUKA30M IJIABHOTO
Bpauya MEJMLMHCKOM OpraHu3alliy, a TakXke, I[P HaJIU4ud, C BpauoM - KIMHUYECKUM
(apMakos10roMm He00X0AUMO B CIIydasiX:

1) oIHOBpPEMEHHOT'0 Ha3HAUYEHUS IATU U O0Jiee JIeKapCTBEHHBIX IIPENapaToB OJHOMY MALUEHTY;

2) Ha3HAYCHMS JIEKAPCTBEHHBIX MPENApaToB, HE BXOASIIUX B MEPEUCHb )KU3HEHHO HEOOXOIUMBIX U
Ba)XHEHIIMX JIEKApCTBEHHBIX MpenapaToB <15>, npu HETUIMYHOM TEUEHHUH 3a00JI€BaHUs, HAINYUU
OCJIOKHEHUH OCHOBHOTO 3a00JyieBaHMS M (MJIM) COMYTCTBYIONIIMX 3a00JIeBaHHM, NMPH Ha3HAuYCHHUH
JIEKapCTBEHHBIX IpenapaToB, OCOOCHHOCTH B3aUMOJICHCTBHUSA U COBMECTUMOCTH KOTOPBIX COTJIACHO
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UHCTPYKLHUSAM 1O HMX NPUMEHEHUIO NPUBOJIAT K CHIKEHHIO 3(P(PEKTUBHOCTH U O€30MacHOCTH
(dapmakoTepanuy U (W) CO3Ja0T MOTEHIIMAIBHYIO OTTACHOCTH TSI )KU3HU U 3[I0POBbS MAIIMCHTA.

<15> Yactu 1 crarbm 60 ®DenepanpHoro 3akoHa N 61-O3 (CoOpaHne 3aKOHOJATEIHCTBA
Poccuiickoit ®enepanuu, 2010, N 16, ct. 1815; 2020, N 29, ct1. 4516).

B ykazaHHBIX CiIydasx Ha3Ha4eHHE JIEKaPCTBEHHBIX IPENapaTtoB (HUKCHPYETCS B METUIIMHCKOM
JOKYMEHTAllUM TMalMeHTa U 3aBepsieTcs MOANUCHI0 MEAUIMHCKOro pabOTHHMKAa U 3aBEYIOLIETO
OTJIelIeHHEM (OTBETCTBEHHOIO JIEKYPHOTO Bpaya Ui JIPYroro yroJHOMOYEHHOTO JINLA).

28. MeauuuHCcKuil paOOTHUK MEAWIMHCKOW OpraHu3aluu (ee CTPYKTYPHOTO IMOJpa3/esieHus),
pacIoJIOKEHHONH B CEJIbCKOM HACEJIEHHOM ITyHKTE, OCYIIECTBISET Ha3HAuY€HHE JIEKapCTBEHHBIX
IpenapaToB B CIIydasiX, yKa3aHHbIX B MyHKTax 27 u 29 Hacrosuero [lopsaka, eTMHOIUYHO.

29. Tlo pemienuto BpauyeOHOW KOMHUCCHH IMAaIlMCHTAM TMPU OKA3aHUM MM MEIUIIMHCKON TOMOIIU B
CTAllMOHAPHBIX YCJIOBHUSX HAa3HAYAIOTCS JICKAPCTBEHHBIC IMpenapaThl, HE BKJIIOUYEHHBIC B MEpPEYCHb
JKU3HECHHO HEOOXOMMMBIX M BAKHEHIIMX JICKAPCTBEHHBIX MPEMapaToB, B CIydae MX 3aMEHBbI H3-3a
WHUBUTyJIbHOW HETIEPEHOCUMOCTH, IO >KM3HEHHBIM MTOKA3aHUSIM.

Pemenue BpaueOHON KOMHCCUU (PUKCUPYETCS B MEIUIIMHCKON TOKYMEHTAIMY NallMeHTa U KypHae
BpaueOHOW KOMUCCHH.

30. B cmywasx oOciienoBaHusi W JICUCHHUs TpaKJaHMHA B CTAIIMOHAPHBIX YCJIOBHSX B pPaMKax
NPEIOCTAaBICHUS! MEIUIIMHCKUX YCIYT Ha BO3ME3JHON OCHOBE 3a CYET JIMYHBIX CPENICTB IpakKIaH,
CPE/ICTB IOPUJIUYECKHUX JIMI[ U MHBIX CPEJICTB Ha OCHOBAHHM JIOTOBOpa, B TOM YHUCJE JIOTOBOpa
JTOOPOBOJIBHOTO MEIUILMHCKOTO cTpaxoBaHusi <l16>, eMy MOryT ObITh Ha3HAu€HBI JIEKAPCTBEHHBIE
npernaparsl, HE BXOJAIINE B MEPEUYCHb JKU3HCHHO HEOOXOIUMBIX M BAKHEHIIMX JICKAPCTBEHHBIX
IpenapaToB, €CJIM X Ha3HAUCHUE U IPUMEHEHHE 00YCIOBICHO MEAUIIMHCKUMU ITOKAa3aHUSIMH.

<16> IloctanoBnenue [IpaButenbctBa Poccuiickoit deneparuu ot 4 okts6psa 2012 r. N 1006 "O6
yTBep)KJAeHUU [IpaBui mpegocTaBiaeHHUs] MEIUIMHCKUMU OpPraHU3alUsIMU IUIATHBIX MEIUIUHCKUX
yeryr" (Cobpanue 3akoHoaaTenbcTBa Poccuiickoit denepanum, 2012, N 41, ct. 5628).

I11. HazHayeHue JIeKaAPCTBEHHBIX MPENAapaToB NPH 0KA3aHUU
MEePBUYHON MEeIUKO-CAHUTAPHON MOMOIIUA, CKOPOH MeTUIIUHCKON
MOMOIIH U NAJJIMATUBHONU MEeIUIIMHCKOU MOMOIIH

31. Ilpu oxa3aHMM NEPBUYHOW MEIMUKO-CAHUTAPHON MOMOILIM W TAUIMATUBHOM MEIMIIMHCKOMN
MOMOIA B aMOYJIATOPHBIX YCIIOBUSAX Ha3HAYEHWE JICKAPCTBEHHBIX IPENapaToB OCYIIECTBIISETCS
MEAWIIMHCKUM PAa0OTHUKOM B CIIy4asX TUIUYHOTO TEYCHHUs 3a00JIeBaHUS MallMEHTa HCXONS U3
TSDKECTH U XapakTepa 3a00J1eBaHus.

32. Ha3HaueHue JI€KapCTBEHHBIX IPENapaToB IO PELICHUIO BpayeOHON KOMMCCHU IPHU OKa3aHWUU
HNEePBUYHOIN MEMKO-CAHUTAPHON OMOIIY, MAJUIMATUBHON MEIUIIMHCKON OMOIIY B aMOyJIaTOPHBIX
YCIIOBUSIX MPOU3BOJIUTCS B CIIyHasIX:
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1) oIHOBpPEMEHHOTO Ha3HAYEHUSI OJHOMY MAIMEHTY MATH U OoJiee JIEKApCTBEHHBIX IPENapaToB B
TE€YEHUE OJTHUX CYTOK WJIM CBBILIE JIECSITH HAMMEHOBAHUI B TE€UEHUE TPUILIATH JTHEH;

2) Ha3HayeHUs JIEKAPCTBEHHBIX NPEMapaToB IMPU HETUIIUYHOM TEUYCHHH 3a00JIEBAHUS, HAIMYUU
OCIIO’)KHEHUH OCHOBHOTO 3a00jeBaHUS W (WMJIM) COMYTCTBYIOIIMX 3a00JIeBaHUM, MPH HAa3HAYCHHUH
JIEKAPCTBEHHBIX MPENapaToOB, 0OCOOEHHOCTH B3aUMOJICHCTBUS U COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKUHUSAM MO HX MPUMEHEHUIO MPHUBOIAT K CHIKEHHIO 3(PPEKTUBHOCTH U OE30MaCHOCTH
JICYCHUS TalMeHTa U (WIK) CO3al0T MOTEHIIHATBHYIO OMACHOCTD ISl )KU3HU U 3/I0POBbS MAIIUEHTA;

3) DNEepBHYHOIO HA3HAYEHWs MALMEHTy HApKOTUYECKUX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX
npenapatoB couckoB Il u Il Ilepeuns (B ciydae NOpUHATUS PYKOBOJUTENIEM MEIUIUHCKOM
OpraHu3alMi pelIeHUs O HEOOXOAWMOCTH COTJIACOBAaHMS HA3HAUYEHHUS TaKUX JIEKapCTBEHHBIX
MpernapaToB ¢ BpaueOHOM KoMuccuei).

33. IloBTOopHOE HAa3HAYCHHE HAPKOTUYECKHX W TICUXOTPOINHBIX JIEKAPCTBEHHBIX IpenapaToB
cimckoB Il w III Tlepeuns mpow3BOAMTCS METUIMHCKHMM PAaOOTHHUKOM CaMOCTOSITEIBHO HIIH
€IMHONIMYHO 0e3 ydacTHsi BpaueOHON KOMHCCHUHU MAalMEHTaM C BBIPA)KEHHBIM OO0JIEBBIM CHHIIPOMOM
1000T0 TeHe3a, HapyIIEeHHEM CHa, CyIOPOXHBIMU COCTOSIHUSIMH, TPEBOXXHBIMH PacCTPOMCTBaMHU,
(hoOusIMH, ICUXOMOTOPHBIM BO30YK/ICHUEM.

34. Ilpu oka3aHMM CKOpPOM MEIMLMHCKONM IOMOLIM JIEKAPCTBEHHBIE IpenapaThl Ha3HA4aroTCA
MEAMIMHCKUM pPAaOOTHUKOM BBIE3IHOM OpHragbpl CKOpOH MOMOIIM, MEIULUHCKUM pPabOTHUKOM
MEIUIMHCKON OpraHu3alyy MpH OKa3aHUM METUIIMHCKON MOMOIIM IpaXkaaHaM MpH 3a00JIeBaHusX,
HECUACTHBIX CIlydasix, TpaBMaX, OTPABJICHUSAX U JPYTUX COCTOSHUSAX, TPEOYIOIIHUX CPOYHOTrO
MEJULUHCKOI0 BMELIATENIbCTBA.

IV. HazHa4yeHuUe JIeKAPCTBEHHBIX NPENaparoB rpakiaHaM, MME UMM
NMPaBo HA 0eCIVIaTHOE MOJY4YeHHE JTEeKAPCTBEHHBIX NMPENnapaTroB Wi
MoJIyYeHHe JIEKAPCTBEHHBIX MPENapaToB O CKUAKOM, IPU OKA3aHUHU

NePBUYHON MEeIUKO-CAHUTAPHON NOMOLIHU

35. Ilpu oxa3aHuM TMEPBUYHON MEIUKO-CAHUTAPHOM TIOMOIIM HA3HAYEHHE MEIULIUHCKUM
pabOTHUKOM Ha OCHOBE KJIMHMYECKMX PEKOMEHIAIMi W C Yy4eTOM CTaHJapTOB MEIULIMHCKOMN
nomoi <l7> JEeKapCTBEHHBIX MPEMapaToB, OTIYCKAEMbIX OECIUIATHO WM CO CKHJIKOH,
rpakaaHaM, UMEIOLIUM TpaBo Ha oOecreueHue JIEKapCTBEHHBIMH IpenaparaMu 3a CYEeT CpPEeACTB
OIO/DKETHBIX ACCUTHOBaHUU (enepaipbHOro Orokera U OIKETOB CyOBeKToB Poccuiickoii
®denepannn, OCymecTBIsAeTCs Ha perentypHoM Omanke N 148-1/y-04(:1).

<17> Cratpsa 37 ®enepanpHoro 3akona N 323-®3 (Cobpanme 3akoHOAaTeNnbcTBa Poccuiickoi
®eneparun, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

IIpu odopmnenun penenta Ha Omanke (opmbr N 148-1/y-04(;1) Ha OyMakHOM HOCHTENE
0(hOPMIISIIOTCS JIBa SK3EMIUIAPA, OUH M3 KOTOPBIX OCTACTCS B allTEYHOW OpraHU3alliH, BTOPO - B
MEIUIIMHCKON IOKYMEHTAIINH MAI[HeHTA.


https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l333
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
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https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1635

36. IIpaBo Ha3HauaTh JIEKAPCTBEHHBIE MpENapaThl IpakJaHaM, UMEIOIIMM IpaBO Ha OecIulaTHOE
MOJIy4YEeHHE JIEKApPCTBEHHBIX MpPEnapaToB WM MOJIyYeHHE JIEKApPCTBEHHBIX MPENnapaToB CO CKHUJIKOH,
TaK)KE€ UMEIOT:

1) MeauuuHCKue pabOTHUKH, paboTaole B MEIUIIMHCKON OpraHW3alluy 110 COBMECTUTEILCTBY (B
npeJienax CBOeH KOMIIETEHIINH);

2) MEIUIIMHCKUE pa0OTHUKHM CTAIMOHAPHBIX OPTraHU3alUi COIMATBLHOTO OOCITYKHWBAaHUS TMIPH
HAJIMYUM JTUUEH3UM Ha OCYIIECTBIICHUE MEAUIMHCKON NEeITeNbHOCTH <18>, mpemycMarpuBaromieit
BBITIOJIHEHHE paboT (OKa3aHWE YCIYT) MO OKa3aHWIO0 MEPBUYHON MEIMKO-CAHUTAPHON MOMOIIM B
aMOyJIaTOPHBIX YCIOBUAX (HE3aBHCHUMO OT BEJJOMCTBEHHOM MPUHAIIICKHOCTH);

<18> [lynkt 46 wyactu 1 crareu 12 @enepanproro 3akoHa N 99-®3 (CobpaHue 3aK0OHOJATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).

3) MeaMUMHCKHE PAaOOTHUKH METUIIMHCKUX OpTaHU3aIMi, OKA3bIBAIOIIUX IEPBHYHYIO METUKO-
CaHUTapHYIO MOMOILb, [TOJBEJOMCTBEHHBIX (pelieparibHbIM OpraHaM HCIOJIHHUTENBHOM BIACTH WU
opraHam HMCIIOJHHUTEIBHOH BiacTH cyObekToB Poccuiickoii deneparum;

4) WHIAUBUAYAJIBHBIC MPCANPUHUMATCIN, OCYIICCTBIIAOINNEC MCIUIUHCKYHO OCATCIIBHOCTL U
BKJIIOUCHHBIC B PECCTPp MCAUIHMHCKUX opraHmaum‘/'I, OCYHMECTBIAIOMUX ACATCIBHOCTL B cq)epe
00513aTENIBLHOTO MCIOUIIMHCKOI'O CTpaxOBaHUA.

37. Ilpu Ha3HAYeHHH JICKAPCTBEHHBIX IpErnapaToB rpa’kJaHaMm, UMEIOLIUM MpaBO Ha OecCIulaTHOE
MOJIyYeHHUE JIEKAPCTBEHHBIX MPENapaToB WU MOJYyYEHHE JIEKAPCTBEHHBIX MPEMapaToB CO CKUIKOMH,
B pelenTe ykKa3bplBaeTcs HOMep TenedoHa, M0 KOTOPOMY paOOTHUK anTeYHOW OpraHU3aluu IpH
HEOOXOJMMOCTH MOXKET COTJIacoBaTh C MEIUIIMHCKAM pPaOOTHUKOM 3aMEHy JIEKapCTBEHHOTO
npernapara.

38. HazHaueHne HapKOTUYECKUX M NCUXOTPOIHBIX JEKapCTBEHHbIX npenaparoB ciucka 1 [lepeuns
(32 MCKIIOYEHHEM JIEKapCTBEHHBIX MpernapaToB B BHUJAE TPAHCAECPMAIbHBIX TEPaNEeBTHUECKUX
CHUCTEM, a TaK)KE JICKAPCTBEHHBIX MPENapaToB, COACPKAIINX HAPKOTUIECKOE CPEACTBO B COUETAHUU
C AHTarOHUCTOM OIMOMJHBIX PELEeNTOpPOB) TIpaxKJaHaM, MMEIOUIMM IpaBO Ha OecIulaTHoe
MOJTyYEHHUE JIEKAPCTBEHHBIX MpPEnapaToB WK MOJYyYEHUs JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOM,
ocylIlecTBIIsIeTCsl Ha peuentypHoMm Onanke ¢opmbl N 107/y-HII, Kk KOTOpOMY JOMOJHUTENBHO
odopmisiercs penent Ha peuentypHoM Omanke Gopmbr N 148-1/y-04(i1) (B 1ByX dK3eMIUIsIpax mpu
oopmieHnn Ha GyMa)XHOM HOCHUTEIE).

39. Ha3naueHrne HapKOTHYECKUX U MCUXOTPOMHBIX JEKAPCTBEHHBIX MpenapatoB cnucka Il Ilepeuns
B BUJIE TPaHCAEPMaJIbHBIX TEPANEBTUUYECKUX CHUCTEM, HAPKOTMUECKHX JIEKAPCTBEHHBIX IIPENapaToB
ciucka Il Ilepeunsi, comaepx’amux HAPKOTHYECKOE CPEACTBO B COYETAHWH C AHTArOHUCTOM
ONMOUJHBIX PELENTOPOB, IICUXOTPOIHBIX JIEKAPCTBEHHbIX mpenaparoB cnucka [II Ilepeuns,
JIEKapCTBEHHBIX IpEenapaToB, BKIOYEHHbIX B mnepedeHb [IKY, comepxamuxca B MOANYyHKTE 2
nyHkTa 11 Hacrosimero Ilopsaka, npegHa3HaYeHHbIE Ul JIEUEHUS I'pa)<AaH, UMEIOIIMX IIPAaBO HA
OecriaTHOE IMOJIy4eHHE JIEKAPCTBEHHBIX MPENapaToB WM MOJy4YeHHUE JIEKApCTBEHHBIX IMPErnapaToB
CO CKUJIKOW, OCYIIECTBISICTCS Ha penentypHeix Onankax ¢opm N 107-1/y u N 148-1/y-88, k
KOTOPBIM JOTOTHUTEIBHO 0GOpMIIIETCS pelienT Ha pernentypHoMm Onanke Gopmbr N 148-1/y-04(i)
(B IByX 3K3eMILIsIpax Npu 0(pOpMIIEHUN Ha OyMa)kHOM HOCHUTEIE).


https://normativ.kontur.ru/document?moduleid=1&documentid=396399#l56
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Ilpunoscenue N 1

K Ilopaoky nazuauenus

JIeKapCmeeHHRblx npenapamoe,

VMBEPHCOEHHOMY NPUKAZOM

Munucmepcmea 30pasooxpanerust

Poccuiickoii @edepayuu

om 24 noaopsa 2021 2. N 1094n

KOINYECTBO HAPKOTHYECKHUX CPEACTB WIHN
IHCUXOTPOIIHBIX BEHIECTB, KOTOPOE MOXET
BbITH BBIIIMCAHO B OJHOM PELEIITE

N n/n MexyHapoaHOE HEMATEHTOBAaHHOE ®opwma BbIITyCKa U KonmuecTBo
HAaMMEHOBAaHHE HAPKOTUYECKOTO U JI03UPOBKA
MICUXOTPOIHOTO JIEKAPCTBEHHOTO
npenapara

1. bynpenopdun + Hanokcon TabneTku 60 TabeToK
cyonuureanbubie 0,2 Mr (yrnakoBka, kpaTtHast N
+ 0,2 Mmr 20)

2. bynpenopdun PacTBop /U1 nHBEKLUH, [30 ammyn (mmnpun-
0,3 mr/mut 1 mn TIOOMKOB)

3. bynpenopdun TpaHcepMalIbHBIN
[1aCTHIPD
35 mMkr/dac 20 rutacteipeit
52,5 MKr/4yac 10 rutacTeipeit
70 MKT/4ac S macTeipen

4. Mopdun PactBop ana unbekui, 20 ammyn (mmpui-
[pacTBOp IS TIOOMKOB)
[MOKO>KHOT'O BBEJCHUS
10 mMr/ma 1 Mo

5. Koneun + Mop¢un + Hockanun + PactBop s 20 ammmyn

[TamaBepun + Tebann OJIKOKHOT'O BBEICHU

0,72 +5,75+2,7+0,36
+ 0,05 mr/mit 1 ma
1,44 +11,5+54+0,72
+ 0,1 mr/mi1 1 ma

6. Tpumenepuana TabneTku 25 Mr 50 TabaeToK

7. Tpumenepuun PactBop /i uabekuuit 20 ammyn (mmpui-

10 mr/mir 1 Mt

20 mr/mit 1 M

TIOOMKOB)




8. Mopdun TabneTku (KamncyJibl) 180 Tabnerok
[MPOJIOHTHPOBAHHOTO  |(Karcyn)
neiicTBUs 60 TabneTok (Karcy)
10 mr 40 TabieToK (Karcy)
30 mMr 20 TabneTok (Karcym)
60 Mr 20 TabGneToK (Karcy)
100 mr
200 mr
0. Mopdun TabneTku
5 Mr 100 Tabnerox
10 mr 100 TabneTox
10. Mopdun Kamnu s npuema 4 dnakoHa
BHYTpb 20 Mr/mut 20 Mt
11. Mopdun PactBop a1 npuemMa
BHYTpPb (MOHO/03b1)
2 Mr/mi 5 mit 100 ammyn /3
6 Mr/Mi1 5 Mt 80 ammy /7
20 mMr/mi 5 mi 30 ammyn /3
12. OxcukonoH + Hamokcon TaOineTkn
[TPOJOHTUPOBAHHOTO
enCTBUSA
5 Mr + 2,5 Mr 100 TabaeTox
10 Mr + 5 mr 60 TabneTok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabieTok
13. [TponronmnpenmTOKCHITUINHNEepUIH|Tabnetku 3ameunsie 20 |50 TabneTok
Mr
14. DeHTaHuT [InacTeipb
12,5 mxr/gac 20 miacteipeit
25 MKr/gac 20 ruacteipeit
50 MKr/49ac 10 nmnacteipeit
75 MKr/49ac 10 mmacteipeit
100 MKr/9ac 10 nnacTeIpei
15. deHTaHn Cripeil Ha3aIbHBIH

dirakon 50 MKr/go3a
2,0 M (10 mo3)

3,2 M (20 no3)

5,0 Mt (40 mo3)
dakon 100 Mkr/mo3a
2,0 M (10 mo3)

3,2 M (20 103)

5,0 M1 (40 mo3)
daxon 200 MKr/mo3a
2,0 M (10 no3)

3,2 M (20 mo3)

5,0 ma (40 mo3)

24 pnakoHa
12 ¢akoHOB
6 Q1akoHOB

12 hnakoHOB
6 prakoHOB
3 ¢urakona

12 ¢akoHOB
6 Q1akoHOB
3 ¢urakona

Ipunoowcenue N 2




k Ilopaoxy nasnauenus
JIeKapCmeeHHbIX NPenapamos,

VMBEPHCOEHHOMY NPUKAZO0M

Munucmepcmea 30pasooxpanenus

Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094n

Cnpasouno

PEKOMEHAOBAHHBIE K UCITOJIb3OBAHHUIO

COKPAIIEHUA ITPU O©POPMJIEHHUMU PELEIITOB

N | Coxpaienue [TonHoe Hanucanue IIepeBon
/11

. Jaa ana [10, TOPOBHY

2. lac., acid. acidum KHCIIOTa

3. [aer. aerozolum A9P030J1b

4. Jamp. ampulla aMITyJIa

5.  aq. aqua BOJA

6. lag. purif. aqua purificata BOJIa OUHIIICHHAS

7. |but. butyrum Maciio (TBepioe)

8.  [caps. capsula KarcyJa

9. |comp., cps compositus (a, um) CII0KHBIHN

10. D. Da (Detur, Dentur) Boinaii (ITycts Beigano, Ilycts
Oy/IeT BBIIAHO)

11. |D.S. Da, Signa Detur, Signetur Boiaaii, 0003Haub [IycTs Oyzaer
Brgano, O003HaUEHO

12. D.t.d. Da (Dentur) tales doses Brimaii ([Tycts OyyT BBIIAHbI)
TaKHE JI03bI

13. |dil. dilutus [pa3BEACHHBIN

14. |Div.in p. aeq. |Divide in partes aequales Pasnenu Ha paBHBIC YacTU

15. Jemuls. emulsio PMYIIBCHSI

16. |extr. extractum PDKCTPAKT, BBITSHKKA

17. [in enem. in enemas B MHUKPOKJIM3MaX

18. |F. Fiat (fiant) [TycTh 06pasyercs (0O6pa3zyroTcs)

19. |gran. granulum rpaHyJibl

20. |gt., gtt gutta, guttae KaIlTsl, Karjiu

21. |gtt. peror. guttae peroralis KarIy JUIsl TpueMa BHYTPh

22. |inf. infusum HacTOM

23. [in amp. in ampullis B amMITyJiax




24. |in tab. in tab(u)lettis B Ta0JICTKAX

25. [in tab. prolong. (in tab(u)lettis prolongatis B Ta0JICTKaX C MPOJIOHTUPOBAHHBIM
BBICBOOOKICHUEM

26. |in tab. prolong, [in tab(u)lettis prolongatis obductis [B TabieTkax ¢ MPOJIOHIMPOBAHHBIM

obd. BBHICBOOOKIEHUEM, TTOKPBITHIX

0007109KOH

27. |in tubul. in tubulis B TIOOMKaX

28. |lin. linimentum ITMHUMEHT

29. |liq. liquor PKHUJIKOCTH

30. [lot. lotion ITOCHOH

31. |m. pil. massa pilularum [MUJTIOJIbHASE Macca

32. |membr. bucc. |membranulae buccales [UIEHKY 3alleYHbIe

33. M. Misce, Misceatur CwMmemrait
(ITycTh OyaeT cMemnaHo)

34. |mixt. mixtura MHKCTYpa

35. IN. Inumero YHCIOM

36. ol oleum Maciio (KUIKOE)

37. |past. pasta macra

38. |pil. pilula, pilulae ITHUTEOJIS, TIVJTIOJIH

39. Ip. aeq. partes aequales [PaBHBIC YaCTH

40. |ppt., praec. praecipitatus 0CaKICHHBIN

41. [pulv. pulvis [TOPOIIIOK

42. (q.s. quantum satis CKOJIBKO MOTPEeOyeTcs, CKOIBKO
Ha10

43. |r., rad. radix KOpEHb

44. |Rp. Recipe Bo3bMu

45. |Rep. Repete, Repetatur [ToBTopu (ITycTh OyneT
ITOBTOPEHO)

46. [rhiz. rhizoma KOPHEBUIIE

47. IS. Signa, Signetur 0O6031aub (IlycTs Oyaer
0003HAYCHO)

48. [sem. semen ceMst

49.  [simpl. simplex MPOCTOM

50. |sir. sirupus crupon

51. Jsol. solutio [pacTBOp

52. |spr. spray crpeit

53. |spr. nas. spray nasale CIIpeil Ha3aJbHBIN

54. |supp. suppositorium CBeYa, CYMIO3UTOPHUI

55. |susp. suspensio CYCIICH3Hsl, B3BECh

56. [tab. tab(u)letta TabaeTKa

57. [t-ra, tinct. tinctura HacTolKa

58. [tubulis tubulis TIOOMKH

59. |STT Systema Therapeutica TpancaepmanbHas

Transcutanea TepaneBtuueckas Cuctema
60. [ung. unguentum Ma3b
61. |vitr. vitrurn CKJISTHKA




Ipunoowcenue N 2
K npuxaszy Munucmepcmea 30pasooxpaHenuist
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

®OPMA PELEINTYPHOI'O BJIAHKA N 107-1/V¥

MMHMCTEPCTBO 3OPaBOOXPaHEeHUd Kon oopwmer nmo OKYI

Poccunickon denmepaumm Kon yupexnenma no OKIIO

MenmumMHCKasad OOKYMeHTalusda

HamMenoBaHMe (wTamil) dopma N 107-1/y

MEeOUUIMHCKOM OpTaHM3aLmun YTBepXIeHa IPpUKa30M
MyHMCTEPCTBA 3IPaBOOXPAHEHUS
Poccumickom Odenmepaumnm

orT 24 HOoa0psa 2021 r. N 1094H

PEIEIT
(B3pOCIE, IOETCKMM — HYXHOE NONUEPKHYTH)
"o 20 T.
daMuIMsa, MHMIMAJBE MMEeHM M OTuecTBa ([ocJelHee — IMPM HaJIMuumM)
naumMeHTa
JaTa poxmoeHud
damMmnimsa, MHMLMAJE MMEeHM M OTdecTBa (IIocJiedHee — PV HaJIMuUM)

Jledamero Bpada (benpmmepa, akylLepKu)




%%%;:I}%%{;:P}%;::::::::::::::::::::::: ______________________________
%%%;:I}%%;:E}%;::::::::::::::::::::::: ______________________________
;:;:;LQ;Q;LQQQQQQQQQQQQQQQQQQQQQ _______________________________
M [edaThb Jedallero Bpaua M.II.

(momnuchk OQenprumepa, akyLlepKM)

PeunenT merMcrBUTeJiIeH B TeueHme 60 pgHeM, mo 1 rToma ( )

(HyXHOEe MNONUEePKHYTH) (yxkaszarob

KOJIMUECTBO IIHEM)

ObopoTHasas CTOPOHA

OTMeTKa O Ha3HadYeHUU
JIEKAPCTBEHHOTO IpenapaTa
10 peleHMin BpauebHOM KOMUCCUU




[IpuroToBMUII [TpoBepmi OrnycTumi

®OPMA PELEINTYPHOI'O BJIAHKA N 148-1/Y-88

MyYHMCTEPCTBO 3OPaBOOXPaHEeHUsS Kom dopmer mo OKYI 3108805

Poccurickom demepaumum MemouumHCKad OOKyMeHTAaLMd
dopma N 148-1/y-88

HammenoBaHme (wTawmi) YTBepXIOeHa IIpMKa30M

MEeOUIIMHCKOM OpTraHu3alum MyHMCTEepPCTBa 3OPaBOOXPaHEeHUH
Poccurickonm denmepaumnu

HammeHOoBaHMe (mTaMml) or 24 HOa6ps 2021 r. N 1094Hu

VMHIVBUOYAJBHOTO MNPellpUHMMaTEeNS

(ykazaTh ampec, HOMEp UM »OaTy JMUIEeH3UWU,

HaVMEHOBAHME OpraHa I'OCyIapCTBEHHOM BJIACTH,

BEIDABIIETO JIULIEH3UIO)

PELEIT "o 20 1.
(naTa odopmIleHMA-peLenTa)

(B3pOCIE, IOeTCKMM — HYXHOE INONUEPKHYTH)

daMmnmsa, MHMLMAJE MMEeHM M OTUuecTBa ([ocJelHee -— I[PV HaJIMuuM)



naumMeHTa

JaTa poxnoeHud

Anpec wMecTa xuTeJbCcTBa MIM N MeOMUMHCKOM KapTh aMOyJlaTOPHOTO
nauMeHTa, I[IoJiydaolero MeOUMUMHCKYI IIOMOUb B aMOyJIaTOPHEIX YCJIIOBMAX

damMmnmda, MHULMAJE MMEHM M OTUeCcTBa (IocjenHee -— IIPM HAJIUUUU)
Jleyamero Bpada (denbmmepa, akylLepKu)

[loonmce M HnedaThk Jedalero Bpada M.II.
(moonmuce OQenprumepa, akyLepKM)

PellenT IOeMCTBUTEJIEH B TeueHue 15 mHenl

ObopoTHasas CTOPOHA

OTMeTKa O Ha3HAUYEeHUU
JIEKAPCTBEHHOTO Ipenapara
10 pelleHuI0 BpauebOHOM KOMUCCUMU

[IpuroToBMUII [TpoBepmI OrnycTumi

®OPMA PELEINTYPHOI'O BJIAHKA N 148-1/Y-04 (J)

MMHMCTEPCTBO 3OPaBOOXPaHEHUA YTBEPXIEHA

Poccumickom demepaumnm MECTO IJIA npmkasoM MuMHMCTepCTBa



MTPUXKOIA <*>

ITamm

Konm MemMIIMHCKOM

opTraHmM3aliumn

3IPaBOOXPaHEHNS

Poccunickon denmepaumm

orT 24 HOoa6psa 2021 .

N 1094u

ITamMmrl

Kon MHOMBUOYyaJIBHOTO IIpeOlipMHMMaTeJIA

Kon ¢opmer mo OKYI 3108805

®opma N 148-1/y-04 (i)

Kon
KaTeropun
TpaxnaH

HO30JIO
bopmel

Kon
TMUYeCcKoOM
(rto MKE)

ICTOUHUK
brHaAHCUPOBAHUSA :
(MOOUYEepPKHYTH)

1. denmepasbHEM
OomxeT

2. Bomxer
cyOBmeKTa
Poccumckomn
denepaumm

3.
My HULIMIIAJIb HEIM

OIXeT

%

1.

3.

OTLJIaTHI :
[NOOUEPKHYTH)

BecnimaTHo

50

o°

MHOM %



https://normativ.kontur.ru/document?moduleid=1&documentid=71591#l0

PELEIIT 20

Cepusa T.
N

HaTa

obopmIleHHUS :

damMmnmAa,
VMHMLIMAJIEL
UMEHU U
oTyecTBa
(nmocrnenHee -
IpM HaJIU4dul)
nanmeHTa

JaTa poxneHmd

CHIWJIC

N nosmca
obg3aTeJIbHOTO
Me OIMLIMHCKOT'O
CTpaxOBaHUA :

HoMep MeIMUMHCKOM KapThl NalyMeHTa, [oJjiydallel'o MeIMIMHCKYI IIOMOIL B
aMOyJIaTOPHEIX YCJIOBUSX
damMmnma, MHMLUMAJE MMEHM M OTUeCcTBa (IocjenHee — IIPM HAJIUUUN)
Jledamero Bpada (dQenpmmepa, akyLepKu)

Pyb. Korm. 2 -
|0 i
S T e =

[loognmuche ¥ revaTh Jievallero Bpaua M.II.

(noonnmuce Qesprumepa, akKyllepKu)



PeuenT meMcTBUTEJIEH B TeueHue 15 mnHen,

30 guen, 90 ngHem

(HyXHOE MNONUEPKHYTH)

(BanoyHgeTCcsda CHeluMaJIMCTOM allTeyHOM OopTaHM3aluM)

OTHyWEeHO IO PeLenTy:

Toprosoe HaMMEHOBAaHME
1 OO3MPOBKA :

JaTa ornycka: " " 20 |[KoamuecTBO:
I.
[[PUTOTOBMII : [[pOBEPMII: OTnyCcTMI:
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<*> B cJydae M3TOTOBJIEHMS pPeLeNTypHOTO OJlaHKa C MCIOJIb30BaHUEM
KOMIIBIOTEPHBIX TEXHOJIOTMIM.

Ilpunosxcenue N 3

K npuxa3y Munucmepcmea 30pagooxpanenus

Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094n

HOPAAOK OPOPMJIEHUSA PELHEIITYPHbBIX BJIAHKOB
HA JIEKAPCTBEHHBIE ITPEITAPATDBI, UX YUYETA U
XPAHEHUA

I. Odopmuienune penenrta Ha OyMaKHOM HOCUTeJIe

1. Ha penentypubix 6mankax ¢gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(11) B 1eBoM BepxHEM
YTy TPOCTABIISICTCS IITaMIT MEIUIIMHCKON OpraHU3alliu ¢ YKa3aHUEM e HaMMCHOBAHUS, ajapeca u
Tese(hoHa ¢ TaTOW BBIMUCKH (IaToit oopMIIEHHS ) pelienTa Ha JIEKapCTBEHHBIN Mpernapar.

JononuutensHo Ha peuentypHoMm Omanke ¢opmbl N 148-1/y-04(1) mpocrtaBisercss KoJ
MGHHHHHCKOﬁ opraHu3aivi B COOTBCTCTBUH C OCHOBHBIM rocyJapCTBCHHBIM PCrucCTpaliiOHHbIM
HomepoM (nanee - OI'PH).

Cepust penientypHoro Omanka (opmer N 148-1/y-04(;1) Brmowaer koj cyObekTa Poccuiickoit
denepaiui, COOTBETCTBYIONIMK JBYM TMEpBbIM IudppaM OOMmEpOCCHHCKOro KiaaccudbukaTopa
00BEKTOB aIMUHUCTPATUBHO-TEppUTOpUaIbHOTro faenenus (nanee - OKATO).

Paspemaercs usroraBnuBaTh peuentypubie 6manku ¢opmsl N 107-1/y u popmer N 148-1/y-04(x) c
TIOMOIIBI0 KOMITBIOTEPHBIX TEXHOJIOTHIA.

Penentypusie  Omanku  gopmbl  popmbr N 148-1/y-88  M3roTaBIMBAIOTCS  HUCKIIOYHUTEIBHO
TUTIOTPaCKUM CITOCOOOM.

2. Ha peuentypHbpIx OnaHkax, OQOpPMIISIEMBIX WHIUBUAYaJIbHBIMU MPEIIPUHUMATEISIMH,
UMEIOIMMH JIUIEH3UI0 Ha MEIUIMHCKYIO JeSITeIbHOCTh, B BEPXHEM JIEBOM YTy THUIOTpadCKUM
CrocoOOM WJIM IyTeM IMPOCTaBJIEHUS IITamma JOJDKEH ObITh yKa3aH aJpec HWHIUWBUIYaJbHOTO
IPEANPUHAMATENA, HOMEP M Jara JIMLECH3UHM, HaUMEHOBAHME OpraHa I'OCYJapCTBEHHOM BIACTH,
BBIJIABLIETO JIMIEH3HUIO.

3. Penenrtypubie Omanku ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) 3amonHSIOTCS
MEIUIIMHCKHM PaOOTHUKOM YEPHUIIAMH WU IAPUKOBOM PYUKOiA.
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4. lomyckaetcsi opopmiieHHuE BCEX PEKBU3HUTOB (3a HCKIOUeHHueM pekBusuta "[loamuck neyaniero
Bpaua (moamuch ¢enpamepa, akymepku') peuenTypHbIx OmankoB ¢opmbl popmsr N 107-1/y,
¢dopmbl N 148-1/y-88 u popmer N 148-1/y-04(11) ¢ nCHOAB30BAHUEM TT€YATAIOLINX YCTPOMCTB.

5. Odopmnenue penentypHsix OsankoB ¢opmbel N 148-1/y-04(1) BraouaeT 1UdpoBoOe
KOJMPOBAHHUE.

]_[I/I(prBOe KOOAUPOBAHHUC YKA3aHHBIX PCUCIITYPHBIX 0JIaHKOB BKJIFOYACT:

1) xon MemuumHcko opranmzanuu (OI'PH) wim kon WHAMBUAYaabHOTO NpEINPUHUMATEIS B
coOTBETCTBUU C¢ (OCHOBHBIM T'OCYJAPCTBEHHBIM PErUCTPAIMOHHBIM HOMEPOM WHJMBHAYaIbHOTO
npeanpuaumMarens (manee - OI'PHUII), mnpocraBnsieMblii TpH W3TOTOBICHUHM PELENTYPHBIX
OJIaHKOB;

2) KOJ KaTeropuM rpaK[aH, MMEIOIUX IpaBO Ha IOJIyYEHHE JIEKapCTBEHHBIX IIPENapaToB B
COOTBETCTBUU cO cTaThed 6.1 DenepanpHoro 3akoHa ot 17 wmroms 1999 r. N 178-®3 "O
roCyJJapCTBEHHOM colmaibHON momoIu" <1>, u Koa HO30JI0TH4ecKoi popmbl o MexXIyHapOaHOIM
CTaTHCTUYEeCKOM Kkiaccubukanuy Oone3Hell u mpobiem, CBs3aHHBIX €O 3a0poBbeM (10-i
nepecmotp) (nanee - MKDB), 3anosiHsemMble edaliuM BpadyoM IyTeM 3aHECEeHUs KaxJIoi nudpsl B
IIyCTBIE TYEHKH, IIPXU ITOM TOYKA ITPOCTABIISIETCS B OTJEIBHOM STYEHKE;

<1> CoOpanue 3akoHonatenbcTBa Poccuiickoit @enepanuu, 1999, N 29, cr. 3699; 2020, N 52, cr.
8577.

3) ormerky 00 wcrouHuke QuHaHcupoBaHUS ((enepanbHbiii Owomker [1], OomKeT cyObekTa
Poccuiickoit ®enepanuu [2], MyHUIMDAIBHBIM Oro/pkeT [3]) W MPOIEHTE OIUIATHI peElenTa
(6ecrmarno [1], 50% [2], unoii % [3]);

4) mTPUX-KOJ - JOMOJHUTENIBHBIA PEKBU3UT (B ClIy4yae M3rOTOBJIIEHUS HAa TEPPUTOPUU CyOBEKTa
Poccuiickoit @enepanuu perenTypHOro 0J1aHKa ¢ UCMOJb30BaHUEM KOMIIBIOTEPHBIX TEXHOIOTHI).

6. B penentypubix 6nankax ¢gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade "Damumnms,
WHHIIAATBI UMCHH M OT4ecTBa (TIOCIEIHEe - MPH HAJTWUYMW) TalueHTa" yKa3bIBalOTCsS (GaMuims,
WHUIMAIIBI IMEHU U 0T4YeCTBa (MOCIEAHEE - IPY HATUYUH) MAI[UEHTA.

7. B peuentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpace "[lara
pokneHus" yKa3bIBaeTCs JaTa pOKJICHUS MaleHTa (YUCciIo0, MeCSIl, TO).

JIonoTHUTENBHO B penentypHbIX Onankax ¢gopmbr N 148-1/y-88 u ¢opmsl N 107-1/y ans nereit B
Bo3pacte 70 1 roga B rpade "Jlata poxkneHus" yka3bIBaeTCs KOJTMYECTBO MOJTHBIX MECSIIEB.

8. B penentypueix Omankax ¢opmel N 148-1/y-04(1) B rtpadax "CHMIIC" um "N monmca
00513aTeIbHOTO MEAULUHCKOTO CTPaXxOBaHMs'" YKa3bIBAIOTCS CTPAXOBOH HOMEp MHIUBUAYabHOTO
auneBoro cuera rpaxnaHuHa B [lencuonnoMm ¢onzae Poccuiickoit @enepauyu (CHUJIC) (mmpu
HAJIM4YMN) U HOMEP IoJuca 0053aTeIbHOr0 MEAUIIMHCKOTO CTPaXOBaHUSL.

9. B peuentypubix O6mankax ¢opmbl N 148-1/y-88 B rpade "Anpec mecTta KUTEIbCTBA WJIM HOMEP
MCHHHHHCKOﬁ KapTbl TMalUCHTA, IMMOJYy4Yaroumero MCIUIHUHCKYIO TIIOMOIINbL B aMGYHaTOpHBIX
yCIOBHAX", yKa3bIBaeTCS TOYTOBBIA aJpec MecTa XHUTEIbCTBa (MecTa MpeObIBaHUS WIM MeECTa
(haKTUUECKOro MpOKMBAHUS) MAIMEHTA WM HOMEP MEIUIIMHCKOM KapThl MallMeHTa, MOJIyYaloiero
MEIUITUHCKYIO TTOMOIIb B aMOYJIaTOPHBIX YCIOBHUSIX <2>.
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<2> [lpukaz MunucrepcTBa 3apaBooxpanenust Poccuiickoii @enepanuu ot 15 nexabps 2014 r. N
834n "OO0 yTBepKJICHHH YHHPHUITUPOBAHHBIX (POPM METUIIMHCKOW JTOKYMEHTAIIMH, UCTIOIb3YEMbIX B
MEAMIMHCKUX OpraHU3aIHsIX, OKa3bIBAIOLUINX MEIUIIMHCKYIO IOMOILb B aMOYJIaTOPHBIX YCIOBUSAX, U
MOpsIIKOB 1o uX 3amoyiHeHnio" (manee - Ilpukas N 834H) (3apeructpupoBaH MUHHCTEPCTBOM
foctunun  Poccuiickoit ®eneparmu 20 ¢espans 2015 r., perucrpammonssii N 36160) ¢
M3MEHEHUsIMU, BHECEHHBIMU MTpHKa3aMu MUuHHUCTepCTBa 3apaBooxpaHeHus Poccuiickoit @enepanuu
ot 9 suBaps 2018 r. N 2 (3apeructpupoBan MunuctepctBoMm roctuiiuu Poccuiickoit @enepannu 4
ampenst 2018 1., peructparmonssiidi N 50614), ot 2 Hos0ps 2020 r. N 1186H (3apeructpupoBaH
MunuctepctBoM toctuiun Poccuiickoit @eneparuu 27 Hosiopst 2020 1., perucrpanuoHHbi N
61121).

VYKka3zaHue U ajapeca MeCTa KUTEIbCTBA U HOMEpa MEIMLMHCKOM KapThl MALMEHTA, MOJIy4arolero
MEHUIIMHCKYIO IIOMOILb B aMOYJIaTOPHBIX YCIOBUSX, HE SBJISETCS OUTMOKOM.

B penentypnbix 6mankax ¢gopmer N 148-1/y-04(x) B rpade "Homep METUITMHCKOM KapThl MAIIUEHTA,
MOJYYAOIIEro MEIUIIMHCKYI0 IOMOIIb B aMOYJIaTOPHBIX YCJIOBUSX" yKa3bIBaeTCs HOMED
MEAMIIMHCKON KapThl MAIIMEHTA, MOJyYaoero MeIUIIMHCKYI0 TTIOMOIIh B aMOYJIaTOPHBIX yCIOBHSX
<3>.

<3> [Ipuka3 N 834H.

10. B rpade "damunus, MHULIMATIBI UMEHU M OTYEeCTBA (MTOCIEAHEE - IPU HAJIMYKH) JIeYalllero Bpavya
(benpamepa, akymepkun)" peuentypHsix OmankoB ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(11) yxa3bIBaIOTCS MOJHOCTHIO (haMIIIHS, MHUITUAIBI IMEHH, OTUYeCTBa (TIOCIeIHee - MPU HATUYHUH)
MEIMIIMHCKOTO PaObOTHHKA, HA3HAYMBIIIETO JICKAPCTBEHHBIC MTPETapaThl 1 0POPMHUBIIETO PEIICTIT.

11. B rpade "Rp" penentypusix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(m)
yKa3bIBaeTCs:

1) HanMeHOBaHUE JIEKAPCTBEHHOTO Tpernapara (MeXIyHapoAHOe HENMaTeHTOBAHHOE HANMEHOBAHUE,
IpyNIUPOBOYHOE UM XMMHUYECKOe HaMMEHOBAaHKE, TOPrOBOE HAUMEHOBAHKE) HA JIATUHCKOM SI3bIKeE
WIN Ha PYCCKOM S3bIKe, (hopMa BBITyCKa, JO3UPOBKA, KOIMMYECTBO (YKa3bIBAETCS MPOIMCHIO HA
peuentypHoM Onanke popmel N 107/y-HIT);

2) cmoco® TpUMEHEHHUs JIEKapCTBEHHOrO IMpernapaTa Ha TOCYIapCTBEHHOM s3bIke Poccuiickoi
denepauyy WIM Ha TOCYAApPCTBEHHOM s3blke Poccuiickoit denepanuu U rocyJapCTBEHHOM SI3BIKE
pecnyOJIMK ¥ MHBIX sI3bIKaxX Hapo1oB Poccuiickoit deneparum <4>,

<4> Yacte 1 crateu 15 3akona Poccuiickoit denepanuu ot 25 oktsops 1991 r. N 1807-1 "O
s3plkax HaponoB Poccuiickoit ®enepaunn" (manee - 3akon N 1807-1). (Bemomoctu cnesna
HaponHbix aenytatoB PCOCP u Bepxosnoro Cosera PCDOCP, 1991, N 50, ct. 1740; CoGpanue
3akoHoAarenscTBa Poccuiickoit denepamuu, 1998, N 31, ct. 3804).
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13. IIpu odopmiieHNH perienTypHBIX OJAHKOB 3aMpeiacTcsi OrPaHUYNBATHCS OOIMUMH YKa3aHHUSIMH,
HanpuMmep, "BryTtpennee", "M3BecTHO".

B anexmponnom 00oKymenme Hymepayus NyHKmoe coomeemcmaeyem opuuuaipbHomy
UCHIOYHUKY.

14. Penenrt, odpopmiieHHbli Ha perentypHoM Omanke gopm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(;1), moamMCHIBACTCS MEAUITMHCKIM paOOTHIUKOM U 3aBEPSIETCS €T0 NEYaThio.

Penenit, ohopmiiennsiii Ha penentypHoM Omanke Gopmer N 148-1/y-88 u popmer N 148-1/y-04(1),
JIOTIOJTHUTEIBHO 3aBEPSETCS NeYaThio MEIMIIMHCKOW opranu3anuu "Jlis perientos".

Hns penenta, opopmienHoro Ha perentypHom Omanke Gopmer N 107-1/y, nanuuue nedatu "J{ns
penenToB" He ABIAETCS 00s3aTeTbHBIM.

15. Ha omaoMm penenitypHom Ostanke Gopmbl N 148-1/y-88 u dopmer N 148-1/y-04(:1) paspemiaeTcs
OCYIIECTBIISATh HA3HAYCHHUE TOJHKO OJTHOTO HAUMEHOBAHUS JIEKAPCTBEHHOTO IIperapara.

Ha omnom peuentypnom Omanke ¢opmbr N 107-1/y paspemiaercss OCyHIECTBISITh Ha3HAYCHHE
TOJBKO OJIHOTO HAWMMEHOBAHMS JIEKAPCTBEHHOrO Ipemapara, oTHocsmerocs mno ATX k
anTUncuxotuueckuM cpeactBam (kox N 05A), ankcuonutukam (kox N 05B), cHOTBOpHBIM H
cenatuBHbIM cpenctBaMm (kog N 05C), antuaenpeccantam (kog N 06A) u He moOAJEXKaIIero
PEAMETHO-KOJIUYECTBEHHOMY YYETy, U JJO TPEX HAaUMEHOBAHUW JIEKAPCTBEHHBIX MPENapaToB - JJIs
MHBIX JIEKAPCTBEHHBIX MPEMApaTOB, HE OTHECEHHBIX K BhIIeyKazaHHbBIM ATX.

16. UcnpaBneHus B peLenTe He JOMyCKatTCA.

17. IIpn oopmienun peuentypusix 6aankos Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) na
JICKapCTBEHHBIC TMperapaThl, HAa3HAYCHHBIC 110 PEIICHHI0 BpauyeOHOW KOMHCCHH, Ha 000pOTe
peLenTypHoro OJaHKa CTABUTCS CIELUANbHAs OTMETKa (IITam).

18. Ha penientyprnom Ostanke popmbl N 148-1/y-04(11) BHU3Y UMEETCs JIMHKS OTPBIBA, pa3AeIIIOIIas
peuenTypHbli OJaHK U KOPELIOK.

Kopemok ot perenrta, oOpMICHHOTO Ha YKa3aHHOM pELENTYpHOM OJIaHKe, BbIIAETCS MAIMEeHTY
(ero 3aKOHHOMY MpEACTABUTENIO) B alTEYHOW OpraHU3alMi, Ha KOPEILIKE JENIaeTCsi OTMETKa O
HAaMMEHOBAaHUU JIEKapCTBEHHOTO Mpernapara, J03UpOBKe, KOINYECTBE, CIIOCO0e MPUMEHEHHS.

I1. Odopmienue peuenrta B popme 3JIEKTPOHHOIO JOKYMEHTA

19. Penent B popMe 37EKTPOHHOTO JAOKYMEHTA, MOJINMCAHHOTO YCHJIEHHOW KBAIM(UIUPOBAHHOM
IEKTPOHHOU MOJIHUCHIO0, POPMUPYETCSI METULIMHCKUM PAOOTHUKOM, CBEJICHHUS O KOTOPOM BHECEHBI
B (enepa’abHbIl PErucTp METUIMHCKUX PaOOTHUKOB <5>, a TakKe HpPU YCIOBUHU PETUCTPALMH
MEAMIIMHCKOW OpraHu3alud, B KOTOpPOH odopMisieTcss peuent, B (enepalbHOM peecTpe
MEIUIUHCKUX OpraHu3aluid <6> eIMHON rocyIapCTBEHHON HMH(OpPMAIMOHHON CHUCTEMBI B cdepe
3IpaBOOXPAHEHHST M TOJAKIIOYEHUS TaKOW MEIMIMHCKOM OpraHu3aluul K TIOCyJapCTBEHHOU
UH(POPMALIMOHHOM cucTeMe B cepe 31paBooxpaHeHus cyorekra Poccuiickoit denepanun <7>.

<5> Yactb 4 crateu 91.1 ®epepanpHoro 3akoHa N 323-O3 (CobpaHue 3aKOHOAATETHCTBA
Poccuiickoit ®deneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).
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<6> Yactb 4 cratbu 91.1 ®epepanpHoro 3akoHa N 323-O3 (CobpaHue 3aKOHOAATEITHCTBA
Poccuiickoit ®deneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<7> Cratbu 91 u 91.1 ®enepansHoro 3akona N 323-D3 (Cobpanue 3akoHoAaTeIbcTBA Poccuiickoi
Oenepannm, 2011, N 48, c1. 6724).

20. IIpu oopmienun penenta B popme 3IEKTPOHHOTO JOKYMEHTA Ha JIEKAPCTBEHHBIE Mpenaparsl,
ykazaHHble B ITyHKTax 9 u 11 [lopsaka Ha3Ha4YeHUs JEKaPCTBEHHBIX MPENAPATOB, YTBEPKICHHOIO
HACTOSIIIUM [IPUKAa30M, M OTIIyCKAa€MbIE€ 3a IIOJHYI0 CTOMMOCTb, 3allOJHSAIOTCS CIELYIOLIUe
PEKBUBHTHI:

1) xom cyoOwekra Poccuiickoit ®eneparmun mo OKATO, ompeaenstomuil TrocyaapCTBEHHYIO
WHQOPMALIMOHHYIO CUCTeMy B cdepe 3apaBooxpaHeHusi cyowbekta Poccuiickoit ®enepanuu, B
KOTOpO#i c(hOpMHUPOBaH perenT B (popMe IIEKTPOHHOTO IOKYMEHTA;

2) HanMMCHOBAHUC MCI[I/IL[PIHCKOP'I opranu3anuu, aapec, TCJIC(I)OH nin (I)aMI/IJ'II/IH, HMHHUIKAJIbI UMCHH U
OTYECTBa (HOCJ’IC}IHCG - Ipu HaJ'II/I‘II/II/I) WHIAWBUAYAJIbHOI'O NPCANTPUHHUMATEIIA, UMCIOIICTO JIMICH3UIO
Ha MCAUIUHCKYIO ACATCIBHOCTD, €TI0 aAPCC;

3) OI'PH ropumanyeckoro numa (MemuuuHckoi opranmszaiuu) win OI'PHUIT wHnuBumyassHOTO
peANpPUHUMATEIIS,

4) nata ohopmiieHus perenta (ykasblBaeTCsl YUCII0, MECSI], TO1);

5) nata OKOHYaHUsA JeHCTBUA penenta (GopMHUpPYETCS TOCYAapCTBEHHOW WH(OPMAIMOHHOM
cuctemoii B cdepe 3apaBooxpaHeHHus cyObekta Poccuiickoit denepannu B COOTBETCTBUU CO
cpokamu AeucTBus perienToB: 15 aueit, 30 nueit, 60 nueit, 90 quel, no 1 roxa);

6) yHUKaIbHBIH HOMEp perenta (popmMupyercs rocyaapcTBEHHON HHGOPMAIIMOHHONW CHUCTEMOM B
chepe 3apaBooxpaHeHuss cyObekTa Poccwuiickoit denepanuu u obecrneuynBaeT OJHO3HAYHYIO
uaeHTU(UKAIUIO perenTa B popme 31eKTpoHHOTO JokyMeHTa B couetannu ¢ OKATO, OI'PH unu
OI'PHUII);

7) ormetku "cito" (cpouHo) wim '"statim" (HEMEMJIEHHO) NMpU HEOOXOJAMMOCTH CPOYHOTO WIH
HEMEIJICHHOTO OTITYCKAa JICKAPCTBEHHOT'O TIperapara ManueHTy;

8) anmpec mamuenTta (ykas3bIBaeTcs IOYTOBBIM aJpec MecTa KUTEIbCTBAa (MecTa MpeObIBaHUS HWIIU
MecTa (PaKTHUECKOro NpOXKMBaHMS) C YKa3aHHEM MWHJEKca, HauMEHOBaHUS Kpas, 00JacTH,
pecityOIMKH, aBTOHOMHOTO OKpyra W MHOro cyomekra Poccuiickoit dexepanuu, HauMEHOBaHMS
HACEJICHHOTO IyHKTa, HAMMEHOBAHUs YJUIBI (TIPOCIeKTa, Mepeyika, mpoesna), Homepa goma (c
yKa3zaHHEM KOpITyca, IpU HaJIM4YUH), HOMEepa KBapTUPbI);

9) HOMEp DJIEKTPOHHOW MEIUITMHCKOM KapThl TMallMeHTa B TOCYAAPCTBEHHOW HH(OPMAIIMOHHOMN
cucteme B cepe 3apaBooxpanenus cyorekra Poccuiickoit @eneparum;

10) pamunusi, uMsi, 0TYECTBO (MTOCIETHEE - TPU HATHYWH) MAlUEHTa TOJHOCTHIO;

11) mata pokmeHusi TanueHTa (yKa3bIBAae€TCs YHCIO, MECAI, TOA), s naered a0 1 roxa
JOITOJIHUTCIBbHO yKa3LIBa€TC$I KOJIHNYCCTBO IOJHBIX MCCAIICB,

12) ¢pamunus, HHUIMAIB IMEHU U OTYECTBA (TIOCIeIHee - MPU HAIWMYNH ) METUIITHCKOTO paOOTHUKA
MMOJIHOCTBIO;
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13) HauMmMeHOBaHME  JICKAPCTBEHHOro  mpenapata  (MEXIyHapOAHOE  HEMATEeHTOBAHHOE
HauMEHOBaHHE, TPYNIUPOBOYHOE WJIM XUMHYECKOE HAUMEHOBAHHME, TOPrOBOE€ HAMMEHOBAHMUE),
JI03UpOBKa, (hopMa BBIITYCKa, KOJTMUECTBO (BCE MO3HMIIMU YKa3bIBAIOTCSI HA PYCCKOM SI3bIKE);

14) cmoco0 mpuMeHEeHHs JEKapCTBEHHOIO IperapaTa Ha ToCyJapCTBEHHOM s3bike Poccuiickoit
denepanyy WIM Ha TOCYAAPCTBEHHOM s3blke Poccuiickoit denepanuu U rocyJapCTBEHHOM SI3BbIKE
pecnyOJIMK M UHBIX sI3bIKax HapooB Poccuiickoit depepannn <8>;

<8> Yactp 1 crarbm 15 3akona N 1807-1 (Bemomoctu chesna Hapomubix nemnytatoB PCOCP u
BepxoBaoro Cosera PCOCP, 1991, N 50, ct. 1740; CoOpanue 3akoHOmaTenbcTBa Poccuiickoit
Odenepanmn, 1998, N 31, ct. 3804).

15) nOKyMEHT, NOATBEPKAAIOIIMNA HAa3HAUEHUE JIEKQpCTBEHHOIO IIpernapara [0 pPELIEHUI0
BpaueOHOW KOMUCCUHU MEIUMIIMHCKOIN OpraHu3aluu;

16) oTmeTka O Ha3HAuUCHHM JICKAPCTBEHHOTIO Npenapara MO pPEUICHWI0 BpadyeOHONH KOMHCCHUH
MEIUIMHCKONH OpraHM3allil B CiydasX, yKa3aHHbIX B aOzame BTopoM myHKTa 6 Ilopsaka
Ha3HAuYCHUs JICKAPCTBEHHBIX IPENapaToB, YTBEPKICHHOTO HACTOSIINM PUKA30M;

17) oTMeTKa O crenuanbHOM Ha3HAYCHMM JICKApCTBEHHOIO Ipernapara (3aroyiHsieTcs B CllydasX,
yKa3aHHbIX B MyHKTax 15 u 24 [lopsaka Ha3HauUEHUs JIEKAPCTBEHHBIX MPEMAPATOB, YTBEPHKIEHHOTO
HACTOSIILIUM IIPUKA30M);

18) oTMeTka 0 crenuagbHOM Ha3HAUYEHUHU JIEKApCTBEHHOI'O IMperapaTa MalHueHTy ¢ 3a00JeBaHUEM,
TpeOYIOMMM JTMTETFHOTO KYPCOBOTO JICUEHUS (3aMOJHSIETCS B Cliydae, YKa3aHHOM B IyHKTE 23
[Topsinka Ha3HayeHUsS JIEKAPCTBEHHBIX IMPEMapaToB, YTBEP>KICHHOIO HACTOSILIKUM IPHUKA30M) C
IIPOCTABJICHUEM ITEPUOJUYHOCTH OTITYCKA JIEKAPCTBEHHOTO IPEIApara;

19) npu odopmienun peuenta B GopMe IEKTPOHHOIO JTOKYMEHTa Ha JICKapCTBEHHbIE MPENapaThl,
yKa3aHHble B MOANYHKTax 2 - 5 myHkra 9 u nyHkte 11 Ilopsaka Ha3HaueHUs J€KapCTBEHHBIX
IpenapaToB, YTBEPHKIAEHHOIO HACTOSAIMM MPUKA30M, IPaXKJ1aHaM, UMEIOIUM IPaBo Ha OecIuiaTHoe
MOJTyYEHHUE JIEKAPCTBEHHBIX MPENapaToB WIK MOJyYeHHUE JIEKAPCTBEHHBIX MPENapaToB cO CKUIKOM,
3aIIOJIHSIOTCS PEKBU3UTHI, IPENYCMOTPEHHBIE MOAIYHKTaMU 1 - 18 HacTosIIEro myHKTa, a Takxke
CJICAYIOUINE PEKBU3UTHI:

a) Kareropus TpaxJaH, HMEIOIIMX IpaBO Ha IOJY4YEHUE JIEKAPCTBEHHBIX IIPEMapaToB B
cooTBeTCTBUU cO cTatheil 6.1 denmepanbHoro 3akoHa ot 17 wmrons 1999 r. N 178-®3 "O
roCyJJapCTBEHHOM colnanbHOM momoiu'" <9>;

<9> Cobpanue 3akoHonatenbcTBa Poccuiickoit denepanuu, 1999, N 29, cr. 3699; 2020, N 52, cr.
8577.

0) ko Hozonoruueckoit popmsel mo MKb;

B) ucTOYHUK ¢uHaHcupoBaHus (1 - denepanpHbIl OrOmKET, 2 - OHOKET cyOBekTa Poccuiickoit
®deneparny, 3 - MyHHUIUTATBHBIA OIOIKET);


https://normativ.kontur.ru/document?moduleid=1&documentid=12411#l599
https://normativ.kontur.ru/document?moduleid=1&documentid=398962#l436
https://normativ.kontur.ru/document?moduleid=1&documentid=71591#l0

r) pazmep omuatkl (1 - 6ecrmatHo, 2 - 50%, 3 - unoit %);

J) CTpaxoBOW HOMEp HMHIUBUAYAJIBHOIO JIMLEBOrO cueTa rpaxjaaHuHa B IleHcmoHHOM ¢oHze
Poccuiickoit ®enepanuu (npu Hanuuun) (CHUIIC);

e) HOMECp IoJiuca 00513aTEIHLHOTO MCIUIUHCKOI'O0 CTpaxOBaHUs.

21. Ilpu mpocTaBieHUU OTMETKH, yKa3aHHOW B moamyHkte 16 mynkrta 20 Hactosero Ilopsika,
peuent B (GopMe 3IIEKTPOHHOTO JOKYMEHTAa IIOANUCHIBACTCS YCHJICHHOH KBANIU(UITMPOBAHHOM
JNEKTPOHHOW TMOAMUCHI0 TpeAcenaTeNss WM CeKpeTaps BpayeOHOM KOMHCCHM METUITMHCKOM
OpraHM3alliy, MpU IPOCTABICHUM OTMETOK, YKa3aHHbIX B noxanyHktax 17 um 18 mynkra 20
Hactosmero Ilopsnka, - yCHJIEGHHBIMH KBaTHU(PHUIMPOBAHHBIMU SJEKTPOHHBIMU TOAMHUCIMHU
COOTBETCTBYIOIIUX MEIUIUHCKUX PAOOTHHKOB.

22. Tlo TpeGoBaHMIO MAIMEHTAa MM €ro 3aKOHHOTO MpeAcTaBUTENs O(GOpMIISIETCS 3K3EMILIp
peuenta B ¢GopMe JJIEKTPOHHOTO TOKyMEHTa Ha OyMakHOM Hocutene ¢ oTtmerkou "JlyOmmkar
3JIEKTPOHHOT'O JOKYMEHTA" .

II1. Yuer penentypHbIX 0JIAHKOB (32 MCKJIIOYEHHEM pelenTyPHbIX
01ankoB o popme N 107/y-HII "CneunajabHbliil penenTypHbIN
01aHK"")

23. Vuer penentypubix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x),
U3TOTAaBIMBAEMBIX THIOTPa(CKUM CIIOCOOOM (Jaliee - pelenTypHble OJaHKH, MOANIEKAIUE YUETY),
OCYIICCTBIIICTCS B JKypHaJaxX yd4eTa, NMPOHYMEPOBAHHBIX, IPOIIHYPOBAHHBIX M CKPEIUICHHBIX
MOJMUCBI0  PYKOBOAWTENS M  Me4YaThbl0  MEAUIMHCKOW  OpraHuM3allMd WIH  T[OJANUCKHIO
WHIMBUTYJIBHOTO TIPEIIPUHUMATEIISI, UMEIOIETO JINIICH3UIO Ha MEAUIIMHCKYIO JISATEIIBHOCTD.

24. XXypnan yueta peuentypHbix 61aHkoB popmber N 107-1/y copepxuT cnenyromue rpadsr:
1) HoMep 1o NopsAIKY;

2) B paznene "lIpuxon":

a) JlaTa PeruCTpalny JTOKyMEHTA, OATBEPKIAIOIIETO MOCTYTIIICHHE;

0) HOMep U J1aTa JOKYMEHTa, TOATBEPKIAIOIIEro MOCTYIUIEHHE, HANMEHOBaHHE MOCTAaBIINKA;
B) 00lI[ee KOJIMYECTBO MOCTYHUBIIUX PELIENTYPHBIX OJAHKOB;

r) dhaMuTus, THAIHAJIBI UMEHU U OTYECTBA (ITOCIIEIHEE - PY HAJTMYWH) U TTOANMKUCH OTBETCTBEHHOTO
MEIUIIMHCKOTO paOOTHHKA, MOTYYHUBILIEr0 pelenTypHble OJaHKH OT MOCTABIINKA,

3) B paznene "Pacxon':
a) 1aTa BBIJA4YM PELENTYPHBIX OJIAHKOB;
0) KOJIMYECTBO BBIJAHHBIX PELIENTYPHBIX OJIAHKOB;

B) (daMuius, WHWIMATBI MMEHH U OT4ecTBa (MOCIEAHEEe - MPU HAIMYUU) OTBETCTBEHHOTO
MEAMIIMHCKOTO pabOTHHKA, MOJYYHUBILETO PELeNTypHbIe OJIaHKU;

T') OANKCH OTBETCTBEHHOT'O MEULIMHCKOTIO pa0OTHHKA, MTOJIYyYHUBILErO PELENITypHbIE OJaHKY;



4) hamuins, THULMAJIBI MMEHHU M OTYECTBa (ITOCIIeIHEE - TPU HAIWYHMH) U TIOANNUCH OTBETCTBEHHOTO
MEJUIIMHCKOTO pabOTHHUKA, BBIJABIIETO pelenTypHbIE OJIaHKU;

5) OCTaTOK penenTypHbIX OJaHKOB.

25. XKypnan ydera peuentypHeix OmaHkoB (opm N 148-1/y-88 u N 148-1/y-04(;1) comepxur
cienyromue rpadwr:

1) HoMep 1O OPAIKY;

2) B pazaene "lIpuxoxn":

a) laTa perucTpaiuy J0KyMeHTa, TOATBEPKIAIOIIET0 MOCTYIJICHHE;

6) HOMED U J1aTa JOKYMEHTA, TIOATBEPIKIAIOIIETr0 MTOCTYIUICHHE, HANMEHOBaHHE TIOCTABIINKA;
B) 001I1ee KOJIMYECTBO MOCTYIHUBIINX PELENTYPHBIX OJIAaHKOB;

I') CepUU U HOMEpa PEeLENTYPHBIX OJIaHKOB,

1) KOJTMYECTBO PELENTYPHBIX OJAHKOB IO CEPUSIM;

e) haMuIvs, MHAIIHAJIBI UMEHU U OTYEeCTBa (MTOCJIEIHEE - IPU HAJTUYHH) U TIOJIIHACHh OTBETCTBEHHOTO
MEAUIIMHCKOTO PaObOTHHKA, MOTYYHBIIETO PEIENTYPHbIE OJaHKK OT MOCTABIIUKA;

3) B paznene "Pacxon':

a) laTa BbIJA4U PELIENITYPHBIX OJIaHKOB;

0) cepuy 1 HOMEpPa BBIJIAHHBIX PELENTYPHBIX OJAHKOB;
B) KOJIMUYECTBO BBIJAHHBIX PELENTYPHBIX OJaHKOB;

r) ¢amunusa, uHMIMANBI MMEHM W oOT4yecTBa (IOCIEJHEE - NpPU HAJIWYMHM) OTBETCTBEHHOIO
MEIUIUHCKOTO paOOTHHKA, MOTYYHBILETO pelenTypHbIe OJaHKH;

)1) noAIruCh OTBETCTBCHHOT'O MCAUIIMHCKOI'O pa6OTHI/IKa, MOJIYUYMBLICTO PECUCIITYPHLIC 6J'IaHKI/I;

4) bhammiins, THULMAJIBI MMEHHU M OTYECTBA (IIOCIIeIHEe - IPU HAIMYKMK) U TOANUCH OTBETCTBEHHOT'O
MEIUIIMHCKOTO paOOTHHKA, BBIIABIIETO PELENTYPHbIC OJIaHKU;

5) ocTaTok penenTypHbIX OJaHKOB.

26. Yuer peuentoB, OQOPMICHHbIX B (OpME HIEKTPOHHOIO JOKYMEHTa, OCYIIECTBIIAETCS B
rOCyJIapCTBEHHON MH(OPMALMOHHON cucTteMe B cdepe 31paBooxpaHeHHs cyObekra Poccuiickoii
@denepauy  NOCPEJICTBOM BEJEHHMsSI €AMHOIO peecTpa peuenToB, O(QOPMIIEHHBIX B (Qopme
SJICKTPOHHBIX JOKYMCHTOB.

IV. XpaneHue peuentypHbIX 0JIJAHKOB (32 HCKJIIOYEHHEM
peuentypHbix 0j1ankoB 1o ¢gopme N 107/y-HII "CnenuanbHbIi
peuenTypHbIi 0J1aHK'")

27. MenuuuHCKUE OpraHU3aIliy TOJy4YaloT HEOOXOIUMBIE perenTypHble OJIaHKH, O(OpPMIICHHBIE
TUNOrpaCKUM CIIOCOOOM, Yepe3 TeppUTOPHAIBHBIE OPTaHbl YIPAaBICHHS 3paBOOXPAHEHHUEM WM

OpraHM3aliy, YIOJHOMOYEHHbIE Ha JTO OpraHaMH HCIIOJHUTEIBHOW BIACTH CYOBEKTOB
Poccuiickoit ®enepanuu.



28. PenentypHble ONaHKH, MOJUICKAIIME YUETYy, XPAHSATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYEHHBIM
PYKOBOAMUTENIEM MEAUIIMHCKONW OpraHM3alliy, B 3allUpaeMoM MeTautndeckoM mmkady (ceride) wmm
METAIITNYECKOM SITIIHKE.

29. MaauBuayanbHbBIN NMPEANPUHUMATENb, UMEIOINN JINIICH3UI0 Ha MEIUIIMHCKYIO JIeATeIbHOCTD,
XPaHUT PEIeNTypHbIe OJIAHKH, MOJISKAIUE YUETy, B 3allMPaeMOM MeTautnieckoM mkady (ceiide)
WM METANINYECKOM SIIIHKE.

30. [IpoBepka cocTosiHMSI XpaHEHUs, yuyeTa, (PaKTHUYECKOTO HAJIM4YUs U pacxoja pelenTypHbIX
OJIaHKOB, MOJIEXKAIIMX YYeTy, OAMH pa3 B KBapTaJl OCYIIECTBISETCS KOMHCCHEH, CO3JaHHOH B
MEIUIMHCKON OpraHu3aluH.

31. PenentypHbie OnaHku, odopmisieMble Ha OyMa)KHOM HOCHUTENIEC M TIOJIeXKAIINE YUeTy,
BBIIAIOTCS ~ MEIUIIMHCKUM  pabOTHUKaM, HMEIIIUM TpaBo O(opmIleHHS peLenToB, IO
pacnopsKEHMIO TJIaBHOTO Bpada UM €0 3aMECTUTEIS.

HOJ’IyLICHHLIe PCUCIITYPHBIC OnaHkM Ha 6yMa)KHLIX HOCUTCJIAX XPAHATCA MCIAULUHCKUMU
pa6OTHI/IKaMH B IOMCHICHUAX, 06€CHCLII/IBaIOIIII/IX X COXpPaHHOCTb.

32. IIporpaMMHO-TEXHUYECKHE CpPEACTBAa TOCYAAPCTBEHHBIX HMH(OPMAIIMOHHBIX CHCTEM B cdepe
30paBOOXPAHCHUS, MEIULIUHCKUX HH(POPMAIMOHHBIX CHCTEM MEAWIMHCKUX OpTaHU3aluil
00eCTeunBaOT XpaHEHHWE OJIEKTPOHHBIX PElenToB, O(OPMIEHHBIX B (OpME BIIEKTPOHHBIX
JOKyMEHTOB B TEYCHHE CPOKOB, YCTAaHOBJICHHBIX Ui XPaHEHUS PELenToB, O()OPMICHHBIX Ha
COOTBETCTBYIOIIUX (hopMaxX peUENnTypHbIX OJaHKOB Ha OyMaxxHOM HocHuTesne <10>.

<10> [omnynkr 5.2.169 INonoxenus o Munuctepctse (CoOpanne 3akoHomarenbcTBa Poccuiickoit
Oenepannm, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

Ipunooswcenue N 4
K npuxaszy Munucmepcmea 30pagooxpaHenuist
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

®OPMA CIEIVAJIBHOT'O PELEINTYPHOT'O BJIAHKA N 107/Y-HII

MMHMCTEPCTBO 3OPaBOOXPaHEHUA Kon o¢opwmer mo OKYI

Poccumickom demepaumum MemomumHCKaAd OOKyMeHTAalMd
dopma N 107/y-HII,
YTBEPXIOEeHHAd IPUKa30M

MyHMCTEpPCTBa 3OPaBOOXPAHEHUS
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LTaMIl MEeOMUIMHCKOM OpITaHMU3alMM Poccunickon Odenmepaumnm

or 24.11.2021 N 1094H

PEIEIT
N
Cepmusda
" " 20 T
(DaTa BHIMCKM pPellenTa)
(B3pOCIEM, IOEeTCKMM — HYXHOE MNOOUEPKHYTH)
damMmnmsa, MMsA, OTUECTBO ([IIOCJieNHee — IIPM HaJIUuUM)
naumMeHTa
BospacT

Cepusa M HOMep HoJmca o043aTeJIbHOTO MEeIOMUMHCKOTO CTPpaxOoBaHMA
HoMep MeIMUMHCKOM KapTEH

bammnma, muMa, OTUYECTBO (NOCJlelHee — IPM HaJWUdUM)

Jledyamero Bpada (dernpnmepa, aKyLIEepKM)

[loonMch M JiIMUuHAas IedaTb Bpauda
(nomnmuce ¢esprumepa, aKyllepKu)

M.II.
damMuamg, wMMS, OTUECTBO (mocynemHee - 1IOpPM HaJdMuUM) U IIOONMUCH
YIIOJIHOMOUEHHOTO JiMlla MeOMIIMHCKOM OpIraHM3aluM

M.II.
OTMeTKa alTedyHOoM opTraHM3alumm o0 OTIyCcKe
damMuamusg, wMMS, OTUECTBO (mocyemHee - 1OpM HaJdMuUM) U [IOONMUCH
paboTHMKA alTedHOM OpraHM3aluMn

M.II.

Cpok newmcTBHUA pelenTa 15 nHeM

Ilpunoscenue N 5
K npuxasy Munucmepcmea 30pasooxpaHeniist

Poccuiickoit @edepayuu



om 24 nosaops 2021 2. N 1094n

HOPAIOK U3I'OTOBJIEHUSA, PACITPEJAEJEHUA,
PEI'UCTPAIIUU, YUETA U XPAHEHUS PELLEIITOB,
COAEPKAHNINX HASHAYEHUE HAPKOTUYECKHUX

CPEACTB WM IICUXOTPOIIHbBIX BEHIECTB

I. ITopsaoKk M3roTOBJIEHNS], pACTIPEAeJIeHHUS CIIeIHATbHBIX
peuentypHbix 0s1ankoB 1o ¢popme N 107/y-HII

1. Opranu3anuio M3roTOBJICHUS U pacupeeNeHus pelentypHbix O1ankoB mo gopme N 107/y-HII
"CrnenuanbHbId perenTypHbIi OaHk" (Hasiee - creruatbHbIA PEIENTYPHBIN OJJaHK) OCYIIEeCTBIISACT
MunucrepceTBo 31paBooxpanenus Poccuiickoit @enepanunu (nanee - MUHHUCTEPCTBO).

2. CnenuanbHble pelenTypHble OJaHKH SBISIOTCA 3aIIUIIEHHONW MONMUrpauueckoi MpoayKIUeH
ypoBHs "B", nsroraBnuBaemoi Ha Oymare po3oBoro 1sera pazmepom 10 cm x 15 cM, 10JKHBI UMETh
CEpUI0 U HOMEp, a TaKkKe COOTBETCTBOBATh TPEOOBAaHUSAM, YKa3aHHBIM B MpHKaze MUHHCTEpCTBA
¢unancoB Poccuiickoii ®enepaumu ot 29 centsops 2020 r. N 217a "OO yTBepkaecHHH
TexHnyeckux TpeOOBaHUN U YCIOBUN M3TOTOBIIEHUS 3AIUIIIEHHON OT MOJAEIOK MOIUTrpaduyecKoi
npoaykuun" (3apeructpupoBan MunucrepctBoMm toctuniun Poccuiickoit denepanuu 16 HOAOps
2020 r., peructparuonnasiii N 60930).

3. B mensix opraHuzalyy W3TOTOBJIEHMSI U PacCHpeesIeHUs] CHEUATbHBIX PEeleNnTypHbIX OJaHKOB
MEAMLIMHCKUE OpraHU3alK, UMEIOLINE IPABO OCYIECTBIIATH BbIaUy PELENTOB HA HAPKOTHYECKHE
CpecTBa WM NCUXOTpOMNHbIe BenlecTBa cnucka Il [lepeuns u 3apeructpupoBanHbsle B Poccuiickon
@enepali B KadyeCcTBE JIEKAPCTBEHHBIX IIPEMApaTOB JUIsl MEIULMHCKOIO IpPHUMEHEHus (naiee
COOTBETCTBEHHO - MEIWLMHCKas OpraHu3alusi, HAPKOTUUYECKUM (IICUXOTPOMHBIN) JIEKapCTBEHHBIN
npenapar), COCTaBIIAIOT 3asBKH Ha pelieNTypHbIe OJaHKH.

4. B cpok g0 1 okTa0Opsi TEKymIero rojga 3asBKHM MEIUIIMHCKUX OpTaHM3alldii Ha CICIHaIbHBIC
penenTypHble OJIJaHKK TIPEICTABISIFOTCS:

1) MCIUIIMHCKUMH  OpraHu3anussMi, HaxoAsAIIMMUCAd B BCIACHUU (I)C,Z[epaHLHBIX OpTraHOB
HCIIOJIHUTEILHOM BJIaCTH, - B COOTBCTCTBYIOIIINUEC q)enepanLHme OpraHbl HCIIOJIHUTEILHOMN BJIACTH,

2) MEIUIIMHCKUMHU OpTaHHM3aIMsIMH, HaXOIAIIMMUCSI B BEIACHHH CYOBEeKTOB Poccuiickoii
Qdenepauyy, MEIWUUHCKUMU  OpPraHU3alMsAMU  MYHUUUIAIBHOM M YacTHOM  CHUCTEM
3IpaBOOXpAHEHUS] - B OpraHbl HCIOJHUTEIBHON BiacTu cyObekToB Poccuiickoit denepanuu B
cdepe OXpaHbl 3I0pPOBbs TPaKJaH, HA TEPPUTOPUU KOTOPBIX OHU PACIOJIOKEHBI (Janee - OpraHsl
UCIIOJIHUTENBbHOM Bi1acTu cy0bekToB Poccuiickoit @eneparun).

5. B 3asgBKe MeIULIMHCKOMI OopraHr3ali Ha CICHUAJIBHBIC PCUCHUTYPHBLIC OJIaHKH YKa3bIBAIOTCA
CJICOYIOIHUEC CBEACHUA:

1) cBemeHuss 0 MEIUIIMHCKON OpraHM3alMM, TMOJABIIEH 3asBKy Ha CICHUATbHBIC PELENTYpPHBIC
0J1aHKH (TIOJTHOE HAMMEHOBAHUE, a/IpeC MECTa HAaXOXK/CHH);
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2) KOJMYECTBO CHEUMATbHBIX pPELENTYPHbIX OJIAHKOB, M3PACXOJOBAHHBIX MEIUIIMHCKOM
opranu3anuei Ha | ssHBaps MpeAIeCTBYIOMIErO roja;

3) KOJIMYECTBO CHEIUAIBHBIX PEIENTYPHBIX OJIAHKOB, HEOOXOJIMMBIX MEIWIIMHCKOW OpTraHHU3aIliH
Ha CJIEYIOLINN TOI.

3asBKa MEIUIIMHCKOW OpraHM3allid Ha CICNHAIbHBIE PEIENnTypHbIe OJaHKW TMOAMUCHIBACTCS
PYKOBOAMUTEIEM MEIUIMHCKOW OpraHu3allii, KOTOPbI HECET MEePCOHAIbHYI0 OTBETCTBEHHOCTH 3a
000CHOBAHHOCTH U JIOCTOBEPHOCTh YKa3aHHBIX CBEICHHII.

6. denepanbHble OpraHbl UCTIOTHUTEIHHOM BIACTH, B BEICHUHM KOTOPBIX HAXOASATCS MEIUIIMHCKUE
opranuzanuu (nauee - ¢peaepanbHbe OPraHbl UCTIOTHUTEIBLHONM BIACTH), U OPTaHbl UCIIOTHUTENBHOM
BIacTH cyOobekToB Poccuiickoit denepanny Ha OCHOBAHWHU 3assBOK MEIUIMHCKHUX OpPTaHHU3AIMA HA
CHelualibHble perenTypHble OJlaHKu (OPMHUPYIOT CBOJAHBIE 3asBKH Ha CIieLUaTIbHBIE PELENTypPHbIE
OJIaHKH U B CPOK 70 | 1ekaOdpsi TEKyIIero rojia mpeIcTaBisoT nX B MUHUCTEPCTBO.

7. B cBOZHOM 3asBKE Ha CHELIHAIbHEIC PCLCIITYPHBIC OJIaHKH YKa3bIBAIOTCA CIICAYIOIINEC CBCACHUA:

1) cBeaenust o ¢enepaibHOM OpraHe MCIOJHUTEIbHON BJIAcTH (OpraHe HCIOJHUTENBHON BIACTH
cyobekta Poccuiickoit ®enepanuu), NpeICTaBUBIIEM CBOJHYIO 3asBKy Ha CIELHUAJbHbBIC
peuentypHble 6JaHKU (OJTHOE HAUMEHOBAHUE, a/IpEC MECTa HAXO0XKICHNU );

2) KOJIMYECTBO CHEIHAJIbHBIX PELENTYpPHBIX OJaHKOB, paclpeiesieHHbIX (enepalibHbIM OpraHOM
UCTIOJIHUTENILHON BIAacTH (OpraHoOM MCIIOJHUTENbHOM BiacT cyObekTa Poccuiickoit denepannn) Ha
1 stHBaps MpeIUIeCTBYIONIEro rofa MeK Iy MEAUIIMHCKUMH OpraHu3allsIMu;

3) KOJHMYECTBO CIEUHATIBHBIX PELENTYPHBIX OJAHKOB, HEOOXOAMMBIX (QenepallbHOMY OpraHy
WCITOJIHUTENILHON BJIACTH (OpraHy MCIIOJHHUTEIIBHOW BiacTH cyObekTa Poccuiickoit denepanun) Ha
CJEAYIOLIUNA TOJT JUIsl paclpeesICHUs] MEXy MEAUIIMHCKUMH OPTaHU3aLUIMH;

4) cBejeHuss O MOJBEAOMCTBEHHOW OpraHM3alluy, YMOJIHOMOYEHHOHW (eepalbHbIM OpraHoM
UCIIOJTHUTENIbHOM BJIacTU (OpraHoM MCIIOJIHUTEIbHON BiacTu cyObekra Poccuiickoit deneparun)
OCYILECTBIISATh MOJYYEHHUE CHEIMATIbHBIX PELENTYPHBIX OJaHKOB OT MUHHUCTEPCTBA, UX XPaHEHHUE U
BBIJIAYy MEIUIIMHCKUM OpraHu3aiusaM (IOJHOE HAMMEHOBAaHME, aJpec MeCTa HaXOXKICHHS,
WHH/KIIIT, OKTMO opranuzauuu, pakTHYECKHI apec MOCTaBKH).

8. Ha ocHOBaHMM TNOJYyYEHHBIX CBOJHBIX 3asBOK Ha CIELUAIbHBIE pPELENTypHble OJIaHKU
MUHHCTEPCTBO €KErofHO B CPOK 10 15 sHBaps cienyroniero roaa GopMupyeT U yTBEp)KIaeT IiaH
pacmpesieNeHusl CHEeLMalbHbIX pPELENTYpHbIX OJIAaHKOB, B KOTOPOM OTpaXkaercsi TojoBas
notpebHocTh Poccuiickoit denepanyu B CHENHMATIBHBIX PEHENTYPHBIX OJlaHKaxX (Jaynee - IUIaH
pacripenenenns MUHHCTEPCTBA).

9. B muiane pacnpenenenus MUHUCTEPCTBA YKa3bIBAIOTCS CIEAYIONINE CBEICHUS:
1) nopsAAKOBBIM HOMED 3aIUCH;

2) HaumMeHOBaHUE (QelepanbHOr0 OpraHa HCIOJHUTENBHOW BIAcTH (OpraHa HUCHOJHUTENbHOU
BiacTu cyobekrta Poccuiickoit ®denepaliu), NpeacTaBUBIIETO CBOAHYIO 3asiBKY Ha CIIEIMATIbHBIE
perenTypHble OJaHKY;

3) HEOOXOMMOE KOJIMYECTBO CIEIUATBHBIX PEIENTYPHBIX OJJaHKOB.

10. HampaBiieHue crienuMaibHBIX PEHENTYPHBIX OJIaHKOB (efepasbHBIM OpraHaM HCTIOJTHHUTEIbHOM
BJIACTH, OpraHaM HUCIHOJHUTENbHOHN BiacTu cyobekToB Poccuiickoit denepamnuu OCymIeCTBISETCS
MuHHCTEPCTBOM B KOJIMYECTBE, IPELYCMOTPEHHOM IIJIAHOM paclpezesieHnss MuHuCTepeTBa.



11. MuHHCTEPCTBOM JOIMOJHUTEIBHO K KOJUYECTBY CHEIMaJIbHBIX pPELENTYPHbIX OJaHKOB,
MPeyCMOTPEHHOMY IUIaHOM pacmpeneneHuss MuHucTtepcTBa, (GopMmupyeTcs pe3epBHbBIN 3amac
CHELMANbHBIX PELENTYPHbIX OJaHKOB B KojJuuyecTBe, He mpesbimatomeM 150 000 crernuambHBIX
peLenTypHBIX OJaHKOB.

12. B ciydae yBenw4yeHHs MOTPEOHOCTH B CHEIHAIBHBIX PEHENTYpPHBIX ONaHKax QenepalibHbIe
OpraHbl HCHOJHUTEIBHOW BiacTu (OpraHbl MCIOJHHUTEIbHOM BiAacTH CcyOBekTOB Poccuiickoii
@®enepali) HaNpaBIsIlOT B MHMHHUCTEPCTBO CBOJHBIE 3asBKM Ha JONOJHUTEIBHOE KOJIMYECTBO
CHELMANbHBIX PEENTYpHBIX OJaHKOB (C 000CHOBaHHWEM YBEJIWYEHHUs MOTPEOHOCTH B CHEIMATIBHBIX
pelenTypHbIX OJlaHKax), KOTOpble NPENOCTaBIAIOTCS MUHHCTEPCTBOM H3 PE3EPBHOIO 3amaca
CHELMAIbHBIX PELENTYPHBIX OJaHKOB.

13. ®enepasibHble OpraHbl UCHIOIHUTEIBLHOM BIAacTU (OpraHbl MCHOJHUTENBHOMN BIacTH CyOBEKTOB
Poccuiickoif @enepaniuu) pacupeessioT MOoIydYeHHbIE ClIeUalbHbIEe peleNTypHble OJaHKH MEXTY
MEIUIIMHCKUMHU OpraHU3alMsIMd Ha OCHOBaHHM IUIAHOB pacHpeleNeHus, CPOPMHUPOBAHHBIX B
COOTBETCTBUM C 3asBKAMU MEIUIIMHCKUX OpraHU3alMii Ha Criel[MabHbIe peleNTypHbIe OJaHKH.

I1. Ilopsanok perucrpaumnu, yuera u XpaHeHUs CleHATIbHBIX
peuentypHbIx 0aHkoB 1o ¢gopme N 107/y-HII

14. MuHuctepcTBO, HHble (eaepalbHble OpraHbl HCHOJHUTENbHOM BIacTW M OpraHsbl
UCTIOJIHUTENIbHOU BiacTu cyOBbekToB Poccuiickoii denepariiy opraHu3yloT XpaHeHHE CIEIHaIbHBIX
peLenTypHbIX OJaHKOB B IOABEIOMCTBEHHBIX OpraHM3alMAX, YINOJHOMOUYEHHBIX OCYILIECTBISATH
NOJyYEHHUE CIIEHUATIbHBIX PELENTYpPHbIX OJIaHKOB OT MMUHMCTEpPCTBA, UX XpaHEHUE U BblIAUy
MEINIUHCKUM OpraHU3alusaM (Jaee - yIIOJHOMOUYEHHAst OpraHnu3alus).

15. B ynmonHOMOYEHHOM OpraHu3aluyl U MEAULUHCKONW OpraHU3alllH, MOJYyYHMBIIEH CIEIHAIIBHBIE
penenTtypHble OJaHKH, OpPraHU3yeTCsl PErUCTpaIHsl, YUeT U XpaHEHUE CIEeHUATbHBIX PeleNTypPHBIX
0JIaHKOB.

Peructpanus, yyeT M XpaHEHHE PE3EPBHOIO 3amaca CHENUAIbHBIX pPELENTypHbIX OJaHKOB
MunucTepcTBa OCyllecTBIseTc (eAepalbHbIM TOCYAAPCTBEHHBIM OIOKETHBIM YUPEKACHUEM,
HaxoAsIMMcs B BeneHun MuHHcTepcTBa (Hajee COOTBETCTBEHHO - PpE3EpBHBIM  3amac,
IIOJIBE/IOMCTBEHHOE YUPEXKIECHUE).

16. Pa®oTHMK, Ha3HAuY€HHBIM NPHUKA30M PYKOBOJIUTENS YIOJIHOMOYEHHOM OpraHu3aliuu
(YNOJTHOMOYEHHOH  OpraHu3aliM, IOJBEJOMCTBEHHOTO  YUYPEXJIEHUs) OTBETCTBEHHBIM 32
perucTpaiuio, XpaHeHHe U y4YeT CHEelUaIbHbIX pPEUEenTypHBIX OJIaHKOB (Jjajiee - OTBETCTBEHHBIN
pabOTHUK), HAa OCHOBAaHUM JIOBEPEHHOCTH, OQOpPMIICHHOH B TMOpSAIKE, YCTAaHOBICHHOM
3aKoHOAaTenbCcTBOM Poccuiickoit @enepanuu (¢ MNOAMNKHCHIO PYKOBOAMUTENS YIOTHOMOUYEHHOM
opranu3anyu (YrnoJHOMOUYEHHOM OpraHM3alud, I0JBEJJOMCTBEHHOTO YUYPEKICHHUS), TIJIAaBHOTO
OyxranTepa, 3aBEpEHHBIX KPYIJION MeYaTbio), MOJIy4aeT ClelUalbHble PELENnTypHble OJAaHKU U
OCYILECTBIISICT BeJIEHHE XKypHajla PErHCTpallMi U y4yeTa CHElMaJIbHBIX PELENTYpHbIX OJaHKOB, K
KOoTOpoMy TmpuoOmaer (Hoto- u (WIM) BHAEOMATEpHANbI, MOATBEpKAatomue (Gakt odopMICHHS
peLenTypHbIX OJJAHKOB Ha I0MY (TIPH HAIUYHH).

17. XKypHan peructpauud H YyueTa CHEUUANbHBIX PELENTYpPHbIX OJAHKOB JIOJDKEH OBITh
IPOHYMEPOBaH, MPOIIHYPOBAaH, UMETh Ha IMOCJIEIHEH CTPAHULIE 3alHUCh, COJEPHKAIIYI0 KOJIUYECTBO
CTpaHUIl, MOJHOE HANMEHOBAaHWE YIOJHOMOYEHHON oOpraHu3anuu (MEeIWIMHCKON OpraHu3alui,
MOJIBEZIOMCTBEHHOTO YUPEXKICHUS), a TaKXKe CKPEIUIeH MOJAMUCHI0 PYKOBOAUTENSI W IE€YaThbIO
YIOJHOMOYEHHOM Opranu3anuu (MeIUIUHCKON OpraHn3alliy, I0JIBEJOMCTBEHHOTO YUPEKICHHUS).



XKypHan perucrpanmu M ydera CHEIMAIbHBIX pELENTYpHBIX OJaHKOB pE3EepBHOTO 3amaca
MuHucTepcTBa CKpeIusieTcs TaKkKe MOANUCHhI0 JUPEKTOpa (B Cllydae ero OTCYTCTBHUS - 3aMECTUTEINS
nupekTopa) JlemaprameHTa peryiaupoBaHUs OOpallleHHUs JEKapCTBEHHBIX CPEJICTB U MEAMIIMHCKUX
n3nennii MUHHCTEpPCTBA U ITeyaThi0 MUHKCTEPCTBA.

18. B xypHanme perucrpaliud M YyueTa CHEHHAIbHBIX PEIENnTypHbIX OJAHKOB YKa3bIBAIOTCS
CJEIYIOIINE CBEICHHUS:

1) nopsAKOBBIM HOMEp 3aIUCH;

2) PUXO/ CIEIUATBHBIX PEIENITYPHBIX OJIAHKOB:

a) peKBU3UTHI U JaTa perucTpaluy IpUX0oAHOTO TOKYMEHTA;

0) oO11ee KOTUYECTBO MOCTYMHBIIUX CIIEIHUATBHBIX PEHENTYPHBIX OJaHKOB;

B) cepusi U HOMEp CIEeLUaIbHOrO PEeNTyPHOro OJIaHKa;

I') KOJIMYECTBO CIENHAIbHBIX PELENTYPHBIX OJaHKOB M0 KaXA0M Cepuu;

1) hamuusi, UMsi, OTYECTBO (TIOCIIEHEE - TPH HAIWYHMH) U MTOMUCH OTBETCTBEHHOTI'O pabOTHHKA;
3) pacxo/ crelHalbHbIX PELEeNTYPHBIX OJIaHKOB:

a) JlaTa BbIJA4U CIIEUAIBbHBIX PELENTYPHBIX OJIaHKOB;

0) cepuy 1 HOMEpa BBIJIAHHBIX CHEIMATBHBIX PEHENTYPHBIX OJaHKOB;

B) KOJIMYCCTBO BBIJAHHBIX CICHUAJIBHBIX PCHCITYPHBIX OJIaHKOB C YKa3aHueM B ckoOKax
KOJIMYECTBA CIICHUAJIbHBIX PCUCITYPHBIX 6J'IaHKOB, BbIJTAHHBIX IJIA O(i)OpMJ'IeHI/Ifl Ha 1O0MY,;

r) damuiaus, UMs, OTYECTBO (TOCIEAHEE - TPU HAIWYMHM) M TOAMHUCH JIUIQA, MOJTYYHUBIIETO
CHeLMalIbHbIE PeLleNTYpHbIE OIaHKHU;

1) KOJIMYECTBO CIELMAIbHBIX PELENTYPHBIX OJaHKOB, 0QOPMIIEHHBIX Ha IOMY;

e) Qamunus, uMs, OTYecTBO (TOCIEAHEE - NpPHU HAIMYUHM) U TOANUCH JIHLA, O()OPMHUBIIETO
CrellMalbHbIe PeLleNTypHbIE OJIaHKU Ha JIOMY;

4) hamunus, uMsi, 0OTUECTBO (ITOCIEAHEE - IPU HAIMYUH) U OJNUCH OTBETCTBEHHOTO pa0OTHUKA;
5) OCTaTOK CreNUAIbHBIX PEIENTYPHBIX OJIAHKOB.

19. CrneuumanpHblii penenTypHbId OJaHK SBISETCS JOKYMEHTOM CTPOrOl OTYETHOCTH. 3amac
CHEIHAJIbHBIX PELENTYpHbIX OJAHKOB B MEIMLMHCKON OpraHu3aldd JOJDKEH XPaHUThCS B
CHELMANbHBIX MOMEUICHUAX, celdax WIM B CIEUUATIBHO H3TOTOBJICHHBIX MIKadax, OOUTHIX
OLIMHKOBAHHBIM JK€JIE30M, C Ha/Ie’)KHBIM BHYTPEHHUM WJIM HABECHBIM 3aMKOM.

[Momermenus, ceiidpl, mkadpl, B KOTOPbIX XpaHATCS CHElMaIbHbIE PEENTypHbIe OJaHKH, JOKHBI
OBITh 3aKpbITHI HAa 3aMKM U IIOCJIE€ OKOHYaHMsA pPAaOOThl OINEdYaTaHbl MEYAaThIO YIOJIHOMOYEHHOU
opranu3any (MeIMIMHCKON OpraHu3aliy) Uil OIIOMOUpPOBaHHI.

20. B MeaMUMHCKHMX OpraHW3alMAX 3arac CIEeNUalbHBIX PEHEeNTYpPHBIX OJNAHKOB HE JIOJDKEH
IPEeBBIIIATh TOJ0BOM MOTPEOHOCTH.

21. Paspemraercs BblAaBaTh MEIUIMHCKOMY paOOTHUKY, HWMEIOIIEMY IIpaBO Ha3HA4yaTh
HapKOTHUYECKHE (IICUXOTPOIHbIE) JIEKAPCTBEHHbIE NIpenapaThl, €AMHOBPEMEHHO He 0osiee ABaaLaTh
CHEeLMANBHBIX PELENTYPHBIX OJaHKOB.



MenunuHckue paOOTHUKH, BBIMUCHIBAIOIIME PELENTHl Ha HApKOTHYECKHE (IICHMXOTPOITHBIC)
JIEKapCTBEHHBIC IPENapaTbl, HA OCHOBAaHWU NPHKa3a PYKOBOAMTEN MEIMLIHMHCKOW OpraHW3aluu
HECYT JIMYHYIO OTBETCTBEHHOCTb 3@ COXPAaHHOCTb IIOJYYEHHBIX CIELHUAJIbHBIX PELENTYPHBIX
6nankoB. CrienManabHble peluenTypHble OJIaHKH, MOIYyYEHHbIE METUIIMHCKUM PaOOTHUKOM, XPaHSTCS
I0J] 3aMKOM B ceii(pax, MeTauindeckux mkadax uin MeTaJUIMYECKHX SIIUKaX.

22. B MeIMIMHCKON OpraHu3alMy CO3JAeTCsl MOCTOSHHO NEHCTBYIOIAs KOMHUCCHS, KOTOpas He
pexe 1 pasa kBaprtain (IO pEHICHUIO PYKOBOJAWUTENSI MEAUIIMHCKON OpraHU3alliyd BO3MOXKHO 4Yallle)
OCYILECTBIIICT MIPOBEPKY COCTOSIHUS PErUCTPALlMU U yueTa CIEeLUAIbHBIX PeLeNTYPHbIX OJaHKOB, B
TOM YHCJIE€ IYTEM CBEPKU 3alMCEH KypHaja PEruCTpaliy W ydeTa CHEHUAIbHBIX pPelenTYpPHBIX
0J1aHKOB, C (PAKTMUYECKUM HAJIMYMEM CHEIMalIbHBIX PELENTYPHbIX OJAHKOB, a TaKXKe INPOBEPKY
COCTOSIHUSI XPAHEHUS CIIEUANIBHBIX PEIETITYPHBIX OJIaHKOB.

IIo pe3yjibTaTaM IMPOBCPKU B KYPHAJIC PCTUCTPALIMU U YUCTA CIICHHUAJIBHBIX PCUCIITYPHBIX 0J1aHKOB
ACIACTCA 3allMCh O PE3yJibTaTaxX IMPOBCACHHA CBCPKHW JaHHBIX, 3aKPCIJICHHAs IMMOAINMUCAMH BCEX
YJICHOB KOMUCCHH, NJIIN CO3JaCTCA CHeLUHaJIbHBIA aKT IIPOBEPKHU.

23. @enepanbHble OpraHbl UCIIOJHUTEIBHON BIACTH U OpPraHbl UCIIOJHUTEIBHOMN BIacTH CyOBEKTOB
Poccniickoit ®enepanuu OCYLIECTBISAIOT KOHTPOJIb 3a OPraHM3alUed pPErucTpaluy, ydera |
XpaHEHHs CHEeLMaJbHbIX PELENTYpPHbIX OJAaHKOB B  YIOJIHOMOYEHHBIX OpraHu3alMsIxX M|
MCIUIIMHCKUX OpraHu3aluiax.

24. Bplnaya chnenualibHBIX pPELENTYpHbIX OJIAaHKOB U3 pE3epBHOTO 3amaca MMHUCTEpPCTBA
(denepaabHbIM OpraHaM HMCIOJHUTEIbHON BJIACTU M OpraHaM HMCHOJIHHUTEIBHOM BIAcTU CYyOBEKTOB
Poccuiickoii ®enepauuu OCYLIECTBISETCS OTBETCTBEHHBIM pPAOOTHUKOM IOJIBEOMCTBEHHOT'O
YUpEXKJIEHUST HAa OCHOBAaHMU pelIeHHs OO0 OTIYCKE CHEUUalbHbIX pPELENTypHbIX OJaHKOB,
oopMIeHHOr0 B BHUAE MHUCbMa, IOANUCAHHOTO JAUPEKTOPOM (B Cllyyae €ro OTCYTCTBHS -
3aMecTuTeNNeM aupekTopa) JlemaprameHTa peryjaupoBaHusi oOpalleHUsl JIEKApCTBEHHBIX CPEICTB U
MEAMLMHCKUX U3aenuii MuHucTepcTBa.

[IpoBepka AESITEIBPHOCTHA MOABEAOMCTBEHHOTO YUYPEKICHHUS IO PETUCTPAIMH, YUETY U XPaHCHUIO
pEe3epBHOTO 3amaca OCYMIECTBIsIeTCs JlenapTaMeHTOM peryiaupoBaHUs OOpaIEHUs JICKAPCTBEHHBIX
CpPEACTB M MEIUIMHCKUX H3aeauid MuHHCTepcTBa 2 pa3a B roj He mosaHee 20 yucia mecsila,
CJIEIYIOIIETO 32 UCTEKIIUM MOJIYTOIUEM.

Ilpunosxcenue N 6
K npuxa3y Munucmepcmea 30pagooxpanenus
Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094n

IHPABUJIA O®OPMJIEHUA PELEIITOB,
COAEPKAININX HASHAYEHUE HAPKOTUYECKHUX
CPEACTB WM IICUXOTPOIIHbLIX BEIIIECTB, B TOM
YUCJIE B ®OPME JIEKTPOHHBIX TOKYMEHTOB



I. Odopmuienune penenrta Ha OyMaKHOM HOCUTeJIe

1. Ha penentypusix 6mankax ¢opmbl N 107/y-HII B 1eBoM BepXHEM yriy MpOCTABIISETCS ILITaMII
MEINLIUHCKON OpraHu3ally C yKa3aHHEM €€ MOJHOI0 HAMMEHOBAHUs, ajpeca U TeiaedoHa ¢ AaToH
BBINUCKY (J1aTOM 0(hopMIIEHHS ) pelieniTa Ha JIEKapCTBEHHBIN Ipenapar.

Peuentypusie Omanku dopmbel N 107/y-HIT u3roraBauBarOTCsS HCKIIOYUTENBHO THUITOTpadCKUM
CIOoCco00OM.

2. Ha peuentypHbix OnaHkax, OQOPMISEMBIX HWHAWBUAYAIbHBIMUA MpEANPUHUMATENIMH,
UMEIOUIMMH JIMLIEH3UI0 Ha MEIUIMHCKYIO JESTEIbHOCTh, B BEPXHEM JIEBOM YIJIy THUIOIrpadCKUM
CrocOoOOM MJIM IyTeM IPOCTAaBJIEHHs IITaMIa JOJDKEH ObITh yKa3aH aJpec HHIUBUAYaTbHOTO
OpeapuHUMAaTENsl, HOMEp W JaTa JIMIEH3UHM, HAaUMEHOBAaHME OpraHa rocyJapCTBEHHOW BIACTH,
BBI/IaBILETO JIMLIEH3HIO.

3. Penentypusie 6manku ¢popmbl N 107/y-HIT 3anmonHs0TCS METUIIMHCKAM PAaOOTHUKOM YEepHUIAMHU
WJIY IIAPUKOBOM PYUYKOM.

4. lonyckaeTcst oopMIIeHHE BCeX PEKBU3UTOB (3a HCKIOUeHHeM pekBu3uTa "lloamuck sedaiiero
Bpaua (moamuchk ¢enpamepa, akymepku)') penentypHeix OmankoB ¢opmer N 107/y-HIT ¢
MCIIOJIb30BAaHUEM TI€YATAIOLIUX YCTPOMUCTB.

5. B penentypaom 6manke ¢hopmsl N 107/y-HII B ctpokax "®amumnusi, uMsi, 0OT4€CTBO (ITOCIICIHEE -
npu Hanuuuu) nanueHta" U "Bo3pacTt" yka3pIBalOTCA TONHOCTBIO (aMHIIHs, HMs, OTYECTBO
(mocneaHee - Mpy HAJTUYHH) MTAIIMEHTA, €0 BO3PacT (KOJUYECTBO MOJTHBIX JIET).

JlomycTUMO yKa3aHHe JAaThl POKICHHS MAI[ECHTA.
6. B peuentypuom 6manke ¢popmsl N 107/y-HIT:

1) B ctpoke "Cepust u HOMep monuca 00sA3aTeIbHOT0 MEAMIIMHCKOTO CTPaxOBaHUA'" yKa3bIBaeTCs
HOMED TOJIMca 0053aTEILHOTO MEUIIMHCKOTO CTPaXOBaHUsI MAllMeHTa (MPY HATHUYHH );

2) B cTpoke "HoMmep MenummMHCKON KapThl" yKa3bplBaeTCs HOMEpP MEIMLMHCKON KapThl MALUEHTA,
NOJIYYalOIEero MEIUIUHCKYI0 IOMOIIb B aMOyJaTOPHBIX YCIOBMAX, WIM HCTOpUU OOJE3HU
MAlMEHTA, BHITUCHIBAEMOT0 U3 MEAULIMHCKON OpraHU3allly;

3) B ctpoke "®ammius, UMs, 0TYECTBO (MOCIEAHEe - MPU HAJTUYMUK) Jiedallero Bpaya (Qenpamiepa,
aKymIepkn)" yKa3bIBaeTCs MOJIHOCTHIO (paMHITUs, UM, OTYECTBO (ITOCJICTHEE - MIPH HAJIMYWHN) Bpada
(penpamepa, axkymiepku), BBIMUCABIIETO pEUENT HAa  HAPKOTHMYECKUH  (TICUXOTPOIHBIN)
JIEKapCTBEHHBIN ITpenapar.

7. B rpade "Rp" penentypuoro 6aanka Gopmsl N 107/y-HII yka3siBaercs:

1) HaMMeHOBaHKE JIGKAPCTBEHHOTO Mpenapara (MeXAyHapoIHOe HEaTeHTOBAHHOE HAMMEHOBAHHE,
TpyOmnmupoOBOYHOC UJINM XMMHUUYCCKOC HAMMCHOBAHUE, TOPIroOBOC HaI/IMeHOBaHI/IC) Ha JIAaTUHCKOM A3bIKEC
WM Ha PYCCKOM si3bIKe, (popMa BBIMYCKa, JO03MPOBKA, KOJNUYECTBO (YKA3bIBACTCS MPOMHUCHIO HA
peuentypHoM 6nanke Gopmer N 107/y-HIT);

2) cmnoco0 MpUMEHEHHs JIEKapCTBEHHOrO IMperapara Ha ToCyAapCTBEHHOM s3blke Poccuiickoii
denepanyy WIM Ha TOCYAApPCTBEHHOM si3blke Poccuiickoit denepanuu U rocyJapCTBEHHOM SI3BIKE
pecryOIMK U UHBIX A3bIKax HapoaoB Poccuiickoit deneparmm <1>.




<1> Yactp 1 crateu 15 3akona Poccuiickoit ®enepanuu ot 25 oxtsa6ps 1991 r. N 1807-1 "O
s3pIkax HaponoB Poccwuiickoit ®enepamuu” (manee - 3akon N 1807-1). (Bemomoctu chesna
HapoaHbix nenytatoB PCOCP u Bepxosnoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. [Tpu odopMieHNH PENENTYPHBIX OJAHKOB 3aMPENIacTCs] OTPAaHUINBATHCS OOMIMMH YKa3aHUSIMH,
Hanpumep, "BuyTtpennee", "M3BecTHo".

9. Ilpu odopmiennn marueHty perentypHoro Onanka ¢opmsl N 107/y-HII na nHapkoTHueckuit
(ICHXOTPOMHBIN) JIGKAPCTBEHHBIM Mpenapar B paMKaxX OKa3aHUS MEAMIIMHCKOW IOMOIIU TpH
orpezieIeHHOM 3a00JIEBaHUN TaKOM pelenT 3aBepsieTcs:

1) moanuchIo M IMYHOM MevaThio Bpaya JTU00 MOAMUCHIO Qenpamepa (aKyIepKn);

2) mevyaTbl0 MEIMIMHCKOM OpraHu3aluM, JUOO CTPYKTYpPHOTO MOJPA3JENeHUs MEIUIIMHCKOM
opranuzanuu "J{is peuentos", KOTOpast IPOCTABISIETCA JIULOM, YIIOJHOMOYEHHBIM PyKOBOJIUTEIEM
MEIMIIMHCKON OpraHu3aluy ¢ ykazaHueM (aMHINH, UMEHHU, OTYeCTBa (TOCIIEAHEE - TIPU HATHYUH)
Y IPOCTABJICHUEM €TI0 JIMYHOU MOANHUCH.

B caywasx HeoOXoguMocTH OQOpPMIICHHS pelenTa Ha HApKOTHYECKUH (NICHXOTPOITHBIN)
JICKapCTBEHHBIN MpenapaT Ha JOMY B paMKax OKa3aHHs MaNIMaTUBHOM MEIUIIMHCKOW MOMOIIH
JIOMTyCKAeTCsl MPEIBAPUTEIIFHOE 3aBEpEHHE pelenTa I[ITaMIIOM MEIUIIMHCKONH OpraHu3alui,
MeYaThl0 MEIULUHCKON OpraHu3ali JU0O0 CTPYKTYPHOTO MOAPA3JCICHUS METUIIMHCKOM
opranuzanuu "l peuento", KOTopasi MPOCTaBISETCS JIULIOM, YIIOJIHOMOYEHHBIM PYKOBOJIUTEIEM
MEAMIIMHCKON OpraHu3alliy, ¢ yKazaHueMm (aMuiIny, IMEHH, OTYECTBA (TIOCIEIHEE - IPU HATUYUH)
¥ TIPOCTaBJICHUEM €ro JUYHOU moanuch. [Ipu 3ToM B )KypHaIe perucTpaliy 1 y4eTa peenTypHbIX
O0maHkoB B cooTBeTcTBUM ¢ I[lopsakom peructpanuu, ydeTa M XPaHEHHUS CIEHUAIbHBIX
pelenTypHbIX OJIaHKOB Ha HAPKOTUYECKUE CPEACTBA WIIM ICHXOTPOITHBIE BEIIECTBA, YTBEPIKICHHBIM
HACTOALIUM TPUKA30M, JEJIaeTCsi OTMETKAa O €ro Bblgaue [isi oQOopMIICHUS Ha JIOMY, a TaKxke
OTMETKa, YJIOCTOBEPEHHAsl MOANHUCKHIO Bpaya n6o demnpamepa (akymepku), opopMUBILIETO peuent,
o ¢akre ero opopMIIEHHUS, KOTOPBIH MOXET OBITH JIOMOJHUTEIBLHO MOATBEPKIeH (HOTO- M (MIIH)
BUIEOMATEpHATIaAMU.

B crpoke "OtTmeTka amnTeuyHOW oOpraHuzanuM o0 OTIycKe" CTaBUTCS OTMETKa alTe4yHOoM
opraHu3ani 00 OTIyCKE HAPKOTHYECKOTO (MCUXOTPOIHOr0) JIEKAPCTBEHHOTO TMpemnapaTta (c
yKa3aHHEM HaUMEHOBAaHMSA, KOJUYECTBA OTMYIIEHHOTO HApKOTHUYECKOro (TICUXOTPOIHOIO)
JIEKapCTBEHHOI'0 Ipernapara W JaThl €ro OTIyCKa), KOTopas 3aBepsAercs MOANHUCHIO pabOTHHKA
anTeYyHOM OpraHu3aliM, OTIYCTHBILET0 HAPKOTHMYECKUHM (IICUXOTPOIHBIN) JIeKapCTBEHHBIH
npenapar (¢ ykazaHueMm ero (aMuiInd, UMEHM, OT4ecTBa (IIOCIEAHEE - MPU HAIMYUHU), a TaKxKe
KPYIJION MeYaThlo anTeYHO OpraHu3aluy, B OTTUCKE KOTOPOH TOHKHO OBITh MAEHTH()HUIUPOBAHO
MIOJIHO€ HAMMEHOBAaHME allTeYHON OpPraHU3alNH.

10. Ha omunom penentypaom Omanke opmbel N 107/y-HII pa3pemiaercst oCymecTBIsITh HAa3HAYCHHUE
TOJILKO OJTHOTO HAUMEHOBAHWSI JICKAPCTBEHHOTO Tperapara.

11. UcnpaBneHus B peLenTe He JOIMyCKalOTCs.

I1. Opopmirenne peuenra B popMe 3JIEKTPOHHOT0 IOKYMEHTA

12. Penent B (popMe AJIEKTPOHHOTO JOKYMEHTA, MOAMHCAHHOTO YCHUJIEHHOW KBaIu(UIIMPOBAHHOMN
ANEKTPOHHOU MOAMUCHI0, POPMUPYETCS MEAUIIMHCKUM PpaOOTHUKOM, CBEJICHHSI O KOTOPOM BHECEHBI
B (bemepanbHBIA PErvCTp MEIUIMHCKUX PAOOTHHKOB <2>, a Tak)Ke MPH YCJIOBUU PETUCTpAIUU
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MEAWIIMHCKOW OpraHu3alud, B KOTOpPOW oOdopMisieTcs penent, B (QeaepalbHOM peecTpe
MEIIMIIMHCKUX OpTaHM3aIuid <3> eIWHON TOoCyIapCTBEHHOW WH(OPMAIMOHHOW cHCTeMBl B cdepe
31paBOOXPAHEHUS. M TOJAKIIOYEHUS TaKOW MEAMIMHCKOM OpraHu3alMid K TOCYJapCTBEHHOU
nH(pOpMaIMOHHOM cucTeme B cdepe 3apaBooxpaHeHus cyorekta Poccuiickoit deneparun <4>.

<2> Yacte 4 crateu 91.1 ®enpepanpuHoro 3akona N 323-®3 (CobOpanue 3aKOHOJATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<3> Yactp 4 cratbu 91.1 dDenpepanpHoro 3akona N 323-®3 (CobpaHue 3aKOHOJATEIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<4> Cratbu 91 u 91.1 denepanbhoro 3akoHa N 323-D3 (Cobpanue 3akoHoaTeabcTBa Poccuiickoii
Oenepannn, 2011, N 48, ct. 6724).

13. Tlo TpeOoBaHMIO TalMieHTa WM €r0 3aKOHHOTO MpPEICTaBUTENS OGOPMIISETCS 3K3EMIULIP
perenta B (GoOpMe 3IEKTPOHHOTO JOKyMEHTa Ha OyMa)KHOM HocuTene ¢ oTMeTkoi "JlyOomukat
3JIEKTPOHHOTO JOKyMEHTa".
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