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3apeructpupoBano B Muntocte Poccun 30 HostOps 2021 . N 66124

MWHUCTEPCTBO 3APABOOXPAHEHUA POCCUACKOWU ®EOEPALINA

NMPUKA3
oT 24 Hos6pA 2021 . N 1094H

Ob YTBEPXOEHWUU NMOPAOKA
HA3HAYEHUA NNIEKAPCTBEHHbIX NMPEMNAPATOB, ®OPM PELIENTYPHbIX
BITAHKOB HA JIEKAPCTBEHHbIE MNMPEMAPATbI, MOPAOKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YHYETA U XPAHEHUA, ®OPM BJIAHKOB
PELENTOB, COOAEPXALLUMUX HABHAYEHUE HAPKOTUYECKUX CPEACTB
UK NCUXOTPOIHbIX BELLECTB, MNOPAAKA UX N3TOTOBJIEHUA,
PACMNPEAOENEHUA, PETUCTPALUUN, YYETA U XPAHEHUA,
A TAKXE NMPABUIT O®OPMJIEHUA BJTIAHKOB PELIEINTOB,
B TOM YNCJIE B ®OPME 3NEKTPOHHbLIX AOKYMEHTOB

B cootBetrcTBUM ¢ myHkTOM 16 yactu 2 crareu 14 @enepanbHoro 3akoHa ot 21 HostOps 2011 . N 323-
@3 "OO0 ocHOBax oxpaHbl 3M0pOBbs TpaxkaaH B Poccuiickoit denepanun" (Cobpanue 3aKOHOAATENLCTBA
Poccuiickoit ®enepannu, 2011, N 48, ct. 6724; 2017, N 31, c1. 4791), mynkrom 2 crarbu 26 OenepaabHOTO
3akoHa OT 8 sHBapsa 1998 . N 3-®O3 "O HapkOTHUUECKUX CpPEICTBAaX M IICUXOTPOIHBIX BewiecTnax'
(Cobpanme 3akoHomarenbcTBa Poccmiickoit @eneparuu, 1998, N 2, ct. 219; 2017, N 31, ct. 4791),
noanyHkramu 5.2.177, 5.2.178 u 5.2.179 nyunkra 5 Ilonoxxenuss o MuHUCTEPCTBE 3ApaBOOXPaHECHUS
Poccuiickont ®enepanuu, yrBepKAeHHOro rnocranosiaenueM IIpasurenscTBa Poccuiickoit denepanuu or
19 urons 2012 . N 608 (CoOpanue 3akoHonatensctBa Poccuiickoit @eneparuu, 2012, N 26, ct. 3526; 2015,
N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N 43, ct. 7258), npuKa3biBaro:

1. YTBepauTs:
[Topsiiok Ha3HAUYEeHMS JIGKAPCTBEHHBIX MPEMApPaTOB COIacHO npuioxkeHuto N 1;
(dbopMBI perlenTypHbIX OJaHKOB Ha JIEKAPCTBEHHBIE MIPETaparhl COrIacHO MpUioxkeHuto N 2;

[Topsiiok oopmiteHHs pelenTypHbIX OJaHKOB Ha JICKAPCTBEHHBIE MTPENaparhl, X y4eTa U XpaHeHUs
comniacHo npuioxenuto N 3;

(dbopMbI OITaHKOB PEIENTOB, COMEPKAIINX HA3HAYECHNUE HAPKOTHYECKUX CPEICTB HIIM TICUXOTPOITHBIX
BEILIECTB, COITIACHO MPUIIOKEHUIO N 4;

HOpH}IOK H3TOTOBJICHUSA, PACTIPCACIICHHA, PCTUCTPALIMU, YUCTA U XPAHCHUA PCUCIITOB, COACPKAIIUX
HAa3HAYCHUEC HAPKOTUUYCCKUX CPCACTB UJIN IICUXOTPOIIHBIX BEHICCTB COMIACHO IMPHUIIOKCHHUIO N 5;

[IpaBuna odopmMieHUsT PEHEenTOB, COACPXKAIIMX Ha3HAUCHWE HAPKOTUYECKUX CPEACTB W
TICUXOTPOTHBIX BEIIECTB, B TOM YUCIIE B (POPME AIEKTPOHHBIX TOKYMEHTOB COTIIACHO MPUIOKEHUIO N 6.

2. Ilpr3Harh yTpaTUBIIMMH CHILY:

npuka3 MunucrepcTsa 3apaBooxpanenus Poccuiickoit @eneparuu ot 1 aBrycra 2012 . N 541 "O6
yTBEpKIACHUH (OpMbI OJAHKOB PELENTOB, COAEpKAIIUX Ha3HAY€HHWE HAPKOTUYECKUX CPEICTB WM
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NICUXOTPOIHBIX BEIIECTB, OPSIIKA UX U3TOTOBJIECHUS, paCIIPE/ICIEHUs], pETUCTPALlUH, yuyeTa U XpaHeHHUs, a
Takke npasmi odopmiieHus" (3apeructpupoBad MunuctepcTBom roctuiu Poccuiickoit ®eneparym 15
asrycra 2012 1., peructparmonssiii N 25190);

npuka3 Munucrepcrsa 3apaBooxpanenus Poccuiickoin @enepaunn ot 30 utona 2015 r. N 3851 "O
BHECEHUU M3MEHEHUN B puka3 MuHucrepcTBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 1 aBrycra
2012 . N 541 "O06 ytBepxkacHuu (hopMbl OIAHKOB PEIENTOB, COACPKAIMUX Ha3HAYCHUE HAPKOTHUECKUX
CPEICTB WJIM IICUXOTPOITHBIX BEIIECTB, MOPSIIKA UX U3TOTOBIICHUS, paCIIPECIICHUs, PETUCTPALIUH, YUeTa U
XpaHeHus, a Takxke MpaBuwil opopmiieHHs" (3aperucTpupoBaH MUHHUCTEPCTBOM rocTULMU Poccuiickoit
Oenepanuu 27 Hos6pst 2015 1., peructpanmonnsiii N 39868);

npuka3z MunucrepcTsa 3apaBooxpanenust Poccuiickoit @enepanuu ot 21 anpens 2016 . N 254u "O
BHECEHUHU U3MEHECHHH B MprKa3 MuHUCTEpCTBa 31paBooxpaneHus Poccuiickoit denepamnuu ot 20 nexadps
2012 . N 11751 "O0 yTBepkaeHUM MOPSAKA HA3HAYCHHS U BBINMCHIBAHUS JIEKAPCTBEHHBIX MIPENAapaToB, a
Takke (OpM pelenTypHbIX OTaHKOB HA JIGKAPCTBEHHBIC Mpenaparhl, Mopsaka opOopMIICHHS yKa3aHHBIX
ONaHKOB, WX ydeTa M XpaHeHUs' W mpwiokeHne N 2 K mpukasy MUHHCTEPCTBA 3ApaBOOXPAHEHUS
Poccuiickoit ®enepauuu ot 1 aBrycra 2012 . N 541 "OO6 ytBepxkaeHuu (HopMbl OTaHKOB PELIETITOB,
colepXkallluX Ha3HaYeHHE HApPKOTHUUYECKUX CpPEIACTB WM IICUXOTPOIHBIX BEILECTB, MOpAJIKAa HX
W3TOTOBIICHUS, PACIpeeeHHs], PEerucTpaluy, ydeTa W XpaHeHHus, a Takke MpaBuwil odopmieHus"
(3apeructpupoBan  MwunHcTepcTBOM toctunmu  Poccuiickoit  ®enepanmu 18  wuronms 2016 T,
peructpanronabii N 42887);

IIYHKT 4 U3MEHEHU, KOTOpbIE BHOCSTCS B HEKOTOPbIE ITpHKa3bl MUHHCTEPCTBA 3paBOOXPAHEHUS U
conuanbHoro pa3putus Pocculickoii ®denepanu U MuHucTepcTBa 3/paBooXxpaHeHus Poccuiickoit
@enepauuu 1Mo BompocaM oOOpallleHUsl JIEKapCTBEHHBIX IIPENapaTroB, COAEpXKAIUX HApKOTUYECKUE
CPEICTBa, ICUXOTPOIIHBIE BEINECTBA M MX IPEKYypCOpPbI, M JIEKAPCTBEHHBIX CPEICTB, IOIJICKALIUX
[IPEIMETHO-KOJIMYECTBEHHOMY Y4eTy, YTBEp)KIEHHBIX IpUKa3oM MUHUCTEPCTBA 3/paBOOXPaHEHUS
Poccuiickoit ®@enepanun ot 31 okrsaops 2017 . N 882H (3apeructpupoBaH MUHUCTEPCTBOM IOCTHIIMU
Poccuiickoit denepanun 9 supaps 2018 1., peructparuonssiii N 49561);

npuka3 MuHucTepcTBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 11 gexadps 2019 . N 1021n
"O BHeceHuU n3MeHeHul B mpuiioxkeHus N 2 u 4 k npukasy MuHucrepcTsa 31paBooxpaneHus Poccuiickoit
@enepanuu ot 1 aBrycra 2012 . N 54n "OO0 yTBepkaeHUH (OpPMbI OJAHKOB PELIENITOB, COAEPIKAIINX
Ha3HAYE€HWE HApPKOTMYECKHX CpPEJACTB WJIM IICUXOTPOINHBIX BELIECTB, MOpSAKAa MX HW3TOTOBJIECHMS,
pacripesiesieHus,, perucTpalny, yyera U XpaHEHUs, a Takke MpaBui opopmieHus" (3aperucTpupoBaH
MunuctepctBoM roctutiuu Poccuiickoit @eneparuu 28 suBaps 2020 1., peructparmonasii N 57293);

npuka3 MuHucTepcTBa 3apaBooxpanenus Poccuiickoit denepannu ot 8 okrsa6ps 2020 . N 10761 "O
BHECEHMU M3MeHeHUH B [lopsaok perucrpanuu, yuera U XpaHeHUs CIIEHUaIbHBIX PELENTYPHBIX OJIaHKOB
Ha HapKOTUYECKHE CPEICTBA WJIM IICUXOTPOIHBIE BEIIECTBA, YTBEPXKACHHBIN NpPUKa30M MHHHCTEPCTBA
3apaBooxpaHeHus Poccuiickoit ®enepaumu ot 1 asrycra 2012 . N 54" (3apeructpupoBaH
MunuctepctBoM toctuninu Poccuiickoit deneparuu 13 Hosa6pst 2020 1., peructpannoHasiii N 60898);

npuka3z MunucrepcTsa 3apaBooxpanenusi Poccuiickoit denepanun ot 14 suBaps 2019 . N 4u "O6
YTBEP)KJICHUM TMOpsAKa Ha3HAuUeHHs JIEKapCTBEHHBIX IIpernaparoB, (OpM pelenTypHbIX OJIaHKOB Ha
JIEKapCTBEHHbIE Mpenaparbl, MOpsAaka OQOpPMIIEHHS YyKa3aHHBIX OJAHKOB, WX YydeTa U XpaHeHus"
(3apeructpupoBan MuHucrepctBom roctunuu - Poccuiickoir  ®epepanuun 26 mapra 2019 T,
peructpanronssiii N 54173);

npuka3 MuHucTepcTsa 3apaBooxpanenus Poccuiickoit @eneparuu ot 11 gexadps 2019 r. N 1022n
"O BHeceHMM HM3MEHEHMI B mIpuka3 MunucrepcTBa 3apaBooxpaneHus Poccuiickoit ®@enepanuu ot 14
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saBaps 2019 . N 4u "OO yTBepXXIACHUHU TMOpPSAKAa HAa3HAYCHHs JICKAPCTBEHHBIX IpernaparoB, (hopm
pelenTypHBIX OJaHKOB Ha JICKAPCTBEHHBIC IMpemaparhbl, Mopsiaka oQopMIIeHUsT YKa3aHHBIX OJIAHKOB, WX
ydeTa W xpaHeHus" (3apeructpupoBaH MuHHCTEpCcTBOM IocTunivu Poccuiickoit @enepanuu 28 sHBaps
2020 r., peructpanuonssiii N 57292);

npuka3 MunucrepcTa 3apaBooxpanenns Poccutickoit @eneparuu ot 8 okTsi0ps 2020 . N 10751 "O
BHECEHUU W3MEHEHUH B MOPSAOK HA3HAYCHUS JICKAPCTBEHHBIX IMPENaparoB, YTBEPKICHHBIA MPUKA30M
MunucrtepcTBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 14 suBaps 2019 r. N 41" (3apeructpupoBaH
MunuctepctBoM toctuiinu Poccuiickoit @eneparuu 22 nexadps 2020 r., peructpanuoHubii N 61695);

nyHKkT 3.8 WHCTpykuMH O MOpsJIKEe BBIMHMCHIBAHUS JIGKAPCTBEHHBIX IMpEnapaTtoB U oQOpMIICHUs
peuenToB v TpeOOBAHUI-HAKIAAHBIX, YTBEPKACHHOW MpPHUKa30M MUHHUCTEPCTBA 3IPAaBOOXPAHEHUS M
conuanpHOro pasButus Poccuiickoit ®enepanuu ot 12 depans 2007 r. N 110 "O nmopsiake Ha3HAYSHUS U
BBIMTMCHIBAHUS JICKAPCTBEHHBIX IIPENapaToB, U3I€TUN MEIUIIMHCKOTO HA3HAYEHHS U CIICIIUATU3UPOBAHHBIX
MIPOAYKTOB JieueOHOro muTaHus" (3apeructpupoBan MuHUCTEpCTBOM tocTtulinu Poccuiickoit @enepanuu
27 ampenst 2007 ., peructpannoHubiii N 9364);

nprka3 MUHHCTEpCTBA 3ApaBOOXPAHEHUS U colMaIbHOro pa3Butusa Poccuiickoit @enepanuu ot 17
Mmast 2012 . N 5621 "OO0 yrBepxnenun Ilopsiaka oTmycka GU3NIeCKIM JIMIAM JIEKAPCTBEHHBIX IIPENapaToB
IUIE MEIUMIMHCKOTO IPUMEHEHHs, COAEpKAIlUX KpOME MallblX KOJIMYECTB HApKOTUYECKHX CPEICTB,
IICUXOTPOMHBIX BELIECTB M MX IHPEKypcopoB JApyrue (HapMakoJIOTHYeCKUe AaKTUBHBIE BellecTBa'"

(3apeructpupoBan MunuctepcTBoM rocturinu Poccutickoit denepanuu 1 urons 2012 1., perucTpanvoHHbINA
N 24438);

IIyHKT 2 U3MEHEHUH, KOTOPbIE BHOCATCSA B HEKOTOpbIE TPUKa3bl MUHUCTEPCTBA 3PABOOXPAHEHUS U
conuanbHOro  pasputus  Poccuiickonn  ®Denepanuu, YTBEPKIACHHBIX IPHKa3oM  MMHHCTEpCTBA
3npaBooxpanHeHus: Poccuiickoit ®eneparmu ot 10 wmrons 2013 . N 3691 (3apeructpupoBaH
MunuctepctBom roctuniuu Poccutickoit @eneparuu 15 uronsa 2013 1., peructpanrionnsii N 29064);

npuka3 MunucrepcTBa 3apaBooxpanenus Poceuiickoit denepanuu ot 21 arycra 2014 . N 4651 "O
BHECEHMHM HW3MEHEHUN B TMOPSIOK OTIyCKa (PU3NYECKUM JIMLAM JIEKAPCTBEHHBIX IpEenaparoB Jis
MEIMIMHCKOTO TIPUMEHEHUS, COIEpPXKAIIMX KpOME MallbIX KOJIMYECTB HAPKOTUYECKUX CPEICTB,
NICUXOTPOMHBIX BEIIECTB W HUX MPEKypcopoB Jpyrue (papmMakoIOrnyeckue akTHBHBIE BEIIECTBA,
YTBEPKACHHBIN TpUKa3oM MUHHCTEPCTBA 3ApPAaBOOXPAHEHUS W COLMAIBHOrO pa3BuTus Poccuiickoit
@enepaunn ot 17 mas 2012 . N 562" (3apeructpupoBaH MuHHcTepcTBOM IocTulinu Poccuiickoit
®enepanyu 10 centsops 2014 r., peructpannonnslii N 34024);

NYHKT | U3MEHEHMH, KOTOpbIE BHOCATCS B HEKOTOPbIE MPUKa3bl MUHUCTEPCTBA 3paBOOXPAHEHUS U
couranbHoro passutus Poccuiickon @enepaunu v MuHHCTEpCTBa 3ApaBooXpaHeHus Poccuiickon
®denepanny, yTBEpKISHHBIX pUKa3oM MuHHcTepcTBa 3apaBooxpanenust Poccuiickoit denepanuu ot 10
ceHtsiOps 2015 . N 634n (3apeructpupoBaH MunuctepctBoM roctuumu Poccuiickoit @eneparuu 30
ceHTs10ps 2015 r., peructpanuonssiii N 39063);

IIYHKT 3 U3MEHEHMH, KOTOPbIE BHOCATCS B HEKOTOPBIE NTPUKa3bl MUHUCTEPCTBA 3paBOOXPAHEHUS U
conuranbHOro passutusi Poccuiickonn @enepanunn u MuHHCTEpCTBa 3ApaBooXpaHeHus Poccuiickoin
@enepany 1Mo BOIpocaM oOpalleHHsl JIKapCTBEHHBIX MPENapaToB, COJEpXKAaIlUX HAapKOTHYECKHE
CpEICTBa, ICUXOTPOMHBIE BEHIECTBA M HX MPEKypPCOPOB, U JIEKAPCTBEHHBIX CPEICTB, IMOAJIEKALIUX
IIPEIMETHO-KOJIMYECTBEHHOMY Y4ETy, YTBEPXKIEHHBIX IpUKa30oM MUHUCTEPCTBA 3paBOOXPAHEHHUS
Poccuiickoit @enepanuu ot 31 oktsiops 2017 . N 882H (3apeructpupoBaH MUHUCTEPCTBOM OCTHIIUH
Poccuiickoit denepaunu 9 suBaps 2018 r., peructpaunonssiii N 49561).
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3. Peuentypusie Omanku ¢opmbr N 107/y-HII, u3roroBieHHBIE 10 JHS BCTYIUICHHS B CHITY
HACTOSIIETO MPUKa3a, MOT'YT ObITh UCTIONB30BaHbI 10 1 Mapta 2023 roxa.

4. Hacrosimuii npukas BcTynaeT B cuiy ¢ 1 mapra 2022 1. u gelictByer 10 1 mapra 2028 1.

MunucTp
M.A.MYPAIIKO

[Ipunoxenue N 1

K IpuKa3zy MUHHCTEpPCTBA 3/IpaBOOXPAHEHHUS
Poccuiickoit ®enepanuun

ot 24 Hos0ps 2021 . N 1094n

noPAAOOK HASHAYEHUA NEKAPCTBEHHbIX NMPEMNAPATOB
. O6wme nonoxeHus

1. Ha3nadyeHume JI€KapCTBEHHBIX IIPEMaparoB IS MEIUIIMHCKOIO MPUMEHEHus (majnee -
JICKapPCTBEHHBIC Tpemaparhl) OCYMIECTBIICTCS JICUAllUM BpadoM, (esbaiiepoM, aKyliepKod B cirydae
BO3JIOKCHHSI HA HUX ITOJTHOMOYHMH JICUaIlero Bpava, Mpy OKa3aHUHW MEIUITMHCKOMN ITOMOIIHM B METUITMHCKUX
opranuzanusax <I>, B TMOpsAKe, YCTAaHOBJIEHHOM TIpUKa3oM MUHHCTEPCTBA 3/IPAaBOOXPAHEHUS U
couuansHOro pa3Butust Poccuiickoii @eneparuu ot 23 mapta 2012 . N 2521 "O6 ytBepxaenuu [lopsaka
BO3JIOKEHUS Ha (enpaliepa, aKyluepKy pyKOBOAUTEIEM MEIMIIMHCKOM OpraHU3alMK MPU OpTaHU3aIllud
OKa3aHMs TEPBUYHON MEIUKO-CAHUTAPHOM MOMOIIM U CKOPOM MEIUIMHCKOM MOMOIIM OTIEIbHBIX
(YHKIHMI JIedalero Bpaya mo HemoCpeACTBEHHOMY OKa3aHUIO0 METUITMHCKON TTOMOIIIH MAIlUEHTY B MEPUO]T
HAOMIONEHUs 32 HUM W €ro JICYeHHUs, B TOM YHWCJE MO HA3HAYCHUIO U MPUMEHEHHIO JIEKapCTBEHHBIX
MpenaparoB, BKJIIOYAsi HAPKOTUYECKHE JICKAPCTBEHHBIE Mpenaparbl U TCUXOTPOIHBIC JIEKApPCTBEHHBIC
npenaparbl’  <2>, WHAMBUAYAJIBHBIMU MPEANPUHUMATEISIMHU, OCYIIECTBISIOMIMMHU  MEAUIIMHCKYIO
NeSITENIbHOCTb (Jaee - MeIUIMHCKUE PAOOTHUKH).

<1>Ilynkr 11 cratbu 2 @enepanbHoro 3akoHa oT 21 Hoa0pst 2011 . N 323-D3 "OO0 ocHOBaxX 0XpaHbl
310poBbs rpaxaaH B Poccuiickoit @enepanuu” (CoOpanue 3akoHonarenscTBa Poccuiickoit denepannu,
2011, N 48, ct. 6724, 2019, N 52, c1. 7796) (nanee - ®eaepanbubiii 3akoH N 323-D3).

<2> 3apeructpupoBad MunucrepcrsoM roctuimu Poccuiickoit ®enepanuun 28 ampens 2012 r,
peructpanvoHHbll N 23971 ¢ u3MeHEeHUsAMH, BHECEHHBIMU ITPUKa30M MUHHCTEPCTBA 3/IPaBOOXPAHECHUS
Poccuiickoit @eneparun ot 31 okrsi6ps 2017 . N 882H (3apeructpupoBaH MUHUCTEPCTBOM IOCTHIIMU
Poccuiickoit denepanuu 9 suBaps 2018 r., peructpannonssiii N 49561).

MenuuuHckuid pabOTHHK, O(OPMHUBIIMN pELENT ¢ HapyIIEHHEM HACTOSIIEro MOpsAaKa, HWIH
PYKOBOZIUTENb MEIUIIMHCKON OpraHU3aluy 00eceunBaloT CBOEBPEMEHHOE NepeodopmiieHrne TpedyeMoro
JUIS MTallUEHTa PeLenTa.

2. CBC,Z[CHI/ISI O HA3HAYCHHOM JICKAPpCTBCHHOM IIpCliapare (HaI/IMeHOBaHI/IC JICKApCTBCHHOI'O
npemnapara, 103UpPOBKa, CIIoco0 BBCACHHA W HNPUMCHCHUA, PCXKUM OO3UPOBAHUSA, MPOAJOKHTCIBHOCTD
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JiedyeHus: 1 000CHOBaHKME Ha3HAUYEHUs JIEKAPCTBEHHOTO IIpenapara) BHOCITCS MEAUIIMHCKUM paOOTHUKOM B
MEJUIIMHCKYIO IOKYMEHTAIMIO MMalleHTa.

B cnyuasx, ykazaHHeix B myHKTax 8 - 11 wHacrtosmero Ilopsaka, mMeauiuHCKHA pPaOOTHHK,
HA3HAYMBIIWK JICKAPCTBEHHBIN mpenapar, oQopmIIsseT Ha3HAYCHHE JICKApPCTBEHHBIX IMPEMaparoB, B TOM
qyCclie MOJIeKAIIMX H3TOTOBICHHUIO M OTIYCKY anTeYHbIMHM OpPraHHU3alMsIMH (J1ajee - JIEKapCTBEHHbIE
mpemaparbl MHAWBHIyaJIbHOTO M3TOTOBJICHHUS), HA PEIENTYpPHOM OlaHke, OpOPMIICHHOM Ha OyMakKHOM
HOCHUTEJIE 3a CBOCH MOANUCKHIO (1anee - perent Ha OyMakKHOM HOCHTENE), U (M) C COIVIacus MaIlieHTa
WINA €r0 3aKOHHOTO IpeACTaBUTeNs <3> Ha pelentypHoM OnaHke B (hopMe 3JIEKTPOHHOTO JJOKYMEHTA C
UCIOJIb30BaHUEM YCHJICHHON KBaJIU(UIIMPOBAHHON AJIEKTPOHHOM MOANKUCH MEAULMHCKOrOo pabOTHHKA
(manee - peuent B (popMe 3IEKTPOHHOTO JOKYMEHTA).

<3> [lynkr 2 cratbu 20 Genepanbroro 3akona N 323-03 (Cobpanue 3akoHoaarenbcTBa Poccuiickoi
®enepanun, 2011, N 48, cT. 6724; 2021, N 27, ct. 5159).

Penient B hopMe 311€KTPOHHOTO AOKYMEHTA, COJIEPKALINil Ha3HAUEHUE HAPKOTHYECKUX CPENICTB MU
ICUXOTPOIIHBIX BCHICCTB, IIOAIMMCBIBACTCA C HCIIOJIb30BAHUCM YCHHGHHOﬁ KBaHH(bHHHpOBaHHOﬁ
AIIEKTPOHHOM TMOAMKCH JIeYallero Bpaya win (esbamepa, akylmepky, Ha KOTOPbIX BO3IOXKEHBI (DYHKIIHH
JIeYaIlero Bpayua, ¥ COOTBETCTBYIOIIECH MEIUIIMHCKON OpraHu3anun <4>.

<4> Ilynkr 1 crarbu 26 ®enepanpHoro 3akoHa oT 8 sHBaps 1998 r. N 3-®3 "O HapkoTHUYECKUX
CpelcTBax M MCUXoTponHbIX BeniecTBax'" (CoOpanue 3akoHoaarenbeTBa Poccuiickoit denepanuu, 1998, N
2,ct1.219,2017, N 31, ct. 4791) (nanee - @enepanbublii 3ak0H N 3-D3).

Odopmiienne penientoB B GopMe IEKTPOHHBIX JOKYMEHTOB OCYIIECTBIISIETCS B CIydae MPUHSITHS
YTIOJIHOMOYEHHBIM OpPraHOM HCIIOJIHUTENbHON BlIacTH cyobekTa Poccuiickoit denepaninu B COOTBETCTBUU
c nyHktoM 4 crarbu 6 @PenepanbHoro 3akoHa or 12 ampens 2010 . N 61-®3 "O6 obOpamenuu
JIEKapCTBEHHBIX cpeAcTB" <5> pemieHuss 00 MCIOIB30BAHMU Ha TeppUTOpuU cyObekta Poccuiickoit
@denepauuy HapsAgy C peLeNnTaMd Ha JIEKapCTBEHHbIE Npenaparbl, O(QOpMIEHHBIMH Ha OyMa)KHOM
HOCHTENIE, pELENTOB Ha JIEKapCTBEHHBbIE Ipernaparbl, C(OPMHPOBAHHBIX B (OpME 3IEKTPOHHBIX
JTOKYMEHTOB.

<5> Cobpanue 3akonomarensctBa Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815, 2019, N 52, crt.
7793.

3. Ilpm BbIIMCKE DAalMEHTa W3 MEIUIMHCKONM OpraHu3aluy, B KOTOPOM €My OKa3blBaJlach
MEAMIIMHCKAsE TOMOIIb B CTAllMOHAPHBIX YCJIOBHSX, MPU HEOOXOIMMOCTH MPOAOIKEHUS IpHeMa
JIEKapCTBEHHOTO Tpenapara B aMOyJIaTOPHBIX YCIOBUSAX JAHHOMY MAIMEHTY MO PEIIeHUI0 PYKOBOIUTENS
MEAMIIMHCKOM OpraHu3aliy Ha3Ha4yaloTcs ¢ 0OPMIIEHHEM pellenTa B (popMe AMEKTPOHHOTO JOKYMEHTa U
(unm) Ha OyMa)kHOM HOCHTENe (3a UCKIIOYEHHEM O(QOPMIICHHUS PELIETITOB Ha JIEKapCTBEHHBIE MpenapaThl,
MOJIeKaIINe OTIMYCKY OeCIIaTHO WM CO CKUAKON) OO0 BbIaloTCs (MALMEHTY WIM €ro 3aKOHHOMY
MPEJCTaBUTEI0) OJHOBPEMEHHO C BBITMCKON M3 UCTOPUU OOJIE3HU JIEKApCTBEHHBIE MpPENapaTrhl, B TOM
YHCJIe HAPKOTUYECKHUE U TICUXOTPOITHBIE JIEKaPCTBEHHBIE ITpenaparsl, BHeceHHbIe B crincku I n I1I mepeuns
HAapKOTHMYECKUX CPEACTB, IICUXOTPONHBIX BEUIECTB U HX IPEKYPCOPOB, MOAJIEKAIIUX KOHTPOIK B
Poccuiickoit ®enepauuu, yrBepxkiaeHHoro IIpaButensctBom Poccuiickoit ®enepauun <6> (nanee -
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[lepedenn), CUIBLHOEHCTBYIONINE JICKAPCTBEHHBIC MPETaparsl, Ha CPOK MprUeMa MalueHTOM JI0 5 THEH.

<6> Ilynkt 2 crarbu 2 ®@eaepanbHoro 3akoHa N 3-D3 (Cobpanue 3akoHomareabcTBa Poccuiickoit
@enepaunn, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. Ha3HaquHe JICKapCTBCHHbIX HpenapaTOB HpI/I OKa3zaHuun MeI[HL[HHCKOﬁ IIOMOIIIHU B CTaI_II/IOHapHBIX
YCIIOBUSAX MOXKET OCYIICCTBISTHCS TOCPEACTBOM TPEOOBAHUI MEAMIIMHCKON OpraHU3aIiK, HalpaBJIsIeMbIX
B aIITCUYHBIC OpFaHI/I3aL[I/II/I, ABJIAOIIHNECCA CprKTypHLIMI/I HOHP%HCHCHI/ISIMI/I MCI[I/II_II/IHCKOI;’I OpF aAHN3alnuun.
<7>

<7> Ilynkr 54 crarbu 4 ®enepansHoro 3akoHa oT 12 ampens 2010 r. N 61-®3 "O06 obpaieHun
nexapcTBeHHbIX cpeacTB" (CoOpanue 3akoHonarenbcTBa Poccuiickoit ®enepanuu, 2010, N 16, ct. 1815;
2019, N 31, ct. 4456) (nanee - denepanpHbliii 3akoH N 61-D3).

5. Ha3naueHue JEKapCTBEHHBIX MPEMapaToB OCYIIECTBISETCS MEIUIMHCKUM pPAaOOTHUKOM TIO
MEXIyHApOIHOMY HEMaTeHTOBAHHOMY HAMMEHOBAHHIO, & TIPH €r0 OTCYTCTBUU - TPYIIIUPOBOYHOMY HIIH
XMMHYECKOMY HAaMMEHOBaHWIO. B  cioyyae OTCYTCTBUS  MEXIYHAPOJHOTO  HEMAaTEHTOBAHHOTO
HAaWMEHOBAHMS U TPYNIUPOBOYHOTO WM XMMHYECKOTO HAWMEHOBAHHUS JIEKQPCTBEHHOTO Ipernapara
JIEKapCTBEHHBIN Mpenapar Ha3HaYaeTcsd MEAUIIMHCKUM PaOOTHUKOM 10 TOProBoMy HauMeHoBaHui. [Ipu
HaJMIUU MEUIIMHCKUX MMOKa3aHUU (MHIMBHIyaIbHAs HETIEPEHOCUMOCTb, 110 KU3HECHHBIM MOKA3aHUSIM ) T10
pelieHr0 BpadyeOHON KOMHMCCHU MEIUIIMHCKOW OpraHu3aluud <8> OCYIIECTBISIETCS Ha3HAuYe€HUE H
odopmIleHNe Ha3HAYCHUS JICKAPCTBEHHBIX MTPENapaToB, HE BXOASIINX B CTAHAAPTHI MEIUITMHCKON TTIOMOIIIH,
pa3paboTaHHBIC B COOTBETCTBUH C MYHKTOM 14 crarbu 37 ®enepanbHoro 3akoHa N 323-03 <9>, wnu He
MPEAYCMOTPEHHBIX  COOTBETCTBYIOIIEH  KIMHMYECKOW  pPEKOMEHJaluei, Jub00 1O  TOPTOBBIM
HAaUMEHOBaHUSM. PemieHue BpaueOHOW KOMHCCHMM MEAMIIMHCKOM OpraHu3aiuu (UKCHUPYeTCs B
MEJUIIMHCKON JOKYMEHTAIUH MMallMeHTa U B )KypHaJe BpadeOHOW KOMUCCHH.

<8> [Ipuka3z MuHHUCTEPCTBA 3IPAaBOOXPAHEHUS M COIIMATILHOTO pa3BuTHs Poccuiickoit deneparuu ot
5 masg 2012 . N 502H "OO yTBEep)KICHMM MOpSAAKA CO3AAHUS U JAEATENbHOCTH BpauyeOHOM KOMHCCHH
MEAMIIMHCKOM opranuzanuun” (3apeructpupoBaH MunucrepctBoM toctunmu Poccuiickont denepanun 9
utoHs 2012 r., peructpanuonHslii N 24516) ¢ u3MeHEHUsIMH, BHECEHHBIMU NpPHUKa30M MUHHUCTEpCTBa
3apaBooxpaHeHus Poccuiickoit ®enepanun ot 2 gekabps 2013 . N 886H (3apeructpupoBaH
MunucrepcTBoM roctunnu Poccuiickoit @eneparun 23 nexadps 2013 r., perucrpaunonssiii N 30714).

<9> Cobpanue 3akonomarenbcTBa Poccuiickoit deneparuu, 2011, N 48, cT. 6724.

Ecim npu okazaHuM mManueHTy MEIUIIMHCKOM TIOMOIM B MEIUIIMHCKONW OpraHU3allk B
CTAIlMOHAPHBIX YCIOBHUSIX IO pPEHICHHI0 BpauyeOHOW KOMHCCHUM OCYIIECTBISIOTCS Ha3HAaueHUE U
MIPUMEHEHHUE JICKAPCTBEHHOTO Tpernapara ¢ KOHKPETHBIM TOPTOBHIM HAaMMEHOBAaHWEM, TO NMPH OKa3aHUU
JAHHOMY MAalMeHTy MEIWLIHUHCKOM IOMOIIM B WHOM MEIUIMHCKOM OpraHu3alMi B CTAllMOHAPHBIX
YCIOBHSIX, a TaKXe B aMOyJIaTOPHBIX YCJIOBHUSX OCYIIECTBIISIETCS Ha3HAYCHHE €My JIEKapCTBEHHOTO
npenapara ¢ TeM e TOProBbIM HauMeHoBaHueM <10>.
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<10> Ilynkr 2 nmocranonenus IIpaButensctBa Poccutickoin ®enepannu ot 30.06.2020 N 965 "O
BHeceHHH M3MeHeHHi B [IpaBuna GopMupoBaHus TEpEUHs JCKAPCTBEHHBIX CPENICTB, 3aKyIKa KOTOPBIX
OCYUIECTBIIIETCS B COOTBETCTBUU C UX TOPTOBHIMH HAMMEHOBAHUSIMHU, U O MPUMEHEHHUH JIEKAPCTBEHHBIX
MpermapaToB ¢ KOHKPETHBIMU TOPTOBbIMU HanMeHoBaHUsAMHU'" (CoOpaHue 3aKkoHoJaTenbcTBa Poccuiickoit
Odenepanuu, 2020, N 28, ct. 4422).

6. HaznaueHue jekapcTBEHHOTO IIperapara B perente Ha OyMa)kHOM HOCHUTEJIE WK peliente B hopme
ANIEKTPOHHOTO JOKyMeHTa opopMIIsSeTCs Ha UMsI TIAI[UeHTA, ISl KOTOPOTO MpeaHa3HAuYCH JICKapCTBEHHBIH
mpernapar.

Penient Ha 6ymakHoM HocuTese, opopMIileHHBIN Ha penentypHoM o6manke ¢popm N 107/y-HIT, N 107-
Iy, N 148-1/y-88, N 148-1/y-04(;1), yTBEp>KICHHBIX HACTOSIIUM IPHUKA30M, MOXET OBITH IOJy4YCH
MAIUEHTOM, €r0 3aKOHHBIM TPEICTABUTEIIEM WU JIMIIOM, UMEIOIINM O(GOPMIIEHHYIO B COOTBETCTBUU C
IpaXIaHCKHM 3aKOHOAATeNbCTBOM Poccuiickoit denepanuy TOBEPEHHOCTh OT TalMEHTa HA IPAaBO
MOJIyYEHUS TAaKOTO perenTa (Jajee - yrnoJHOMOYEHHOE JIUIIO).

[IpencraBienue JOBEPEHHOCTH HE TpeOyeTcs B Cilydae IMOJY4YeHHs pelenTa Ha JIeKapCTBEHHBIH
Ipernapar JUisi HHKypaOeabHOro 00JbHOIO Ha 3aBEPILIAIOIIEM 3Talle €ro KU3HH JIHMILIOM, OCYILECTBIISIOIUM
yXO 3a TakUM HMHKYypaOeslbHbIM OOJIbHBIM. B TakoM ciyyae MeIMIMHCKHI paOOTHUK BBIAAET JIULLY,
OCYIIECTBIISIONIEMY YXOA 32 WHKypaOelnbHBIM OOJNBHBIM, JOKYMEHT, MOATBEPKIAIONINN HHKYpaOeIpbHOe
COCTOsIHUE OOJILHOTO, COZIEPIKAIUi CBE/IEHUS O JIUIIE, KOTOpOoe Oy/IeT M0TyyaTh JIEKapCTBEHHbIE penaparsl
10 peuenty (pamuius, UMsi, 0OTYECTBO (IIOCIEAHEE - IPU HAIMYUU), BUJ, CEpUsI U (UM ) HOMEpP JOKYMEHTAa,
YAOCTOBEPSIOLIETO JINYHOCTD), 3aBEPEHHBII NOANUCHIO U MEeYaThl0 JAaHHOTO MEIUIIMHCKOro pabOTHUKA, a
TaK)Ke NIEYaThl0 MEIMIIMHCKON OpraHU3aliH.

JIOKyMeHT, TMOATBEPKIAIONUN HHKYpabeIbHOE COCTOSHHE OONBHOTO, OCTAeTCs B alTEUHOM
OpraHu3alMH.

Penient B ¢opme 31EKTPOHHOTO JOKYMEHTa (OPMUPYETCS C HUCIOJIIb30BaHMEM TOCYAapCTBEHHOM
nH(OPMaILIMOHHOMN CUCTEMBI B cpepe 3apaBooxpaHeHus cyobekra Poccuiickoit denepannn, MEIULUHCKON
MH(POPMALIMOHHOM CUCTEMBI MEIUIIMHCKOM opraHu3anuu <11>.

<I1> Cratbu 91 u 91.1 ®enepanbHoro 3akoHa N 323-03 (Cobpanue 3akoHonatenbcTBa Poccuiickoit
®enepanun, 2011, N 48, cT. 6724; 2021, N 27, ct. 5141).

@akT BbBIIAUM pelenTa Ha JIGKAPCTBEHHBIM Ipernapar 3aKOHHOMY IIPEJICTAaBUTENI0 WIH
YTIOJIHOMOYEHHOMY JIUIY (PUKCUPYETCS] B MEAMLIMHCKOHN IOKYMEHTALMH MallUeHTA.

7. MeauuMHCKUM paOOTHHKAM 3ampeuiaercss opopMiIsTh perenTsl MPH OTCYTCTBHM Yy MAallMeHTa
MEAMIMHCKMX TIOKa3aHWM; Ha HE3aperuCTPUPOBAaHHBIE JIEKApCTBEHHBIE Impenaparbl <12>; Ha
JIEKapCTBEHHBIE Mpenaparbl, KOTOPbIE B COOTBETCTBUU C MHCTPYKIUEH MO MEAMIIMHCKOMY MPUMEHEHHUIO
IIpEeIHA3HAYEHbI JJI1 IPUMEHEHUS TOJIBKO B MEAUIIMHCKUX OPTaHU3ALMSX; HA HAPKOTUUECKUE CPENCTBA U
MICUXOTPOIHbIE BellecTBa, BHeceHHble B crnucok Il Ilepeuns, 3apeructpupoBaHHBIE B KaueCTBE
JIEKapCTBEHHBIX IIPENAPaTOB, B LIEIAX IPUMEHEHUS [ JIEUEHNUs] HAPKOMaHHH.

<12> Pemenue Coera EBpasuiickoif sxoHOMHUYecKol kKomuccuu oT 3 HosOps 2016 . N 78 "O
[IpaBuiax permcrpanmuyd M SKCIEPTU3BI JICKAPCTBEHHBIX CPEACTB JUII MEIUIUHCKOTO TNPHMEHEHHS "
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(ourmanpHBI caliT EBpa3uiickoro 3KOHOMUYECKOTO COr03a http://www.eaeunion.org/, 21 Hosiopss 2016 1.).
Cratps 13 ®enepansroro 3akoHa N 61-D3 (Cobpanne 3akoHonarenscTBa Poccutickoii @eneparum, 2010,
N 16, ct. 1815; 2020, N 14, ct. 2028).

WuauBuayanbHbIM — NPEANPUHUMATEIAM,  OCYIIECTBISIIOIIMM  MEAMLIMHCKYIO  JCSITEIbHOCTD,
JOMOJTHUTENBHO K TpeOOBaHWSAM, YKa3aHHBIM B a03alle IMEepBOM HACTOSIIErO ITyHKTa, 3alpeniaeTcs
o(opMIIATE penenThl Ha HAPKOTUYECKHE CPEJCTBA U IICUXOTPOIIHBIE BEIIECTBA, BHECEHHbIE B criuckH I n
IIT Ilepeuns (najnee - HapKOTMYECKUE U IICUXOTPOIHBIE JEKapcTBEHHblE mpemnaparbl cnuckos II u 11
[Tepeuns).

8. Ilpm Ha3HaYeHMM HAPKOTUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX IHpenaparoB crucka Il
[Tepeust, 3a MCKJIIOYEHHEM JIEKAPCTBCHHBIX TMPEMapaToB B BHUJE TPaHCIEPMAIbHBIX TEPAECBTHYCCKHUX
CHCTEM M JIGKAPCTBEHHBIX IPEMaparoB, COACPKAIIMX HAPKOTUYECKOE CPEICTBO B COUYCTAHHUH C
AHTArOHHUCTOM OMMOUIHBIX PEIETITOPOB, PELEHTHI Ha OyMa)KHOM HOCUTEJIe OPOPMIIIOTCS Ha PEICITYPHOM
omanke Gopmel N 107/y-HII.

9. Penientypusiit Omank ¢popmbl N 148-1/y-88 odopmiisercs npu Ha3HAYCHUU:

1) HapKOTHYECKHX M TCHUXOTPOIHBIX JIEKAPCTBEHHBIX TMpenaparoB crnucka Il Ilepeuns B Bume
TPaHCAEPMAJIbHBIX TEPANEBTUUECKUX CHCTEM, HAPKOTHUECKUX JIEKAPCTBEHHBIX IpemnaparoB crucka [l
[Tepeuns, cogepkammx HAPKOTUYECKOE CPEACTBO B COUETAHUU C aHTAarOHUCTOM OMUOUIHBIX PELENTOPOB,
IICUXOTPOIHBIX JIEKAPCTBEHHBIX Npernaparos crincka I [lepeuns;

2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPEMAPATOB, COMEPKAIINX:

a) KOJICMH MJIM €ro COJM (B IepecyeTe Ha YUCTOE BEUIECTBO) B KoiuyecTBe 10 20 MI' BKIFOUUTEIBHO
(1a 1 o3y TBepmo JiekapcTBEHHOU (hopMbl) WK B kosnyecTse 10 200 Mr BritounTenbHO (Ha 100 mut mnm
100 r »*uaKoii 1ekapcTBeHHON (POPMBI 1151 BHYTPEHHETO IPUMEHEHHUS );

0) nceBnoddenprHa ruapoXJIOpu I B KOJU4IecTBe, MpeBbimaromniemM 30 mr, u 10 60 Mr BKIFOUUTEITEHO
(na 1 no3y TBepO¥ JIeKapCTBEHHOU (OPMBI);

B) nceBa03(eaprHa rUIPOXJIOPU]] B KOJIMYECTBE, IpeBblmaromeM 30 mr, 1 10 60 Mr BKIIIOYUTEIBHO
B COYETaHHM C JEKCTpPOMETOp(paHOM I'HIpoOpPOMHUAOM B KoluyecTBe, npesbimatomeM 10 mr, u 10 30 mMr
BKJIFOUMTENBHO (Ha 1 103y TBepoi JekapCcTBEHHOU (hopMbI);

r) nekcrpomeropdana rugpodpomus B koaudectse 10 200 mr BitounteabHo (Ha 100 M umum 100 ¢
KHUJIKOH JIEKapCTBEHHON (POPMBI 1J11 BHYTPEHHETO IPUMEHEHU );

1) a¢enpuHa THAPOXJIOpU] B KoiuuecTse, npesbimatonieM 100 mr, u 10 300 Mr BKJIFOUYUTENBHO (Ha
100 ma mim 100 r sxuIKON JeKapCTBEHHOM (POPMBI Il BHYTPEHHETO IPUMEHEHHUS);

e) sdenpuHa THIPOXJIOpPUI B KommdectBe A0 S50 Mr BkiIrouuTenbHO (Ha | 103y TBepnoid
JIEKapCTBEHHOH (OpMBI);

k) (heHUIIPONaHOJIAMHH B KOJMYECTBE A0 75 MT BKJIIOUUTENBHO (Ha 1 103y TBEpAO IeKapCTBEeHHOM
dbopmbl) wn g0 300 mr rmrountenbHO (Ha 100 Mi mam 100 T KuAKON JeKapcTBEHHON (DOpPMBI s
BHYTPEHHETO IPUMEHEHUS);

3) heHoOapOUTaI B KOJTUYECTBE 10 15 MT BKITIOUUTENHHO B COYETAHUU C KOJICMHOM (HJIH €T0 COJISIMU)
HE3aBHCHMO OT Kojnm4uecTBa (Ha 1 103y TBepaoit iekapCTBEHHOU (HOPMBI);
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1) pernobGapOuTan B konuaecTBe 10 20 MT BKIIFOUUTEIBLHO B COYETAHUU C APEAPHHOM THIPOXIOPUIOM
HE3aBUCUMO OT KonmdecTBa (Ha 1 103y TBEpO# JieKapCTBEHHOH (OPMBI);

K) XJIOPAMA3EMOKCU] B KOJIUYeCTBE, mpeBbimatomemM 10 mr, 1 10 20 Mr BKIOYUTENBHO (Ha 1 103y
TBEPJIOM JIEKapCTBEHHON (POPMBI);

3) JNeKapCTBEHHBIX MpPENapaToB HHAMBHYaIbHOIO HM3TOTOBJIEHUS, COAEPKAIIUX HAPKOTHYECKOE
CpeACTBO WM TcuXoTporHoe BemecTBo crnucka Il Ilepeuns, u apyrue ¢apMakoiIorndecKkue aKTHBHBIC
BEIIIECTBA B J103€, HE MPEBBILIAIOLICH BBICIIYIO Pa30BYIO 103y, U IPH YCIOBUH, YTO 3TOT KOMOMHUPOBAHHBIN
JIEKapCTBEHHBIN IIPenapar He SBISIETCS HAPKOTUYECKUM MIIU IICUXOTPOIIHBIM JIEKAPCTBEHHBIM IIPENIapaTOM
criucka Il [lepeuns;

4) JnexkapCTBEHHBIX IPENaparoB, BKJIIOUEHHBIX B IIEPEUYEHb JIEKAPCTBEHHBIX CPEACTB UL
MEIUIUHCKOTO IPUMEHEHHU S, OAJISKAIINX NTPEIMETHO-KOJIMYECTBEHHOMY yUeTy (JaJiee - JeKapCTBEHHbIE
Ipernaparsl, BKIoueHHbIe B iepedensb [IKY) <13>.

<13> Iloanynkr 5.2.171(1) nynkra 5 noctaHosneHus IlpasurensctBa Poccuiickoit ®denepanuu ot
19.06.2012 N 608 "OO6 ytBepxxaenun Ilomoxenuss o MuHuctepcTBe 31paBooxpaHeHus Poccuiickoii
Oenepanun" (manee - Ilomoxenne o MunucrepctBe) (CoOpanue 3akoHomarenbcTBa Poccuiickoi
®denepanuu, 2012, N 26, ct. 3526; 2013, N 16, cT. 1970).

10. Penentypusiii 6mank Gopmbr N 148-1/y-04(;1) odopmisieTcss mpyu Ha3HAYCHUH JIEKAPCTBEHHBIX
MpermapaToB TpaxkJaaHaM, UMEIOIINM MPABO Ha OSCIUIATHOE MOTYYCHHE JICKAPCTBEHHBIX MPEMapaToB WIIH
MOJTYYCHHUE JICKAPCTBEHHBIX MPENapaToOB CO CKUIKOM.

11. Penentypusiit 61ank ¢popmel N 107-1/y odopmiisiercst mpu Ha3HAYEHUU:
1) nekapcTBEHHBIX MTPENAapaToOB, HE YKa3aHHbIX B MyHKTax 8, 9 Hacrosero [lopska;
2) KOMOMHUPOBAaHHBIX JIEKAPCTBEHHBIX MIPENapaToOB, COACPKAIINX:

a) SproraMMHa THJpOTapTpaT B KOJMYECTBE 1O S5 Mr BKIOUMTENbHO (Ha 1 103y TBepnoi
JIEKapCTBEHHOU (OpMBI);

0) apenpuna rugpoxiaopua B konudectBe 10 100 mr BrarountenbHo (Ha 100 ot wmm 100 T sxuakoit
JIEKapCTBEHHOMN (POPMBI 1J11 BHYTPEHHETO IPUMEHEHUS );

B) IceBaod(epuHa TUAPOXJIOPUA B KosndecTBe, He npesblmatomeM 30 Mr (Ha 1 mo3y TBepnoi
JIEKapCTBEHHOH (OpMBI);

r) mnceBnod(denpuHa THUAPOXJIOPHA B KOIWYeCcTBe, He mpeBblmatonieM 30 MI, B COYETaHUU C
JeKCTpoMeTOppaHOM THAPOOPOMHUIOM B KOJIMUECTBE, MpeBbimaromnieM 10 mr, u 70 30 Mr BKITIOYUTEIHHO
(na 1 no3y TBepO¥ JIeKapCTBEHHOU (hOPMBI);

n) nekctpomeTtopdana TuapoOpomua B KoauwdecTBe, npeBbimaromeM 10 mr, mw mgo 30 wmr
BKIIFOUUTENHHO (Ha 1 103y TBEpOoi JeKapCTBEHHOM (hopMBI);

e) (penobapbutan B konuyecTse, npespimatonieM 20 mr, 1 A0 50 Mr BKIrOUMTENbHO (Ha 1 103y
TBEPJO JIEKapCTBEHHON (POPMBI);
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K) (denobapOutan B kommuectBe 10 20 Mr BKIIOYUTEIBHO B COYETAHHH C 3ProTaMHHOM
THIIPOTApTPATOM HE3aBUCHMO OT KoJIndecTBa (Ha 1 103y TBEpOi JIeKapCTBEHHOU (hOpPMBI);

3) XJIOpIUA3ENOKCH] B Koin4ecTBe 10 10 Mr BKIHOYHMTENbHO (Ha 1 103y TBEpaO JIEKapCTBEHHON
bopmpr).

12. [Ipn Ha3HAYEHUHU JIEKAPCTBEHHOTO Mpernapara UHIWBUIYaTbHOTO M3TOTOBJICHUS B pelenTe Ha
OyMa)KHOM HOCHTENE U (WIK) perenTe B popMe 3EeKTPOHHOTO TOKYMEHTa HAMMEHOBAHUS JIEKAPCTBCHHBIX
cpencTB (BellecTB), BKIIOYEHHBbIX B mepedeHb [IKY, yka3piBaroTcsi B Hadaje pelernTa, 3aTeM - Bce
OCTaJIbHbIE UHTPEUCHTHI.

13. Ilpu Ha3HAUEHUH JICKApPCTBEHHOTO Mpernapara B perenrte Ha OyMaxxHOM HOCUTeIIe U (WIN) peLente
B (hopMe 3IEKTPOHHOTO JOKYMEHTA 3alpeIlaeTcsl MPEBbIIIaTh KOMUYECTBO HAPKOTHUECKUX CPENICTB HIIU
IICUXOTPOIHBIX BELIECTB, KOTOPOE MOXET OBITh BBIIMCAHO B OJHOM pELENTe, YCTaHOBJICHHOE
npuioxkenueM N 1 k Hacrosmemy [lopsiKy, 3a UCKIIOUEHUEM CIIydaeB, YKa3aHHbBIX B IyHKTax 15 u 24
HacTtosero ITopsnka.

14. IIpu Ha3HAuEHUU JIEKApCTBEHHBIX IpenapaToB, BKIOUeHHBIX B nepeueHb [IKY, no3a koropbix
IPEBBIIACT BBICIIMNA OJHOKPATHBIM IpHEM, MEIUUMHCKMM pabOTHHK O00O03HauaeT 103y 3TOro
JIEKapCTBEHHOI'0 IIpernapara B peuente Ha OyMaXHOM HOCHUTENE MPOMNKCHI0 C IPOCTaBICHUEM
BOCKJIMLIATEJILHOIO 3HaKa U (WJIM) MPOCTaBiIsieT BOCKIMLATEIbHBINA 3HAaK NpU OQOPMIICHHHU peLenTa B
(dhopMe IEKTPOHHOTO IOKYMEHTA.

15. KonnuecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX INpPENaparToB, BKIIOYEHHBIX B nepedeHb IIKY, npu
OKa3aHMM MAllMEHTaM, HY)KJAIOIUMCS B JUINTEIILHOM JICYEHUH, IEPBUYHON MEUKO-CaHUTAPHOU ITOMOIIH
U NAJIJIMAaTUBHOM MEIUIIMHCKOM ITOMOIIN MOXET OBITh YBEJIMUYEHO C YUYETOM KIMHUYECKHX PEKOMEHalui
He Oosee yeM B 2 pasa MO CPaBHEHHIO C KOJMYECTBOM HAPKOTUYECKUX CPEACTB MIIHM TICHUXOTPOITHBIX
BEIIECTB, KOTOPOE MOKET OBbITh BBIUCAHO B OIHOM pELENTE, YCTAaHOBIEHHBIM mnpuioxkeHnueM N 1 k
HacroswmeMy Ilopsnky.

B ciyuasx, npeaycMOTpeHHBIX a03alieM MepBbIM HACTOSIIEro IMyHKTa, Ha perentax Ha OyMakHOM
HOCHUTEJIE MPOU3BOAUTCS Haamuch "Ilo crnenuanibHOMY Ha3HAUYCHUIO", OTIEIBHO 3aBEPEHHAS MOAMHUCHIO
MEIUIIUTHCKOTO Pa0OTHHKA U MeYaThio MEAULIMHCKOM oprann3anuu "J{is peentoB”, Ha perenTax B popme
AIIEKTPOHHOTO JJOKYMEHTa Ipou3BoauTcs orMeTka "llo cnenunanbHOMYy Ha3HA4eHHIO" C MPOCTaBIECHUEM
YCUJIEHHOM KBaTU(HUIIMPOBAHHON 3JIEKTPOHHOM MOANMMCH METUIIMHCKOTO paOOTHHKA.

16. CocrtaB JeKapCTBEHHOTO TMperapara, JieKapcTBeHHas ¢opMa W oOpalieHue MEIUIIUHCKOTO
paboTHHKa K (apMaleBTHUYECKOMY pabOTHHKY 00 OTIIyCKE JIEKApCTBEHHOTO Mpemnapara Ha OyMaskKHOM
HOCHTENIe OOPMIISIFOTCSI HA JIATUHCKOM HJIM PYCCKOM SI3BIKE B POJIUTEIHHOM MAJCKe, 32 HCKIFOYCHHEM
odopmIieHuUs PELeTITOB B JOPME ANMEKTPOHHOTO JOKYMEHTA, OCYIIECTBISIEMOT0 Ha PYCCKOM SI3BIKE.

[Tpu odopmiieHnn perenTypHbIX OTaHKOB JIOMYCKAeTCsl UCIIOJIb30BaHNE COKpallleHUH (MpHIIOKEeHUE
N 2 x Hacrosimiemy [Hopsaxy).

IIpn Ha3HaueHMM JIEKAPCTBEHHOI'O IIpernapara HE JONYCKAeTCs COKpallleHHWe HaNuMEHOBAHUI
UHI'PEIUEHTOB, COCTABIAIOIINX JIEKAPCTBEHHBIN IIperapar, He MO3BOJISAIOINX YCTaAHOBUTD, KAKOM UMEHHO
JIEKapCTBEHHBIN IIpenapar Ha3HAYEH.

17. Crnocob MPUMCHCHUA JICKAPCTBCHHOI'O IIpCIiapara 0003HaYaeTCs C YKa3aHuEeM IIyTU BBCIACHMUA,
A03bI, 4aCTOThI, BpEMCHU IIpHE€Ma OTHOCHUTCIBHO CHa (YTpOM, Ha HO‘IB) n €ro AJIHUTCIBbHOCTH, a I
JICKApCTBCHHLIX ITpEIIapaToB, B3aHMOHeﬁCTByIOHlHX C HHIHeﬁ, - BDEMCHH UX yTIOTpC6J'ICHI/I$I OTHOCHUTCIIBHO




MpueMa UMM (10 €IbI, BO BpEeMs €/Ibl, TOCTIE €Ibl).

18. IIpr HEOOXOAMMOCTH HEMEIJIEHHOTO WJIM CPOYHOTO (B TEUCHHE NIBYX pabouMx JHEH) OTIyCKa
JICKApCTBEHHOTO IperapaTa MayeHTy B BEpXHEH 4acTH perenta Ha OyMaKHOM HOCHTEIIE IPOCTABIISIFOTCS
obo3HaueHus "cito" (cpouno) uim "statim" (HemeIeHHO). AHAJIOrMYHbIE 0003HAYEHUS TPOCTABIISIOTCS B
BHUJIC OTMETOK TP 0POPMIICHUH perienTa B GopMe dICKTPOHHOTO JJOKYMEHTA.

19. Ilpu odopmieHnH Ha3HAYEHUS TOTOBOTO JIEKAPCTBEHHOI'O IMperapara B perente Ha OyMaskHOM
HOCHUTENIE WM peuente B (QopMe 3IIEKTPOHHOIO JOKYMEHTAa KOJUYECTBO JACHCTBYIOIIMX BEIIECTB
YKa3bIBaeTCSI B COOTBETCTBUM C HWHCTPYKIMEH MO MEIMIMHCKOMY IPHUMEHEHHIO JIEKapCTBEHHOTO
npenapara. J[omycTumMo ykas3blBaTh JO3UPOBKY JIEKAPCTBEHHBIX MPENapaToB CUCTEMHOTO AEUCTBUA (Ui
Pe30pOTUBHOTO MPHEMa) B TBEP/BIX JIGKAPCTBEHHBIX (OopMax (Hampumep, TabJIeTKH, MOPOIIKU, KAICYIIbI)
KaK CcoJIep’KaHHE€ OJHOTO WJIM HECKOJbKHUX JEWUCTBYIOIIMX BEIIECTB B €AMHMIIAX Macchl (B rpaMmax,
MIWLIHrpaMMax). J{ormycTuMo yka3bpIBaTh TO3HPOBKY JIGKAPCTBEHHBIX MPENApPAaTOB CUCTEMHOTO JEHCTBUS
(n7st pe30pOTUBHOTO MPUMEHEHHUS) B )KUIKUX JIEKAPCTBEHHBIX (hopMax (Harmpumep, pacTBOPHI, CyCIIEH3UH )
KaK COZIep’KaHUe OJJHOTO MJIM HECKOJIBKUX JICHCTBYIOLINX BEIECTB B €IMHUIIAX MACChl Ha €IUHUILY 00beMa
(Hampumep, MIJLTUTPAMM/MUJUTHIIATP) € YKa3aHWEeM o0mIero o0bemMa JeKapcTBeHHON (OPMBI.

[Tpu odopmiieHUN Ha3HAYCHUs JIEKAPCTBCHHOTO IMpernapara WHAWBUIYATLHOTO HW3TOTOBJICHHS B
perenite Ha OyMa)XHOM HOCHUTEJIE WU perenTe B (hopMe 3JEKTPOHHOTO JOKYMEHTa KOJTHMYECTBO TBEPAbIX U
CITyunx (papmarieBTHUeCKuX CyOcTaHuuii ykaswpiBaeTcss B rpammax (0,001; 0,5; 1,0), xuakux - B
MUJUTHJIMTPAX, TpaMMaXx M Karuisx.

20. PeuenTsl Ha OymMa)kHOM HocuTene, B ()OpME SJIEKTPOHHOTO JOKyMEHTa, O(pOpPMIICHHBIE Ha
peuentypuom Onanke ¢opmbl N 148-1/y-88 u mnpenHazHaueHHBIE A OTIYCKa JIEKapCTBEHHBIX
MpenaparoB, MPEIyCMOTPEHHBIX ToAnyHKTaMu 1 - 3 mynkra 9 nacrosmero [lopsiaka, 1eiCTBUTENBHBI B
TedeHue 15 aHe# co qHs opopMIICHUS.

21. Penentsl Ha OyMa)kHOM HOcUTENE, B (OpME 3JIEKTPOHHOTO JOKYMEHTa, O(QOpPMIIEHHBIE Ha
penentypuom Onanke ¢opmel N 148-1/y-04(;1) u mpenHa3Ha4YeHHbIE N7l OTIYCKa JIEKAPCTBEHHBIX
[pernapaTroB rpaxaaHaM, ykazaHHbIM B myHkTe 10 Hactosmiero Ilopsinka, neiictButenbHbl B TeueHue 30
IHEN co HSA 0pOpMIICHHS, 32 UCKITIOYEHUEM CllydaeB O(pOpPMIIEHHS pelierTa B COOTBETCTBUU C MyHKTaMHU
38 u 39 nacrostmero [Topsiaka, mpu KOTOPBIX OH JICUCTBUTENCH B TeueHUe 15 qHel co qHs odhopMIteHuUs.

22. Peuentsl Ha OyMa)kHOM HocuTese, B (OpME 3NIEKTPOHHOIO JOKYMEHTa, O(pOpPMIICHHbIE Ha
peuentypaom Onanke ¢opmbl N 148-1/y-04(;1) m mpenHa3Hau€HHBIE IS OTIYCKa JIEKAPCTBEHHBIX
[penaparoB IpakJaHaM, JOCTUIIIMM I[I€HCMOHHOIO BO3pacTa, HMHBAJIMIAM IIEpBOM TIPYIIBI, IETAM-
WHBaJMAaM, a TaKXKe TIpaxaaHaM, CTpPaJarollMM XpPOHUYECKUMH 3a00JIeBaHUSMHU, TpPEOyIOIMIUMHU
JUTUTENIFHOTO KypCOBOTO JIEUEHUs, JAEHCTBUTEIbHBI B TeueHue 90 naHell co nHA odopmieHHs, 3a
HCKJIFOUEHHUEM CIIy4aeB, YKa3aHHbIX B IyHKTax 38 m 39 nHacrosmero Ilopsnaka, mpu KOTOpBIX OH
JeiicTBUTENEH B TeueHue 15 nuelt co nHs odopmieHus.

Jnst nedeHus XpOHWYECKHX 3a00JIeBaHMM YyKa3aHHBIM KaTeTOPUSM TpaKJaaH JIEKapCTBEHHBIE
npemaparsl ¢ opopMIeHHEM PelenToB Ha OyMa)KHOM HOCHUTENE WIM PelenToB B (opMe dIEKTPOHHOTO
JIOKYMEHTa MOTYT Ha3Ha4aThCsl Ha Kypc JedeHus 10 180 quen.

23. PenenTsl Ha OyMaXHOM HOcUTede, B (GopMe DIEKTPOHHOTO JOKYMEHTa, O(QOpPMIICHHBIE Ha
penienitypaom Omanke ¢opmbl N 107-1/y u mpenHa3Hau€HHBIE 711 OTITYCKa JICKAPCTBEHHBIX MPENapaTos,
npeaycMoTpeHHbIX NyHKkToM 11 Hactosiuiero Ilopsiaka, neiictBuTenbHbl B TeueHue 60 AHel co JHA
oopMIICHUSI.




[lpy Ha3HAYEHWH TOTOBBIX JICKAPCTBEHHBIX TMPEMaparoB W JICKAPCTBCHHBIX IPEIaparoB
WHIVBUIYATBHOTO U3TOTOBJICHUS MAIUEHTaM C 3a00JCBaHUSAMH, TPEOYIOIIUMH JJIUTEIBHOTO KypCOBOTO
nedeHus, ¢ opopMiIeHHEM Ha perentypHoMm Onanke ¢Gopmbl N 107-1/y penenita Ha OyMa)KHOM HOCHUTENIE
Wi B GopMe 3IEKTPOHHOTO IOKYMEHTA YCTAHABIUBACTCS CPOK JECHCTBUS pelieriTa B Mpeenax 10 OIHOTO
roja.

B ciywae ycraHoBieHHMs CpoKa JAEMCTBUSL pelenTa B Ipelaeiax J0 OJHOIO roja B pelernte
npou3BoauTcs Haamuch: "[lo cneruanbHOMY Ha3zHaueHUIO", 00O3HAdaeTcs CPOK JEHCTBUS perenTa H
MEPUOIUYHOCTH OTIYCKA JIEKAPCTBEHHBIX MPENaparoB U3 alTeUyHON OpraHu3alluu WM UHAUBUIYATbHBIM
MpeIIPUHUMATENIEM, UMEIOLIUM JHUICH3UI0 Ha (PapMalleBTUYECKYIO JIEeATENbHOCTh <14> (exeHenenbHo,
€XKEMECSIYHO M MHBIC Mepuojibl). JJOMOJHUTENFHO 3TO yKa3aHHE 3aBEPSAETCS MOAMUCHI0 MEIUIIMHCKOTO
paboOTHHKA, a TaK)Ke MeYaTbI0 MEIMIIMHCKOW opranu3amnuu "Jjst perentoB" (u1s perenta Ha OyMa)KHOM
HOCHTEJIE) WIH YCHUICHHON KBAIM(DUIIMPOBAHHON 3JIEKTPOHHOUN MOINMCHI0 MEAMIIMHCKOTO PaOOTHUKA H
JUIa, YIOTHOMOYEHHOTO 3aBEPATh TOKYMEHThI OT MMEHU METUIIMHCKOM OpraHu3aunuu (Ajs peuenta B
(dhopMe IEKTPOHHOTO TOKYMEHTA).

<14> Ilynkt 47 uactu 1 cratbu 12 ®enepanpHoro 3akona or 4 mas 2011 . N 99-®3 "O
JIUIIEH3UPOBAHUH OTJIEIBHBIX BUIOB JesTenbHOCTH" (nanee - @enepanbHbiil 3akoH N 99-03) (Cobpanue
3akoHoxarenbcTBa Poccuiickoit denepamuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5177).

24. PenenThl Ha JIEKApCTBEHHBIE MPENapaThl, BKIOUEeHHBIE B iepeueHb [IKY, s neuenus nauneHTos
C XpOHMUYECKUMHU 3a00JI€BaHUAMU MOT'YT 0(OpMIIATHCS HA Kypc JieueHus 10 60 aHei.

B ciiyuae, korna kypc nedenus cocrasisieT 6osee 30 qHEH, JONOTHUTENBHO B PELIENTaX Ha OyMaKHOM
HOcHTeNne TmpousBoAauTcs Haanuchk "[lo coenuanbHOMY Ha3HA4eHMIO", 3aBepeHHast IOJIMHUCHIO
MEUIIMHCKOTO pa0OTHHKA U TIEYaThI0 MEAUIIMHCKOW opranu3aruu "Iyt perentoB", Ha perientax B hopme
ANEKTPOHHOIO JIOKyMEHTa Mpou3BoAuTcs otMeTka "[lo cnenuanbHOMY Ha3HAuE€HUIO" C MPOCTABICHUEM
YCUJICHHOW KBaTM(UUIMPOBAHHOM AJIEKTPOHHOM TOANMUCH MEAMIIMHCKOTO pabOTHWUKA U JIMIIA,
YIOJIHOMOYEHHOTO 3aBEPATh JOKYMEHTBI OT UMEHH MEIUIIMHCKOW OpraHu3aliu.

25. Peuent Ha OymMa)kHOM HOcHUTeNe B (OpPME SIEKTPOHHOTIO JIOKYMEHTa, O(QOpPMIIEHHBIH C
HapylIeHHEeM YCTaHOBJIEHHBIX HacTosAmuM IlopsiikoM TpeGoBaHMM, cunTaeTcss HeleCTBUTEIbHBIM.

Il. HasHaueHuWe nekapcTBeHHbIX NpenapaToB NP1 oKasaHUU
MeAWULMHCKOMN NOMOLLM B CTaLMOHAPHbLIX YCIOBUAX

26. Ilpu okazaHWM TAIMEHTY MEIUIIMHCKOW IOMOIIM B CTAI[MOHAPHBIX YCIOBUSX Ha3HAYCHHUE
JIEKapCTBEHHBIX MpPENaparoB MPOU3BOMUTCA 0e3 odopMIIEHHS pelenta MEIUIUHCKUM pPabOTHUKOM
€IMHOJIMYHO, 32 UCKIIFOUCHUEM CIIy4aeB, yKa3aHHbBIX B IyHKTe 27 Hactosmero [lopsaka.

27. ComacoBaHME Ha3HAUYEHUsl JIEKAPCTBEHHBIX IIPENAparoB C 3aBEAYIOIIMM OTICICHHUEM WIH
OTBETCTBEHHBIM JICKYPHBIM BpauyoM JIMOO IPYrHM JIUIOM, YIIOJHOMOYEHHBIM MPUKa30M INIABHOTO Bpayda
MEIUIIUHCKOM OpraHu3alyy, a TaKke, Ipy HATUYHH, C BPa4oM - KITMHUYECKUM (papMaKoIoroM He0OX0JMMO
B ClIydasix:

1) OJHOBPEMCHHOI'O HA3HAYCHUS IIATH U Ooiee JICKAPCTBCHHBIX MPCIIapaTOB OJHOMY MAIIUCHTY,

2) Ha3HAuUEHUs JIEKAPCTBEHHBIX MPENaparoB, HE BXOJAIIMX B MEPEUCHb KU3ZHEHHO HEOOXOTUMBIX U
BOXHEHIINX JICKAPCTBEHHBIX INpenaparoB <15>, mpu HETUNUYHOM TEYEHUHU 3a00JieBaHMS, HATMYUU



https://login.consultant.ru/link/?req=doc&base=LAW&n=505891&date=03.10.2025&dst=100147&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=496460&date=03.10.2025&dst=105018&field=134

OCJIO)KHEHUH OCHOBHOTO 3a0oieBaHUs W (MJIM) COIYTCTBYIONIMX 3a00J€BaHWN, TpH Ha3HAYCHUU
JICKAPCTBCHHLIX IIpCIiaparoB, 0COOEHHOCTH B3aHMOﬂeﬁCTBHﬂ U COBMCCTHUMOCTH KOTOPBIX COIJIACHO
WHCTPYKIMSAM [0 WX TPUMEHECHUIO TPHBOAAT K CHIKEHHIO A(PQPEKTHBHOCTH U 0E30MaCHOCTH
dapmakoTepanuu U (WIK) CO3MAI0T MOTCHIIMAILHYIO OTIACHOCTD JIJIS )KU3HH U 3JI0OPOBBS MAIICHTA.

<15>Yacru 1 crareu 60 ®enepansuoro 3akona N 61-D3 (Cobpanue 3akoHOnaTenbcTBa Poccuiickoit
®enepanuun, 2010, N 16, ct. 1815; 2020, N 29, cT. 4516).

B ykazaHHBIX ciyyasx Ha3Hau€HHUE JIEKAPCTBEHHBIX MpenaparoB (UKCUPYETCS B MEAMIIMHCKOM
JOKYMEHTAIMH TAIIMCHTA 1 3aBEPSAETCS MOIMUCHI0 METUITTHCKOTO PAaOOTHHKA M 3aBEYIOIIETO OT/ICTICHHEM
(OTBETCTBEHHOIO JAECKYPHOTO Bpada WM JPYroro ynoJIHOMOUYEHHOTO JIUIIA).

28. MenuuuHcKui paOOTHUK MEIUIMHCKONM OpraHu3aluu (€€ CTPYKTYpHOTO MOJpa3/esieHus),
PacIoNoKEHHOM B CEJIbCKOM HAaCEJICHHOM ITYHKTE, OCYILIECTBIIsET Ha3HAYEHUE JIEKAPCTBEHHBIX IIPEeNapaToB
B ClIy4asiX, yKa3aHHBIX B IyHKTax 27 u 29 Hactosuiero [lopsiika, eAMHOINYHO.

29. Ilo PCUICHUIO Bpaqe6H0171 KOMHCCHUHU NALIUCHTAM IIpU OKa3aHWHW HM MeﬂHHHHCKOﬁ IIOMOIIIK B
CTallMOHAPHBIX YCJIOBHUAX HA3HAYAIOTCA JICKAPCTBCHHBIC IIPCriaparbl, HC BKJIIOYCHHBIC B IICPCUCHDb
KHN3HCHHO H606XOI[I/IMBIX U BaXXHEUIITHUX JICKAPCTBCHHBIX IIpC€IaparoB, B CJIydac¢ HUX 3aMCHbBI H3-3d
HHIII/IBHI[yaJIBHOfI HCIICPEHOCUMOCTH, 110 ) KU3HCHHBIM ITOKa3aHUAM.

Pemenne BpaueOHOM KOMUCCUM (PUKCUPYETCS B MEAMIIMHCKOM JTOKYMEHTAIlUY MAllMEeHTa U KypHaJle
BpaueOHON KOMHUCCHH.

30. B cnydasx oOcienoBaHMs M JIYEHHUs TpakJaHMHA B CTAlMOHAPHBIX YCIOBHUAX B paMKax
MIPENOCTABIICHNS] MEIUIIMHCKUX YCIyT Ha BO3ME3JHOM OCHOBE 3a CUET JIMYHBIX CPEICTB I'PaXKIaH, CPEICTB
IOPUIMYECKHUX JIMI U MHBIX CPEJICTB Ha OCHOBAHMHU JIOTOBOpPA, B TOM YHCIIE JOTOBOpa J10OPOBOJIHHOIO
MEAMIIMHCKOTO CTpaxoBaHus <16>, eMy MOTyT ObITh Ha3HAYEHBI JIEKAPCTBEHHBIE NIPENapaThl, HE BXOJAIINE
B [1€PEUYEHD KU3HEHHO HEOOXOIUMBIX M BaKHEHIINX JICKApCTBEHHBIX MPENapaToB, €CIM UX Ha3HaYCHUE U
IpUMEHEHHE 00YyCIOBIEHO MEAUIIMHCKUMU MTOKa3aHUSIMH.

<16> [locranosnenue I[lpaBurensctBa Poccuiickoit ®eneparuu ot 4 oktsi6ps 2012 . N 1006 "O6
yTBepxkaeHun [IpaBun npenocTaBieHus MEIUIUMHCKUMH OPTaHU3AIMSIMH TUTATHBIX MEIUIIMHCKUX YCIyT"
(Cobpanue 3axononarensctBa Poccuiickoit deneparuu, 2012, N 41, ct. 5628).

lll. HasHayeHMe nekapcTBEHHbIX NpenapaToB MPU oKasaHUU
nepBUYHON MeAUKO-CaHUTAPHOMN MOMOLLU, CKOPOU MEeAULUHCKOWN
MOMOLLUM U NannMaTMBHON MeAULIMHCKOM MOMOLLMU

31. Tlpu oxa3aHWM NEPBUYHOM MEIMKO-CAHUTAPHOM IMOMOIIM W NAJUIMATUBHOW MEIUIIMHCKOU
MOMOIIM B aMOyJIaTOPHBIX YCIOBUSX Ha3HAUCHUE JICKAPCTBEHHBIX MPENapaToB OCYIIECTBISETCS
MEIUIIMHCKUM PAOOTHHUKOM B CITy4asiX TUITUYHOTO TEUEHUS 3a00JI€BaHUS TAIMEHTA UCXOIS U3 TSHKECTH U
XapakTepa 3a00JeBaHusl.

32. Ha3naueHue JIeKapCTBEHHBIX MpENaparoB MO PEIICHUI0 BpaueOHOW KOMHUCCHUU NPHU OKa3aHUU
NEPBUYHON MEIUKO-CAHUTAPHOM IMOMOIIM, MaJUIMATUBHOM MEIMLIMHCKOM IMOMOIIM B aMOyIaTOPHBIX
YCIIOBUSX MPOU3BOJIUTCS B CIIydasix:
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1) oAHOBpEMEHHOIO Ha3HAYEHHs! OJHOMY MAlMEHTy MATH U Oojiee JIEKapCTBEHHBIX MpEnaparoB B
TEYCHHUE OJJHUX CYTOK WJIM CBBILIE JECATH HAUMEHOBAHUN B T€UCHUE TPUJILIATH JHEH;

2) Ha3HA4YeHHUs JIEKAPCTBEHHBIX IPEMNaparoB NPH HETUIMYHOM TEUEHUHU 3a00JIeBaHMsI, HAJINYUU
OCJIO)KHEHUH OCHOBHOTO 3a0onieBaHMs M (WJIM) CONYTCTBYIOIIMX 3a00J€BaHWM, NpPU Ha3HAUCHUH
JICKapCTBEHHBIX IPENaparoB, OCOOCHHOCTH B3aUMOJAEHCTBHSI M COBMECTHMMOCTH KOTOPBIX COINIACHO
MHCTPYKIUAM 1O UX HNPUMEHEHHIO MPUBOIAT K CHUKEHUIO 3(PPEeKTUBHOCTH M O€30MaCHOCTH JICUECHUS
HalMeHTa v (WIK) cOo3/1a0T MOTEHUUAIbHYI0 OIIACHOCTD IS )KU3HU U 3/10pOBbs MALUEHTA;

3) nepBUYHOIO Ha3HAYEHUS NALIMEHTY HAPKOTUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX [IPENapaToB
ciuckoB II u III [lepeuns (B ciiydyae mpUHATHS PYKOBOJUTENIEM MEIUIIMHCKOM OpraHU3alliy PELeHUs O
HEOOXOIMMOCTH COITIACOBAHUS HA3HAYECHUS TAKUX JIEKAPCTBEHHBIX MTPETApaToB C BpaueOHOM KOMUCCHEN).

33. IloBTOpHOE Ha3HAYEHNE HAPKOTUUECKUX U TICUXOTPOIHBIX JICKAPCTBEHHBIX MPEnapaToB CIIUCKOB
1T u I1I Tlepednst IpOU3BOAUTCS METUITUHCKAM PAOOTHHKOM CaMOCTOSITEITLHO HITH SAMHOIHMYHO 0€3 yJacTHs
BpaueOHON KOMHUCCHU MALMEHTaM C BBIPAKEHHBIM 00JIEBBIM CHHAPOMOM JIFOOOT0 reHe3a, HapylIeHUEM CHa,
CYIOPO’KHBIMH COCTOSIHUSIMH, TPEBOKHBIMH PacCcTporicTBaMu, (POOHSIME, IICHXOMOTOPHBIM BO30YKICHUEM.

34. Ilpu oOKa3aHMM CKOPOM MEIULMHCKOW IIOMOILIM JIEKapCTBEHHBIE IIperaparbl Ha3HAYaKOTCs
MEIUIIUHCKIM pPa0OTHUKOM BBIC3JHONW OpUTagpl CKOpOW TIOMOUIM, MEAMIUHCKAM pPaOOTHUKOM
MEIMIUHCKOM OpraHu3aluy IMpH OKa3aHUM MEJUIMHCKON IOMOIIM TIpakJaHaM Ipu 3a00JIeBaHUSX,
HECYACTHBIX CIy4asiX, TpaBMax, OTPaBICHUSIX U IPYTHX COCTOSHUSAX, TPEOYIOLINX CPOYHOIO MEAUIIMHCKOTO
BMEILATENIbCTBA.

IV. HasHa4yeHuMe nekapCcTBEHHbIX NpenapaToB rpaxaaHam,
MMeloLWUM NpaBo Ha 6ecnnaTHoe nosyYyeHne NeKapcTBeHHbIX
npenapaTtoB WUIU NoJly4YeHue NeKapCTBeHHbIX NpenapaToB
CO CKMAKOW, NPU OKa3aHMU NepBUYHOMN
MeaUKO-CaHMTapHOM NOMOLLM

35. Ilpu oka3aHUU NEPBUYHOMN METUKO-CAHUTAPHOM TOMOIIY Ha3HAYCHUE MEAULIMHCKUM paOOTHUKOM
Ha OCHOBE KIMHHUYECKUX PEKOMEHJAIMH M C Y4YEeTOM CTaHJapTOB MEAMLIMHCKOM momouwm <I7>
JIEKapCTBEHHBIX MpenapaToB, OTITYCKaeMbIX OSCIIATHO UJIM CO CKUIKOM, rpakJjaHaM, UMEIOLIUM IIPaBO Ha
o0ecredeHne JeKapCTBEHHBIMU NpenapaTaMy 3a CUET CPEJCTB OIOKETHBIX aCCUTHOBaHUH (hesepaabHOro
OromkeTa 1 OropkeToB cyObekToB Poccuiickoit denepanyn, ocyniecTBiseTcs Ha perentypHoMm o6aaHke N
148-1/y-04(x).

<17> Crarbs 37 ®enepanpHoro 3akoHa N 323-®3 (CobOpanue 3akoHOAaTeNnbCcTBa Poccuiickoit
®enepanun, 2011, N 48, ct. 6724; 2021, N 27, ct. 5186).

[Ipu odopmnenun penenta Ha Omanke ¢opmbl N 148-1/y-04() Ha OyMakHOM HOCHTENE
oopmisIFOTCST IBa AK3EMIUISApA, OJUH W3 KOTOPBIX OCTAeTCS B aNTEYHON OpraHW3alld, BTOPOH - B
MEIUIIUHCKON TOKYMEHTAIMH MAI[EeHTa.

36. [IpaBo Ha3Ha4yaTh JICKAPCTBEHHBIC MperapaThl rpakJIaHaM, UMEIONUM IMPaBO Ha OecriaTHOe
MOJY4YECHUE JIEKAPCTBEHHBIX IIPENAPATOB WUJIM MOJyYEHUE JIEKAPCTBEHHBIX MPENaparoB CO CKUIKOM, TAKKe
HUMEIOT:

1) MenmuuuHCKHUE paOOTHUKH, pabOTAONIME B MEAUIIMHCKON OpraHU3alliy MO0 COBMECTUTENBCTBY (B
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mpezesiax CBOSH KOMITETCHITHH ),

2) MemMIHUHCKHE pPaOOTHHKU CTAIIMOHAPHBIX OPTraHM3aIMii COIMAIBHOTO OOCITY)KWBaHUS TIpU
HaJW4YUU JIMIICH3UW Ha OCYIIECTBICHWE MEIUIIMHCKON JAesTeNbHOCTH <18>, mpeaycMmarpuBaroIiei
BEITIOJTHEHHE pPa00T (OKa3zaHWE YCIYyr) MO OKa3aHWI0 TMEPBUYHONW MEIUKO-CAaHWUTAPHOW IOMOIIM B
aMOyJIaTOPHBIX YCIOBHIX (HE3aBUCHMO OT BEIOMCTBEHHOM MPUHAIICKHOCTH ),

<18> Ilynkt 46 vyactu 1 crarpu 12 ®@enepanpHoro 3akoHa N 99-d3 (CobpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).

3) MenuuuHCKHE PAOOTHUKM MEIUIIMHCKUAX OpraHU3alfii, OKa3bIBAIOUIMX MEPBUYHYIO MEIHMKO-
CaHUTAPHYIO [IOMOIILlb, II0IBEJJOMCTBEHHBIX (heiepabHbIM OpraHaM UCIIOJHUTENILHON BJIACTH MJIM OpraHam
UCIIOJIHUTENIbHOM Bi1acTu cyobekToB Poccuiickoit denepanny;

4) HHAUWBUAYAJIBHBIC MPCANPHUHUMATCIIN, OCYLICCTBIAOMIUC MCIAUIUHCKYIO JCATCIBHOCTL U
BKIIFOUCHHBIC B PECCTP MCIAUIHMHCKUX OpFaHI/I?,aIII/II\/JI, OCYHICCTBIAIOMUX ACATCIIBHOCTE B C(bepe
00s13aTeIBLHOrO MCIHUIIMHCKOI'O CTpaxXOBaHHA.

37. 1lpu Ha3Hau€HUM JIEKAPCTBEHHBIX IPENapaToB IpaXkJAaHaM, UMEIOLIMM IpaBO Ha OecIulaTHOE
MOJIyYeHHE JIEKapCTBEHHBIX MpEenaparoB WM IHOJTy4YEHUE JICKApCTBEHHBIX INpenaparoB CO CKUAKOH, B
pelenTe yKaspIBaeTCs HOMEp TenedoHa, MO KOTOPOMY pPAaOOTHHK AamnTeYHOH OpraHu3aluyd IpU
HEOOXOIMMOCTH MOXKET COINIaCOBaTh ¢ METUIIMHCKUM PaOOTHUKOM 3aMEHY JIEKapCTBEHHOTO Ipenapara.

38. HazHaueHne HApKOTUYECKUX U IICUXOTPOIHBIX JIEKApCTBEHHBIX npenaparos crucka I Tlepeuns
(3a MCKJIIOYEHHMEM JICKApCTBEHHBIX MpENaparoB B BHUJE TPaHCACPMAJIbHBIX TEPAaEBTUYECKUX CHCTEM, a
TaKXe JICKAPCTBEHHBIX NPENApPaTOB, COAECPKANIUX HAPKOTHYECKOE CPEACTBO B COYETAHUH C aHTAarOHUCTOM
ONMOMJHBIX PELENTOPOB) Tpa’kAaHaM, MMEIOLIMM IpaBO Ha OecCIIaTHOE IOJy4YeHHE JEKAPCTBEHHBIX
IIpenaparoB WU MOIYUYEHUs JICKAPCTBEHHBIX MTPENApaToOB CO CKUAKOW, OCYIIECTBIISETCS Ha PELENTYPHOM
6mnanke ¢opmbl N 107/y-HII, k koTopoMy JOMOTHUTEIBHO OhOpMIISIETCS PELenT Ha peLenTypHOM OllaHKe
¢dopmel N 148-1/y-04(1) (B ABYX 3K3eMIuIApax npu oGpopMIeHUH Ha OyMa)kHOM HOCHUTEIIE).

39. Ha3znaueHne HapKOTMUYECKUX U ICUXOTPOIHBIX JIEKAPCTBEHHBIX MpemnapaTtoB crivcka 1 [lepeuns B
BUJIC TPAHCIEPMAIBHBIX TEPANIEBTUYECKUX CHCTEM, HAPKOTHUECKUX JIGKAPCTBEHHBIX MpenaparoB crucka [l
Ilepeunsi, coneprkaiux HAPKOTHUECKOE CPEACTBO B COUETAHUM C AaHTAarOHUCTOM OIMHOUIHBIX PELENTOPOB,
IICUXOTPOIHBIX JIEKAPCTBEHHBIX npemnaparoB cnucka I[II Ilepednsi, J€eKapCTBEHHBIX IPENAPATOB,
BKJIIOUeHHBIX B mepedeHb [IKY, comepkamumxcs B moamyHkre 2 nyHkra 11 Hactosimero Ilopsiaka,
MpeIHa3HaYeHHBIC /IS JICYEHUS TPAKIAaH, UMEIOIIUX MPaBO Ha OECIUIaTHOE IMOMYyYSHHE JIEKAPCTBEHHBIX
IpenapaToB WIK MOJyYeHHE JIEKApCTBEHHBIX MPENapaToB CO CKUJIKOW, OCYIECTBISIETCS Ha pelenTypHBIX
omankax ¢opm N 107-1/'y u N 148-1/y-88, K KOTOpbIM JOMOJHUTEIBHO O(OpMIISETCS penenT Ha
peuentypHoMm Omanke ¢opmbl N 148-1/y-04(;1) (B ABYX 3K3eMIUIsIpax MpH oQOpMIIeHUHM Ha OyMaKHOM
HOCHUTEJIE).

[Tpunoxenue N 1
K [lopsinky Ha3HaYeHUs
JIEKapCTBEHHBIX MPENaparos,
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YTBEPKICHHOMY TIPUKA30M
MuHucTepcTBa 31paBOOXPaHECHUS
Poccuiickoit ®enepanuu

ot 24 nosi6ps 2021 . N 1094n

KONMUYECTBO
HAPKOTUYECKUX CPEACTB UJTU NCUXOTPOMNHbIX BELWWECTB, KOTOPOE

MOXET BbITb BbINMMCAHO B OAHOM PELIENTE

N Mex1yHapoIHOE€ HEMATEHTOBAHHOE dopma BbINyCKa U KonuuectBo
/1 HaWMEHOBAHHE HAPKOTHUYECKOTO U JI0O3UPOBKA
MICUXOTPOITHOTO JIEKAPCTBEHHOTO
npenapara
l. Bynpenopdun + Hanokcon TabneTku 60 Tabnerok
cyonuurBanbhbie 0,2 | (ynakoBka, KpaTHas
mr + 0,2 mr N 20)
2. Bynpenopdun PactBop mis 30 ammyn (wunpui-
nHbeKnH, 0,3 Mr/mi 1 TIOOHMKOB)
MJT
3. Bynpenopdun TpancaepmanbHbIN
IJ1aCThIPb
35 Mkr/4gac 20 macTeipeit
52,5 mMkr/4ac 10 nutacteipeit
70 MKr/49ac 5 mnacTelpen
4. Mopdun PactBop mis
MHBEKUUH, pacTBOp A | 20 ammyin (IUnpui-
MOJIKO>)KHOTO BBEJICHUS TIOOMKOB)
10 mr/mon 1 Mot
5. Konenn + Mopdun + Hockanun + PactBop mis
[TanaBepun + TeGaun MOJIKO’KHOTO BBEJICHUS
0,72 +5,75+2,7+ 20 aMIvI
0,36 + 0,05 mr/mn 1 mu Y
1,44 +11,5+5,4 +
0,72 + 0,1 mr/mi 1 M
6. Tpumenepuiua TabneTku 25 mMr 50 TabnmeTox
7. Tpumenepuiua PacTtBop miig nHbEKIMI 20 anory (-
10 mr/mi 1 Mo THOGHKOB)
20 mr/m 1 Mo
8. Mopduna TabneTku (KarcyJb) 180 TabneTox
MPOJIOHTUPOBAHHOTO (xarcyn)
TIEACTBUS 60 TabieTok
10 mr (xarcyn)




30 Mr

40 TalieTok

60 Mr (kamcymn)
100 mr 20 TabneTok
200 mr (kamcym)
20 TabneTok
(kamcymn)
9. Mopdun TabneTku
5Mmr 100 TabneTok
10 mr 100 Tabnerok
10. Mopdun Karu s npuema
BHYTpb 20 Mr/mi 20 mi 4 fnaxona
11. Mopdun PacTtBop a1t mpuema
BHYTpPb (MOHO/103b1)
2 Mr/mi 5 mit 100 amrryn 1i/3
6 Mr/mi 5 min 80 ammyn /3
20 mr/mit 5 Mo 30 ammyi /3
12. OxkcukonoH + HaxokcoH Tabnerku
MPOJIOHTUPOBAHHOTO
JNEUCTBUSA
Swmr+2,5wMr 100 TabneTok
10 Mr + 5 mr 60 Tabnerox
20 mr + 10 Mr 40 TaGneTok
40 mr + 20 mMr 20 TabneTok
13. | IlponuonungenmnsTokcudTUINUNEepy | Tabnerku 3ameunsie 20 50 Tabnerox
TTUH MT
14. denTaHun IInacTeipb
12,5 mMxr/yac 20 nutacteipei
25 mxkr/4ac 20 nacteipeit
50 Mkr/4ac 10 numacteipen
75 MKr/4ac 10 nuacteipeit
100 mkr/gac 10 nacteipen
15. denTaHun Crnpeit Ha3anbHBIN

DrakoH 50 MKr/mos3a

2,0 ma (10 m03)
3,2 M (20 mo3)
5,0 mi (40 mo3)

®nakon 100 Mkr/mosa

2,0 mi (10 no3)

24 ¢nakoHa
12 ¢nakoHOB
6 (akoHOB

12 ¢nakoHoB




3,2 mi (20 103)
5,0 mi (40 mo3)

®nakon 200 MKr/mo3a

2,0 ma (10 mo3)
3,2 mit (20 103)
5,0 mi (40 m03)

6 (hmakoHOB
3 dpnakona

12 ¢nakoHoB
6 (bmakoHOB
3 dnaxona

[Tpunoxenue N 2

K [lopsinky HazHayeHUs
JIEKapCTBEHHBIX MPENaparos,
YTBEPKACHHOMY ITPUKA30M
MuHucTepcTBa 31paBOOXPaHEHUS
Poccutickoit @enepanuun

ot 24 Hos0ps 2021 . N 1094n

CnpaBo4HO

PEKOMEHOOBAHHBIE K UCIMOJIb3OBAHUIO COKPALLIEEHUA
nPU OPOPMJIEHUN PELIENTOB

N | Coxkpawenue [Tonnoe Hanucanue IlepeBon
n/m

l. aa ana 110, IOPOBHY

2. ac., acid. acidum KHACJI0Ta

3. aer. aerozolum a’po30Jib

4. amp. ampulla aMmITysa

3. aq. aqua BOZA

6. aq. purif. aqua purificata BOJIa OYMILEHHAs

7. but. butyrum Macio (TBepaoe)

8. caps. capsula Karicysa

9. comp., Cps compositus (a, um) CJIOXKHBIN

10. D. Da (Detur, Dentur) Brinaid %@ZZ?’BE’;‘E‘;? Mycrs
11. D.S. Da, Signa Detur, Signetur Brinait, 0603naus [Tycts Oyner




BbIJIaHO, O003HAYEHO

Berigaii (ITycts OymyT BBIIAHBI)

12. D.t.d. Da (Dentur) tales doses TaKHe 10351
13. dil. dilutus pa3BeICHHBIN
14. | Div. in p. aeq. Divide in partes aequales Paznenu Ha paBHBIC YacTH
15. emuls. emulsio AMYJIbCHUS
16. extr. extractum SKCTPAKT, BBITS)KKA
17. in enem. in enemas B MUKPOKJIM3Max
18. F. Fiat (fiant) ITycts 06pasyercs (0Opazyrorcs)
19. gran. granulum rpaHy’ibl
20. gt., gtt gutta, guttae Karuisi, Kariu
21. gtt. peror. guttae peroralis KaIlIu JJi IpueMa BHYTPh
22. inf. infusum HacTON
23. in amp. in ampullis B aMITyJIax
24. in tab. in tab(u)lettis B Ta0JIeTKax
B TabJieTKax ¢
25. | in tab. prolong. in tab(u)lettis prolongatis MPOJIOHTUPOBAHHBIM
BBICBOOOXKICHUEM

B Ta0JIETKAX C

2% in tab. prolong, in tab(u)lettis prolongatis MIPOJIOHTUPOBAHHBIM
' obd. obductis BBICBOOOKJICHUEM, TTOKPBITHIX
000J104KOM
217. in tubul. in tubulis B TIOOHMKaxX
28. lin. linimentum JIMHAUMEHT
29. liq. liquor KUIKOCTh
30. lot. lotion JIOCBOH
31. m. pil. massa pilularum MWIIOJIBHAS Macca
32. | membr. bucc. membranulae buccales TUIEHKH 3allleYHbIe
33, M. Misce, Misceatur Cmewaid
(ITyctp Oyznet cMmeriaHo)
34. mixt. mixtura MHKCTypa




35. N. numero YK CIIOM

36. ol. oleum Maciio (KUIKOR)

37. past. pasta nacra

38. pil. pilula, pilulae TTUJTEOJTSL, TIVUTEOTTA

39. p. aeq. partes aequales paBHbIE YaCTH

40. | ppt., praec. praecipitatus OCaXKICHHBIH

41. pulv. pulvis MTOPOIIOK

47, Qs quantum satis CKOJIBKO HOTpHefg:Tcs{, CKOJIBKO

43. r., rad. radix KOPEHb

44. Rp. Recipe Bozbmu

45. Rep. Repete, Repetatur HOBT(;IPOI;S(;IP};CHT;)(SYHGT

46. rhiz. rhizoma KOpHEBUIIIE

47, S, Signa, Signetur O oy !

48. sem. semen cems

49. simpl. simplex IPOCTOM

50. SIr. sirupus cupon

51. sol. solutio pacTBop

52. Spr. spray crpeit

53. Spr. nas. spray nasale CIIpeN Ha3aJIbHBII

54. supp. suppositorium CBeYa, CyNMO3UTOPHIA

55. susp. suspensio CyCIIE€H3Hs, B3BECh

56. tab. tab(u)letta TalneTka

57. t-ra, tinct. tinctura HaCTOMKa

58. tubulis tubulis TIOOMKH

50, STT Systema Therapeutica TpancaepmanbHast
Transcutanea TepaneBruueckast Cucrema

60. ung. unguentum Ma3b




61. vitr. vitrurn

CKJIIHKa

[Ipunoxenue N 2

K IpuKazy MUHUCTEpCTBA 3APaBOOXPaHEHUS

Poccutickoit denepanuun

ot 24 Hos0ps 2021 . N 1094n

®OPMA PELEIITYPHOI'O BJIAHKA N 107-1/Y

MuHHCTEpPCTBO 34paBOOXPAHEHNUS Kon ¢popmsr mo OKVY/]

Poccuiickoit @enepanuu Kon yupexnenus no OKITIO

MenunuHckas JOKyMEHTAIUs

HaunmenoBanwue (mramir) ®opma N 107-1/y

MEJIUIIMHCKON OpraHu3alu YTBepKaeHa TPUKAZOM
MuHucTepcTBa 31paBOOXPaHEHUS
Poccuiickont ®enepanun

Haumenosanue (1rramin)
WHIUBUAYATBHOTO MpeANpUHUMATENS
(yka3zaTh aapec, HOMEp U JaTy JUICH3UH,
HalMEHOBAaHUE OpraHa rocy/1lapcTBeHHON
BJIACTH, BBIJIABIIIETO JTUIIEH3HIO)

ot 24 Hos6ps 2021 . N 1094n

PELIEIIT
(B3pOCIBIi, AETCKUH - HY>)KHOE IOAYEPKHYTh)
n n 20_ L

q)aMI/IJ'II/ISI, HMHHUIUAJIbl UMCHHU U OTUYCCTBA (nocne,uHee - [Ipu HaJ'II/I‘lI/II/I)
nanyuecHTa

Jara poxaeHus

damunus, THULMAIBI KIMEHU U 0T4ecTBa (TIOCTEAHEE - TPU HATUYUH)
Jeyarero Bpava (¢enpamepa, aKyepKkn)

pyO.|xom.| Rp.

pyO.|xom.| Rp.
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Iloamuce
Y TIeYaTh JIeUariero Bpaya
(momnuck (denpamiepa, akyIepKu)

PellenT IOeVICTBUTEJIEH B TeuyeHUe

(HyXHOEe MNOOYEePKHYTH)

Ob6opotHas cTopoHa

M.IL

60 mHem, mo 1 rToma (

(ykazaThb
KOJIMYEeCTRBO IHEeN)

OTMeTKa 0 Ha3HAYEHHUH JIEKApPCTBEHHOTO
nperapara 1o peeHHIo BpadeOHoN
KOMHCCHH

[Ipurorosun

[Iposepui Otnycrun

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

MuHHUCTEPCTBO 3/1paBOOXPAHEHUS
Poccutickoin denepanuu

HaumenoBanue (1ramm)
MEIMIIMHCKON OpraHu3auu

Haumenosanue (1rramn)
WHUBUAYATHHOTO TPEANIPUHAMATENS
(yka3zaTh aapec, HOMEp U JaTy JUIECH3NH,
HAaUMEHOBAaHHE OpTraHa roCyAapCTBEHHOM
BJIACTH, BBIJIABIIIETO JIUIIEH3HIO)

Kon ¢popmer mo OKV/] 3108805
MenuimHcKas J0KyMeHTalus
®opma N 148-1/y-88
VYTBepxkieHa MPUKa30M
MuHHCTEPCTBA 3IPABOOXPAHECHUS
Poccuiickoint denepanuu

ot 24 Hosa6pst 2021 . N 1094u
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PELIEIIT " 20
(mata oopMIICHHSI-pEIICTITA)

(B3pOCIIBIii, AETCKUI - HY’)KHOE ITOYEPKHYTH)

CDaMI/IJ'H/IH, nHUOaJbl UMCHHU U OTUCCTBA (nocnez[Hee - [IpHu HaJ'II/I‘lI/II/I)
nanmucHTa

Jlara poxeHus

Anpec MecTa KUTEIbCTBA WM N MEIMIMHCKOW KapThl aMOyJIaTOpPHOTO TalUeHTa,
MOJIyYaroLIero MEIUIUHCKYIO MIOMOILb B amMOyJIaTOPHBIX YCIIOBHSIX

damuiis, THAIHAIBI IMEHU M 0TYeCTBa (TIOCIIETHEE - TIPY HAJTHMYUH )
Jevaiiero Bpaua ((peapamepa, akyepKm)

[Tonnuce u neyars Jieyamero Bpada M.IL
(moamuck enpaiepa, aKymepKn)

Penent nencTBuTelied B TeueHue 15 qaen

O06opoTHas cTopoHa

OTMmeTKa 0 Ha3HAYE€HUH JIEKAPCTBEHHOTO
npernapara 1o pemeHuo BpayeOHon
KOMHCCUU

[Ipurorosun IIposepui Otnycrun




®OPMA PELEIITYPHOI'O BJIAHKA N 148-1/Y-04(JI)

MUHUCTEPCTBO 31PaBOOXPAHEHUS YTBEPXJIEHA
Poccuiickont @enepanuu MECTO  mnpuka3zom MuHuctepcTBa
JJ1A 3/IpaBOOXPAHEHUS

LITPUXK  Poccuiickoit @enepanuu
OHA <*>  or 24 Hos0ps 2021 . N
1094n

HITamm
Kon

MGHHHHHCKOﬁ oprannu3anvun

Itamn
Kon

HUHANBUAYAJBHOTO IIPCAITPHUHUMATCIIA

Kon ¢popmer mo OKV/] 3108805

®opma N 148-1/y-04(x)

Kon Kon HcTounuk puHAHCHUPOBAHHUS:
KaTe€ropuu | HO30JIOTMYECKOU (momuepKHyYTh)
rpaxaad | ¢opmsl (mo MKB) 7o OTLTATHI:
1. ®enepanbHblil OOIKET (moAYepKHYTH)
2. bromxker cyobekta Poccuiickoit
denepanuu
3. MyHununanbHbIi OOmKET
1. becninatHo
2.50%
3. nuHou %
PEIIEIIT Cepus N Hara opopmenus: 20 r

damunusi, THUIMATIB UIMEHU U OTYeCTBa (TOCTEAHEE - MPHU
HaJIMYKM ) TTAITUEHTa [ara poxnenus
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CHUIIC

N nonuca
00s13aTeILHOrO
MEIUIIMHCKOTO
CTpaxOBaHUS:

Homep MenuuuHCcKoi KapThl HAllMeHTa, TOIYYaroniero MeAUIIMHCKYIO TOMOIIb B aMOYJIaTOPHBIX
YCIIOBHSIX

damuis, THUIHAIBEI UMEHU M 0TYeCTBa (TIOCIIEHEE - PU HATHYHUH )
Jevaiero Bpaua (¢eapamepa, akyepKu)

Py6. L0 5 PO 0 o PRSPPI

[Toanuck u neyare Jieyaero Bpaya

M.IL
(moanuck denpaiiepa, akyepKu)

Penent nelictButeneH B Teuenue 15 nueit, 30 nuelt, 90 nHel (HyKHOE OJUYEPKHYTh)

OTny1ieHo o peuenty: ToproBoe HanMeHOBaHKE U JO3UPOBKA!
Hara ornycka: " " 20 KonmmnuecTBo:
[Ipurorosui: IIposepuin: Ornycrun:

— (JTuHUS OTpBIBA)

Kopermok pernientypHoro OnaHka Cnoco6 mpruMeHEeHHUS:

HauMeHOBaHME HpOIIOJ'DKI/ITeJ'ILHOCTL JHCU

JICKaApCTBCHHOI'O IIp€riapara:

I[o31/1p0131<a: KomnuaectBo IMPpUEMOB B JICHL: pas

Ha 1 mpuem: el.




<*> B ciydae M3rOTOBJICHHS PELENTYPHOro OJaHKa ¢ MCIOJIb30BAaHUEM KOMITBIOTEPHBIX
TEXHOJIOTHUH.

O6opoTHas cTopoHa

OTMeTKa 0 Ha3HAYEHHUH JIEKapCTBEHHOTO
npernapara 1o pereHnIo BpaueOHon
KOMHCCHH

[Ipurorosun [Iposepui Otnycrun

[Tpunoxenue N 3

K npuka3sy MHUHUCTEPCTBA 31paBOOXPAHEHUS
Poccuiickon ®enepanun

ot 24 Hos10ps1 2021 . N 1094n

NOPAOOK
OPOPMIIEHUA PELUENTYPHbIX BJIAHKOB HA JIEKAPCTBEHHbBIE MNPEMNAPATbI,
MX YYETA U XPAHEHUA

. OchopmneHue peuenTta Ha 6ymaxxHOM HocuTene

1. Ha penentypubix 6mankax gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(i1) B IeBOM BepxHEM
Yoy MPOCTaBISETCS IITaMI MEAMLMHCKOM OpraHu3aliy C yKa3aHHEM €€ HAauMEHOBaHUS, ajpeca U
TenedoHa ¢ AaToN BBHIMUCKY (J1aTol oopMIIeHHs ) pelienTa Ha JIEKapCTBEHHBIN Mpenapar.

JononHuTenbHO Ha perienTypHoM omanke Gopmbl N 148-1/y-04(11) mpocTaBnsieTcst KO MEAUIIMHCKON
opraHu3anu B coOTBEeTCTBHH ¢ OCHOBHBIM TOCYAapCTBEHHBIM PETUCTPAIIMOHHBIM HOMEpPOM (manee -
OI'PH).

Cepust peuentypHoro Omanka ¢opmbl N 148-1/y-04(n) BrmrouaeT kox cyowekta Poccuiickoit
denepanuu, COOTBETCTBYIOIIUM JIBYyM mepBbIM Iudpam OOmEepoccuiickoro kinaccupukaropa 00ObEKTOB
aJIMUHUCTPATUBHO-TEppUTOpUaNIbHOTO AeneHud (naiee - OKATO).

Pa3zpemaercs nsroraBnmuBarh perientypubie 6manku ¢popmbel N 107-1/y u popmer N 148-1/y-04(11) ¢
MOMOIIbI0 KOMITBIOTEPHBIX TEXHOJIOTHIA.

Penenitypupie  Omanku  popmer  dopmbr N 148-1/y-88 W3roTaBIMBarOTCS UCKIIOUUTEITHEHO
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TATIOTPAPCKUM CITOCOOOM.

2. Ha penentypHbIX 061aHKax, 0(pOpMIISIEMBIX HHIUBHULYyJIbHBIMU MPEANPUHUMATEIIMH, HMEIOITIMH
JIMLIEH3MIO0 HA MEJUIIMHCKYIO 1€ TeIbHOCTh, B BEPXHEM JIEBOM YIIIy TUIOIPaCKUM CIIOCOOOM WM ITyTeM
MPOCTABJICHHS IITAMIIa TOJDKEH OBITh yKa3aH aJipec MHIUBHUIYyaJIbHOTO IPEANPHHUMATENSI, HOMEp U Jara
JULEH3UU, HAUMEHOBaHUE OpraHa rocyJapCTBEHHOM BJIACTH, BBIIAABILETO JIMLICH3HIO.

3. Peuentypubie Omanku dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(11) 3amonHSIOTCS
MEIUIIMHCKUM PAOOTHUKOM YEPHUIIAMH WUJIH IIAPUKOBOU PYUKOA.

4. lomyckaetcs opopMmiieHUE BCEX PEKBU3HUTOB (3a MCKIIOUeHHEM pekBu3uTa "lloanuck nedarnero
Bpada (rmoanuch (enpamepa, akymepku') penentypHsix 0nankoB ¢opmbl hopmer N 107-1/y, dopmsr N
148-1/y-88 u ¢popmbr N 148-1/y-04(:1) ¢ ucrionb30BaHUEM MEYATAIOIINX YCTPOUCTB.

5. Odopmienue perentypHbix OnankoB Gpopmbl N 148-1/y-04(11) BriarouaeT nudpoBoe KOAUPOBAHHE.
[{udpoBoe KoAMpPOBaHKE YKA3aHHBIX PEIETITYPHBIX OJAHKOB BKIIFOYACT:

1) xox Meaunmuckoil opranuzanuu (OI'PH) wnm kon MHAMBHIYanbHOTO MpeINpUHUMATENS B
cooTBeTCTBUHM C (OCHOBHBIM TOCYJAPCTBEHHBIM PETUCTPAIMOHHBIM HOMEPOM HWHIUBUIYAIBHOTO
npennpuaumarens (ganee - OI'PHUII), npocTapnseMsblii Ipu H3rOTOBICHUN PELIETITYPHBIX OJIAHKOB;

2) KOA KaTeropuu TpaxJaH, MUMEIOIUX MPaBO Ha TMOJYyYCHHE JICKAPCTBEHHBIX IIpENaparoB B
cooTBeTCTBUM €O cTaThel 6.1 denepanbHoro 3akoHa ot 17 uronsa 1999 r. N 178-D3 "O rocynapcTBeHHOU
conuanbHoi momon" <1>, ¥ KOJ HO30JOTHYECKOH (GOpMbI M0 MEXIyHApOIHOW CTAaTHCTUYECKOM
kiaccudukanuu 0oje3Held M MmpobieM, cB3aHHBIX co 370poBbeM (10-it mepecmotp) (mamee - MKBD),
3aIlOJIHSAEMBIC JICHAIlUM BPavYoM ITyTEM 3aHECCHHS KaxI0H HMU(pBI B MyCThIC SYCHKH, TIPU 3TOM TOYKA
MPOCTABISETCS B OTACTBHON sueiike;

<1> Cobpanue 3axoHonatrenbctBa Poccuiickoit ®deneparuu, 1999, N 29, ct. 3699; 2020, N 52, cT.
8577.

3) ormerky 00 ucrouHuke ¢uHaHcupoBaHus (denepanbHbiii Ommker [1], OromKkeT cyObekTa
Poccuiickoit denepanuu [2], MyHUIIUNANbHBIN OtomkeT [3]) U mpolieHTe oruiaThl penenta (becmnarHo [1],
50% [2], unoit % [3]);

4) WTpUX-KOA - JIOTIOJIHUTEIbHBI PEKBU3UT (B ClIydae M3TOTOBJIEHUS HA TEPPUTOPUHM CYOBEKTa
Poccuiickoit deneparun penentypHoro 6j1aHka ¢ UCIOIb30BAHUEM KOMITBIOTEPHBIX TEXHOJIOTHH).

6. B peuentypusix 61ankax ¢popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade "Damumnmus,
WHUIIMAJIBl IMEHU B 0TYeCTBa (TOCIIEAHEE - TPH HATMYHHN) MAIUeHTa" YKa3bIBAIOTCS (PaMUITHsI, MHUIIAAITBI
MMEHHM U O0TYeCcTBa (IoCcIeIHee - IPU HAJTMYMH) MAIUEHTa.

7. B peuentypasix Omankax ¢gopm N 148-1/y-88, N 107-1/y m N 148-1/y-04(n) B rpade "Iara
pOXACHUS" YKa3bIBACTCS AaTa POXKICHHUS MaIeHTa (YUCI0, MECSII, TON).

JonomauTtensHO B penentypHbIx Omankax dopmbl N 148-1/y-88 u dopmer N 107-1/y s nereit B
Bo3pacte 7o 1 roga B rpade "Jlata poxkaeHus" yKa3bIBaeTCsl KOJIUYECTBO MOIHBIX MECSIIEB.

8. B penentypubix Omankax (opmer N 148-1/y-04(1) B rtpadax "CHUJIC" u "N mommca
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00513aTEIbHOT0 MEAMIIMHCKOTO CTPaxoBaHUA" YKa3bIBaIOTCSI CTPAXOBOM HOMEpP WHIWBUIYaJIbHOTO
JTUIEBOTO cuera rpaxaanuna B [lencrnonnom doume Poccuiickoit @enepamnu (CHUIC) (mpu Hanuywm) u
HOMeEp MoJjKca 0043aTeIbHOr0 MEAUIIMHCKOTO CTPAXOBaHUSI.

9. B penentypubix 6rmankax ¢opmbl N 148-1/y-88 B rpade "Anpec mMecra KUTEIBCTBA WIM HOMED
MEIMIUHCKOM KapThl NallMeHTa, NOIYyYarollero MEJUIMHCKYIO IOMOIIb B aMOyJIaTOpPHBIX YCIOBUAX',
YKa3bIBa€TCsl TOYTOBBIM aJpec MecTa JKUTENbCTBA (MecTa MpeObIBaHUS WIM MecTa (PaKTHUECKOrO
IIPOKMBAHMS) NAalMEHTa WM HOMEP MEIMLMHCKOM KapThl MAaLMEHTa, MOIYyYaroLIero MEIULUHCKYIO
MOMOIIb B aMOYJIaTOPHBIX YCIOBHAX <2>.

<2> [lpukaz MunucrepctBa 3apaBooxpanenusi Poccuiickoit ®enepanmu ot 15 nexabpst 2014 r. N
8341 "OO yTBepKICHMM YHH(PHUIIMPOBAHHBIX (POPM MEIUIIMHCKOW JTOKYMEHTAIlUH, HMCIOJIb3YEMBIX B
MEJUIIMHCKUX OPraHU3alluiaX, OKa3bIBAIOIIMX MEJAMIIMHCKYIO MOMOIIb B aMOyJIaTOPHBIX YCIIOBUSIX, U
MOPSAIKOB 1O UX 3anonHeHuto" (nanee - [Ipuka3z N 834H) (3apeructpupoBaH MUHHUCTEPCTBOM FOCTHIIMH
Poccwmiickoit ®enepanuu 20 deBpans 2015 r., peructpanuonusiii N 36160) ¢ U3MEHEHUSIMH, BHECCHHBIMHU
npukazamu MuHuctepcTBa 31paBooxpaHeHus Poccuiickoit ®enepanuu ot 9 suBaps 2018 . N 2
(3apeructpupoBan  MunucrepctBoM toctuiuu  Poccuiickort  ®enepanuu 4 ampenst 2018 T,
peructpanronabii N 50614), ot 2 Hoss6ps 2020 . N 11861 (3apeructpupoBaH MUHUCTEPCTBOM FOCTHITUN
Poccutickoit @eneparuu 27 nosiops 2020 r., peructpanmonusii N 61121).

Vkazanne u aapeca MeCTa XUTCIIbCTBA U HOMEpaA MEIUITUHCKOM KapThl MaiuCHTAa, IMOJTy4arouiero
MCIUIIMHCKYO ITOMOIIb B aM6y.]'IaTOpHLIX YCIIOBUAX, HC ABJIAICTCA OIIIOKOM.

B penentypnsix 6mankax ¢popmsl N 148-1/y-04(x1) B rpade "Homep MequIMHCKON KapThl MAIMCHTA,
MOJIYYAIOIIEro MEeIUIMHCKYIO MTOMOILb B aMOYJIaTOPHBIX YCIOBHX" YKa3bIBa€TCS HOMEpP MEAMIIMHCKON
KapThl NAallMeHTa, NOJYYaoulero MEAUIMHCKYIO TOMOIIb B aMOYJIaTOPHBIX YCIOBUAX <3>.

<3> [Ipuxa3 N 834H.

10. B rpage "®damunus, MHULKMATIBI UMEHU U OTYeCTBa (TIOCIEIHEE - IPU HAJIMYKN) JIEYAIlero Bpaya
(penpamepa, axkymepku)" peuentypHbelx OmankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(i)
YKa3bIBAIOTCSl TOJHOCTHIO (paMUJIHsI, WHHUIMAIBGI MMEHH, OT4YeCTBa (TOCIIEAHEE - TP HATHYUH)
MEIUIIUHCKOr0 pabOTHUKA, HA3HAYUBIIIETO JIEKAPCTBEHHbIE MPenaparsbl 1 0QOPMHBILETO PELET.

11. B rpade "Rp" peuentypubix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xn)
yKa3bIBACTCS:

1) HanMeHOBaHME JIEKapCTBEHHOTO TIpernapara (MeXIyHapoJIHOEe HEeNaTeHTOBAaHHOE HaWMEHOBAHHE,
IPYNITUPOBOYHOE WIM XUMUYECKOE HAUMEHOBAaHUE, TOPrOBOE HAMMEHOBAHNE) HA JJATUHCKOM SI3bIKE WJIM Ha
PYCCKOM si3bIKe, (hopma BBIITyCKa, TO3MPOBKA, KOJIMYECTBO (YKA3bIBACTCS MPOMHCHIO HA PEIEeNTypHOM
6mnanke ¢popmbl N 107/y-HII);

2) crmoco0d TpUMEHEHUsl JIEKapCTBEHHOTO Tperapara Ha TOCyJapCTBEHHOM s3bike Poccuiickoit
Qenepauuyu WIM Ha TOCyHapcTBEHHOM s3blke Poccuiickor dDenepanuu U TOCYyAapCTBEHHOM  SI3BIKE
pecnyOIIMK U UHBIX s3bIKax HapoaoB Poccuiickoit denepanun <4>.
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<4>Yacts 1 crateu 15 3akona Poccuiickoit @eaepanmu ot 25 okTsiops 1991 . N 1807-1 "O s3p1kax
HaponoB Poccuiickoit deneparuun” (nanee - 3akon N 1807-1). (BenomocTu cbe3na HapOAHBIX JICITyTaTOB
PC®OCP u Bepxosnoro Coera PCOCP, 1991, N 50, ct. 1740; Cobpanue 3akoHOAaTenbcTBa Poccuiickoit
Oenepanuu, 1998, N 31, ct. 3804).

Koncynprantllntoc: npumeuanue.
Hywmepatiusi myHKTOB 1aHa B COOTBETCTBUU € OUILIUATIBHBIM TEKCTOM JJOKYMEHTA.

13. TIpu odopmieHNH penenTypHbIX OJIAHKOB 3alpeniaeTCcsi OrPAHNYHUBATHCS OOIUMH YKa3aHUSAMH,
Hanpumep, "Buyrtpennee", "3BecTHo".

14. Penent, opopmieHHsbIi Ha perientypHoMm Omanke ¢dopm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(J1), moANUCHIBACTCS MEAUIIMHCKAM PaOOTHUKOM H 3aBEPSIETCS €ro MevaThio.

Penent, odpopmiienHslil Ha peuentypHoM Omanke ¢opmbl N 148-1/y-88 u popmbr N 148-1/y-04(x),
JOTIOJTHUTEIHHO 3aBEPSAETCS MeYaThi0 MEAUIIMHCKON opranu3amuu "ns peuentos".

Jns peuenta, opopmieHHoro Ha peuentypHoM Onanke gopmsl N 107-1/y, nanuuue nevaru "J{ms
penenToB" HE ABISAETCS 00S3aTEIbHBIM.

15. Ha onnom peuentypuom Omanke ¢hopmbl N 148-1/y-88 u ¢popmbsr N 148-1/y-04(11) pazpenraercs
OCYIICCTBIIATh HA3HAYCHUE TOJIBKO OJHOTO HAMMEHOBAHUS JICKAPCTBEHHOTO TIperapara.

Ha ognom peuentypuom 6manke ¢popmel N 107-1/y paszperaercs ocyuiecTBIsSTh HA3HAYEHUE TOJIBKO
OJTHOTO HAaMMEHOBAaHHMS JIEKAPCTBEHHOrO Ipenapara, oTHocsAmerocs no ATX K aHTUNCUXOTUYECKUM
cpenctBam (koa NO5SA), ankcuonutukam (kog NOSB), cHOTBOpHBIM U cenatuBHBIM cpenctBaM (koa NOSC),
antugenpeccantaM (kox NO6A) M He TOISKAIIETO MPEIMETHO-KOJMYECTBEHHOMY YUYeTy, U J0 Tpex
HAaUMEHOBAHUM JIEKAPCTBEHHBIX MPEMapaToOB - JUIsl MHBIX JIGKAPCTBEHHBIX MPEMapaToB, HE OTHECEHHBIX K
BbIIlIeyKa3aHHbIM ATX.

16. McnipaBienus B perienTe He A0y CKarOTC.

17. Ilpu opopmnenun peuentypHbix 61aHkoB Gpopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) na
JIeKapCTBEHHbIE IIpenapaThl, HA3HAUYEHHbIE [0 PELICHNUIO BpauyeOHON KOMUCCUH, Ha 000pOTe peLenTypHOro
OJaHKa CTaBUTCS ClielMaIbHasi OTMETKA (LITamIl).

18. Ha peuentyprnom 61anke popmbl N 148-1/y-04(;1) BHU3Y uMeeTcs JIMHUS OTPBIBA, pa3essromas
peLenTypHbIi OJIaHK ¥ KOPEIIIOK.

Kopemiok ot perienta, opOpMICHHOTO Ha YKa3aHHOM peLeNTypHOM OJlaHKe, BBIIAETCS MAIUEeHTY (ero
3aKOHHOMY IMPEJCTAaBUTEINI0) B allTEYHOIN OpraHU3aliy, Ha KOpPEIIKe JeIaeTcsd OTMETKAa O HaMMEHOBaHHUU
JIEKapCTBEHHOTO Mpernapara, 103UpPOBKe, KOJIMYECTBE, CII0CO0E MPUMEHEHHUS.

Il. OchopmneHue peuenta B hopme INEKTPOHHOro AOKYMEHTa

19. Peuent B popMe PIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO YCUJICHHOW KBaTU(UIIMPOBAHHON
EKTPOHHON TOAMKUCHIO, (POPMUPYETCS MEAUIIMHCKAM PaOOTHUKOM, CBEIEHHUS O KOTOPOM BHECEHBHI B
benepanbHBINA pErHCTP METUITMHCKUX PAOOTHUKOB <5>, a TAKXKe MIPU YCIOBUH PETUCTPALIMUA METUITMHCKOM
OpraHu3aIyy, B KOTOPOi opopmisieTcs perent, B GpeaepaabHOM peecTpe MEIUITMHCKIX OpraHu3aiui <6>
€IUHOM TOCYIapCTBEHHON WH(OPMAIMOHHON CUCTEMBI B cpepe 3ApaBOOXPAHEHUS U TIOAKIIOUEHUS TaKon
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MEAMIMHCKOM OpraHu3aliy K rocylapcTBEHHON MHGOPMAIIMOHHON cucTeMe B cdepe 31paBoOXpaHeHHs
cyowsekra Poccuiickoit deneparum <7>.

<5> Yacte 4 crateu 91.1 denepanprHoro 3akoHa N 323-03 (CobOpanue 3aKOHOIATEIHCTBA
Poccutickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<6> Yacte 4 crateu 91.1 denepanprHoro 3akoHa N 323-03 (CobOpanue 3aKOHOIATEIHCTBA
Poccutickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<7> Crarbu 91 u 91.1 ®enepanproro 3akoHa N 323-D3 (Cobpanue 3akoHOMaTeNbCTBA Poccuiickoit
Oenepanun, 2011, N 48, cT. 6724).

20. IIpu odopmienun peuenrta B Gopme SIEKTPOHHOTO JOKYMEHTA Ha JIEKAPCTBEHHBIEC MPEraparsl,
ykazaHHble B nyHkTax 9 um 11 Ilopsaka Ha3sHaueHHs JIEKapCTBEHHBIX IPENapaTroB, YTBEPKIECHHOIO
HAaCTOSIILIUM IPUKA30M, U OTIyCKaeMbI€ 3a MOJHYK CTOUMOCTb, 3alIOJHSAIOTCS CIEAYIOIINE PEKBU3UTHI:

1) xom cyObekra Poccuiickoii ®enepanmu nmo OKATO, omnpenensrommuii rocyaapCTBEHHYIO
MH(POPMALIMOHHYIO CUCTeMY B cdepe 3apaBooxpaHeHus cyobekta Poccuiickort denepanuu, B KOTOPOH
chopMupoBaH perent B GopMe JISKTPOHHOTO TOKYMEHTA;

2) HanMCHOBAHHC MCHHHHHCKOﬁ OpraHu3anuu, aapec, TeJ'Ie(bOH nin (1)aMI/IJ'II/I$I, HMHHUIUAJIbl HUMCHHU U
OT4YCCTBaA (HOCJIG[[HGG - [Ipu HaJII/I‘-II/II/I) HHIUBUAYAJIBbHOI'O MPEANPUHUMATECIIA, UMCIOIICTO JIMICH3UIO Ha
MCIUNUHCKY0 ACATCIBHOCTDL, €0 aIpeC,

3) OI'PH ropuanueckoro nuua (MeauuuHcko opranuzanuu) win OI'PHUIl unauBuayambHOTO
peanpuHUMAaTeNs;

4) nata opopmieHus perenTa (yKa3bIBaeTCsl YHCIIO0, MECSAIL, TON);

5) nara okoHuYaHUS JecTBH perenTa (hopMupyeTcs Tocy1apcTBeHHON HH()OPMAITMOHHON CUCTEMON
B cdepe 3apaBooxpaHeHust cyobekTa Poccuiickoit denepaiiuu B COOTBETCTBHH CO CPOKaMH JICUCTBUS
penentoB: 15 aueii, 30 gueit, 60 nueit, 90 nueit, no 1 romga);

6) yHUKaJIbHBII HOMEp peuenta (GopMHpPYETCs TOCyIapCTBEHHOW MH(POPMAIMOHHOW CHCTEMOW B
chepe 3mpaBooxpaHeHHs cyObekTta Poccuiickoit @enmepanuu u  00eCeYMBAET OJAHO3HAYHYIO
uaeHTu(UKaAIMIo perenrta B GopMe AMeKTpoHHOTO gokymeHTa B couetanun ¢ OKATO, OI'PH wmm
OI'PHUIT);

7) ormetku '"cito" (cpouno) wim "statim" (HEMEUIEHHO) TIPH HEOOXOAMMOCTH CPOYHOTO WU
HEMEIJIEHHOTO OTITYCKa JIEKApCTBEHHOTO Tperapara naieHTy;

8) aapec marueHTa (yKa3pIBaeTCs IMOYTOBBIN aapec MEeCTa JKUTEIhCTBa (MecTa MPeObIBaHUS WM
MecTa (PaKTUYECKOTo MPOKUBAHUS) C YKa3aHHUEM HHJAEKCcAa, HAMMEHOBAHMS Kpas, 00JIacTH, pecmyOInKH,
aBTOHOMHOTO OKpyra ¥ WHOTO cyObekTa Poccuiickoit deneparnu, HamMeHOBaHUSI HACEJIEHHOTO MyHKTA,
HAaUMEHOBAaHUS YIUIBI (MIPOCIIEKTa, TMEpeyaKa, Mmpoesna), HoMepa aoMa (C yKa3aHHEM Kopmyca, MpH
HaJIW4YuH), HOMepa KBapTUPHI);

9) HOMEp DIEKTPOHHON MENUIIMHCKOW KapThl MallM€HTa B TOCYAapCTBEHHOW HH(OpPMAIIMOHHOU
cucteme B cepe 3apaBooxpaneHus cyobekra Poccuiickoit deneparim;
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10) dbamumnus, uMs, 0T4eCTBO (ITOCIICIHEE - TPU HAIWMYWHN ) TTAIUEHTA MTOJIHOCTHIO;

11) nara poxxaeHus naueHTa (yka3bIBaeTCs YUCII0, MECSLL, TON), AJIs1 ieTel /10 | roj1a T0onoJIHUTEIBHO
YKa3bIBACTCS KOJTUYECTBO TOJTHBIX MECSIIEB;

12) ¢pamuivs, HUIIMAIBEI IMEHH U OTYECTBA (TMOCTeIHEee - TPU HATHYMN) METUIIUHCKOTO PaOOTHHKA
MOJTHOCTHIO;

13) HauMeHOBaHUE JIEKAPCTBEHHOTO Mpernapara (MK IyHapOAHOE HEMAaTeHTOBAHHOE HAMMEHOBAHUE,
IPyNIUPOBOYHOE WJIM XHMHUYECKO€ HaWMEHOBAaHHME, TOProBO€ HAMMEHOBAaHUE), O3UPOBKa, (opma
BBIITYCKa, KOJTMYECTBO (BCE MO3UIMN YKA3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) croco® mpuMEHEHUs JIEKApCTBEHHOIO Mperapara Ha TOCYIapCTBEHHOM s3bIke Poccuiickoit
@enepanuu WIM Ha TOCyHapcTBEHHOM s3blke Poccuiickor @Denepauuu M TOCYyAapCTBEHHOM  SI3BIKE
pecnyOIIMK U UHBIX s3bIKaxX HapoaoB Poccuiickoit deneparuu <8>;

<8> Yactp 1 crarbu 15 3akona N 1807-1 (Bemomoctu cheszna napomausix nemnytaroB PCOCP u
Bepxosnaoro Cosera PCDOCP, 1991, N 50, ct. 1740; Cobpanue 3akoHonaTenbcTBa Poccuiickoit @enepannu,
1998, N 31, ct. 3804).

15) noKyMeHT, MOATBEPKIAIOIINI Ha3HAYSHHE JICKAPCTBEHHOTO Mpenapara Mo pemieHuo BpaueOHoiM
KOMHUCCHHU MEIUIIMHCKOM OpraHu3aliu;

16) orMeTka O Ha3HAYCHMM JIEKAPCTBEHHOIO Ipernapara MO PELICHHI0 BpaueOHONW KOMHCCHU
MEJUIIMHCKON OpraHu3alli B CIy4asx, yKa3aHHbIX B a03arle BTopoM myHkTa 6 Ilopsnka HazHaueHuUs
JIEKapCTBEHHBIX MPENAPATOB, YTBEP>KICHHOTO HACTOSIIIUM ITPUKA30M;

17) orMeTka O crenuanibHOM HA3HAYEHUHU JIEKAPCTBEHHOIO Ipernapara (3amoyiHseTcs B CilydasX,
yKa3zaHHBIX B IyHKTax 15 m 24 Ilopsnka Ha3HaueHHs JIEKapCTBEHHBIX IPENApaToB, YTBEP KIAECHHOTO
HACTOSIIIUM [IPUKA30M);

18) oTmMeTka O creualbHOM Ha3HAYEHHUM JICKApCTBEHHOTO Ipernapara MalHueHTy ¢ 3a00jeBaHueM,
TpeOYIOINM JUTUTEILHOTO KYPCOBOTI'O JIEUEHHUSI (3alloNHsIeTCs B Cilydae, ykazaHHOM B IyHKTe 23 [Topsaka
Ha3HAYeHMs JICKApCTBEHHBIX IPENaparoB, YTBEP)KJCHHOTO HACTOSIIMM IPHUKA30M) C MPOCTABICHUEM
MIEPUOJNYHOCTH OTITyCKa JIEKaPCTBEHHOTO Mperapara;

19) npu odopmienun peuenta B opMe EKTPOHHOTO JOKYMEHTA Ha JIEKaPCTBEHHBIE Mpenaparsl,
yKa3aHHbIE B OANYHKTax 2 - 5 nmyHkTa 9 u nmyHkre 11 Ilopsaka Ha3HaueHUs JIEKAPCTBEHHBIX IIPENAPATOB,
YTBEP)KJICHHOTO HACTOSIIMM IPHKAa30M, TpakAaHaM, HMEIOIIUM NpaBO Ha OecIulaTHOE MOJy4YeHue
JIEKApCTBEHHBIX IIPENapaToB WM IOJyYEHHE JIEKAPCTBEHHBIX IPENaparoB CO CKUIKOW, 3alOIHSIIOTCA
PEKBU3UTHI, IPELYCMOTPEHHBIE OAITYHKTaMH 1 - 18 HACTOSAIIEro MyHKTA, a TAKXKE CIECAYIOINE PEKBU3HUTHIL:

a) KaTeropus rpaxkJiaH, UMEIOLIUX IIPaBO HA MOTyYEHHE JIeKapCTBEHHBIX NPENapaToB B COOTBETCTBUU
co crarbeil 6.1 denepanpHoro 3akoHa ot 17 urong 1999 r. N 178-®3 "O rocynapcTBeHHON COLMAIBHOM
nomMomn" <9>;

<9> Cobpanue 3akoHomarensctBa Poccuiickoit ®eneparuu, 1999, N 29, ct. 3699; 2020, N 52, ct.
8577.



https://login.consultant.ru/link/?req=doc&base=LAW&n=449609&date=03.10.2025&dst=100090&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=489351&date=03.10.2025&dst=20&field=134

0) xox Ho30M0rHYecKoi popmer mo MKB;

B) uCTOUYHHMK ¢uHaHcupoBaHus (1 - denmepanpHbl OrOmKET, 2 - OlOmKET cyObekTa Poccuiickoi
Ddenepanu, 3 - MyHUIIUTIATHHBIA OFOIKET);

r) pazmep omiathl (1 - GecrnarHo, 2 - 50%, 3 - uHoi %);

1) CTPaxoBOW HOMEp HHIWUBUIYaJIbHOTO JIMIIEBOTO cyeTa rpaxaannHa B [leHcmonHom QoHme
Poccutickoit ®enepanuu (nmpu vHanmuuuun) (CHUJIC);

e) HOMCp moJjimca 00s13aTeILHOIO MCINLUHCKOI'O CTPaxXOBaHUs.

21. Ilpu mpocTaBieHUM OTMETKH, YKa3aHHOW B noanyHkre 16 mynkra 20 Hactosimero Ilopsiaka,
peuent B (¢GOpME DIEKTPOHHOTO JIOKYMEHTa IIOIMUCHIBACTCS YCWJICHHOW KB (pUIIMPOBAHHOM
AIIEKTPOHHOM MOAIKUCHIO TIPECEAATENsI I CeKpeTaps BpaueOHON KOMUCCHH MEIUIIMHCKOM OpraHU3alliH,
IIpU MPOCTAaBJIEHUH OTMETOK, yKa3aHHbIX B noanyHkrax 17 u 18 mynkra 20 nHacrosimero Ilopsnka, -
YCUJICHHBIMU KBAJIU(PUIIUPOBAHHBIMU DJIEKTPOHHBIMHU TOANKCAMU COOTBETCTBYIOIIUX MEIULIUHCKUX
PabOTHHKOB.

22. 1o TpeboBaHMIO NAIIMEHTA UM €r0 3aKOHHOTO MPeICTaBUTENs 0POpPMIISIETCS SK3EMILIP peLenTa
B (opMe 3JIEKTPOHHOIO JOKYMEHTa Ha OyMa)kHOM HOCHTeNe ¢ OTMETKoH "JlyOnmkar 31eKTpOHHOro
JOKyMeHTa".

lll. YyeT peuenTypHbIX 61aHKOB (32 UCKIIOYEeHUEM peuenTypHbIX
6naHkoB no ¢popme N 107/y-HIMN "CneunanbHbIn peuenTypHbIA 6naHk")

23. VYuer penentypHbix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
M3TOTaBIMBAEMbIX TUMOTPAdCKUM CIIOCOOOM (faliee - pelenTypHble ONaHKW, MOJUIekAlllhe YueTy),
OCYHIECTBIIICTCS B )KypHAJIAX y4eTa, MPOHYMEPOBAHHBIX, IPOITHYPOBAHHBIX M CKPEIJICHHBIX MOJITUCHIO
PYKOBOOUTENST H TeYaThbl0 MEOUIIMHCKOW OpraHu3allid WU TOMAMUCHI0  WHAMBHUYaLHOTO
MPEIITPUHUMATEIISI, UMEIOIIETO JTUICH3UIO Ha METUITUHCKYIO IeITeITLHOCTD.

24. XKypnan ydera perentypHsix 6maHkoB ¢popmbsl N 107-1/y cogepxut cnenyromue rpadsor:
1) HOMED 110 TTOPSIKY;

2) B paznene "[lpuxoxn":

a) JlaTa perucTpanuy J0KyMeHTa, MOATBEPKAAIOIIEro NOCTYIIEHUE;

0) HOMEp M JlaTa JOKYMEHTA, MOATBEP KIAIOIIET0 MOCTYIUIEHHE, HAMMEHOBaHHUE TIOCTABIIIMKA;
B) 00111€€ KOJTMYECTBO MOCTYNUBIINX PELENTYPHBIX OJIaHKOB;

r) haMuins, MTHULIMATBI IMEHU U OTYeCTBa (MTOCIeAHEee - PU HAJIMYKN) U MTOJIUCHh OTBETCTBEHHOTO
MEAMIIMHCKOTO pabOTHHKA, MOJYYHUBILErO PELENTYpHbIe OJaHKK OT MOCTABIIIHKA;

3) B pa3znene "Pacxon':

a) J1aTa BbIAAYM peUEenTypHbIX OJIaHKOB;
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0) KOTMYECTBO BBIJIAHHBIX PEIENTYPHBIX OJIAHKOB;

B) (damMwins, WHHIHAAIBl WMEHH W OT4ecTBa (MOCIETHEe - TpPHU HAJUYUU) OTBETCTBEHHOTO
MEJMIIMHCKOTO paOOTHHKA, ITOJIYYHUBILEr0 pelenTypHbIe OJaHKu;

I') HOAMKCH OTBETCTBEHHOTO METUIIMHCKOTO paOOTHHKA, TIOJYYHBILIETO PELENTYpHbIE OJIaHKH;

4) hamwmins, THULMAJIBI UMEHU M OTYECTBA (IIOCIIEeIHEE - IPU HAIMYKMH) U TTOIIUCh OTBETCTBEHHOI'O
MEIUIIUHCKOTO PabOTHHKA, BBIJIABIIETO PELENTypHbIE OaHKHU;

5) ocTaToOK peuenTypHbBIX OJaHKOB.

25. XKypnan yuera peunentypHbix OnaHkoB (opm N 148-1/y-88 u N 148-1/y-04(;1) comepxut
crenyronme rpadsl:

1) HOMep 1O MOPAAKY;

2) B paznene "[Ipuxon":

a) JlaTa perucTpanuu J0KyMEHTa, OATBEP KIA0IIEro MOCTYIICHUE;

6) HOMep U JaTa JJ0KyMEeHTa, HOATBEP)KJAtOIIEro MOCTyIJIeHHe, HAMMEHOBAHUE ITOCTAaBILUKA,;
B) 00111ee KOJTMYECTBO MOCTYNHUBIINX PEUENTYPHBIX OJIAHKOB;

I') CepUU ¥ HOMEPA PELENTYPHBIX OIaHKOB;

1) KOJITMYECTBO PELENTYPHBIX OJIAHKOB MO CEPUSM;

) (haMunus, MHULIKMATBI IMEHU U OTYeCTBA (TIOC/IeAHEe - IPU HAJIMYMHU) U MTOJIHCh OTBETCTBEHHOTO
MEAMIIMHCKOTO pabOTHHKA, ITOJIyYHUBILEro pelenTypHble OJaHKU OT OCTABIIMKA;

3) B pa3znene "Pacxon':

a) J1aTa BbIAAYM pEeUEnTypHbIX OJIaHKOB;

0) cepuu ¥ HOMepa BbIJJTaHHBIX PELIENTYPHBIX OIaHKOB;
B) KOJIMUECTBO BBIJAHHBIX PELENTYPHBIX OJIaHKOB;

r) ¢damuwiusg, MHMLIMANBI MMEHH M OTYecTBa (MOCHENHEe - MpH HAJMYUU) OTBETCTBEHHOIO
MEAMIIMHCKOTO pabOTHHKA, ITOJIyYHUBILEr0 pelenTypHble OJaHKu;

I[) IOANMMUCHh OTBETCTBCHHOI'O MCAUITMHCKOT'O pa60THI/IKa, MOJIYyYHUBHICTO pCUCITYPHBIC 6J'IaHKI/I;

4) pamunus, THUIMAIBI UMEHU U OTYECTBA (TIOCieIHee - PU HAJIMYMHU) U TOANNUCH OTBETCTBEHHOTO
MEIUIIUHCKOTO pabOTHHUKA, BBIIABIIETO PELENTypHbIe OJaHKH;

5) ocTaTok penenTypHbIX OJIaHKOB.

26. Yuer peuentoB, O(QOpPMIEHHBIX B (OpPME 3IIEKTPOHHOIO JIOKYMEHTA, OCYILECTBISETCS B
rocyaapcTBEHHOW WH(OpMalMoHHONH cucteme B cdepe 3apaBooxpaHeHus cyObekta Poccuiickoit
denepaniv MOCPEICTBOM BEACHUS €HMHOTO PEecTpa perentoB, OQOPMIEHHBIX B (OpME 3JIEKTPOHHBIX




AOKYMCHTOB.

IV. XpaHeHue peuenTypHbIX 6MaHKOB (32 UCKITHOYEeHUEM peLenTypHbIX
6naHkoB no ¢popme N 107/y-HIMN "CneunanbHbIn peuenTypHbIA 6naHk")

27. MenuuuHCKHE OpTraHW3allid TMOJYYal0T HEOOXOIMMBIE pelenTypHbIe ONaHku, o(hopMIICHHBIC
TUnorpadCKuM CrnocoOoM, 4Yepe3 TeppUTOpUAIbHBIC OpraHbl YIIPAaBJICHUS 3/PAaBOOXPAHEHUEM WIIH
OpraHM3aIlfy, YIOJTHOMOYCHHBIE HA 3TO OpPraHAMH HCIIOJIHUTENBHON BIacTH CcyOBeKTOB Poccuiickoii
denepanuu.

28. PeuentypHble OMaHKH, MOJJICKAIINE YUETY, XPAHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYEHHBIM
PYKOBOJIUTENIEM MEIUIIMHCKON OpraHu3allid, B 3alUpaeMoM MeTaindeckoM mkady (ceiide) wnu
METAJNINYECKOM SIIIIHKE.

29. nauBuayanbHbIA MPEANPUHAMATENb, UMEIOIIUHA JIMIIEH3UI0 Ha MEIUIIMHCKYIO JESTEIbHOCTD,
XpaHHUT peUenTypHbIe OJaHKH, MOMJIEKAIINE YUYeTy, B 3aMpacMoOM MeTajindeckoM mmkady (ceiide) mmum
METaJITNYECKOM SIIINKE.

30. IlpoBepka COCTOSHHS XpaHEHHs, ydera, (DaKTHUYECKOTO HaJM4YUs M pacxoia pPelenTypHBIX
OJaHKOB, MOJUIEKAILUX YYeTy, OOUH pa3 B KBapTal OCYLIECTBIAETCS KOMHCCUEH, CO34aHHOW B
MEJIUIIMHCKOM OpPTraHU3aLNH.

31. Penentyphsle Onanku, opopmiisseMble Ha OyMa)KHOM HOCUTENIE U MOJJIEXKALINE YUEeTY, BbIAAIOTCS
MEAMLIMHCKUM pabOTHUKAM, UMEIOIIUM IIPaBO 0(hOPMIIEHHS PELIENTOB, [10 PACHOPSHKEHUIO [NIABHOTO Bpadya
WIH €ro 3aMeCTUTEIIS.

HOJIy‘-IeHHI)IC PEUCIITYPHBIC OllaHku Ha 6YMa)KHI)IX HOCUTCJIAX XPaHATCA MCAUIIMHCKUMU
pa6OTHI/IKaMI/I B IIOMCIICHUAX, O6CCH€‘{I/IBaIOIHI/IX HX COXPaHHOCTL.

32. IIporpaMMHO-TEXHUYECKHE CPEACTBAa TOCYIAPCTBEHHBIX MH(POPMALMOHHBIX CHUCTEM B cdepe
3paBOOXPAHEHUs, MEIUIIMHCKUX NWH(POPMALMOHHBIX CUCTEM MEIUIIMHCKUX OpraHU3alfii 00ecredunBaloT
XpaHEHUEe 3IEKTPOHHBIX PELENTOB, 0POPMIIEHHBIX B ()OpME 3IEKTPOHHBIX TOKYMEHTOB B TEUEHHE CPOKOB,
YCTAQHOBJICHHBIX JUISI XpaHEHUsS! PeLenToB, OPOPMIICHHBIX Ha COOTBETCTBYIOIIUX (OpMax peLenTypHbIX
OmaHKOB Ha OymMakHOM HocuTene <10>.

<10> [MoamyHukt 5.2.169 Ilonoxxenus o MunucrepctBe (Cobpanne 3akoHoAarenbcTBa Poccuiickoi
Oenepanun, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

[Ipunoxenue N 4

K IpuKazy MUHUCTEpCTBA 3ApaBOOXPaHEHUS
Poccutickoit denepanuu

ot 24 Hosi0ps 2021 . N 1094n

OOPMA CIHHELIUAJIBHOI'O PELIETITYPHOI'O BJIAHKA N 107/Y-HII
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MUHUCTEPCTBO 31PaBOOXPAHEHUS Kon dopmer mo OKVY]]
Poccuiickont denepanuu MenunuHckas TOKyMeHTauus
®dopma N 107/y-HII,
YTBEPKACHHASI IPUKA30M
MunucTepcTBa 3ApaBOOXpaHEHUs
Poccuiickoinn denepanuu

or 24.11.2021 N 1094u

mTaMII MGI[I/II_II/IHCKOI\/JI opraHuzanun

PELIEIIT

Cepus N

n n 20 L

(mara BBITTUCKH PELIETITA)

(B3pOCIBIiA, AETCKUI - HY’)KHOE ITOYEPKHYTH)

damunus, UMsi, 0TYECTBO (TIOCIETHEE - TPU HATTUIUN)
MalueHTa

Bo3zpacr

Cepus 1 HOMED MoaKca 0053aTeTLHOTO MEIUIIMHCKOTO CTPaXOBaHUs

Homep mennnuHCKON KapThl

damuinusi, UMsi, 0TYECTBO (TIOCIEHEE - TPU HATTUYNHN)
Jeyarero Bpava (¢enpmepa, aKyepKkn)

R ettt ettt e e ettt e e ettt e e e ettt e e e sttt e e e e nabaeeeeennbaeeeenn

[lonnuce u MMyHas ne4arh Bpada
(moamuck denpamiepa, akyepKku)

M.IL

q)aMI/IJ'II/ISI, UMs, OTYCCTBO (HOCJ’IGI[HCG - IIpA HaHI/I‘{I/II/I) U IOAIIUCH YIIOJIHOMOYCHHOTI'O JIMIIa
M€HHHI/IHCKOI>1 opraHnu3alnun

M.IL

OTMeTKa anTeuHoi opraHu3anuun 00 OTITYCKC

damuinus, UMsi, 0TYECTBO (TIOCIEIHEE - TPU HAIMYMH) U TOANKUCH paOOTHHUKA allTeYHOMN
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OpraHu3anuuu

M.IL

Cpok aeiictBus penenta 15 naeu

[Ipunoxenue N 5

K IIpUKa3y MuHHUCTEpCTBA 31paBOOXPAHEHUS
Poccutickoit denepanuu

ot 24 Hos0ps 2021 . N 1094n

NOPALOOK
N3roToBNEHUA, PACNPEOENEHUA, PETUCTPALIUN, YHETA U XPAHEHUA
PELENTOB, COOEPXALLUNX HABHAYEHUE HAPKOTUYECKUX CPEACTB
NI NCUNXOTPOINHbIX BEWECTB

I. Mopspok nsrotoBneHus, pacnpeaeneHns cneumanbHbIX
peuenTypHbIX 6raHkoB no ¢popme N 107/y-HI

1. Opranuzanuio U3roTOBIEHUS U paclpeieNieHus: penentypHbix OnankoB mo ¢opme N 107/y-HII
"CrnenuanpHbld PEeHeNTypHBIA ONMaHK" (manee - CIeNHadbHBIM PEHENTYypPHBIM OJIaHK) OCYIICCTBIISCT
MuHuctepcTBO 3apaBooxpaneHust Poccuiickoit @enepanuu (nanee - MUHHCTEPCTBO).

2. CnenuanbHble peLENTypHbIe OJIaHKH SIBJSIFOTCS 3alUIIEHHON MOIUrpapuuecKol MpoayKuuen
ypoBHs "B", nuzroraBnuBaemoii Ha 6ymare po30oBoro 1sera pazmepoM 10 cM X 15 cM, 10KHBI UMETh CEpUI0
U HOMEp, a TaKK€ COOTBETCTBOBaTb TPEOOBAaHUSIM, yKa3aHHbIM B Ipuka3ze MuHucrepcrBa ()MHAHCOB
Poccuiickoit ®eneparuu ot 29 centsiops 2020 . N 2171 "OO0 yrBepxkaeHuH TexHHMueckux TpeOoBaHUN U
YCIIOBUM M3TOTOBJICHUS 3alIUILEHHOW OT MOAJENOK MONUrpaguueckol npoaykuuu" (3aperucTpupoBaH
MunucrepcTBoM toctunnu Poccuiickoit @eneparun 16 Hos6ps 2020 r., peructpaunonHbsiii N 60930).

3. B mensix opraHu3anuy M3TOTOBJIEHUS M PACIpPENENCHUs CIEHUaIbHBIX PELENTYpPHBIX OIaHKOB
MEIULUHCKUE OPraHU3aluy, MMEIOLUE IPAaBO OCYILIECTBIATH BbIAYy pPELENTOB HAa HAPKOTHUYECKUE
CpelcTBa WJIM ICUXOTpomnHble BemiecTBa cnucka [I Ilepeuns u 3apeructpupoBanHHble B Poccuiickoin
@enepanii B KauecTBE JIEKAPCTBEHHBIX IpENapaTroB JUis MEAULMHCKOTO IpHMEHEeHHs (najee
COOTBETCTBEHHO - MEAMIIMHCKAs OpraHu3alys, HapKOTHYECKUH (IICUXOTPONHBIN) JeKapCTBEHHBIN
Ipernapar), COCTaBIISIOT 3asBKU Ha pELeNITYpHbIC OJIaHKU.

4. B cpok 10 1 OKTAOpS TEKyImIero roaa 3asBKH MEIUIIMHCKUX OpraHW3alfii Ha CIelUabHbIE
perenTypHbie OTaHKH MPEACTABISIOTCS:

1 ) MCIUIUHCKUMH  OpraHu3aluiaMH, HaXOAAIIUMHUCIA B BCIACHUU (bezlepanbm,lx OpraHoB
HUCIIOJIHUTEIbHOMN BJIACTH, - B COOTBCTCTBYIOIIUC (I)CI[CpEU'IBHBIC OpTraHbl HUCIIOJIHUTEIbHOMN BJIACTH,

2) MEIUIIMHCKUMHU OPTaHU3aIUsIMU, HaXOISIIUMUCS B BeJleHnn cyOnekToB Poccuiickoit deneparuu,
MEJIUIMHCKUMH OpPraHU3alUsIMA MYHULMIAIBHOM M YaCTHOM CHUCTEM 3ApPaBOOXPAHEHHUS - B OpraHbl
WCIIOTHUTENIbHON BJacTH cyObekToB Poccuiickoit denepanuu B cepe oxpaHbl 3I0pOBbS TpaXkaaH, Ha
TEPPUTOPUU KOTOPHIX OHHU PACMOJOKEHBI (Jajmee - OpraHbl HCIOIHUTEIHHONW BIACTH CYOBEKTOB
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Poccuiickoit ®eneparun).

5. B 3asBke MEIMIMHCKOW OpraHM3alMM Ha CIHELHaJIbHbIE PELENTypHblEe OJIaHKH YKa3bIBAIOTCS
CJIEYIOIINE CBENCHUSA:

1) cBeneHus 0 MEAMIIMHCKOM OpTaHU3aIIH, TOJIABIIEH 3asBKY Ha CIICIUAIbHBIC PELIeNITY pHbIE OIaHKH
(moJIHOE HAaUMEHOBAHHUE, aJJPeC MECTA HAXOXKICHUS);

2) KOJIMYECTBO CHELMAJIbHBIX PELUENTYpPHBbIX OJIAHKOB, H3PACXOJOBAHHBIX MEAMLIMHCKOU
opraHmsanyei Ha | sHBaps NpeALIeCTBYIOLIETO Ioa;

3) KOMTUYECTBO CHEIUANTBHBIX PEIENTYPHBIX OJIAHKOB, HEOOXOIMMBIX MEAUIIMHCKON OpraHn3aliuy Ha
CIHEAYIOUIUHI TO/I.

3asiBKa MEAMIIMHCKOM OpraHW3allid Ha CHEIUalIbHBIE PELENTypHbIe OJaHKU MOAIMUCHIBACTCS
PYKOBOIUTENIEM MEAMIMHCKOM OpraHu3alid, KOTOPBIM HECceT MepCOHAIbHYI0 OTBETCTBEHHOCTH 3a
000CHOBaHHOCTH M IOCTOBEPHOCTh YKa3aHHBIX CBEICHUM.

6. denepanbHble OpraHbl UCIOJHUTEIBHON BIACTH, B BEICHUHM KOTOPBIX HAXOIATCS MEAULMHCKHE
opranm3anuu (nanee - ¢eaepanbHbIE OPTaHbl HCIOJHUTEIBHON BIIACTH), ¥ OPraHbl MCIOJHUTEIHLHOM
Bractu cyObekToB Poccuiickoit ®denepanvv Ha OCHOBAaHUM 3asSBOK MEAMIIMHCKMX OpraHM3allil Ha
CHeIMANIbHBIC PEIeNTypHBIC OlaHKH (DOPMHUPYIOT CBOJHBIC 3asBKH HA CIICIIHAIILHBIC PEIETITYPHBIC OJIAHKA
U B CPOK 70 1 nexkabps TeKyIero roja mpeCcTaBisioT uX B MUHUCTEPCTBO.

7. B cBONIHOI 3asiBKE Ha clielMaIbHbIE PELENITYpHbIE OJJaHKU YKa3bIBAOTCSI CIEAYIOLINE CBECHUS:

1) cBenenust o QenepansbHOM OpraHe HCIOJHUTEIBHON BIIACTH (OpraHe MCIOJHHUTEIbHON BIACTH
cyobekra Poccuiickoit denepariun), npeacraBuBIIEM CBOJAHYIO 3asBKY Ha CIELUalIbHbIE PELENTYpPHbIE
01aHKM (TIOJTHOE HAUMEHOBAHUE, aJIpec MECTa HAXOXKIECHU);

2) KOJIMYECTBO CICIUANIBHBIX PEIENTYPHBIX OJAHKOB, pacHpeleleHHBIX (enepabHbIM OPraHOM
UCTIOJIHUTENIbHOW BJIAacTH (OPraHOM HCIIOJIHUTENbHOW BiacTH cyObekra Poccuiickoit ®@enepanun) Ha 1
STHBAPSI MPEAUIECTBYOLIET0 roJ1a MEXAY MEJUIMHCKMMHU OpraHU3alisIMHU;

3) KOJIMYECTBO CHEUMAIbHBIX PELENTYPHbIX OJaHKOB, HEOOXOAMMBIX (efepalbHOMY OpraHy
WCIIOJTHUTENIbHON BilacTU (OpraHy HCIOJHUTEIbHOW BiacTu cyowbekta Poccuiickont ®enepauuu) Ha
CIIEAYIOIINI TOX AJIs PACIIPENEICHHS MEKAY MEAUIIMHCKMMH OpraHU3alusIMu;

4) cBeneHuss O IOABEIOMCTBEHHON OpraHM3alllM, YIOJHOMOYEHHOW (enepanbHbIM OpraHoM
UCTIOJIHUTENIBHOW BJIACTH (OpraHOM HCIIOJIHUTENbHONW BiacTu cyObekra Poccuiickoit denepaumn)
OCYLIECTBJIATH IMOJIyY€HUE CHEIHAIbHBIX PELENTypHbIX OJaHKOB OT MMHHCTEpPCTBAa, UX XpaHEHHE U
BbIJIauy MEIUIIMHCKUM OpraHM3anusM (IOJHOe HauMEHOBaHue, ajapec mecta Haxoxaenus, MHH/KIIII,
OKTMO opranuzanuu, pakTHYeCKUi aipec MOCTABKH).

8. Ha ocHOBaHMM TOJYYEHHBIX CBOJHBIX 3as{BOK Ha CIelUUalbHblEe pPELENnTypHble ONaHKU
MUHHCTEPCTBO €XKETOAHO B CPOK 110 15 stHBaps ciemyromiero rojga ¢GopMUPYET W YTBEPXKIAET TUIaH
pacripeqiesieHus] CIeUaTbHBIX PELENTYPHbIX OTaHKOB, B KOTOPOM OTpa)kaeTcs rojioBas MOTPeOHOCTh
Poccuiickoii @enepanuu B CHENMANBHBIX PELENTYPHBIX ONlaHKax (Jajnee - IUJIaH pachpeaeraeHus
MuHHCTEPCTBA).

9. B nnane pacnpenenenuss MUHUCTEpCTBA YKa3bIBAKOTCS CIETYIOIINE CBEICHHUS:




1) mopsIAKOBBIN HOMED 3aITHCH;

2) HauMeHoBaHue (hefiepaybHOTO OpraHa UCIIOJHUTEIBHOM BJIacTH (OpraHa UCIIOJHUTEIbHON BIACTH
cyonbekra Poccuiickoit denepaiiuu), MpeacTaBUBIIETO CBOAHYIO 3asBKY Ha CIICIHAIIbHBIE PEICITYPHBIC
OJIaHKU;

3) HEOoOXOAMMOE KOIMYECTBO CIEMABHBIX PELENTYPHBIX OJIaHKOB.

10. HampaBnenue crienuaibHbIX PelenTypHBIX OJaHKOB (erepaabHbIM OpraHaM HCIIOJHUTEIbHON
BJIACTH, OpraHaM MCIOJHUTEIbHON Biactu cyObekroB Poccuiickoit denepauuu ocyliecTBisercs
MUHHCTEPCTBOM B KOJIMYECTBE, IPELYCMOTPEHHOM IUIAHOM pacnpenencHuss Munucrepcrsa.

11. MUHHCTEPCTBOM JOMOJHHUTEIBHO K KOJIMYECTBY CIICIUAIBHBIX PEHENTYPHBIX OJIAHKOB,
MPEeIyCMOTPEHHOMY IUIAHOM pachpeieiieHuss MuHHCTepCTBa, (OpPMHPYETCs pPEe3epBHBINH  3amac
CICHUATBHBIX PEUENTYpHBIX OJaHKOB B KOJHYECTBe, He mnpeBbimaromeM 150 000 crenuanbHbIX
PEIEeNTYPHBIX OJIAHKOB.

12. B cnyuae yBenuueHuss MOTPEOHOCTH B CIEHUATBHBIX PELENTYypHBbIX OnaHkax ¢eaepanbHbIe
OpTaHbl UCIIOJTHHUTEIBHOM BIACTH (OPTaHbl HCIIOJTHUTEIBHOM BiIacTH cyObekToB Poccuiickoit denepariym)
HAmpaBIsOT B MMHHUCTEPCTBO CBOAHBIC 3asBKM Ha JOMOJHUTENBHOE KOIWYECTBO CHEIMAIBHBIX
perenTypHbIX ONaHKOB (C 0OOCHOBAaHHMEM YBEIWYCHHS IMOTPEOHOCTH B CICHUATBHBIX PEIEHTYPHBIX
OnmaHkKax), KOTOpble MPENOCTaBISAIOTCA MUHHUCTEPCTBOM U3 PE3epBHOTO 3amaca  CHEIUaIbHBIX
PEIEeNTYPHBIX OJIAHKOB.

13. @enepasibHble OpraHbl UCIOTHUTENIHLHON BIacTU (OpraHbl MCIOIHUTENBHOIN BlIacTH CyOBEKTOB
Poccuiickoit ®denepanun) pacupenensioT MOJyYEHHBIE CIENHAbHBIE PELENTypHble ONaHKA MEXIy
MEAMIIMHCKUMH OpraHu3allMsMd Ha OCHOBAaHMU IUIAHOB pachpeneieHusi, CQOpPMHpPOBAHHBIX B
COOTBETCTBUHU C 3asiBKaMU MCOUIITMHCKHUX opraHmauHﬁ Ha CriCHUaJIbHBIC PCLCIITYPHBIC OJIaHKH.

Il. Mopsaok perncrtpaummn, yyeta u XxpaHeHuUs1 cneymarnbHbIX
peuenTypHbIX 6naHkoB no ¢popme N 107/y-HI

14. MuHuCTepCTBO, HHBIE (QelepajbHble OpraHbl HCIOJHUTENBHONM BIACTH M OpraHbl
UCIIOJTHUTENbHOM BiacTH cyOobekToB Poccuiickoit @enepalnyiyi OpraHu3yloT XpaHEHHE CHEIHaJIbHbBIX
pelenTypHbIX ONaHKOB B IOJBEAOMCTBEHHBIX OpIaHU3aLUAX, YHOJHOMOUYEHHBIX OCYILECTBIAThH
MOJlyYE€HUE CIIEUUANbHBIX pPELENTYpHbIX ONaHKOB OT MUHHCTEpCTBA, UX XpaHEHHWE U BblAady
MEIUIUHCKUM OpTaHMU3aLUsAM (Jajiee - YIIOJTHOMOYEHHAs! OpraHu3arys).

15. B ynoinHOMOYEHHON OpPraHW3aldd U MEIWLMHCKOM OpPraHW3alll, MOJY4YMBIICH CHELHAIbHbBIC
peuenTtypHble OJIaHKH, OPraHU3YyeTCsl PerucTpanus, y4eT W XpaHEHHE CHELUUalbHBIX pPELEeNnTypPHBIX
OJaHKOB.

Peructparusi, y4eT W XpaHEHHE pPE3EPBHOIO 3amaca CHENHAIbHBIX PELUENTypHBIX OJaHKOB
MunucrtepcTBa ocymiecTBiusercs (efepaibHbIM TOCYAAPCTBEHHBIM  OIOMKETHBIM  YUPEKJEHHUEM,
HaXOJAIINMCS B BeIeHUH MUHHCTEPCTBA (7jajiee COOTBETCTBEHHO - PE3EPBHBIN 3amac, MoIBEJOMCTBEHHOE
YUpEKICHUE).

16. PaGoTHWK, Ha3HAYEHHBIH MPHUKA30M PYKOBOAMUTENS  YIMOJTHOMOYECHHON OpraHU3aIiu
(YIOJTHOMOUEHHOM OpraHu3aluy, MOJBEJOMCTBEHHOTO YUPEXKJIEHHUS) OTBETCTBEHHBIM 3a PETHUCTpalMIo,
XpaHEHUE U yUeT CIIelUaIbHBIX PELETITYPHBIX OIAHKOB (J1ajiee - OTBETCTBEHHBIN Pa0OTHHUK ), HA OCHOBAHHH
JIOBEPEHHOCTH, 0(DOPMIICHHON B TIOPSJIKE, YCTAHOBJICHHOM 3aKOHONATENhCTBOM Poccuiickoit deneparuun




(c TOONKMCHIO PYKOBOAWTEINS YIOJHOMOYCHHOH oOpraHu3anuy (yIIOJHOMOYCHHOW OpraHH3allvy,
MOJIBEZIOMCTBEHHOTO YUPEKJICHHS), TJIAaBHOTO OyXrairepa, 3aBEPEHHBIX KPYIIOW Ie4arhio), MOITydacT
CICMANBHBIC PpElENTypHbIe OJNAHKM W OCYIICCTBISECT BEICHHE JKypHAla PETUCTpaliil W ydeTa
CHEIMANILHBIX PELEeNTYPHBIX OJIaHKOB, K KOTOpoMmy mpuodmaer ¢orto- u (Win) BHUAEOMATESPHAIIBI,
noaTBepkaaronye Gaxkt ohopMIICHHs peleNITYPHBIX OJTaHKOB Ha oMY (ITPU HAJTMYHHN).

17. JKypHam perucrpaiiii © Yy4eTa CICHUAIbHBIX PEIEeNTYPHBIX ONTaHKOB JIOJDKEH OBITh
MIPOHYMEpPOBaH, NPOLIHYpPOBaH, MMETh HAa IMOCIEIHEH CTPAaHULE 3alUCh, COACPIKALLYI) KOJIUYECTBO
CTpaHMI], IOJHOE€ HAWMEHOBAHHUE YMOJHOMOYEHHOM oOpraHu3anuu (MEIUIMHCKONM OpraHu3aluu,
MOJBEZIOMCTBEHHOIO  YUPEXKICHMSI), a TakKe CKpeIUIeH TMOAMKUChI0 PYKOBOOUTENS M  I€YaThio
YIIOJIHOMOYEHHOM OopraHu3anuu (MEIUIMHCKON OpraHu3alyy, TOJIBEJOMCTBEHHOTO YUPEKICHNUS).

XKypHan perucrtpauMu M ydeTa CHELHANbHBIX pPELENTYpPHbIX OJIAHKOB pE3epBHOIO 3amaca
MuHuCTEpCTBA CKPEIUISETCS TAaK)KE MOANMCHIO TUPEKTOpa (B Clyyae €ro OTCYTCTBHS - 3aMECTUTENS
aupexTopa) JlenapraMeHTa peryaupoBaHus 0OpalleHus JIEKapCTBEHHBIX CPE/ICTB U MEAULIMHCKUX U3eNU i
MuHucrepcTBa ¥ 1e4arel0 MUHUCTEPCTBA.

18. B JKypHaJIE perucTtpaiuu MW Yy4deTa CICHHUAJIBHBIX PCEHCITYPHBIX OJIaHKOB YKa3bIBAOTCA
CJICAYIOUC CBCACHUA:

1) NOpsLIKOBBIM HOMEp 3aIUCH;

2) npuxoA ClieHUaIbHbIX PELENTYPHbIX OJJAHKOB:

a) PEeKBU3UTHI U J]aTa PErUCTPALUU IPUXOJHOTO JOKYMEHTA;

0) oO111ee KOJIMYECTBO MOCTYUBIIUX CIIEUATbHBIX PELIENITYPHBIX OJaHKOB;

B) cepHsl U HOMEP CHELHATbHOTO PEeLEeNTYPHOro OllaHKa;

I') KOJIMYECTBO CIIEUAIBHBIX PELIENITYPHBIX OJAHKOB MO KaXKJ0U CEepHH;

1) hamumius, UM, OTYECTBO (IOCTeIHEe - TPU HAJTMYUH) U MOANUCH OTBETCTBEHHOIO pabOTHHUKA;
3) pacxo/l cielMalbHbIX PELENTYPHBIX OJaHKOB:

a) JlaTa BbIJJAYM CHEIMAIBHBIX PELENITYPHbBIX OJIaHKOB,

0) cepuy U HOMEpa BbIJAaHHBIX CIIELUATIbHBIX PEUENTYPHBIX OJIAHKOB;

B) KOJIMYCCTBO BBIIAHHBIX CIICHUAJIBHBIX PCHCIITYPHBIX OJIAaHKOB C YKa3aHHUEM B CKOOKaX KOJIMYECTBa
CIICIUAJIBHBIX PEUCIITYPHBIX 6J'IaHKOB, BBIJJTAHHBIX IOJIA O(i)OpMJ'IeHI/ISI Ha 10MY,

r) damunaus, UMs, OT4ECTBO (TOCIeAHEee - MPU HAIMYMM) MU TOANUCH JIMLA, MOJYYHBILIETO
CHelHalIbHbIe pelenTypHbIe OIaHKH;

I[) KOJIMYCCTBO CIICIIUAJIBHBIX PCLCIITYPHBIX 6J'IaHKOB, O(pOpMJ]eHHLIX Ha 1OMY,

e) damuius, uMs, OTYECTBO (IOCNIENHEe - NpU HAJIWYUM) M TOAMNKHCH JIMLA, O(POPMHUBIIETO
CrellMaIbHbIe PeLeNTYpHbIE OJJaHKH Ha JI0OMY;

4) pamumnus, uMsi, 0OTUECTBO (ITOCJIETHEE - TPU HAJTUYKHN) U MOAMUCH OTBETCTBEHHOTO pabOTHHKA;




5) OCTaTOK CreNHaTbHBIX PEIENTYPHBIX OJAHKOB.

19. CneuumanbHblii peUENTypHBIA ONaHK SIBISETCA JOKYMEHTOM CTPOTOM OTYETHOCTH. 3amac
CIELMAIbHBIX PELENTYpPHBIX OJaHKOB B MEIMLMHCKON OpraHM3alui JODKEH XPAaHUThCS B CIIELUAIBHBIX
MOMEIIEHUSX, celipax WM B CrieUaIbHO U3TOTOBICHHBIX MIKa(ax, OOUTHIX OLIMHKOBAHHBIM JKEIIE30M, C
Ha/IeKHbIM BHYTPEHHUM WM HAaBECHBIM 3aMKOM.

[Tomermenus, celi¢pl, mKadpl, B KOTOPHIX XPaHATCS CHEIHMATIbHBIC PElENTypHbIe OJaHKH, JOKHBI
OBITh 3aKPBITHI HAa 3aMKH U IIOCJIE OKOHYaHMsI pa0OThI OIleYaTaHbl 1€4aThI0 YIIOJIHOMOYEHHOH OpraHu3aliuu
(MEOMIMHCKON OpraHU3aliy) UIIH OTNIOMOUPOBAHBI.

20. B MeOMIMHCKUX OpraHW3alUsIX 3arnac CHEHHaJbHBIX PEUENTYPHBIX ONaHKOB HE JIOJDKCH
MPEBBIMIATH TOIOBOM MOTPEOHOCTH.

21. Pa3penraercs BblJaBaTh MEIUIIUHCKOMY paOOTHUKY, UMEIOIIEMY MPaBO Ha3HAUYaTh HAPKOTUYECKHE
(ICUXOTPOMHBIE) JIEKAPCTBEHHBIC IMpenaparbl, €IMHOBPEMEHHO He Oojiee [BaJllaTH CHEIUATbHBIX
pElenTypHBIX OIAHKOB.

MenuuyHcke paOOTHUKHM, BBINKMCHIBAIONIME pELENThl Ha HApKOTHUYECKHE (IICUXOTPOIIHBIE)
JIEKapCTBEHHbIE IIPEMaparbl, HA OCHOBAHWM IIPUKa3a PYKOBOAMTEIS MEIULIMHCKON OpraHu3aluu HECYT
JUYHYIO OTBETCTBEHHOCTh 3a COXPAaHHOCTh IIOJIyYEHHBIX CIIEHUATBHBIX PEIENTYPHBIX OJaHKOB.
CrnenuanbHble pelienTypHble OJIaHKH, MTOJYyYSHHbIE MEIUIUHCKUM PAaOOTHUKOM, XpaHITCA MO 3aMKOM B
ceidax, METATMUECKUX MIKa(ax MM METAUTUICCKHX SIIUKaX.

22. B MeAMIIMHCKOM OpraHu3allii CO3/1aeTCsl MOCTOSHHO JEHCTBYIOIAs KOMUCCHUS, KOTOpasi He pexe
1 paza kBapTaJ (MO PEIICHUIO PYyKOBOIUTESI METUIIMHCKON OpraHU3allii BOZMOXKHO Yallle) OCYIIECTBIIAET
MIPOBEPKY COCTOSIHUSI PETUCTPALIMM M yueTa CIEHUATbHBIX PELENTYpPHBIX ONIaHKOB, B TOM YHCIE MyTEM
CBEPKHU 3amuceil KypHalla PErHCTPallMi M yueTa CIEIHAIbHBIX PElENTypHbIX OJTaHKOB, ¢ (PaKTUYECKUM
HaJIMYMEM CIEeIHUATBHBIX PEIENTYPHBIX OJAHKOB, a TAK)KE MPOBEPKY COCTOSHUS XPAHEHHs CIICIUATbHBIX
pelenTypHbIX OJaHKOB.

IIo pe3ylibTaTaM MPOBCPKU B JKYPHAJIC PCTUCTPAIUU U YUCTa CIICHUAJIBHBIX PCUCITYPHBIX OJIaHKOB
ACIACTCA 3allMCh O PE3ylbTaTax MPOBCACHUSA CBCPKH AJAaHHBIX, 3aKPCIUICHHASA MNOANMUCAMHU BCCX YJICHOB
KOMUCCHH, UJIHN CO3aCTCsA CHeHUalIbHBIM aKT IIPpOBCPKH.

23. ®depepanbHble OpraHbl UCIIOJHUTENBLHOM BJIACTH M OpraHbl UCIIOJIHUTEIBHON BJIACTH CyOBEKTOB
Poccuiickont denepanuu OCyLIECTBISAIOT KOHTPOIb 32 OpPraHU3alMedl pPEerucTpanuu, ydera U XpaHEHUs
CHEIHAJIbHBIX PELETITYPHBIX OJaHKOB B YIIOJTHOMOYEHHBIX OpraHU3alUsaX U MEAUIIMHCKUX OpraHU3alMsIX.

24. Beplnaua coenMaigbHBIX PpELENTYypHBIX OJaHKOB U3 pe3epBHOrO 3amaca MMHUCTEpPCTBA
(denepanbHBIM OpraHaM HCIOJIHUTEIBHOW BJIACTH M OpraHaM MCIIOJIHUTEIbHOM BIIACTH CYOBEKTOB
Poccuiickoit @enepariy 0CymecTBIISETCS OTBETCTBEHHBIM pAaOOTHUKOM IOJIBEIOMCTBEHHOTO YUPEXKICHUS
Ha OCHOBAHMH pelIeHHs 00 OTIYCKe CIeHabHBIX PELEeNTyPHbBIX OJ1aHKOB, 0()OPMIIEHHOTO B BUE TUChMa,
MOJMMCAHHOTO JHPEKTOPOM (B Cllyyae €ro OTCYTCTBHS - 3aMECTHTENeM Jupekropa) Jlemapramenra
peryaupoBaHusi oOpallieHus JIEKapCTBEHHBIX CPEACTB U MEAMIIMHCKUX U3enuii MuHucTepcTBa.

ITpoBepka neATENbHOCTH MOABELOMCTBEHHOIO YUPEXKIEHUS IO PETUCTPALMH, YUETY M XPaHEHUIO
PE3epBHOIO 3amaca OCYyLIECTBIsAeTCs JlemapTaMeHTOM peryjiupoBaHMsl OOpaleHHsl JIEKapCTBEHHBIX
CPEICTB U MEIULIMHCKUX U31€auil MuHucTepeTBa 2 pasa B 1o He no3aHee 20 umnciia Mecsina, CieIyoIero
32 UCTEKIIUM MOTYTOIUEM.




[Tpunoxenue N 6

K npuka3zy MUHHCTEPCTBA 3/[paBOOXPAHEHUS
Poccuiickoit @enepanuu

ot 24 nos16ps 2021 . N 1094n

NMPABUJIIA
OPOPMJIEHUA PELIENTOB, COAEPXALUUX HASHAYEHUE HAPKOTUYECKUX
CPEACTB U NCUXOTPOMNHbIX BELWWECTB, B TOM YACJIE B ®OPME
ANEKTPOHHbLIX AOKYMEHTOB

. OchopmneHue peuenTta Ha 6ymMaxxHOM HocuTene

1. Ha penentypubix 6nankax ¢opmel N 107/y-HII B 1eBoM BepXHEM yrily IPOCTABISETCS IITAMII
MEIMIIMHCKOM OpraHM3allii C yKa3aHHEeM €€ ITOJHOTO HAaMMEHOBaHHWsA, ajapeca W TenedoHa ¢ JaToi
BBINUCKY (1aToi opopMIIeHUS) pelienTa Ha JIeKapCTBEHHBIH Mpenapar.

Penentypabie Omanku Gopmbl N 107/y-HIT m3roraBamBarOTCsl MCKIIOYHTEIBHO THHOTPA(PCKUM
CrocoooMm.

2. Ha penenitypHbIX O01aHKax, 0OpMIIIEMBIX HHIMBHLY aJIbHBIMHI TPEANPHHAMATEIISIMH, HMEIOITIMH
JIMILIEH3UI0 HA MEJUIIMHCKYIO 1€ TeIbHOCTh, B BEPXHEM JIEBOM YIIIy TUIOrPadCKUM CIIOCOOOM WIN ITyTeM
MPOCTABIICHHS IITAMIIa TOJHKEH OBITh YKa3aH aapec WHANBHIYaIbHOTO MPEIIPUHAMATEIISL, HOMEp | JaTa
JULEH3UU, HAUMEHOBaHUE OpraHa rocyJapCTBEHHOM BJIACTH, BBIIABILETO JULCH3UIO.

3. Peuenrtypusie Omanku Gopmer N 107/y-HII 3amonHsroTcss METUIIMHCKIM PaOOTHUKOM YEepHUIIAMHU
WJIU IIAPUKOBOM PyYKOH.

4. Jlomyckaetcsi 0oopMIIEHHE BCEX PEKBU3UTOB (3a UCKItOUeHUEM pekBu3uTa "l[lonmuchk jeqariero
Bpaya (moanuch ¢enpamepa, akymepkn)') penentypHsix 6mankoB Gpopmel N 107/y-HII ¢ ucnons3oBanuem
MEYaTAOIINX YCTPOUCTB.

5. B penentypnom 6nanke popmer N 107/y-HII B ctpokax "®amumnusi, uMs, OTYECTBO (IOCTIEHEE -
py HaJIM4YuK) nanuenTta” u "Bo3pact" yka3pIBaroTCsl HOJHOCTHIO (haMUIIHsL, UMsI, OTYECTBO (ITOCIIEIHEE -
IIPU HAJIMYMHK) TTALMEHTa, €ro BO3pacT (KOJMUYECTBO MOJTHBIX JIET).

JlomycTUMO yKa3aHWe 1aThl POXKICHUS MalUeHTa.
6. B penentypHom Omnanke ¢popmbr N 107/y-HIT:

1) B ctpoke "Cepus u HOMEp MoyiMca 00sS3aTeIbHOTO MEIUIIMHCKOTO CTPaxoBaHUA'" yKa3bIBaeTCs
HOMEp MoJjrca 0053aTeIbHOr0 MEAMIIMHCKOTO CTPAXOBaHUA NMAIMEeHTa (IPU HAINYHUH);

2) B crpoke "Homep MeTuIMHCKOM KapThl" yKa3blBaeTCs HOMEpP MEAMIIMHCKOM KapThl MalUeHTa,
MOJTYYAOIIero MEIUIIMHCKYIO TOMOIIb B aMOyJaTOPHBIX YCIOBHUSX, WIM HUCTOpPUM OOJIE3HH MallMeHTa,
BBIITMCBIBAEMOT0 U3 MEUIIMHCKON OpraHU3allny;

3) B cTpoke "®damuius, UMs, OTYECTBO (ITOCIEIHEE - IPU HATMYHUH) JIedallero Bpaya (¢enpamepa,




aKymIepkH)" yKa3bpIBaeTCsl TMOJHOCTBIO (haMHIIMs, WMs, OTYECTBO (TMOCIEAHEe - NPH HAJIMYMWM) Bpada
(penpamiepa, akymiepku), BBIMHUCABIIETO PEIENT HA HAPKOTUYECKUU (TICUXOTPOIHBIN) JICKAPCTBEHHBIN
npernapar.

7. B rpade "Rp" peuentyproro 6manka ¢popmer N 107/y-HIT yka3siBaercs:

1) HauMeHOBaHKE JIEKAPCTBEHHOTO Mpernapara (MeXIyHapoIHOe HEaTeHTOBAHHOE HAaNMEHOBAHMUE,
IrpynimmpOBOYHOC NI XUMHUYICCKOC HAMMCHOBAHNEC, TOPrOBOC HaI/IMeHOBaHI/Ie) Ha JIAaTUHCKOM A3bIKC UJIN Ha
PYCCKOM si3bIKe, (popMa BBIMYCKa, JTO3MPOBKA, KOJIUYECTBO (YKa3bIBACTCs MPOIHKCHIO HA PELEHTYPHOM
6nanke ¢popmel N 107/y-HII);

2) cnoco0 mpuUMEHEHUs JIEKApCTBEHHOrO Iperapara Ha TOCYIapCTBEHHOM s3bike Poccuiickoi
@enepauuu WIM Ha TOCyHapcTBEHHOM s3blke Poccuiickor @Denepauuu M TOCYyAapCTBEHHOM  SI3BIKE
pecIyOiuK 1 UHBIX si3bIKax HaponoB Poccuiickoit deneparnun <1>,

<1>Yacts 1 crateu 15 3akona Poccuiickoii @eaepanmu ot 25 okTsa6ps 1991 . N 1807-1 "O s3p1kax
HaponoB Poccuiickoit deneparuu (nanee - 3akon N 1807-1). (BenomocTu che3na HapOIHBIX JICITyTaTOB
PC®CP u Bepxosnoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. Ilpu odopmiieHHn perenTypHBIX OJIAHKOB 3allpellacTcs OTPaHHMYMBATHCS OOIIMMH YKa3aHUSIMH,
Hanpumep, "BuyTtpennee", "13BecTHo".

9. Ilpu odopmienun manueHty peuentypHoro Omanka ¢opmel N 107/y-HII na HapkoTuueckuii
(ICUXOTPOMHBIN) JIEKAPCTBEHHBIN MpemapaT B paMKaxX OKa3aHWs MEIWIMHCKOW TIOMOIIM IpHU
OTpe/IeICHHOM 3a00JIeBaHUH TAaKOM pelenT 3aBepsaeTcs:

1) noanuChIO ¥ IMYHOM MeyaThio Bpadya MO0 MOANUCHIO (ebaiiepa (aKyepKu);

2) me4arpl0 METUIIMHCKON OpraHM3aiuu, JU00 CTPYKTYpHOTO TMOApa3feNeHus MEIUIIMHCKOM
opranuzanuu "Jlns perenToB", KOTOpas MPOCTABISETCS JHUIIOM, YIIOJHOMOUYEHHBIM PYKOBOAMTEIEM
MEIMIIMHCKON OpraHu3aliy ¢ yka3zaHueMm (aMuiInHd, UMEHHU, OT4ecTBa (MOCNeqHee - MPU HAJIUYWU) U
MPOCTABJICHUEM €T0 JIMYHOMN TOJIITUCH.

B caydasx HeoOXoguMocTH OQOpPMIICHHMS pelenTa Ha HapKOTUYECKHH (ICHXOTPOIHBIH)
JICKQpCTBEHHBI Mpenapar Ha JIOMy B paMKaxX OKa3aHHWs NaUIMaTUBHOW MEIMIIMHCKOM ITOMOIIH
JIONIYCKAeTCsl NPEJBAPUTEIbHOE 3aBEPEHHUE PELENTA IUTAMIOM MEJUIMHCKON OpraHW3aliM, I1€YaThIo
MEAMIIMHCKON OpraHu3alnuu JIMOO CTPYKTYpPHOIO MOAPA3AENEeHUs MEIUIUHCKON opraHuzanuu "Jlns
peuentoB”, KoTOpas TMPOCTABISIETCA JIMIOM, YIOJHOMOYEHHBIM pPYKOBOAWUTENEM MEAMIIMHCKOM
opranmsanynu, C YKa3aHHueM (baMI/IJ'II/II/I, UMCHHU, OTUYCCTBA (HOCJ’IC}IHCC - Ipu HaJ'II/I‘II/II/I) U IIPOCTaBJICHUEM €TO
auuHON moanucH. IIpu 3ToM B JKypHaJle perucTpaly U yueTa pelenTypHbIX OJJaHKOB B COOTBETCTBUU C
[TopsinkoM perucrpanuu, ydera U XpaHEHHUs CIEHUalIbHBIX PElENTYpHBIX OJTaHKOB Ha HApKOTHUYECKHE
CPEICTBA WJIN IICUXOTPOIHBIE BELIECTBA, YTBEP>KICHHBIM HACTOAIMM ITPUKA30M, JEJIAE€TCs OTMETKA O €r0
BbIJIau€ JUIsl OQOPMIICHHSI Ha JIOMY, A TAK)KE OTMETKA, YIOCTOBEpEHHasl MOJMKCHIO Bpada 1100 denbamepa
(akymepku), oOpMHUBIIETO peLenT, o (Gakre ero oGpopMIIeHHS, KOTOPHIH MOXET OBITh JOMOJHUTEIHHO
MOATBEPKIEH (OTO- U (UIIN) BUIeOMaTEpHUaIaMHU.

B cTpoke "OTMeTka anTedyHoi opraHu3aium 00 oTImycke" CTaBUTCS OTMETKA allTeYHOW OpraHu3aIiuu
00 OTIyCKe HapKOTHUYECKOTO (IICUXOTPOITHOI0) JIEKAPCTBEHHOI'O Mpernapara (¢ yka3aHueM HauMEeHOBaHUS,
KOJIMUECTBA OTIYIIEHHOTO HApKOTUYECKOro (IICHMXOTPOMHOIO) JIEKApCTBEHHOIO Ipernapara W JaThl ero
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OTITyCKa), KOTOpasi 3aBepsieTcss TMOANMMCHIO pabOTHUKA AamnTeYHOW OpraHu3allM, OTIYCTHBIIETO
HApKOTUYECKHI (ICUXOTPOIHBIN ) JIEKapCTBEHHBIH Ipenapar (¢ ykazaHueM ero (paMuiIny, UMEHH, OTYECTBa
(mocnenHee - Mpu HAIMYUM), @ TAKXKE KPYIVIOW MEYaThI0 aNTeYHOM OpraHU3alud, B OTTHUCKE KOTOPOH
JOJDKHO OBITh UICHTU(UIIMPOBAHO MTOJTHOE HAUMEHOBAHUE alITEYHON OpraHU3alHH.

10. Ha ogaoMm penentypHoMm Omanke hopmbl N 107/y-HII pa3permaercst ocymiecTBiasTh Ha3HAYCHUE
TOJIBKO OJTHOTO HAMMEHOBAHUsI JIEKaPCTBEHHOTO Mperapara.

11. UcnipaBiienus B peuenTe He JOMYCKAaOTCA.
Il. OchopmneHue peuenTta B hopmMe INEKTPOHHOro AOKYMEHTa

12. Penient B popMe 3IEKTPOHHOTO JOKYMEHTA, MOAMHUCAHHOTO YCHJICHHOW KBaIU(UIIUPOBAHHOM
AIIEKTPOHHON TOAIMHUCHIO, (HPOPMUPYETCS MEAMIIMHCKHM PaOOTHUKOM, CBEICHHS O KOTOPOM BHECCHBI B
benepanbHBIN pErHCTP METUITUHCKUX PAOOTHUKOB <2>, a TaKXKe MPH YCIOBUU PETUCTPAIH MEAUIIMHCKOM
OpTaHU3aIlH, B KOTOPOi oopMIIsieTcs penent, B heaepaibHOM peecTpe MEAUIIMHCKIX OpraHu3ammii <3>
€IMHOM TOCYIapCTBEHHON MH(OPMAIMOHHON CUCTEMBI B cpepe 3apaBOOXPAHECHUS U TOAKIIOUCHHS TaKOU
MEIUIIUHCKON OpraHM3aluu K TOCYIapCTBEHHONH MH(POPMAIIMOHHON cHcTeMe B cdepe 3ApaBOOXpaHEHUS
cyonsekra Poccuiickoit deneparun <4>.

<2> Yactp 4 cratbu 91.1 depepanpHoro 3akona N 323-O3 (CobOpanue 3aKOHOIATETHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<3> Yactp 4 cratbu 91.1 denepanpHoro 3akoHa N 323-O3 (CobOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<4> Crarbu 91 u 91.1 ®enepanbHoro 3akoHa N 323-03 (Cobpanue 3akoHoAaTenbecTBa Poccuiickoit
Oenepanun, 2011, N 48, cT. 6724).

13. ITo TpeboBaHMIO MAIIMEHTA WIIH €T0 3aKOHHOTO MPECTaBUTENS 0(hOPMIISIETCS SK3EMILISIP periernTa
B (opMe SIEeKTpPOHHOTO JOKyMEHTa Ha OyMa)KHOM HOcHUTelne ¢ OTMeTkoil "JlyOnmukar sIeKTpOHHOTO
JOKyMeHTa".
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