Pas3MemeHO Ha canTte MuUHMCTEPCTBA OCTULIUM
[lpuoHecTpoBCKOM MosnmaBCKOM PecnyOmnmkm
B paszesie «OpuumasipbHOe ONyOJIMKOBAaHME»

I[TPUKA3
MMHUCTEPCTBA 3IPABOOXPAHEHM
[MPUJAHECTPOBCKOU MOJITABCKOMU PECITYBJIMKI

O BHecenun u3menenuit B [Ipukaz Munucrepctsa 3apaBooxpanenus [IpuanecTpoBckoit
Momnnasckoit Pecriyonuku ot 16 uronst 2014 roma Ne 292 «O6 yrBepkaeHnn (hapMaKormeHHon
cratbt OC 2826-008-14 «Hacroiika mycteipaukay (CA3 14-27)»

CornacoBas:
TocynapcTBeHHO yupexaenue «LIeHTp Mo KOHTpPOJIIo 3a 00palieHHeM MEHKO-
(apMareBTHYECKON TPOTYKIIHH

B cootBerctBuu ¢ 3akonoM I[IpugHectpoBckoit Mongasckoii Peciyonuku ot 25 ssuBaps 2005
roga Ne 526-3-1I1 «O dapmaneBTudeckor aesteabHOCTH B IlpuaHecTpoBckoir MomgaBckoi
Pecnyomuke» (CA3 05-5), [locranosnenunem IIpaBurtensctBa IIpunnectpoBckoir MongaBckoi
Pecnybnmuku ot 6 ampens 2017 roma Ne 60 «OO6 yrBepxkaenuu llonoxeHus, cTpykTypsl U
IIpEAEIbHON INTAaTHOM YHCIEHHOCTH MuHucrepcrBa 3apaBooxpaHeHus llpuaHectpoBckoin
Mongasckoit Pecnyonuku» (CA3 17-15) ¢ u3MEHEHHSIMH U JOMOJHEHUSMHU, BHECEHHBIMU
nocraHoBieHusMu [IpaButenbctBa [Ipuanecrposckoir Monasckoil PecyOnuku ot 14 uroHs
2017 roma Ne 148 (CA3 17-25), ot 7 nexabps 2017 romga Ne 334 (CA3 17-50), ot 17 okts16ps
2018 roma Ne 352 (CA3 18-42), ot 14 nexabps 2018 roma Ne 448 (CA3 18-51), ot 26 ampens
2019 roga Ne 143 (CA3 19-17), ot 8 aBrycta 2019 roma Ne 291 (CA3 19-30), ot 15 Hos16ps 2019
rona Ne 400 (CA3 19-44), ot 29 centsa6ps 2020 roma Ne 330 (CA3 20-40), ot 22 oxTsa6ps 2020
roga Ne 364 (CA3 20-43), ot 8 nexabps 2020 rona Ne 433 (CA3 20-50), ot 25 suBaps 2021 roga
No 19 (CA3 21-4), ot 30 nexadpst 2021 roma Ne 426 (CA3 21-52), ot 20 suBapst 2022 roma Ne 11
(CA3 22-2), ot 28 okTsa6ps 2022 rona Ne 402 (CA3 22-43), ot 9 Hosa0pst 2022 roma Ne 411 (CA3
22-44), ot 23 nexabpst 2022 roma Ne 485 (CA3 23-1), ot 19 suBaps 2023 roma Ne 15 (CA3 23-3),
ot 16 ¢espansa 2023 roga Ne 55 (CA3 23-7), ot 31 mas 2023 roma Ne 186 (CA3 23-22), ot 12
okTs0ps 2023 roga Ne 341 (CA3 23-41), npuka3biBaro:

1. Buectn B llpuka3 MunucrepcTtBa 3apaBooxpaHenus IIpuaHectpoBckoit MoigaBckoi
Pecnybnmuku ot 16 utons 2014 roga Ne 292 «O6 yrBepxnaenun (apmaxoneitnoit cratbn @C
2826-008-14 «Hacroiika mycteipauka» (CA3 14-27) cineqyrone n3MEHEHUS

a) B HauMmeHoBaHuu Ilpukaza crnoBecHo-uuppoBoe o0o3HaueHne «PC 2826-008-14
«HacTolika mycTBIpHUKa» 3aMEHHTBH CJIOBECHO-IMGPOBEIM oO03HaueHuem: «dC 2826-008-14
«IycTbIpHHKA HACTONKAY;

6) B mynkte 1 [lpukaza croBecHo-nmppoBoe ob6o3Hauenne «DC 2826-008-14 «Hacroiika
YCTBIPHUKA» 3aMEHHUTD CIOBECHO-IIM(PpoBbIM 0003HaueHneM: «DC 2826-008-14 «IlycTbipHuka
HacTOMKa»;

B) [Ipunoxenue x [Ipuka3zy H3I0KHTh B pelakiMy COTJIACHO [IpUIIOKEHUIO K HACTOSILEMY
IIpukasy.

2. Hacrosimuii [Ipuka3 BCTynaer B CHIy €O JHS, CIEIYIOLIETO 3a JHEM €ro O(pHUIMaIbLHOIO
OMyOTMKOBaHMS.

Munnctp K. AJIBYJI
r. Tupacnonb

23 okTs0ps 2023 .
Ne 815-O/1



[Tpunoxenue k [Ipukazy

MuHucTepcTBa 3[paBOOXpaHEHUs
[TpugnecTpoBckoit Monaasckoi Pecryonmmku
ot 23 okta6psa 2023 rona Ne 815-O/]

«Ipunoxenue k [Ipukaszy

MuHucTepcTBa 31paBOOXpPaHEHUS

[TpunnectpoBckoit Monnasckoii PecriyOnuku
ot 16 uroust 2014 roma Ne 292

MMHUCTEPCTBO 3IPABOOXPAHEHM
[MPUJHECTPOBCKOU MOJIJABCKOMU PECITYBJIMKI

«Y TBEPKIAAIO»

MuHuCTp 31paBOOXpaHEHUS
[TpunnectpoBckoit MonaaBckoit PecriyOnuku
2023 r.

®apMakonenHas CTaTbs

DC Ne 2826-008-14
IIycTelpHHKa HACTOWKA
Leonuritinctura

Cpoxk BBeJIeHHs YCTaHOBIIEH
« » 2023 rox

Hacrosimass ¢dapmakoneitnast cratbd pacnpoctpansiercss Ha IlycTelpHHKa HacTOMKYy,
IIPUMEHSAEMYIO B Ka4E€CTBE JIEKAPCTBEHHOT'O CPELICTBA.

Cocras:

ITycTelpHUKa TpaBbI 2001

(I'® IIMP X1V u3a., tom 1V, u.2: ®C.2.5.0034.15)

Ortanona (ciupra 3tusnoBoro) 70% JIOCTAaTOYHOE KOJIMYECTBO JIsI
OC 2826-005-14) nosrydenus 1000 M1 HacTOMKH.

Onucanue. [Ipo3paynas >KMIKOCTb OT CBETIO-KOPHUYHEBOTO WM 3€JIEHOBATO-KOPUYHEBOTO J10
TEMHO-KOPHUYHEBOT'O C 3€JICHOBAaThIM OTTEHKOM I[BETA, CO CJIa0BIM XapaKTEPHBIM 3aI1aXOM.

ITognuHHOCTS.

1.KadecTBeHHas1 peaxius.

K 1 mn mpemapara npubasmsttor 0,2 mu sxenesa (III) xmopuma pactBopa 3%, A0IKHO
HaOJIIOaThCSl YEPHO-3€TIEHOE OKpaIlTiBaHKe (TyOUIIbHBIE BEIIECTBA).

2. KauecTBeHHas1 peakuusl.

K 0,5 mn mpenapara nmpubasmisitor 0,5 M BanuimHa pactBopa 2% B cupte 96%, 7 (cemb)
Kareslb CEpHOM KHCIOThl KOHIIEHTPUPOBAHHOW M HArpeBalOT Ha KUIAIIEH BoJsgHON OaHe B
TE€YEHHE MOJIMUHYTHI; MOSABIISETCS KPAaCHOE OKpalIuBaHUE (TIIMKO3HIbI).

Cyxoii ocratok. He menee 1,4%. B coorBercTBuu ¢ TpeboBanusimMu ODC «HacToikm».

Crupt >triioBeiii. He menee 64%. B coorBerctBuu ¢ TpeboBanusmu ODPC «OmnpeneneHue
CIHPTa STHUJIOBOTO B JIEKAPCTBEHHBIX CPENICTBAXY.

Tsoxensie metamutel. He 6omee 0,001%. B coorBercTBum ¢ TpeboBanusimu ODC «Hactoikmy.

O6mwem conepxuMoro ynakoBku. [Ipenapat gomkeH cooTBeTcTBOBaThH TpeboBaHMsIM [Ipukasa
MuHuCcTEpCTBa 3APABOOXPAHEHUSI W COLMAIbHOM 3amuThl [lpuaHectpoBckoit MouiiaBckoi



Pecniyommuku ot 14 staBapst 2009 roma Ne 14 «O6 yrBepxaeHuu «MHCTpyKIMH HA TOMYCTUMBIS
OTKJIOHECHUS TIPH NPOMBIIIICHHOM (hacOBaHUU JieKapcTBEHHBIX cpencT» (CA3 09-11).

Mukpobuosornueckasi ~ 4UCTOTA. B COOTBETCTBUU ¢  TpeboBanmsimu  ODC
«MuKpoOHOIOTHYECKAast YUCTOTA.
VYnakoBka.

[TepBuunas ymakoBka: [1o 25, 50 unu 100 M Bo (hiakoHBI OpaHKEBOTO CTEKJIA MK (DIIaKOHBI
IOJIMMEPHbIE  TeMHOro  nsera.  @DIAaKOHBI  OPAaHXEBOIO  CTEKIA  YKYNOPHUBAKOTCS
NOJMATUICHOBBIMH ~ TPOOKaMuM WM NPOOKaMH-KalelbHULIAMH M HABUHYHBAIOTCSA
IUIACTMACCOBBIMU WJIM IIOJUMEPHBIMM KpbIIIKaMu. DIIaKOHBI MOJIMMEpPHBIE TEMHOIO IBETa
HAaBUHYUBAIOTCS MOJMMEPHBIMH MPOOKaMM C WM O€3 KOHTPOJIS BCKPBITHUS WM HACAaIKOH U
KOJIITAYKOM.

Ha xaxnpiii uiakoH HAKJICHMBACTCSI ITUKETKA, U3TOTOBJICHHAS U3 OymMaru STUKETOYHOMU, WIIH
MMMCYEH, NI CaMOKJICSIICHCS.

Bropuunass ymakoBka: Mo OAHOMY (IaKOHY BMECTE C HHCTPYKLIHEH MO METUIIMHCKOMY
IPUMEHEHHIO NTOMEUIAI0T B NAaUKy KapTOHHY0. [lomyckaercs ykiaaka (pJakoHOB B IPYMIIOBYIO
YIIaKOBKY 0€3 WHIMBUAYAJIbHOW YIAKOBKM C paBHBIM KOJIMYECTBOM HMHCTPYKIHUA 10
MEAULIMHCKOMY IIPUMEHEHHUIO.

['pynnoBasi ynakoBka: ()IakOHbl BMECTE C MHCTPYKLHSAMHU MO MEIUIUHCKOMY NPUMEHEHUIO
MOMEIIAIOT B KAPTOHHBIE KOPOOKH.

['pynmnoBas ynakoBka amsi TpancnoptupoBku coriaacao 'OCT 17768-90.

MapxkupoBka. CootBercTByeT TpeboBaHusiM Ilpukasza MunucTepcTBa 3ApaBOOXpaHEHUS U
counanpHOM 3amuThl [IpuaHectpoBckoit Monnasckoi Pecriybnuku ot 30 centsiops 2008 roga
Ne 482 «O06 yrBepxknennn «MHCTpyKIuu 1mo rpaduyeckoMy OQOPMICHHIO — JEKapCTBEHHBIX
CpeACTB, HPOM3BOAMMBIX Ha Teppuropuu IlpuanectpoBckoiri MomnnaBckoil PecmyOmukm»
(peructpanonusii Ne 4614 ot 10 HosiOpst 2008 roma) (CA3 08-45), Ilpukaza Munucrepcrsa
3npaBooxpaHenus IIpuanectpoBckoit MonnaBckoii Pecyonuku ot 22 utonst 2020 roga Ne 654
«O06 yrBepxneHun TpeOoBaHWI K MapKHUPOBKE M OQOPMIICHHIO JICKAPCTBEHHBIX CPEACTB IS
MEAMIMHCKOTO IPUMEHEHUS M U3JeIMM MEAMIMHCKOIO Ha3HA4YEHHMs, NPOU3BOAMMBIX Ha
tepputopun IlpuanectpoBckoit MonnaBckoil Pecny0nvku M BBO3MMBIX Ha TEPPUTOPHUIO
[TpunnectpoBckoit Monnasckoil Peciybnmuku ¢apmanerudyeckumu opranuzanusmu» (CA3 20-
34) u I'd IIMP XIV wm3a. 1. T u. 1: OPC.1.1.0025.18. «YmakoBka, MapKUpOBKa U
TPaHCIIOPTUPOBAHME JIEKAPCTBEHHBIX CPENICTBY.

Ha nepBuuHOll (BHYTpEeHHEW) yIaKOBKE JIEKAPCTBEHHOIO Mpenapara yKa3bIBaeTCs
cienyromas — MHPOpManusA:  TOProBo€  HAMMEHOBAaHHWE  JIEKAPCTBEHHOI'O  Ipernapara;
JIeKapCTBEHHAas (opma; KOJIMYECTBO JIEKAPCTBEHHOI'O IpernapaTa B yIaKOBKE; HAUMEHOBAHUE U
aZpec NPOM3BOJUTENS JIEKapCTBEHHOIO IIpenapara, TOBAapHBIM 3HAK; HOMEp CepuM; Jara
UCTEUEHUsI CPOKA TOJHOCTH («TOJEH JI0...»; PETUCTPALIMOHHBIA HOMED.

Ha BTOpHYHOM yIakoBKe, a IPU €€ OTCYTCTBUM — Ha NEPBUYHON YIaKOBKE JIEKAPCTBEHHOTO
npenapaTta yKas3blBaeTcsl cielayromas HH(opManus: TOProBoe HauMEHOBAHHUE JIEKaPCTBEHHOIO
npenapara; JIeKapcTBeHHas (opMa; KOJIWYECTBO JIEKApCTBEHHOIO Ipernapara B YHAKOBKE;
uH(pOpMallisg O COCTaBe JIEKAPCTBEHHOTO Ipernapara; HAMMEHOBAHUE U aJIpec MPOU3BOIUTENS
JIEKapCTBEHHOI'O IIpenapara, TOBapHbIM 3HAK; HOMEpP CEpUH; PErMCTPAllMOHHBIN HOMEp; Jara
MIPOM3BOJICTBA; JaTa UCTEUEHUSI CPOKA FOJHOCTU («TOJEH JI0...»); YCIOBUS XpaHEHUS; YCIOBHS
OTIIYCKa; IPEyNPEAUTENbHbIE HAINCH «XPAaHUTh B HEAOCTYITHOM JIsl ETEU MECTE.

Ha rpynmoBoii ymakoBke - TOproBoe HAaMMEHOBAaHME JIEKAPCTBEHHOI'O IIpernapara;
HAaUMEHOBAHME M  aJpec MPOU3BOAMUTENS  JIEKAPCTBEHHOI'O Ipernapara;  KOJIMYECTBO
JIEKapCTBEHHOTI'0 Mpernapara B YIIaKoBKe U (MJIM) KOJIMYECTBO YIIAKOBOK B IPYIIIIOBOM yIaKOBKE;
YCIIOBUS XpaHEHHUS U TNPH HEOOXOAMMOCTH YCIOBUS TPAHCIIOPTUPOBKU; HOMEp CEpHH; JaTa
MIPOM3BO/ICTBA; 1aTa UCTEUEHUS CPOKa TOJHOCTH («TOAEH JI0...»).

Xpanenue. XpaHUTh B 3alUIIEHHOM OT CBETa MeECTe, NpU Temreparype He Boime 25 °C.
XpaHUTh B HEJOCTYITHOM JJIsl IeTel MecTe.

Cpok rogHoctu. 3 roja.



[Ipumeuanue: pEakTUBBI, THUTPOBAHHBIE PACTBOPBI M HHIWKATOPHI, IPHUBEICHHBIE B
HacTosIeH GpapMaKoNnelHON cTaThe, ONMCAHbl B COOTBETCTBYIOIIMX pasjenax [ ocymapcTBeHHOM
dapmakornien [IpugaectpoBckoit Monaasckoi Pecryommku X1V uznanus.»



