PasmemeHo Ha canTe MuMHMCTEPCTBAa OCTULUU
[IpuonHecTpoOBCKOM MonmaBCcKOM PecnyOnmku
B paszzesie «OpuumasipbHOe ONyOJIMKOBaHME»

ITPUKA3
MHWHUCTEPCTBA 3IPABOOXPAHEHM
I[MPUAHECTPOBCKOUN MOJIIABCKOMU PECITYBJIMKIA

O BHecenun uameHenui B [Ipukaz MunucrepctBa 3apaBooxpanenus [I[puaHecTpoBCKoii
Monnasckoii Pecriy6muku ot 12 mapta 2013 rozma Ne 122 «O6 yrBepxkaeHun papmaxorneitHoi
cratbu OC 2826-002-13 «Cepaeunnie kammm» (CA3 13-13)»

CornacoBan:
['ocynmapcTBeHHOe yupexaeHue «LIeHTp Mo KOHTPOITIO 3a 00paleHueM MeTUKO-
(hapMareBTHUECKOM MPOTYKITHI

B cootBercTBHm ¢ 3akonoMm [IpunnectpoBckoit Monnackoit PecryOmmku ot 25 suBapst 2005
roga Ne 526-3-1I «O dapmaneBTudeckoii nestensHocTH B IIpumHecTpoBckoit MomgaBckoi
PecniyOnuke» (CA3 05-5), IloctanoBnenuem IlpaBurensctBa IIpuanectpoBckoit MongaBckoit
Pecny6omuku ot 6 ampens 2017 roma Ne 60 «OO6 yrBepxaenuu [lonoxxeHus, CTPYKTYypHl U
IpelenbHOM IITaTHOM YHMCIEHHOCTH MuHucTepcTBa 3ApaBooxpaHeHus [IpuaHecTpoBckon
Monnasckoit Pecniyonuku» (CA3 17-15) ¢ u3MeHEHHSIMHU W JOMOJIHEHUSIMU, BHECEHHBIMU
nocranoBienusmu [IpaButenbctBa [IpuanectpoBckoid MongaBckoit Pecybnuku ot 14 uroHs
2017 roma Ne 148 (CA3 17-25), ot 7 nekabps 2017 roga Ne 334 (CA3 17-50), ot 17 okTs0ps
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 Hos16pst 2019
roga Ne 400 (CA3 19-44), ot 29 centsaops 2020 romga Ne 330 (CA3 20-40), ot 22 oktsidps 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 sauBapst 2022 roma Ne 11
(CA3 22-2), ot 28 oxTsi6pst 2022 roma Ne 402 (CA3 22-43), ot 9 Host6pst 2022 roma Ne 411 (CA3
22-44), ot 23 nexadps 2022 roga Ne 485 (CA3 23-1), ot 19 suBaps 2023 roxa 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. Buectu B Ilpukxa3 MunucrepctBa 3apaBooxpaHenus I[IpuaHectpoBckoit MoigaBckoi
Pecnybnmuku ot 12 mapta 2013 roga Ne 122 «O6 ytBepkaeHun ¢apmakoneitHon cratbn OC
2826-002-13 «Cepneunsie karmmn» (CA3 13-13) ¢ u3MeHeHHWsIMH, BHECEHHBIMH IPUKa3aMU
MunucrepcTBa 3apaBooxpanenus [IpugnectpoBckoit Monngasckoii Pecniy6nuku ot 22 ceHTs0ps
2020 roma Ne 808 (CA3 20-40), or 1 ampens 2022 roma Ne 328 (CA3 22-15), cnenyromue
WN3MEHEHUS:

a) B HamMeHoBaHuu IlpukazacimoBecHo-mppoBoe o0Oo03HaueHne «PC 2826-002-13
«CepaeuHble Kalli» 3aMEHUTh CJIOBECHO-IU(POBBIM oOo3HayeHueM: «PC 2826-002-13
«CepaedHble Karulu, Karjiy AJs IpueMa BHYTPbY;

6) B nmynkre | Ilpukasa cnoBecHo-1uppoBoe obozHauenne «OC 2826-002-13 «Cepaeunsie
KAl 3aMEHHUTH CIIOBeCHO-IIM(PPoBbIM o0o03HaueHneM: «DPC 2826-002-13 «Cepaeynbie Karui,
KaIlJIu 1715 IPUEMa BHYTPbY;

B) [Ipunoxenune k [Ipuka3zy M3M0XKHUTh B PeIAKIMU COTNIACHO [IPHIIOKEHUIO K HACTOSIIEMY
IIpuka3sy.

2. Hacrostmmii [Ipuka3 BcTymaer B CHIIy CO JIHSI, CIEIYIOMIETO 3a JTHEM €ro O(HIIMaIbHOTO
OITyOJIMKOBaHUSI.

Munuctp K. AJIBVIJI

r. Tupacnons
23 oxTsa0ps 2023 T.
Ne 818-O/1



[Tpunoxenue k [Ipukazy
MuHuncTepcTBa 31paBOOXPaHEHUS
[TpunnectpoBckoit Monnasckoit PecriyOnuku
oT 23 okTs10pst 2023 roma Ne 818-O/]

«IIpunoxenue x [Ipukazy

MuHucTepcTBa 31paBOOXpPaHEHUS

[TpuanecTpoBckoit MonaaBckoi Pecryonuku
ot 12 maprta 2013 roga Ne 122

MHWHUCTEPCTBO 3IPABOOXPAHEHM
I[MPUAHECTPOBCKOUN MOJIIABCKOMU PECITYBJIMKIA

«YTBEpKIAI0»

MuHucTp 31paBOOXpaHEHUS
[TpuanectpoBckoit Monaasckoi Pecryonmku
2023 r.

dapMakonenHas CTaTbs

@DC Ne 2826-002-13

CepﬂeqHHe KaIuin, Kariu IJist IpueMa BHYTPb
Guttaecardiaceae, guttaeadusuminternum

Cpok BBeZICHUSI YCTAHOBJICH
« » 2023 rox

Hacrosimas ¢apmakoneiinas cratesi pacrpocTtpansercs Ha CepjieuHble Kaljiu, Karid JUis
pyeMa BHYTpPb, IPUMEHSEMbIE B KAUE€CTBE JIEKAPCTBEHHOI'O CPEJCTBA.

Cocras:

Banepuanbl HaCTOMKHU 340,0 mn
(DC 2826-006-14)

bosippIlIHKKa TU1010B HACTOUKHU 330,0 M
(DPC 2826-007-14)

ITycTeIpHUKa TpaBbl HACTOUKHU 330,0 ma

(DPC 2826-008-14)

Onucanue. IIpo3zpayHast KHIKOCTb OT JKEJITOBATO-KOPUYHEBOTO J0 KOPHUUYHEBATO-Oyporo
[[BETa C XapaKTepHBIM 3amaxoM. [Ipu XpaHeHUM AONyCKaeTcs HaJIW4YUE OCaJKa, KOTOPbIM He
BIIMSIET HA KAUECTBO IIpernapara.

ITomymHHOCTE.

1. KauecTBeHHas peakiusl.

K 5 mn mpenapara mpubasnstor 0,1 mi pactBopa xkene3a oxucHoro (III), mosBisercs
KOPUYHEBO-3€JIEHOE OKpallliBaHUe (AyOUIIbHBIC BEIIECTBA).

2. KadecTBeHHas peakiusi.

2 M1 mpemapaTta pa30aBisIOT 8 MII BOIBI U (QUIBTPYIOT, K (QUIBTPATy A0OABIAIOT 2 M
pe3oplLrHa B KOHLEHTPUPOBAHHOW COJSTHOW KHUCJIOTE€ M JOBOJSAT [0 KHUIIEHMS, MOSIBIISETCS
KpacHO-0ypoe OKpallluBaHHe.

Cruprt >tunoBsid. He menee 64,5%. B coorBercTBum ¢ TpedoBanusmu ODC «OnpeneneHue
CIIUPTa 3TUJIOBOTO B JIEKAPCTBEHHBIX CPEJCTBAXY.

Cyxoit ocratok. He menee 1,8%. B coorBercTBuU ¢ TpeboBanusmu ODPC «Hactoitkmy.

Tsoxensie Metaiusl. He 6omee 0,001%. B cootBercTBum ¢ TpedoBanusimu ODC «HacTokm.

O6beM conepkumoro ynakoBku. [Ipenapat nomkeH cooTBeTcTBOBaTh TpeOoBaHusAM [Iprkasza
MuHnucrepeTBa 31paBOOXpaHEHUs M couuanbHOM 3amuthl [IpuaHectpoBckon MosnaBckon



Pecny6nuku ot 14 stHBapst 2009 roma Ne 14 «O06 yrBepkaeanu «VHCTPYKIIMM Ha JTOMYyCTUMBIE
OTKJIOHEHUS TPH MPOMBIIIUIEHHOM (hacOBaHUH JCKapCTBEHHBIX cpeacTtBy (CA3 09-11).

Mukpobuonornyeckas  uuctora. B coorBerctBUM ¢ TpeboBanusmu ~ ODC
«Mukpobuonoruyeckast 4ucToTar.
YakoBka.

[TepBuunas ynakoska: [To 25, 50 wim 100 mut Bo pytakoHBI OpaHKEBOTO CTEKJIA MITH (hJIaKOHBI
[OJIMMEpPHbIE  TeMHOro  1Bera. @DIakoHBI  OpPAaHXEBONO  CTEKJIAa  YKYIOPHUBAIOTCS
MOJIMATUIICHOBBIMU ~ TpoOKaMM WM OpoOKaMu-KaneidbHUIIAMM M HaBUHYUBAIOTCS
IUIACTMACCOBBIMU WJIM TIOJUMEPHBIMHM KpblIIKaMu. DIIaKOHBI MOJIMMEpPHBIE TEMHOI'O IBETa
HABUHYHMBAIOTCS MOJIMMEPHBIMU IPOOKaMU ¢ WM 0€3 KOHTPOJS BCKPBITHS WM HACaJAKOW U
KOJITAYKOM.

Ha xaxapiii prnakoH HakienBaeTcs 3TUKETKa, U3TOTOBJIEHHAS M3 Oymaru 3TUKETOYHOM, WU
MMUCYCH, UIIM CAMOKJICSIICHCS.

Bropuunas ymakoBka: 1mo oAaHOMY (IaKOHY BMECTE€ C MHCTPYKIHEH MO MeIULHUHCKOMY
NPUMEHEHHIO TIOMEIIAIOT B MaYKy KapTOHHYI0. Pa3pernraercst ynakoBka (iakoHOB B TPYIIIOBYIO
YVIaKoBKYy ©0€3 WHIUBUAYalbHOW YHNAKOBKM C PAaBHBIM KOJUYECTBOM HHCTPYKLUHN IO
MEAULIMHCKOMY IIPUMEHEHUIO.

['pynmoBas ynakoBka: (JakOHbBI BMECTE€ ¢ MHCTPYKIUSMHU MO0 MEAUIIMHCKOMY MPUMEHEHUIO
MOMEIIAIOT B KAPTOHHBIE KOPOOKH.

['pynmnoBas ynakoBka amsi TpancrnoptupoBku cornacHo ['OCT 17768-90.

MapxkupoBka. CooTtBercTByeT TpeOoBaHusiM Ilpukasza MuHucTepcTBa 3/1paBOOXpaHEHUS U
counanpHOM 3amuThl [IpuaHectpoBckoit Monnasckoii Pecriydonuku ot 30 centsops 2008 roga
Ne 482 «O6 yrBepxkaenun «MHCTpyKIuH 1o rpadguueckoMy OGOPMIICHHIO JIEKapPCTBEHHBIX
CPEICTB, NPOU3BOAUMBIX Ha Tepputopun llpuaHectpoBckoit MonnaBckoit PecrnyOmmkm»
(peructpanonusii Ne 4614 ot 10 Hosi6pst 2008 roma) (CA3 08-45), Ilpukaza Munucrepcrsa
3npaBooxpanenus I[IpuanectpoBckoit MonnaBckoii Pecyonuku ot 22 utons 2020 roga Ne 654
«O06 yrBepxaeHun TpeOoBaHWI K MapKUPOBKE M OQOPMIICHHIO JICKAPCTBEHHBIX CPEACTB IS
MEIULUHCKOrO TPUMEHEHUS] U U3AETUN MEAMIMHCKOIO HA3HAYEHHUs, MPOU3BOAMMBIX Ha
tepputopun IlpuanectpoBckoit MonnaBckoil Pecny0nuku M BBO3MMBIX Ha TEPPUTOPHUIO
[TpunnectpoBckoit Monnasckoil Peciyonuku gapmaneruueckumu opranuzanusmm» (CA3 20-
34) u I'd IIMP XIV wm3n. 1. T u. 1: OPC.1.1.0025.18. «YmakoBka, MapKUpOBKa H
TPAHCIIOPTUPOBAHME JIEKAPCTBEHHBIX CPENICTBY.

Ha nepBuuHOll (BHYTpEHHEW) yIaKOBKE JIEKAPCTBEHHOIO Ipenapara yKa3bIBaeTCs
cienyromas — MHPOpManusa:  TOProBOo€  HAaMMEHOBaHME  JIEKAPCTBEHHOIO  Ipernapara;
JIeKapCTBEHHAas (opma; KOJIMYECTBO JIEKAPCTBEHHOI'O IpernapaTa B yIaKOBKE; HAUMEHOBAaHUE U
aZpec NPOM3BOJUTENS JIEKapCTBEHHOIO IIpernapara, TOBAapHBIM 3HAK; HOMEpP CepuM; Jara
UCTEUEHUsI CPOKA TOJHOCTHU («TOJEH J10...»; PETUCTPAIIMOHHBIN HOMEp.

Ha BTOpHYHOI yIIakoBKe, a IPU €€ OTCYTCTBUM — Ha NEPBUYHON YIIaKOBKE JIEKapCTBEHHOTO
npenapara yKas3blBaeTcsl cienyromas HH(opManus: TOProBoe HauMEHOBAHHUE JIEKaPCTBEHHOIO
npemnapara; JeKapcTBEHHas (opMma; KOJIMYECTBO JIEKAPCTBEHHOIO Ipernapara B YHaKOBKE;
uH(pOpMallisg O COCTaBe JIEKAPCTBEHHOTO Ipernapara; HAaMMEHOBAHHWE U a/Ipec MPOU3BOAMTENS
JIEKapCTBEHHOI'O IIpenapaTa, TOBAapHbIM 3HAaK; HOMEp CEpUH;  JaTa NPOM3BOACTBA; Jara
UCTEUYEHHUsI CpOKa TOAHOCTU («rOJIEH [0...»); YCIOBUS XPAaHEHHUS; YCJIOBUS OTIIYCKa;
IIpeNyNpeAUTENbHbIE HAAIUCU «XPAaHUTh B HEJOCTYITHOM /ISl IETEN MECTE»; perucCTpalliOHHbIN
HOMEP.

Ha rpynmoBoii ymakoBke - TOProBo€ HAaWMEHOBAaHUE JIEKAPCTBEHHOIO Ipenapara;
HAaUMEHOBAaHME M  aJpec TMPOU3BOAMUTENS  JIEKAPCTBEHHOIO IMpermapara;  KOJIHMYECTBO
JIEKapCTBEHHOTI'O Mpenapara B yIakoBKE M (WJIM) KOJUYECTBO YIIAKOBOK B IPYIIIOBOM YIIAKOBKE;
YCIIOBUSL XpaHEHUS M MPU HEOOXOAMMOCTH YCIOBUS TPAHCIIOPTHPOBKH; HOMEp CEpHUH; Jara
IPOM3BOJICTBA; JIaTa UCTEUSHHsI CPOKA TOJAHOCTHU («TOJIEH JI0...»).

XpaneHnue. XpaHUTh B 3AIIMIIEHHOM OT CBETa MeCTe, MpH Temmeparype He Bsime 25 °C.
XpaHUTh B HEJOCTYITHOM AJIs1 JIETEH MECTE.

Cpoxk romHOCTH. 2 TOJA.



[Ipumeuanue: peakTUBBl, TUTPOBAHHBIE PACTBOPBl W HMHJUKATOPHI, IPUBEJICHHBIE B
HacTOsIICH (hapMaKONEeHHON CTaThe, OMUCAaHbl B COOTBETCTBYIOIIMX paszenax I ocymapcTBeHHON
dapmakomneu IpuaaectpoBckoit Monaasckoit Pecriyomuku X1V nznanus.»



