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[Ipuka3z MunucrepcTsa 3apaBooxpaHeHust PO ot 9 suBaps 2018 r. N 11 "O0 yTBepkieHHH TpeOOBaHUH K
KOMILJIEKTAIMH JIEKAPCTBEHHBIMU MperapaTaMy U MEIUIMHCKUMU U3JICTUSIMU YKIaJKU SKCTPEHHOMN
npoUIaKTUKY TapeHTePabHBIX UHGEKIUN 111 OKa3aHUs EPBUYHON METUKO-CaHUTAPHOM ITOMOIIH,
CKOpPOM MEJIUIIMHCKOM MOMOILH, CIIEIMATU3UPOBAHHON MEIUIIMHCKON MOMOILH U MaJJIMaTUBHON
MEIUIIMHCKON momMonin"

IIpuxa3 MunucrepcrBa 3apaBooxpaHenusi P® or 9 suBaps 2018 r. N 11
"O0 yrBep:KIeHNH TPeOOBAHUN K KOMILJIEKTAIIUY JIEKAPCTBEHHBIMHU NpPeNapaTamMm u
MeIMUMHCKUMH U31eJTUSIMH YKJIAIKHA IKCTPEHHOH NPOPUIAKTHKH NapeHTePaIbHbIX HH(eKIni
JJISL OKA3aHUS MEPBUYHON MeIUKO-CAHUTAPHON MOMOIIU, CKOPO MeIMIIUHCKOI MOMOIIIH,
CIeNUAJTM3MPOBAHHON MeIULIMHCKOI MOMOIIY U NAJIMATUBHONH MeIUIIUHCKOH momomm"

B coorBerctBuM ¢ mnojanyaktom  5.2.12 IlomoxeHuss o MUHHCTEPCTBE 3/IpaBOOXPaHEHUS
Poccniickoit @enepannu, yrBep:kaeHHOro nocranosienneM lIpasurensctBa Poccniickoit ®@enepanun ot
19 urons 2012 r. N 608 (Cobpanue 3akoHomarenbcTBa Poccuiickoit @eneparuu, 2012, N 26, cr. 3526;
2013, N 16, ct.1970; N 20, ct.2477; N 22, ct.2812; N 33, c1.4386; N 45, cr.5822; 2014, N 12,
ct. 1296; N 26, ct.3577; N 30, ct.4307; N 37, c1.4969; 2015, N2, c1.491; N 12, cT.1763; N 23,
ct. 3333; 2016, N2, c1.325; N9, ct. 1268; N 27, cr.4497; N 28, c1.4741; N 34, ct.5255; N 49,
cT. 6922; 2017, N 7, cT. 1066; N 33, c1. 5202; N 37, c1. 5535; N 40, cT. 5864), npuka3biBaro:

VYr1BepauTh mpuiaraeMele TpeOOBaHWsS K KOMIUICKTAIlMM JICKAPCTBEHHBIMU TIpenaparamMu Hu
MEAMIMHCKUMH M3ACTUSIMHU  YKIAAKUA ODKCTPEHHOW MNPO(PHUIAKTUKH MapeHTEepalbHbIX WHGEKIHUA i
OKa3aHUs  IEPBUYHOM  MEIMKO-CAaHUTApHOW  IIOMOIIM,  CKOpPOM  MEIMUMHCKOM  IIOMOIIM,
CIEUUaTU3UPOBAHHON MEAUIMHCKON MTOMOIIN U NMaJUIMATUBHON MEAUIIMHCKON TOMOIIH.

Munuctp B.1. CkBopuosa

3apeructpupoBano B Muntocte PO 12 mapra 2018 1.
Peructpanumonssiit N 50291

YTBEP/KJIEHbI

npukazoM MHHHCTEPCTBA 31PAaBOOXPAHECHHS
Poccuiickoii Penepannu

ot 9 ssnBaps 2018 r. N 1n

TpebdoBanust
K KOMILIEKTAUMH JIEKAPCTBEHHBIMH MpenaparaMi U MeAULUHCKUMH U31eTUAMH YKIAAKH
IKCTPEHHOH NPOPUIAKTHKH NAPEHTEPAJIbHbIX HHPEKIMI 1JI51 0KA3aHUS NIEPBUYHOMN
MeIMKO-CAHUTAPHOM MOMOILIM, CKOPOM MEAUIUHCKOH OMOILIH, CIIELHATU3HPOBAHHOMI
MeIMIMHCKOM MOMOIIHY ¥ NAVIMATHBHON MEeIHIMHCKON MTOMOLIHU

1 JIekapcTBeHHBIE NIpenapaThl

N Kong ATX | AnaToMo-TepaneBTHYECKO-XUMHUYE JlexapcTBEHHBIN JlexapcTBeHHas
ckas knaccuduxarms (ATX) rpenapar ¢dopma
1.1 AHTHUCENTHKY U JIe3UHPUIINPYIOIINE CPECTBA
1.1.1 | DOSAGO3 non fon [kanust oaum + | pacTBOp JUIs
ATaHO | Hapy>KHOTO
npuMeHeHus S5 %
1.1.2 | DOSAX08 ATaHOJ ATaHOI pacTBOp ISt
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Hapy>KHOTO
npumenenus 70 %

2 MeauMIuHCKHE U316 TUs

N HanmeHnoBaHne MeIMIIMHCKOTO U3EIINs Kon-Bo, He MeHee
2.1 buHT MapneBbIit MEAUITUMHCKHIN cTepriIbHBIN (5 M X 10 cm) 2 1IT.
2.2 JleiikoruacTelpb OakTepuIMIHbIN (He MeHee 1,9 cm x 7,2 cm) 3 mr.
2.3 Candertka mapiieBas MeaUIIMHCKAs cTepuiibHas (He MeHee 16 cM X 14 cwm, 1 ym.
N 10)
Ilpumeyanus:

1. Yknaaka sKCTpeHHON MpOoGUIAKTUKY NapeHTEpaabHbIX MHGEKUUN Uil OKa3aHWs MEepBUYHON
MEJIUKO-CAaHUTAPHOW TOMOIIM, CKOPOM MEOUUMHCKOW MOMOIIM, CHEHUAIN3UPOBAHHON MEIUIUHCKON
NOMOIIA M MNAJUIMATUBHOM MEIMULMHCKOM MOMOIIM MOJJIEKUT KOMIUIEKTAl[UU JIEKapCTBEHHBIMU
npernaparaMmu, 3aperucTpupoBaHHbIMU B Poccuiickoii Penepanuu, B NEPBUYHOW YINAKOBKE WM BO
BTOPUYHOU (MOTPEOUTENHCKOI) ymakoBKe 0e3 U3BATUS MHCTPYKLUUU MO MPUMEHEHUIO JIEKApCTBEHHOTO
npernapara.

2. Ykiagka 5KCTPeHHON NpO(GUIAKTUKY MapeHTepalbHbIX WHMEKIMA sl OKa3aHUS MEepPBUYHOMN
MEJIUKO-CAaHUTAPHOW TOMOIIM, CKOPOW MEOUUMHCKOW MOMOIIM, CHEHHAIN3UPOBAHHON MEIUIMHCKON
MOMOILY ¥ MaJUIMAaTUBHON MEIUIMHCKOW OMOIIMU MOJIEKUT KOMIJIEKTALMY MEIUIUHCKUMU U3/ETUAMH,
3aperucTpupoBaHHbIMU B Poccuiickoi denepanuu.

3. Yknaaka 3KCTPEHHON MPOPUIAKTHKU HMapeHTEpaabHbIX MHGEKUUN UId OKa3aHWs MEePBUYHON
MEJIUKO-CAaHUTAPHOW TOMOIIM, CKOPOM MEAUUMHCKOW MOMOIIM, CHEHUAIN3UPOBAHHON MEIUIMHCKON
MOMOIIM U TATHATHBHOW MEAMIIMHCKOW TIOMOINM pa3MelIaeTcss B uexiyie (KOHTEWHepe) ¢ MPOYHBIMH
3amkamu (pukcaropamu). Marepuan W KOHCTPYKIMs dYexsia (KOHTeWHepa) MOJDKHBI 00ecTednBaTh
MHOTOKPATHYIO J€3UH(EKIINIO.

4. Tlo wuCTeYeHMH CpPOKOB TOJHOCTH JIEKAPCTBEHHBIE TMIpenaparbl, MEIUIIMHCKHE W3/EHs,
MPEeyCMOTPEHHBIE HACTOSIIMMH TPEOOBAHUAMHU, MOMJIEKAT CIUCAHUIO U YHUUTOXKEHHUIO (YTHIIM3AIMH) B
COOTBETCTBUU C JICMCTBYIOIIMM 3aKOHOJATeNbCTBOM Poccuiickoit @enepanuu. B ciydae ucnonb3oBaHus
JICKapCTBEHHBIX MPENapaTroB, MEAUIIMHCKUX W3/AETHI, MPeIyCMOTPEHHBIX HACTOSIIUMHU TPeOOBaHUSIMU,
VKIAAKYy OKCTPEHHOM TPOPWIAKTUKA MApEHTEePATbHBIX HH(PEKIUNA I  OKa3aHUs TEePBUYHOMN
MEJIUKO-CAaHUTAPHOW IIOMOIIM, CKOPOM MENULUMHCKOW IOMOIIM, CIEHUAIU3UPOBAHHON MEIULUHCKON
MOMOIIU Y TTAJUTMATUBHOW MEIUIIMHCKON MOMOIIY HEOOXOAUMO TTOTIOTHHUTb.

5. He nomyckaercs HCHOJIB30BAHME MEOULMHCKUX H3IENUN, NPEAYCMOTPEHHBIX HACTOSIIUMU
TpeOOBaHUSIMU, B CITy4dae HAPYIICHUS UX CTEPUIIBHOCTH.

6. He nmomyckaercs HCHONb30BaHME, B TOM YHCIE MOBTOPHOE, JIEKAPCTBEHHBIX IPENaparos,
METUIIMHCKUX U3JIeTUH, MPEeTyCMOTPEHHBIX HACTOSIIMMHU TPeOOBAHUSAMHU, 3arPSI3HEHHBIX KPOBBIO M (MJIH)
OPYTUMH OMOTOTUYECKUMHU SKUKOCTSIMH.
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