3apeructpupoBaHo B MuHrocte Poccum 12 mapra 2018 r. N 50291

MWUHUCTEPCTBO 34PABOOXPAHEHNA POCCUNCKOW ®ELEPALIAN

NMPUKA3
ot 9 AuBapA 2018 r. N 1H

OB YTBEP)XAEH/N TPEBEOBAHWIA
K KOMMNEKTAUMW NEKAPCTBEHHbLIMW MPEMAPATAMU N MEAULMHCKUMM
N3OENNAMN YKNAAKN SKCTPEHHOW MPO®UNTAKTUKN MAPEHTEPA/IbHBIX
WHOEKUNI ANA OKA3AHUA NEPBUYHOWN MEANKO-CAHUTAPHO MOMOLLWN,
CKOPOIN MEANLIHCKOI MOMOLLUM, CNELWMANN3NPOBAHHOW MEAVULVHCKOW
MOMOLLUU 1 NANTUATUBHOIN MEAULUMHCKOW NOMOLLUMN

B cootBeTcTBUM € noAnyHKToM 5.2.12 ITonoxxeHusi o MUHUCTepCTBe 3ipaBooXpaHeHus1 Pocculickoit
@efepanyy, yTBep)K[eHHOro nocraHosneHveM IlpaBurenscrBa Poccuiickon ®epeparmu ot 19 nroHs
2012 1. N 608 (Cobpanue 3akoHOzarenbcTBa Poccutickoit depeparuu, 2012, N 26, ct. 3526; 2013, N 16,
ct. 1970; N 20, ct. 2477; N 22, ct. 2812; N 33, cT. 4386; N 45, ct. 5822; 2014, N 12, ct. 1296; N 26, cT.
3577; N 30, ct. 4307; N 37, cT. 4969; 2015, N 2, cT. 491; N 12, cT. 1763; N 23, ct1. 3333; 2016, N 2, cT.
325; N 9, ct. 1268; N 27, cT. 4497; N 28, cT. 4741; N 34, cT. 5255; N 49, cT. 6922; 2017, N 7, ct. 1066; N
33, ct. 5202; N 37, cT. 5535; N 40, cT. 5864), nprKa3bIBao:

YTBepAuTh TIpUIaraeMble TpeOOBaHWS K KOMIUIEKTAI[MM JIEKapCTBEHHLIMM Tperiapatamu 1
MeJULMHCKUMM HU3[e/UsIMA  YK/IaIKU SKCTPEeHHOM TMpOGUIaKTUKU TlapeHTepaibHbIX WHOeKIUN /s
OKa3aHWs  TEepPBUUHOM  MEJUKO-CAaHWTApHOW  TOMOIIM,  CKOPOM  MEAULIMHCKOW  TOMOLLY,
Criel[Maau3upoOBaHHON MeIULIMHCKOM TIOMOIIY Y Ta/UIMaTUBHON MeJUI[MHCKOM TOMOIIIU.

Munuctp
B.N.CKBOPIIOBA

YTBepKIeHbI

NprKa3oM MUHHCTepPCTBa 3JpaBOOXPaHeHUs]
Poccutickoit ®enepaiiuu

oT 9 auBaps 2018 . N 11

TPEBOBAHUSA
K KOMMNEKTAUMW NEKAPCTBEHHbLIMWU MPEMAPATAMU N MEAULHCKUMMN
N3OENNAMUN YKNAAKN SKCTPEHHON MPOD®UNAKTUKN NAPEHTEPA/IbHBLIX
WHOEKUNI ANA OKA3AHUSA NEPBUYHOWN MEANKO-CAHUTAPHOW MOMOLLW,
CKOPOIN MEANLIHCKOI MNOMOLLUMN, CNELWMANN3NPOBAHHOW MEAVULVHCKOW
MOMOLLUU 1 NANTUATUBHON MEAULUMHCKOW NOMOLLUM

1 JIekapcTBeHHbIe Iperaparbl

N | Kog ATX | AHaroMmo-TeparieBTUuecKo- JlekapCTBeHHbII JlexapcTBeHHast

XUMHYecKast KrnaccubuKarus riperapar dbopma
(ATX)
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1.1 | AHTHCeNTHKU U [ie3uHGULIMPYIOIIe CpeJCcTBa

1.1.1 | DOBAGO3 |iiof voz [kanmust omup, + | pacTBOp JUst
3TaHo] Hapy>XHOTO
ripumeHeHus1 5 %

1.1.2 | DOBAXO08 | sTaHon 3TaHON pacTBop ISt

Hapy’>KHOTO
ripuMmeHeHust 70 %

2 MeguiHCKYe u3enus

N HavimeHOBaHHe MeQULIMHCKOTO WU3IeHs Kos-Bo, He MeHee
2.1 | BuHT MapneBbIii MeULIMHCKUN CTepuIbHbIN (5 M X 10 cM) 2 IIT.
2.2 |JletikoracTeIphb OakTepuIUAHBIN (He MeHee 1,9 cM X 7,2 cMm) 3 wr.
2.3 |Candetka MapieBasi MeJULJUHCKasl CTepUibHasi (He MeHee 16 cm 1ym.
x 14 cm, N 10)
ITpumeuanus:

1. Yknazka 3KCTpeHHOU TpPOGUIAKTUKM TapeHTepanbHbIX MHMEKIMM /s OKa3aHUsl TepBUUHOU
MeJIMKO-CAaHUTAapHON TIOMOII[H, CKOPOW MeAMIIMHCKOW TOMOIIH, CIlelia/i3upOBaHHON MeJUI[MHCKOM
MOMOIL[M W Na/VTMaTUBHOM MEJUL[MHCKOM TIOMOIM TIOJAJIeXXUT KOMILIEKTAllUM JieKapCTBeHHBIMU
riperapataMy, 3aperucTpupoBaHHbIMA B Poccuiickoli ®Pefepaliiy, B TEpPBUYHOM YIaKOBKe WA BO
BTOPUYHOH (MOTPeOUTE/LCKON) yIakoBKe 0e3 U3bATUA WHCTPYKLMU 110 TTPUMEHEHMIO JIeKapCTBEHHOTO
Triperapara.

2. YKna/iKa 3KCTPEHHOM MpO(UIAaKTUKU TapeHTepa/ibHbIX WHGEeKUWN [/ OKa3aHWsi MepBUYHOMN
Me/IMKO-CaHUTAapHOW TOMOIIM, CKOPOW MEeJMLIMHCKOM TOMOLLY, CIelaIu3MpOBaHHON MeJULIMHCKOM
TIOMOIIY U Ma/IJTUAaTUBHOW MeJUL[MHCKOM TTOMOIIU TIOAJIeXXUT KOMIJIeKTaly MeAULIMHCKUMU U3/e/TUsIMHU,
3apeructTpupoBaHHbIMU B Poccuiickoit defieparyu.

3. YKiagKa 5KCTpeHHOW MpoGUIaKTUKU TapeHTepalbHbIX WHGMEeKIUi [/ OKa3aHWs MepBUYHON
MeJMKO-CAHUTApPHOM TIOMOLY, CKOPOM MEAULIMHCKOW TMOMOIIH, CIeLaJn3upOBaHHON MeULMHCKOMN
TIOMOII[M U Ta/I/TMaTUBHOW MeJUI[MHCKOM TOMOIIM pa3MelljaeTcsi B uexje (KOHTeliHepe) C TPOYHBLIMHU
3aMKamMu (¢dukcaropamu). Mateprial M KOHCTPYKLMS uexja (KOHTelHepa) [O/DKHBI 00ecrieunBaTh
MHOTOKPAaTHYO [le3UH(eKLUIO.

4. Tlo wucTeueHWHM CPOKOB TOJHOCTH JieKapCTBEHHbIe TIperapaThl, MeJUIMHCKUe W3[eNus,
TIpe/lyCMOTPeHHbIe HAaCTOSIIUMU TpebOBaHUSIMHU, TIO/IEXKAT CIMCAHUIO0 U YHUUTOXKEHUIO (YTHUIU3aluK) B
COOTBETCTBHHU C /IeHCTBYIOIIMM 3aKOHOZATELCTBOM Poccuiickoit @enepaiiun. B cydae MCIomb30BaHuUs
JIeKapCTBEHHBIX TMPEraparoB, MeIUIIMHCKUX W3[e/INH, TTPeJyCMOTPEHHBIX HACTOSIIMMU TpeOOBaHUSMH,
VK/Ia/IKy SKCTPEHHOM TpO(MUIaKTUKK TMapeHTepanbHbIX UH(EKIUi [/ OKa3aHWs TMepBUYHON MeJuKO-
CaHUTApHOW TIOMOIIM, CKOPOW MeAULIMHCKOUW TIOMOIIHM, CTel[ia/nu3upOBaHHON MeAUITMHCKON TOMOIIU U
TNa/I/TMaTUBHON MeULIMHCKOM TTOMOIIA He0OX0[UMO TIOTIO/THUTE.

5. He pomyckaeTcsi WCIo/ib30BaHHE MEAMLIMHCKUX W3[eIui, MNpeAyCMOTPEHHBIX HaCTOSIIUMU
TpeboBaHUSIMH, B C/Tyuae HapYLIEeHUSI UX CTEPUTHLHOCTH.



6. He pmomyckaercs ucCIonb30BaHWE, B TOM YHC/Ie TIOBTOPHOE, JIEKAPCTBEHHBIX IIperaparos,
MeIULIUHCKUX U3/Ie/TUi, TIPeZyCMOTPEeHHBIX HaCTOSIIMMHU TPeOOBaHUSIMU, 3arpsi3HEHHBIX KPOBBIO U (WJTH)
APYrvMU OMOIOTHYe CKUMU XKUIKO CTSMH.
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