Mpuka3 MuHucTepcTBa 3apaBooxpaHeHus PO ot 9 auBapsa 2018 r. N 1H "O6 yTBepxaeHuM TpeboBaHui K

Mpuka3 MuHuctepcTBa 3gpaBooxpaHeHnsa PP ot 9 siuBaps 2018 r. N 1H "O6 yTBepxxaeHumn
Tpeb6oBaHUM K KOMMJIEKTaLUU NeKapCTBeHHbLIMU NpenapaTtamMmm U MegQULUHCKUMU U3aeNaMU
YKINaaKn 3KCTPEeHHOW NpodunakTUKu napeHTepanbHbIX MHEKUUn ans okasaHusa nepBUYHON

MeaAuKo-caHUTapHOM NOMOLLU, CKOPOM MEOULIMHCKOW NMOMOLLU, cneuvanu3npoBaHHOMN
MeAULMHCKOM NOMOLLU U nanfinaTuBHOM MeguLMHCKOU nomMmoLlmu™

T'APAHT: Hacrostmuii  1OKyMeHT BKIoueH B MNepedeHb HITA, Ha KoTOphle HE pPaCIPOCTPAHSIETCS
TpeboBanue 06 orMmeHe ¢ 1 auBaps 2021 r., yecranosiennoe PegepanbHbiM 3akoHOM ot 31 mronsg 2020 r. N
247-®3. ColOmroneHre 00s3aTeNbHBIX TPEOOBAHUN, CONEPIKAIIUXCS B HACTOSILNEM IOKYMEHTE, OLIEHHBAECTCS
IIPH OCYILECTBJICHHH TIOCYJAapCTBEHHOIO KOHTPOJS (HAA30pa), HMX HECOONIOJEHHE MOIKET SBIISTHCS
OCHOBaHHWEM JUIS ITPUBIICYCHUS K AIMUHACTPATUBHOW OTBETCTBEHHOCTH

B cootBerctBuu ¢ noanyHkTom 5.2.12 INonoxenus o MuHUCTEpCTBE 3/1paBooXpaHeHus Poccuiickoit
Oepepanuu, yTBepkIeHHOT0 NocTaHoBreHnem IlpaBurensctBa Poccuiickoit deneparuu ot 19 urons 2012 r.
N 608 (Cobpanue 3axoHoaarenbcTBa Poccuiickoit @eneparum, 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, c1. 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, ct1. 4741; N 34, ct. 5255; N 49, cr. 6922; 2017, N 7, ct. 1066; N 33, ct. 5202; N 37,
cT. 5535; N 40, ct. 5864), mpuKaspIBao:

VTBepauTh Tpunaraemele TPEOOBaHMS K KOMIUIEKTAlMK JIEKAPCTBEHHBIMM TIIperapataMu |
MEIUIIMHCKAMHY H3AETHSIMH YKIaJKA SKCTPEHHON MPO(WIAKTHKN MapeHTEpaIbHBIX MHPEKIUH 11 OKa3aHHuS
MEPBUYHOM  MEJIHUKO-CAaHUTAPHOM  IMOMOIIM, CKOpPOM MEIWIMHCKOW TOMOIIH, CHEIHATU3UPOBAHHON
MEIUIIMHCKOHN TOMOIIN M MAJTHATHBHON METUITMHCKON TTOMOIIIH.

Munuctp B.1. CkBoprioa

3apeructpupoBaHo B Muntocte PO 12 mapra 2018 r.
Peructpauuonnsiii N 50291

YTBEPXOEHDbI

npvkasom MuHucTepcTBa 3apaBoOOXpPaHeHUsA
Poccuickon ®epepauum

ot 9 AaHBaps 2018 r. N 1H

TpebdoBanus
K KOMILIEKTAIIUM JIeKAPCTBEHHBIMHU NMPenapaTaMu U MeIMUMHCKUMHU U3/1eJTUSIMH YKJIAIKU IKCTPEHHOI
NPOPUIAKTHKH MAPEHTEPAIbHBIX HH(EKUMI A1 0KA3aHHA IEPBUYHONH MEINKO-CAHUTAPHOM IIOMOIIIH,
CKOPOil MeIMIUHCKOI MOMOIIH, CTIEHATUIUPOBAHHON MEIUIIMHCKON MOMOIIY U NAJUIHATHBHOM
MeIULMHCKOI MOMOIIH

1 JlekapcTBeHHBbIE penapaThl

N Kon ATX AHaTOMO-TepaneBTHICCKO-XUMUICC- JlekapcTBEHHBIN JlexapcTBeHnHas popma
kast knaccuduraryst (ATX) mpermapar
1.1 AHTHCENTHKU U Je3NH(PUIUPYIOIINE CPEACTBA
1.1.1 DO0SAGO3 won Won [kayms womwm + pacTBOp IS
3TaHO | HapY>XKHOTO

NpUMeHeHus 5 %

1.1.2 DO08AXO08 3TaHOI 3TaHOA pacTBop s
HapYKHOTO

npumenenus 70 %

2 MeauIMHCKHE H3IeJTUsST

N HaumeHoBaHne MEIUITMHCKOTO U3IETUS Koma-Bo, He MeHee
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2.1 BunT MapneBbIii MeAMUMHCKHN cTepuibHBIHA (5 M X 10 cm) 2 wrT.

2.2 JleiikommacTeipb OakTepuIAHbIA (He MeHee 1,9 cm x 7,2 cm) 3 mrT.

23 Canderka mapneBast MeAUIMHCKas cTepuiibHas (He MeHee 16 cM x 14 cMm, N 10) 1 ym.
MpumeyaHus:

1. Vkmagka SKCTpeHHOH MNpO(UIAKTHKN TMapeHTEpaIbHBIX WHQPEKIUH i1 OKa3aHWS MepBUYHON
MEIMKO-CAaHUTAPHON MOMOIIIM, CKOPOX METUIIMHCKON MOMOIIM, CIENUATN3UPOBAHHON MEIUIIMHCKON MOMOIIU
A NAUIMATUBHOM MEAMLIMHCKOM TIOMOIIM HOMJIEKHUT KOMIUIEKTAllMM JIEKApCTBEHHBIMU IpenapaTami,
3aperucTpupoBaHHbiMM B Poccuiickoil @epepanuu, B NEPBUYHONM YMAKOBKE WM BO BTOPUYHOU
(mOTpeOUTENHCKO) yITaKOBKe 0€3 U3BATHI MHCTPYKITUH 110 MPUMEHEHHUIO JIEKapCTBEHHOTO TIperapara.

2. Yknazka SKCTPEHHOH NpPOQUIAKTHKM MapeHTepalibHBIX HH(EKUU A7 OKa3aHUsl MEPBUYHOU
MEIMKO-CAaHUTAPHON MOMOIIH, CKOPOM MEIUIIMHCKON MOMOIIH, CIIENHUATN3UPOBAHHON MEIUIMHCKONW MOMOIIH
M TAUIMAaTUBHOW MEAMLMHCKOM TOMOIIM TOUIEKHUT KOMIUIEKTAllMM MEAULIMHCKUMHU  H3AETHAMH,
3aperucTpupoBaHHbIMU B Poccuiickoit denepanuu.

3. VYknamka SKCTPEHHOM NpO(UIAKTUKK MapeHTEpalbHBIX HMHQEKIWHA IS OKazaHWs TEepBHYHON
MEJIUKO-CAaHUTAPHOW MOMOIIH, CKOPOW MEAUIIMHCKON MOMOIIH, CIEIUATU3UPOBAHHON MEAUIMHCKON MOMOIIMN
M TAUIMATUBHON MEIUIIMHCKOW IIOMOINM pa3MemlaeTcss B uexje (KOHTeWHepe) € MPOYHBIMH 3aMKaMH
(¢pukcatopamm). Marepuan M KOHCTPyKIMs dYexia (KOHTeWHepa) NOJDKHBI OOecTedrBaTh MHOTOKPATHYIO
Te3UH(EKITHTO.

4. Ilo wucreyeHUMM CpPOKOB TOJHOCTH JIEKAPCTBEHHBIE IMpEnaparbl, MEIULUUHCKHE U3JENHs,
MPeyCMOTPEHHBIE HACTOSIIMMU TPEOOBAHMSAMH, TOIJIEKAT CHUCAHUI0O W YHHUYTOXKCHHWIO (YTHIM3AIMH) B
COOTBETCTBHM C JEUCTBYIOIIMM 3aKoHOAaTenbcTBoM Poccuiickoit @epepaunu. B cimydae wucnonb3zoBaHuUs
JICKapCTBEHHBIX MpENapaToB, MEIULUUHCKUX H3ACIUN, NPEeIyCMOTPEHHBIX HACTOSIIUMH TPeOOBaHHUAMM,
YKIAAKy OKCTPEHHOW TPOPUIAKTUKHA  MapeHTEPaNbHBIX  HMHQEKOWA  AAS  OKa3aHUs  [EPBUYHOU
MEIMKO-CAaHUTApHON MOMOIIH, CKOPOM MEIUIIMHCKON MOMOIIH, CIIEHHUATU3UPOBAaHHON MEIUIIMHCKONW MOMOIIH
U TaJUTMATUBHON METUIIMHCKOW TTOMOIIH HEOOXOMMO MOTIOTHUTb.

5. He pnomyckaercss HWCHONB30BaHME MEIUIMHCKUX W3AETUM, NPEeAyCMOTPEHHBIX HACTOSIIUMHU
TpeOOBaHMUAMH, B CITyyae HAPYUICHUS UX CTEPUILHOCTH.

6. He pmomyckaercss wucCmonb30BaHWE, B TOM 4YHCIIE IIOBTOPHOE, JIEKAPCTBEHHBIX IIPETapaToB,
MEIUIMHCKAX HW3JIENUN, MPEeIyCMOTPEHHBIX HACTOSAIIMMH TpPEOOBAaHUSMH, 3arpsS3HEHHBIX KPOBBIO W (WJIH)
JIPYTUMHU OHOJOTHYECKUMHE KUIKOCTSIMH.
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