YTBEPXKJIEHA

MPUKA30M [JIABHOTO Bpaya

I'BY3 MockoBckoii obmactu «JCID»
Ne 78-COIl ot 17 uronst 2026 1.

CranpapTHas onepanuoHHnas npoueaypa (COII) 011
BbIGOP U BE3OITACHOE IPUMEHEHHUE KOKHOT'O AHTUCEIITUKA

Beenena B neiictue ¢ 17.07.2026.

JleiicTByeT 10 3aMEeHBI HOBOHM pe/lakLlMeii; IUIaHOBbIH nepecMoTp He no3auee 17.07.2029.

O6nacth npuMeHeHus: Bee moipasaenieHus, IPUMEHSIONINE KOKHBIC aHTHCETITHKU

1. Heanb

HckmounTs NpUMEHEHUE aHTHCENTHKA HE MO Ha3HAuYeHWIO W 00eCIeduTh BHIOOpP 3aperHCTPHUPOBAHHOTO CPEACTBA IO
00J1acTH MPUMEHEHHUS, HHCTPYKITUH, CIICKTPY NICHCTBHS U COBMECTHMOCTH.

2. OTBETCTBEHHOCTD

* ['maBHas MeIUIIMHCKAsI CECTpa OPTaHMU3YET YTBEPKACHHUE MTEPEUHs Pa3peImEHHBIX CPENICTB, HATNYUE HHCTPYKITUN 1
KOHTPOJIb CPOKOB I'OJTHOCTH.

* OTBETCTBEHHBIH 32 MHPEKINOHHYIO 0€301acHOCTh IIPOBEPSET COOTBETCTBHE HA3HAUCHIS, PE)KAMA U JIOKAJTBHBIX CXEM
JIEeHCTBYIOMIMM TPeOOBaHUSIM.

» CoTpyIHUK TIepe]] IPAMEHEHUEM CBEPSIET ITUKETKY, Ha3HAUYCHHE, CPOK TOTHOCTH, IIEIOCTHOCTD U SKCIIO3HITHIO.

* 3aBeyIomue MoapasaeICHUIME 00eCTICUNBAIOT 00yUCHNE U HATMYINE HHCTPYKINH Y MECTa IPUMEHCHHSI.

3. IIpu3HaKu ¥ yCJIOBUSI MPUMEHEHUs

* Br10Op BEINOIHSAIOT OTJENBHO JUIS: THTHEHHYECKON 00paOO0TKH PyK; XUPYPrudeckoil 00paboTKH pyK; KOXKH
MHBEKIMOHHOT0/0NEPAIOHHOTO TI0JIST; CIIM3UCTHIX 000JI09EK; IOBEPXHOCTEH U 000pyIOBaHHS.

* CpecTBO IOMYCKAETCS TOIBKO MPH HATWYNH TOCYJAPCTBEHHON PErHCTPallii, MAPKUPOBKH ¥ HHCTPYKIIHH,
pa3peraroneil KOHKPETHYI0 00J1acTh MPUMCHEHHS.

* CocraB cpencTBa caM 10 cebe He 3aMEHSET MPOBEPKY WHCTPYKIHH: OJIHAKOBOE NEHCTBYIOIIEE BEIIECCTBO MOXKET
UMETb pa3Hble KOHLIEHTPALMH, YKCTIO3ULIMIO U pa3peléHHble 00IacTu.

4. IlopsAOK BHIIOJIHEHUS

1. Onpenenutb 00bEKT 00PabOTKU: PYKH, HEMOBPEKIEHHAS KOXKa MAUCHTA, CIIU3UCTAsI, IOBEPXHOCTH WU
obopynoBaHue.

2. BeibpaTh cpecTBO U3 YTBEPKAEHHOTO JIOKABHOTO TIEpeUHs, Y KOTOPOTO MHCTPYKIUS MPSMO pa3peliaeT Hy KHbIH
OOBEKT U PEIKUM.

3. IIpoBepUTh CPOK TOJHOCTH, LIEIOCTHOCTh YIIAKOBKH, HA3BAHUE, KOHIICHTPALIIO, SKCIIO3UIINI0, HEOOXOJUMOCTh
MIPEIBAPUTEIFHOTO OUHIICHHSI M OTPAHUICHHS IPOU3BOANUTEIIS.

4. JInst cU3NCTOH MOJIOCTH PTa UCTIONIB30BATh TOJIBKO CPEACTBO, HHCTPYKIHS KOTOPOTo MPSIMO pa3peniacT NIpUMEHEHUE
HA CJIM3UCTHIX; KOXKHBIA aHTUCETITHK aBTOMATUYECKH JUISI 3TOTO HE TOIXOIHT.

5. JI71sl TATHEHUYECKOU U XUPYPruveckoit 00paboTKH pyK MPUMEHSATh pa3Hbie yTBepkaEHHbBIE peskuMbl o COIT 009 n
010 1 uHCTPYKLMHU CpeACTBa.

6. It MHBEKIIMOHHOT0/0TIePalHOHHOTO oI 00paboTaTh TpeOyeMylo ITONIah U BEIACPKATh TIOTHOE BPEeMs
9KCIO3UIMY; CIUPTOCOIEPKAIIEMY CPEACTBY AaTh MOTHOCTBHIO BBICOXHYTH JI0 JIEKTPOKOAryJISIMY, Ja3epa WIX HHOTO
HCTOYHMKA BOCIJIAMEHEHUSI.

7. He cMemuBath cpeAcTBa, HE JOJIMBATH HOBOE CPEJICTBO B OCTATOK, HE IIEPEIUBATh B HEMAPKUPOBAHHYIO EMKOCTb.
IIpu nomycTHMOM MHOTOKPATHOM JI03aTOPE COONIOIATh YTBEPKAEHHBIA OPSIOK €ro 3aMeHbI/00paboTKH.

8. [pu pazapaxxeHHH, XHMUYECKOM MTOBPEKICHUH, OITMOOYHOM NMPUMEHEHHH WIH HECOOTBETCTBUH MapKUPOBKU
MMPEKPATUTDh UCITIOJIB30BAHUEC, OKAa3aTh NMMOMOIIb, U30JIUPOBATH (1)J'IaKOH H 3apCTUCTPUPOBATH C06LITI/Ie.

5. CTon-curHaJjnl 1 0e30IacHOCTh

» He npumeHsATh CpecTBO BHE 00JaCTH, IPAMO yKa3aHHON B MHCTPYKLUH, U HE 3aMEHATh KOXKHBIM aHTUCENITUKOM
CPEACTBO AT TOBEPXHOCTEH MM CIIU3UCTHIX.

* He COKpalaTh 3KCIIO3UIUIO U HE HAHOCUTDH CITUPTOCOACPIKAIIECEC CPECACTBO pAAOM C HCTOYHUKOM BOCILUIAMCHCHUA 1O
ITOJIHOT'O BBICBIXaHM.

* He ucnons3oBath IPpOCPOUYCHHYIO, HOBpe)K)IéHHy}O, HEMapKHUPOBAHHYIO WX NEPEIIUTYIO B HCU3BECTHYIO éMKOCTh
MPOAYKIHIO.

* He cMemmBaTh aHTUCEIITUKU U HE OPUCHTUPOBATHCA TOJIBKO HAa TOProBOC HA3BAHUEC WUJIH 3allax.

6. JlokyMeHTHpPOBaHNe H KOHTPOJIb

* B noxansHOM NEpEeUHEe (I)I/IKCI/IpyIOT TOProBOC Ha3BaHUEC, pErUCTPALIMOHHBIC JaHHBIC, O6’I)CKT, PEXUM, OKCIIO3HUIHIO,
CPOK I'oTHOCTH U MECTO ITPUMECHCHU .

® KOHTpOJ'[L BKJIFOYACT ayAUT MAPKUPOBKU, CPOKOB, PIHCTPYKHI/II;‘I Yy MeCTa MIPUMCHCHUS U COOTBETCTBUA Q)aKTI/I‘IeCKOI‘O
pexunma.



* HexenaTenpHy0 peakiuio Wwin omuoKy npuMeHerus peructpupyrot mo COIT I111-01; mono3penue Ha
HeOnaronpusTHoe codbiTre ¢ u3nenueM — o COIT [14-02.

7. CBsi3aHHbIE JOKYMEHTHI U HCTOYHHUKH

* CanlluH 3.3686-21 «CaHHuTapHO-3MTHAEMHOJIOTHICCKUE TPEOOBAHUS MO MPOGUITAKTHKE HHPESKITUOHHBIX 00JIC3HEH».

* MV 3.5.1.3674-20 «O6e33apaxuBaHre pyK METUIIMHCKUX PAOOTHUKOB U KOXKHBIX IOKPOBOB MAIUCHTOB MPH OKa3aHUU
MEAUIMHCKOH TTOMOIIII.

* COIT 009 «I'nruennveckas oopadorka pyk» u COIl 010 «Xupyprudeckas o6paboTka pyk».

* IHCTpyKIUS ¥ peruCTPallMOHHbBIE JOKYMEHThl KOHKPETHOTO CPEACTBA; YTBEPKIEHHBIN JIOKANbHBIN NIEpEUEHb
AHTUCEITUKOB.

IIpasuno npumenenus. Ilpu pacxoxcoenuu nacmosiueco COII ¢ deticmeyrowyeti KIuHUYeCKOU pekoMeHOayuell, UHCmpyKyuet
JIeKapCmeEeHH020 npenapama ui MeOuyuHCKo20 uzoenus npumensiom akmyanvhvii ucmounux, a COII nanpaensiiom na
BHENIAHOBLI NePecMOmp.

Kpatkuii anropurm y paéodero mecra

lar JleiicTBHe

1 UYro oOpabaTeiBaeM: pykH / KOxa / CIIM3UCTast / TIOBEPXHOCTH?

MHcTpykims npsmMo pasperaer 3TOT 00bEKT U pexxum?

CpOK, MapKUpPOBKa, KOHLUCHTPALU U SKCIIO3ULUSL HpOBCpeHH?

CHI/IpTOBOC CpE€ACTBO IMOJHOCTHIO BBICOXJIO 1O HUCTOYHHKA BOCILJITAMCHCHHS ?

L%, T B SN BV I ) S )

He CMCUINBATh, HE NOJIUBAThH, HE II€PEIIUBATH 0e3 MapKHUPOBKH.
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