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PykoBoacrBo
10 COOTIOICHHIO 00s13aTe/IbHBIX TPeOOBaHUI
3aKOHOJATEJIbCTBA B c(hepe 00palieHUs1 JIEKAPCTBEHHBIX CPEACTB, KACAIOIIMXCH
0CO0CHHOCTEH BBO/JIAa B IPAKIAHCKHUI 000POT JIeKAPCTBEHHBIX MPENapaToB s
MeIMUIMHCKOro npumMenenus (pasaenaa VIl mocranosnenus IlpaBurenbcrBa
Poccuiickoit @egepaunu ot 05.04.2022 Ne 593)

1.BBenenue
PykoBojicTBO 1O coOM0IeHUIO 00s13aTeNIbHBIX TpeOoBaHMM (nmanee PykoBoacTBO)
MOJITOTOBJIEHO B COOTBETCTBUM C 4acThio 6 ctaTthu 14 denepanbHoro 3akoHa Ne 247-D3
«O06 obs3arenpHbIX TpeOoBanusix B Poccuiickoit deneparuuy, mn. 5 yactu 3 cratbu 46
OdenepanpHoro 3akoHa oT 31.07.2020 Ne 248-d3 «O rocymapcTBEHHOM KOHTPOJIE
(Ham3ope) 1 MyHHMIIMIIAIbHOM KOHTpoJie B Poccuiickoit denepanumy.

2.001mme moJI0KeHusl

PyKOBOICTBO COJEPKUT TOSICHEHUS] OTHOCUTEIBHO CIIOCOOOB  COOJIIOJICHUS
00s3aTeNbHBIX TPEOOBAaHW, YacCTO TOBTOPSIONIMECS BOIPOCH, PEKOMEHAAIMH TI0
MIPUHATHIO KOHTPOJIMPYEMBIMH JIUIIAMUA KOHKPETHBIX Mep ISl 0OecriedeHusT COOITIOICHMSI
00s3aTeNbHBIX TPEOOBAHUM.

PyKOBOJICTBO COAEPKUT pas3bsiCHEHHs, O HauboJiee YacTO BCTPEUAIOIIUXCS
HapyIIEHUAX O0s3aTeNIbHBIX TPEOOBaHWM, TMOSICHEHUS OTHOCUTEIHHO  CIOCOOOB
coOmIo/IeHrs  00s3aTeNbHBIX TpeOOBaHUN, TMPUMEPHl COOMIOACHUS  00s3aTeIbHBIX
TpeOOBaHMI, PEKOMEHAAINH 10 MIPUHSATHIO KOHTPOJIUPYEMBIMHU JIUIIAMU KOHKPETHBIX MEp
TUTsl oOecTiedeHus COO0IeHUST 00s13aTeIBHBIX TPEOOBAHUM.

«IlepeueHb HOPMATHUBHBIX TPABOBBIX AaKTOB (WX OTICIBHBIX IOJOKEHUN),
coJiepKalmx 00s3aTeNbHbIEe TPEOOBAHMSI, OIICHKA COOJIFOICHHSI KOTOPBIX OCYIIECTBIISETCS
B paMKaX TOCYJapCTBEHHOTO KOHTPOJS (Haa3opa), MPUBICYCHUS K aIMUHUCTPATHBHOM
OTBETCTBEHHOCTH B COOTBETCTBUMU C ItocTaHoBieHHEM [IpaBurenscrBa Poccuiickoun
Oenepanun ot 22.10.2020 Ne 1722» pasmenieH Ha uHTepHeT-nopraie denepaibHOU
cIy>kObl O HaJBopy B cdepe 3aApaBooxpaHeHus B pazzene «Pedopma KOHTPOJIBHO-
Haa30pHOM nestenpHocTH» (https://roszdravnadzor.gov.ru/services/prevention).

TekcThl HOpMAaTHBHBIX MTPABOBBIX AKTOB, COJIEPKAIIMX 00sM3aTeIbHbIC TPEOOBAHUS B

chepe oOpamieHusi JEKAPCTBEHHBIX CPEACTB, pa3MElIeHbl Ha HWHTEpPHET-TIopTaie
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®denepanbHO CiTy>KOBI IO HAA30pY B cdepe 31paBooXpaHeHus B pyopuke «JlekapcTBeHHbIE
cpenctBa» (pasgensl «BBoa B rpaxaaHCKuil OOOpOT JIEKAPCTBEHHBIX IPENapaToBy;
«KonTtpons kauectna JICy).

Cratbeir 52.1. @enepanbHoro 3akoHa ot 12.04.2010 Ne 61-®3 «O06 oOpamennu
JIEKaPCTBEHHBIX CPEJICTB» YCTAHOBIIEHBI CIEAYIONINE TPEOOBAHUS:

4. B OTHOLIEHMH MEPBBIX TPEX CEPHUM WM MapTUH JEKApCTBEHHOI'O Iperapara,
BIIEPBBIE MpOU3BEACHHOTO B Poccuiickon ®enepaunu WM BIEPBBIE BBO3UMOIO B
Poccuiickyro  ®Denepanuio, B QeAcpabHBI  OpraH  HCHOJHUTEIBLHON  BJIACTH,
OCYUIECTBISIOMUNA (YHKIMU IO KOHTPOJI W Haa30py B cdepe 3ApaBOOXpaHEHUS,
JOTIOJIHUTENIBHO IPEACTABISAETCS TPOTOKOJI UCIIBITAHUN O COOTBETCTBUU CEPUU WIIM APTHUU
JIEKapCTBEHHOI'0 Mpernapara s MEIWIMHCKOrO NPUMEHEHHs IOKa3aTelsiM KadyecTBa,
IpEeIyCMOTPEHHBIM HOPMAaTHUBHOM JTOKyMEHTalMeW (Janee - MPOTOKOJ HCIBITaHUM),
IPOBOJMMBIX AKKPEIUTOBAHHBIMU B COOTBETCTBHM C 3aKOHOJATEILCTBOM Poccuiickoit
®enepannu 00 aKKpeAUTAIMU B HA[MOHAIBHOW CHCTEME aKKpeIUTaluu (efaepabHbIMU
roCyJapCTBEHHBIMH OIOJIKETHBIMH YUPEKACHUSIMH, MOJBEIOMCTBEHHBIMU (eAepATTLHOMY
OpraHy MWCIOJHUTEIbHOW BIIACTH, OCYIIECTBIIOMIEMY (QYHKIMU 1O BBIPAOOTKE U
peanu3anuu rocy1apCTBEHHOM ITOJIUTUKH M HOPMATHUBHO-IPABOBOMY DPETYJIMPOBAHUIO B
chepe 3apaBooxpaHeHus, UM (enepaJbHOMY OpraHy HCHOJHUTEIBHOW  BJIACTH,
OCYLIECTBISOMEMY (YHKIMH 1O KOHTPOJIIO M HaaA30py B cdepe 31paBOOXpaHEHUS.
[lopsimok BbIIaYM  yKa3aHHBIMU (peiepanbHbIMU TOCYJAPCTBEHHBIMU OHOIKETHBIMU
YUPEKICHUAMHU JAHHOIO IIPOTOKOJIA U pa3Mep IIAThl 3a €ro BbIJayy YCTaHABIMBAIOTCS
IIpaBurenscTBOoM Poccuiickont @enepanni.

5. ExxeronHo He mo3zaHee | ¢eBpans Npou3BOAUTENN JIEKAPCTBEHHBIX CPEACTB WUIIH
OpraHM3alliy, OCYIIECTBIAIOIIME BBO3 JIEKAPCTBEHHBIX IIpenapaTtoB B Poccuiickyro
denepannio, TMPEACTABISIIOT B (QeAepalbHblii  OpraH HUCHOJHUTEIBHOM  BIIACTH,
OCYIIECTBISIOIMUN (PYHKIMH TO KOHTPOJIIO U HaA30py B cdepe 3IpaBOOXpaHEHMUS,
MPOTOKOJ MCHBITAHUA TMOCTYNMBLUIETO B TEUEHHWE TroOJa B TIPaXIAHCKUH 000poT
JIEKapCTBEHHOI'O TMpenapara KOHKPETHOTO IMPOU3BOAUTENS (Ha OJHY CEpPUI0 KaXKI0ro
TOProOBOTO HAMMEHOBAHUS C YUETOM JIEKAPCTBEHHON (POPMBI U JO3UPOBKH), TPOBOJIUMBIX
AKKpEJIUTOBAHHBIMU B COOTBETCTBUHU C 3aKOHOJATENIbCTBOM Poccuiickoit denepannu 06
aKKpeOuTallMd B  HAIMOHAJIBHOW  CUCTEME  aKKpPEAUTAalUMW  HCHBITATEIbHBIMU
nabopatopusaMu (LICHTpamu).

7. BBom B TpaxaaHCKUd O0OOpPOT KaXKIOM cepuM WIM KaXJIO0H MapTuu
MMMYHOOHMOJIOTHYECKOTO JICKApCTBEHHOTO Ipemnapara, mpousBeeHHOro B Poccuiickoit
@enepanuu uinm BBo3UMoro B Poccuniickyro @Deniepannio, OCyLIECTBISIETCS HA OCHOBAaHUU
paspelieHusi, BbIIAHHOTO  (efepaibHbIM  OpPraHOM  HCIIOJIHUTEIbHOM  BJIACTH,
OCYIIECTBISIOIUM (DYHKIIMK MO KOHTPOJIO M HAA30py B cdepe 3apaBoOXpaHEHHs, Ha
OCHOBaHHUH BBIJJAHHOT'O benepanbHBIMU roCy1apCTBEHHBIMU OIOHKETHBIMU
YUPEKICHUSAMH, YKA3aHHBIMHU B 4acTH 4 HACTOSIILIENW CTaThH, 3aKJIFOYEHHUS O COOTBETCTBUU
CEepUM WJIA MAPTUU UMMYHOOHMOJOTHYECKOTO JIEKAPCTBEHHOTO Mpernapara TpeOOBaHUSAM,
YCTaHOBJICHHBIM IIPU €r0 TOCYIapCTBEHHOMN peructpaunu. [lopsanok Belnaun pa3penieHus
Ha BBOJ B TpaXIaHCKUM O0OOpPOT cepud WIM MAPTUM HMMYHOOHOJOTHYECKOTO
JIEKapCTBEHHOI'O Mpenapara, a TakKe NOPSIOK BbIJAYM YKA3aHHOTO 3aKIIOYEHHUS U pa3Mep
IJIaThI 32 €ro Bblgavyy ycraHasiausarorces IIpasurensctBoM Poccuiickon denepannu.

PykoBoacTBO copepkut uHbopMalu o mpuMeHeHun HopM pasnaena VII «Beojg B

IpaXIAaHCKUM OOOpPOT JIEKAPCTBEHHBIX IMPENapaTtoB» Il MEIUIIMHCKOTO MPUMEHEHUS
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noctanoBneHus [IpaBurensctBa Poccuiickoit @eneparuu ot 5 anpens 2022 1. Ne 593 «O6
O0COOCHHOCTSIX OOpaIleHHs JIEKAPCTBEHHBIX CPEICTB A MEAUIIMHCKOTO NMPUMEHEHHS B
ciydae 1eeKTypbl WIH pUcKa BO3SHUKHOBEHHS ACPEKTYpHI JIEKAPCTBEHHBIX MPENapaToB B
CBSA3M C BBeJeHHEM B oOTHowmeHuu Poccuiickonn @Penepanuu OrpaHUYMUTENBHBIX MEP
PKOHOMHUYECKOTO XapakTepa», Kacatomuxcs yacteil 4, 5 u 7 crarbu 52.1 denepanbHOro
3akoHa «O0 o0OpallleHnH JIeKapCTBEHHBIX CPEICTBY '

64. BBon B rpaxaaHckuii 000pOT MEpPBBIX 3 cepUil WM MapTHil JIEKapCTBEHHOTO
npernapara, 3a MCKIIOUEHHEM HMMYHOOHMOJOTHYECKHX JIEKapCTBEHHBIX IpPENapaTos,
OCYILIECTBIISIETCS. B COOTBETCTBUU € 4acTbio 4 cratbu 52.1 denepanpHoro 3akoHa «O0
oOpallleHU ! JIEKAPCTBEHHBIX CPEICTBY.

[TpoBenenue npenycMoTpeHHbIX YacTbio 4 cratbu 52.1 denepanpHoro 3akona «O0
oOpallleHuu JIEKapCTBEHHBIX CPEACTB»  MHCIBITAHUM  yKa3aHHBIX JIEKAPCTBEHHBIX
[IPEnapaToB JOIMYCKAETCS C UCIIOJIb30BAHUEM CPEICTB JUCTAHIIMOHHOIO B3aUMOJICHCTBHSI,
B TOM YHCJI€ MOCPEACTBOM ayJIHO- WM BHJIEOCBS3U, B PEKUME PEATbHOTO BPEMEHH
MIOCPEJICTBOM BUJICOCBSI3H.

65. IlpencraBieHue AOKYMEHTOB, IPEIYCMOTPEHHBIX YacTblo S5 cratbu S52.1
®denepanbHOro 3aKoHa «O0 oOpaleHny JIeKapCTBEHHBIX CPEICTBY, HE TpeOyeTcs.

66. BBom B TrpaxgaHCKHii OOOpPOT HMMYHOOHMOJOTMYECKHUX JIEKAPCTBEHHBIX
IIPENapaToB, 3a UCKIIOUYECHUEM JIEKAPCTBEHHBIX NPENAPATOB, YKA3aHHBIX B pasnenax Il u
IV Hacrosmero noKymeHTa, OCYIIECTBISETCS B COOTBETCTBUM C 4acThio 7/ crtaThu S2.1
®enepasibHOTO 3aKk0Ha «O0 00palleHNH JIEKAPCTBEHHBIX CPEACTBY.

[TpoBenenue mpenycMOTpeHHbIX YacTbio 7 craThi 52.1 denepanbHoro 3akoHa «O0
oOpallleHuu JIEKapCTBEHHBIX CPEACTB»  MHCIBITAHUM  yKa3aHHBIX JIEKAPCTBEHHBIX
IIPENapaToB JOIYCKAETCs C UCIOIb30BAHUEM CPEJICTB JUCTAHIIMOHHOTO B3aUMOJECHCTBU,
B TOM YHCJIE NOCPEACTBOM ayJIHO- WM BHJIEOCBSA3U, B PEKUME PEAIBHOIO BPEMEHHM
IIOCPEJICTBOM BUJIEOCBSI3H.

3. YacTo noBTOpSIIOIIHNECH BONPOCHI
1. Tlopsgok npumenenuss myHkta 64 pasmema VII «BBox B rpaxmanckuii 0060poT
JEKapCTBEHHBIX NPENapaToB» JJISI MEOUUHUHCKOTO IPUMEHEHUS MOCTAHOBJICHUS
[IpaButennsctBa Poccuiickoit @eaeparuu ot 5 anpens 2022 r. Ne 593 «O6 ocobeHHOCTAX
oOpalieHusi JIEKapCTBEHHBIX CPEACTB Il MEAUIMHCKOIO MPUMEHEHUs B Ciyyae
nedeKTypbl WM PUCKA BOSHUKHOBEHUS 1e(DEKTYphI JIEKAPCTBEHHBIX NIPENApaToOB B CBI3H C
BBEJIeHUEM B  OTHoumeHuMH Poccuiickonn  ®denepaumu  OTPAaHUYUTEIBHBIX — MEp
DKOHOMMUYECKOTO XapaKkTepar»
2. B kakux ciaydasix JOMyCKAaeTCs MPOBEIAECHUE WCIBITAHUN C MCIOJIb30BAHHEM CPEICTB
JUCTAaHIMOHHOT'O B3aUMOJEHCTBUA?
3. Kakoil mopsmok AeHCTBUN I 3asBUTENS TPU TPOBEACHUM HWCIBITAHUN C
HCIIOJIb30BAHUEM CPEJICTB IUCTAHIIMOHHOTO B3aUMOJICUCTBUSA?
4. [lpencraBiieHre JOKYMEHTOB, MPEyCMOTPEHHBIX YacThlo 5 cTtaThu 52.1 denepanbHOTO
3akoHa «OO0 oOpallleHuH JIEKapCTBEHHBIX CPEIACTB», HE TpeOyeTcs TONbKO MJis
JIEKaPCTBEHHBIX MPENapaToB MPU BOBHUKHOBEHUHU N€(PEKTYpbl UM pUCKA BOSHUKHOBEHUS
nedektypsl? Wnu s BcexX JIEKAPCTBEHHBIX MPENapaTroB, BBOJAMMBIX B Tpa)KIaHCKUN
o6oport B 2022 u 2023 rr.?



5. Eciim mocranoBnienre BcTynwio B cuiny 11 ampemst 2022 1., To Ha J€eKapCTBEHHbIC
Mpenaparsl, BBEICHHbBIE B TpaKaaHCKuii 000poT a0 11.04.2022, HE0OX0IMMO JTH TOTy4YaTh
MIPOTOKOJ UCHBITAHUN B COOTBETCTBUU C 4aCThiO 5 ¢T.52.17

6. Ha kakoMm »Tame mpeamnosaraercss HaOJIIOJICHHE OHKCIEPTHOW oOpraHu3aiuend 3a
MIPOBEICHUEM KOHTPOJISI KAUeCTBA MPOJYKIIMHA CO CTOPOHBI MPOU3BOACTBEHHOM IIOIIAIKA
C 1IEJIbIO BBOJIA B TPAKJAHCKUN 000POT COTJacHO MyHKTY 66 U periiaMeHTHPOBATh B BUJC
OTJIETIbHOTO BEJJOMCTBEHHOT'O IOKYMEHTa?

7. TectupoBaHue B peKUME peaIbHOTrO BPEMEHHU MPOBECTU HEJIb3s, TAK KaK CEPUU JOKHBI
OBITh MPOTECTUPOBAHBI 10 BhIMycKa B pblHOK (GMP TpeGoBaHMs K BBIYCKY CEpUU B
phIHOK). HenoHsTHRI TpeOOBaHUS K B3aUMOJCUCTBUIO: MCIBITAHUS MOTYT MPOBOJUTHCS
HECKOJIBKO JHEH — Kakoil 00beM nHbopManuu oxuaaeT Peryistop mo urory.

4. TlosicHeHHUs1 OTHOCHTEJIBHO CIIOCO00B COO/TI0IeHHsI 00513aTeILHBIX TPeOOBaAHMI

Jns mpoBeAeHUsT UCHBITAHUM C HCIOJB30BAaHUEM CPEICTB JHUCTAHIITMOHHOTO
B3aMMO/JICUCTBUS (1ajiee — NUCTAaHIIMOHHBIE UCTIBITaHUs1) HEOOXOUMO HANPaBUTh B aJIpec
(denepanbHbIX TOCYJAapPCTBEHHBIX  OIO/DKETHBIX  YUPEXKICHUH, TMOJBEIOMCTBEHHBIX
MunucrepcTBy 3apaBooxpanenust Poccuiickoit @enepanuu u denepanbHoi ciayk0e 1o
HaJ130py B cdepe 3ApaBooXpaHeHuUs], 0POPMIICHHBIN Ha 0(UIIaTBLHOM OJIaHKE OpraHu3aIuu
3alIpoc O BO3MOXKHOCTU mpoBeaeHUst McneiTaHuit ¢ 00s3aTeNbHBIM — YKa3aHUEM
000CHOBaHUSI HEOOXOAMMOCTH TIpoBeieHUs VcibiTaHuii.

JIMCTaHIIMOHHBIE UCTIBITAHUS JOJIKHBI COJIEPKATh MPOBOAUTHCS C UCIOIb30BAHUEM
00pa3I1oB JIEKapCTBEHHOTO IIpernapara TO! Ke CEepuu, YTO U 00pa3iibl, PaKTUYECKU CIaHHbBIE
IUTS1 TPOBEACHUS UCTIBITAHUIA.

1.1. TpebGoBanus k npoBeaeHut0 McnbpiTanuii

1.1.1. KauectBO 3amucu TPEACTABISIEMBIX BHUACO(AIIIOB U  CKOPOCTh HX
BOCIIPOU3BEJECHUS JOJDKHBI TO3BOJISATH YETKO PACCMOTPETh MAapKUPOBKY (ITHUKETKH,
HaJMUCH) Ha OO0OpYyJIOBaHHMM, pPEAKTHBAX, MaTepualiax, IMaHeJsIX, OTOOpakarolux
nokKaszaHusi npuOOpoB, U T.1I.

1.1.2. Onqun Bumeodaia MOMKEH COAEpKaTh BHUACO(PHKCAIINIO ITUCTAHITMOHHOTO
HCTIBITAHUSI TOJIBKO MO0 OJJHOMY TMOKa3aTei0 KaueCcTRa.

1.1.3. Buneodaiin m0MKEH COACp)KaTh CBEICHHUS O MECTE IPOBEIACHUS
JMCTAHIIMOHHOTO UCTIBITAHUS C YKa3aHUEM TOUHOTO HAMMEHOBAHMUS TUIOMIAKA Ha PYCCKOM
s3bIKe. AJpec 1abopaTopuu JIOJKEH ObITh BHECEH B BUIE0daiia B 000M rpa@uyecKomM
penakrope. [IpoBoauTcs mpoBepKa yKa3aHHBIX CBEACHUW 3anucsM B ['ocynapcTBEHHOM
peecTpe JIEKapCTBEHHBIX CPEACTB. ECIM HCOBITAHUM MPOBOIIATCA B CTOPOHHEHU
nabopaTopuu, TO OT 3asBUTENS HEOOXOAMMO OCHOBAHHME NPOBEICHUS HCIBITAHUNA TIO
IpyromMy aapecy.

1.1.4. Buneodaitnn H0KEH COJepKaTh CBEICHHS O HAMMEHOBAHHH ITOKA3aTelIs
Ka4yeCTBa B COOTBETCTBUU C PETUCTPAIMOHHBIM J0ChE Ha JICKAPCTBEHHBIN Mpernapar.

1.1.5. Bce nmeicTBUSI JOJKHBI COMPOBOXKAATHCSA YKazaHUEM (PaKTUYECKOW NaThl U
BPEMEHU UX MPOBEICHUSI.

1.1.6. B Buaeodaiiie 10KHBI ObITh 3aMKCHPOBAHBI TOJBKO (DaKkTHUECcKue
ocyulecTBisieMble nelcTBus. [lpu OTCYyTCTBUM (aKTHUUECKUX IEHCTBUN (HAmpuMep, BO
BpeMs BBIIEP)KKH, BO BpeMsl HaXOXJEHHUS HCIBITYEMbIX 00pa3lioB B TePMOCTaTe W T.I.)

3aMuCh JOJKHA OBITh MOCTaBJEHA Ha IMay3y, NPU BO30OHOBJIICHUM 3alMCH JOJDKHO OBITh
4



3ahpKCUPOBAHBI BpEMS U J1aTa.
1.1.7. B Buneodaiisie 7OIKHBI OBITh TOYHO 3a(UKCHUPOBAHBI:

. MepBUYHAsT W  BTOPWUYHAS  YIAKOBKAa HCIBITYEMOTO  oOpasima s
UAeHTU(UKAITMN €TO0 HAaMMEHOBAHUSI, HOMEpPA CePUH;

. KOJIMYECTBO UCTIBITYEMOI0 00pasIia;

. HAaMEHOBAHUS PEAKTUBOB, CTAHJIAPTHBIX 00PA3IOB, PACXOHBIX MAaTEPHAIIOB,

MUATATENIbHBIX CPEJl, KOMIIOHEHTOB MUTATEIbHBIX CPEJl, UX HOMEPA CEPUU U JAThl UCTCUCHUS
CPOKOB I'OIHOCTH (TIpYU HAJTMYMH HA YIIAKOBKE);

. BHYTPEHHSISI MapKUpPOBKa JTAOOpATOPHOM TOCYJIbI, HCIOIB3YEMON B
npoOONOArOTOBKE (HAaNpUMeEpP, HAMMEHOBAHUE PACTBOpA, pa3BeACHUE, HOMEP MOBTOpPa U

T.J.);

. HaUMEHOBAHHWE U CEpPUMHBIA HOMEp O0O0OpYJOBaHMs, HCIIOJIB3YEMOIO B
JUCTAHLIMOHHBIX UCIIBITAHUSIX;

. OTUKETKH  Ha  Oo0OpyJOBaHMM,  coAepXkalipe  MHPOpMaLUo O
MOBEPKE/aTTeCTalui/KaTuOpOBKH/ KBTI (PUKALINN;

. BCE ATallbl MPOBEAEHUS JUCTAHIIUOHHBIX UCTIIBITAHUM:

[ MpoOONOArOTOBKA;

[ pabota Ha 00OpymOBaHUU (MacChl B3ATHIX HABECOK, OTMEPEHHBIE OOBEMBI
(HeoOXoaMMO TMOKa3aTh B KaJpe YCTAHOBICHHBIM OOBEM Ha J03aTope), 3aJaHHBIC
mapamMeTpsl paboTBl  000PYIOBaHUWSA, IIOJTYYEHHBIC pPE3yJNbTaThl (IIPH  OTCYTCTBUHU
BO3MOKHOCTH (PUKCAIIMK PE3YIbTATOB HA SJICKTPOHHOM UJTM OyMa)KHOM HOCHUTENIE) U T.11.);

[ OIICHKH TMOJIYYCHHBIX TIEPBUYHBIX JIAHHBIX;

. KOMMEHTApHUH K KaXKJ0M MPOBOAMMOM BO BPEMS TUCTAHIIMOHHBIX UCIIBITAHUIN
MaHUITYJISIIIUM, HAa OCHOBAaHUU KOTOPBIX MOKHO CJlIeJlaTh 3aKJIOYEHHUE O IMOJIHOM
COOTBETCTBHM C METOJUKOW, U3JIOKEHHOW B HOPMAaTUBHOW JOKYMEHTAIIUH.

1.18.Ilpu yuere pe3ynbTaroB 10 TokazarelsiM  «CTepUIbHOCTEY U
«MuKpoOHOIOTYecKass YUCTOTa» Ha KUAKUX MHUTATEIBHBIX Cpelaax HEOOXOIWMO CHSTH
€MKOCTh C TUTATENILHON CpeIor U 00pa31ioM B MPOXOISIIIEM CBETE, B300OITaTh COJCPKUMOE
BpamaTeIbHBIMA JBMKEHUsAMH. KadecTBo Buaeodaiiia TODKHO TO3BOJIATh OIEHUTH
CTETIEHb TIPO3PAYHOCTH MHUTATEIBHON CPEIbl WM HAJTUYHE BU3yaTbHO OOHAPYKHMBAEMOTO
pOCTa KOJIOHUN MUKPOOPTAaHU3MOB.

1.1.9. Ilpu yuete pe3ynbTaToB MO MOKazaTeao «MUKpoOuoIorniecKas YucToTay Ha
IJIOTHBIX THUTATENBHBIX Cpelax W Pe3yidbTaTOB MHUKPOOMOJOTHYECKOTO MOHHUTOPHHTA
HEO0OXOJMMO OCYIIECTBUThH BHJIC03aMUCh Yamiku [leTpu Ha CBETIOM W TeMHOM (oHaX, a
TaKke B rpoxosiiiemM ceete. Eciu maboparopus pacmnonaraer o00pya0BaHHEM, CIOCOOHBIM
nenath (Gororpaduu Ma3koB wiIM dYamiek lleTpw, HEoOXOAMMO TNPHIIOKHUTH JaHHBIC
dbotomarepuansl. [lpu oTCyTCTBHM Takoro 0OOOpYIOBaHUS HEOOXOAMMO CHEIaTh
dotorpadun dyamek IleTpu, MO3BOJAIOMUX PACCMOTPETH MOP(POJIOTHUIO BBIPOCHIUX
KOJIOHM MHUKPOOPTAHU3MOB M OCYIIECTBUTH UX MOJCUET.

1.1.10. K Buneodaitnam 1nomkHbl OBITH 00s3aT€BHO MPUIIOKEHBI KOTHHU
CIEAYIONIUX JIOKYMEHTOB B OyMa)KHOM U/WUJIN JIEKTPOHHOM BH/IE:

OO6mue TOKyMEHThI

1. 3allMCM MOHHUTOPUHIA TEMIIEPATYPhl M BIAXKHOCTH B IOMEIICHUSX, TI€
MIPOBOAATCS IMCTAHIIMOHHBIE UCIIBITAHUS HA IaTy UX MPOBEICHUS;
2. 3alMUCH  MOHUTOPUHIra TEMIEpPaTypbl B  XOJIOAWJIBHUKAX/MOPO3UIBHBIX

KaMmepax, UCIOJIb3yEeMbIX B POLECCE AUCTAHIIMOHHBIX UCTIBITAHUN (IIPU HEOOXOIUMOCTH);
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3. JOKYMEHTBl IO  KaJIMOpOBKE/TIOBEpKe/aTTecTalluu/KBaluuKkanuy  Ha
000pyI0BaHUE, UCIIOJI30BAHHOE MPHU AUCTAHIIMOHHBIX UCIBITAHUSAX;

4. 3alliUCH MO0 TpPOBEpKe paboThl 00OPYJOBaHMS U YCIOBUN MPOBEACHHUS
JUCTAaHIMOHHBIX MCIBITAHWWA, €CIM Takas NpOBEpKa MPEAyCMOTpEHAa HOPMAaTUBHOMU
JNOKYMEHTAaIUEN;

S. JOKYMEHThl Ha CTaHIApTHbIE 00paslbl U PEaKTHUBbI MUTATEIbHBIC CPEIbI,
KOMITIOHEHTbI MHUTATEIbHBIX CpEJl, TECT-IUTAMMbl MUKPOOPIaHU3MOB, KYJIbTYpbI KJIETOK
(macnopra, cepTu(UKaThl Ka4ecTBa), JaHHbIE 00 MCIOJIb30BAHHBIX XpOMaTOrpaduyecKux
KOJIOHKaX;

6. IEPBUYHBIE JaHHBIE C 000PY10BaHUs (OTYETHI C IPUOOPOB, YEKH C IPUHTEPOB
BECOB, XpPOMATOTpaMMbl, CIEKTpbl, pacleyaTku ¢ TUTPATOpoB, (ororpaduu
xpomatorpapuueckux miactTuHok TCX u T.1.);

7. TEXHUYECKUE 3amucH (IPOTOKOJBI, JKypHajbl), KOTOpPbIE BEIHCh B XOE
BBINIOJIHEHHSI UCTIBITAaHUH (MTOPSIIOK MPOBENCHUS UCTIBITAHUI C YKA3aHUEM HCIIOJIb3YEMBIX
MUTATEIbHBIX CPEJ, KOMIIOHEHTOB MUTATEIbHBIX CPEM, PACTBOPUTENICH, MKUIAKOCTEH MJis
MIPOMBIBAHMSI, PEAKTHUBOB, PACXOIHBIX MaTEPUAIIOB; B35IThIE HABECKHU, 00ObEMBI, PAa3BEICHUS
pPacTBOpPOB U T.I1.);

8. KOHEYHBIE Pe3yJIbTaThl IPOBEACHHBIX JUCTAHIIMOHHBIX UCTIBITAHUM;

Q. IIPHU MIPOBEACHUM JUCTAHIIMOHHBIX HUCIIBITAHUH IO MOKA3aTENSIM « Y TaKOBKay,
«MapkupoBKay» HEOOXOIMMO MpeaocTaBiIeHne (poToMaTepraioB MEPBUYHON U BTOPUUHON
YyIaKOBOK (CO BCEX CTOPOH), Ka4eCTBO KOTOPBIX IIO3BOJIIET OIICHUTh COOTBETCTBHE
YCTaHOBJIEHHBIM TPEOOBAHUSIM.

JlononHUTENbHBIE JOKYMEHTBI IPU MIPOBEAEHUU MUKPOOUOJIOTHUECKUX UCIIBITAHUI

1. IPOTOKOJIbI MUKPOOHOJIOTUYECKOTO MOHUTOPUHTA;

2. OpU KOHTPOJIE CTEPUWIBHOCTH — pEe3yJbTaThl KOHTPOJS KOHILIEHTpalUWU
B3BEIICHHBIX YacTUI] B 30He A (eciu MNpPOBOAUTCS TakOM KOHTPOJIb B IPOLECCE
JUCTAHI[MOHHBIX UCTBITAHUN);

3. JUISl TIMTATENIbHBIX CPEJ, MCIOJb3YEMBIX JJI MPOBEACHHS JHMCTaHLHUOHHBIX
UCIIBITAHUM W MHUKPOOHMOJIOTMYECKOTO  MOHHMTOPHHIA,  MPEJOCTABUTH  3aIKCH,
YAOCTOBEPSIOIINE COOTBETCTBUE POCTOBBIX CBOMCTB;

4, 3aluCH,  YAOCTOBEPSIOIIME  COOTBETCTBUE  YCIOBUM  IPOBEICHUSA
JUCTAaHIIMOHHBIX UCBITAHUM (TEMIIEpaTypa U NPOJOJIKUTEIBHOCTh HHKYOAIINN );

S. JOKYMEHTBI N0 KauyeCTBY Ha PACXOJHbIE MaTepUalibl ¢ YKa3aHHEM CPOKOB
COXPaHEHUs CTEPUIBHOCTH;

6. JOKYMEHTBI 110 KadeCTBY HAa pacXOJHbIE MaTepuanbl C YyKa3aHUEM
HOPMHUPOBAHHOTO COZICpKaHMsI OaKTepPUATLHBIX 3HIOTOKCUHOB (TOJIBKO JIJISl UCTIBITAHUS 110
nokasareinto «bakrepraibHble YHIOTOKCUHBD).

JlononHuTEIbHBIE JOKYMEHTHI IPU IPOBECHUH UCTIBITAHUN IMMYHOOHOJIOTMYECKUX
JIEKapCTBEHHBIX MPENapaToB

1. 3aMKUCH, yIOCTOBEPSIIONIME COOTBETCTBUE YCJIOBHUM MPOBEACHUS HMCIBITAHUS
(Temmeparypa 1 NpOAOIHKUTEIbHOCTh HHKYOAInN );
2. dboTomaTepuanabl Ma3koB, damiek IleTpu, KyJabTypasibHBIX (DJIaKOHOB,

TUTAHIIETOB MPH HaJW4YUW y J1a00paTOpuu TEXHUYECKOW BO3MOXKHOCTH CJENaTh JaHHBIC
(dboTomarepuabl
JlomoTHUTEIbHBIE TOKYMEHTHI TIPU TPOBEACHUH (PapMaKOIOTHUECKUX UCTIHITAHUHA

1. IMOJIYYCHHUC JKHMBOTHBIX: BCTCPHHAPHOC CBUIACTCILCTBO H CepTI/I(l)I/IKaT
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Ka4yecTBa, 3alMCH B )KypHAJIC IPUEMKHU U aJalTallui )XUBOTHBIX, CPOK KapaHTHHA.

2.  TPOBEJCHWE HWCIBITAHWA HA >HBOTHBIX: JIUCTHI CAaHUTApHOW OOpPaOOTKH
MOMEIICHUH; JIMCTHI B3BCIIMBAHUS JKWBOTHBIX; MAapKHPOBKA JKUBOTHBIX IEpe.
UCIIBITAaHUEM, pa30MBKa I10 OMBITHBIM TpyHIaM ¥ PETUCTPalds JKUBOTHBIX B
MIPOTOKOJIE/’KypHAIe

3. perucTpanus JaHHBIX: PETUCTPAINS ONBITHBIX )KHBOTHBIX B JICHb YU€Ta 3aITUCH
B ITPOTOKOJIE/’KypHae

Obpamraem Bame BHUMaHWe, 4YTO, B CJlydyae TMPOBEACHUSA AWCTAHIIMOHHBIX
UCIIBITAHUH, TIPOTOKOJIBI HCITBITAHHUH 110 JJAHHOMY ITOKAa3aTeIIo KauecTBa Oy 1y T 0(hOpMIICHBI
0€3 CChUIKM Ha aTTeCcTaT aKKPEIUTAIINH.

5. [Ipumepsl cobJ110aeHNs 00513aTeJILHBIX TPEOOBAHUI
[IpencraBieHre JOKYMEHTOB, NPEAYCMOTPEHHBIX YacThto S5 crateu S52.1
@®enepanpHoro 3akoHa «OO0 oOpalleHMu JEKapCcTBEHHBIX  cpenacts», B AUC
Poc3npaBHanzopa He TpeOyeTcst ISl BCEX JIEKAPCTBEHHBIX MPENapaToB, BBOJIWMBIX B
rpaxxaaHckuii 0oopot B 2022 u 2023 1.
Ha nexapcTBeHHbIE penapathl, BBEACHHBIEC B TpakaaHckuil 06opoT 1o 11.04.2022, ve
TpeOyeTcs MomydaTh MPOTOKOJI UCTIBITAHUN B COOTBETCTBHH C YacThio 5 ¢T.52.1

6. PexoMeHIa1IM¥ N0 NPUHATHIO KOHTPOJIUPYEMbIMH JTHIIAMH KOHKPETHBIX Mep 1JIs1
o0ecnevyeHns co0II0IeHUS 00A3aTeJIbHBIX TPeOOBAHUI

Nudopmarus o0 obecnieyeHun TpeboBanuii wactedt 4, 5 u 7 crateum 52.1
®denepanpHOro 3akoHa «O0 oOpalleHHH JEKapCTBEHHBIX CPEACTB» € yueToM pazzena VII
nocta”oByienus [IpasutensctBa Poccuiickoit @eneparuu ot 5 anpens 2022 r. Ne 593 «O6
O0COOEHHOCTSIX O00pallleHus JIEKAPCTBEHHBIX CPENICTB JIJISI MEIUIIMHCKOTO MPUMEHEHUS B
ciydae 1edeKTyphl WM pucKa BOZHUKHOBEHUS Je(DEKTYphI JICKaPCTBEHHBIX MPENapaToB B
CBS3U C BBeJeHHEM B OTHowmeHuM Poccuiickonn @Penepany OrpaHUYUTENBHBIX MEP
HSKOHOMHUYECKOTO XapakTepa» c(pOpMUpPOBaHA C YUETOM HAMOOJIEE YacTO MOCTYyHaloUUX B
Poc3apaBHagzop BOMPOCOB U MpejicTaBieHa B mpuiaraemoil Tabmnuile.

Nudopmanus coaepkUT peKOMEHIAIMUA 0 NPUHATHIO KOHTPOJUPYEMBIMU

JUIAMU KOHKPETHBIX Mep JJisi 00eCleueHUs] COOJIIoACHUS 00s3aTebHBIX TPEOOBAHUM.
JlaHHBIE PEKOMEHIALIMKU COTJIacoBaHbl ¢ MUHHCTEPCTBOM 3ApaBooxpaHeHus: Pocculickon
@enepaunu U paboyell Tpynmol OT HKCIEPTHOTO M JAEIOBOro coodiiecTBa B cdepe
(dapMaleBTUKH ¥ MEIUIMHCKUX HW3JIEIUN TPH TOJKOMHUCCHH TO COBEPIICHCTBOBAHUIO
KOHTPOJIbHBIX (HAA30PHBIX) W Pa3pelIUTeNIbHBIX (YHKIMKA (denepatbHbIX OpPTraHOB
WCHOJIHUTEIIbHOW BiacTu Impu [IpaBUTENBCTBEHHOM KOMHMCCHM II0 MPOBEACHUIO
aIMUHUCTPATUBHOU PEHOPMBL.

denepanbHO Ciyxk00M MO Ham30py B cdepe 3IpaBOOXpaHEHUS MPOBOIUTCS
KOHCYJIbTHPOBAHUE IO COOJIOJIEHUIO 00s3aTeNbHBIX TpeOoBaHUi B cepe obOparieHus
JIEKapCTBEHHBIX CPEJICTB.

CrniocoObl IpoBeIeHNUs KOHCYJIbTUPOBAHMUS:

a) mo tenedony,

0) mocpeacTBOM BUEO-KOH(DEPEHII-CBSI3H,

B) Ha JINYHOM IIpHEMeE

I') B X0/l TIPOBEJICHUS MPOPUIAKTUYECKOTO MEPOTIPUSITHS,

1) B XOJIe MPOBEJEHUSI KOHTPOJBHOTO (HaJA30PHOI0) MEPOIIPUSATHS.



