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O0mue M010KeHHS

1. Hactosmee nmonokenue pazpadoTaHo B cOOTBETCTBUU ¢ DesepabHBIM 3aKOHOM «O
CaHUTAPHO-3TMUAEMHUOIOTHYECKOM Oaromonydnu HaceneHus» oT 30 mapra 1999 r. Ne 52-03, CII
3.3.2.1288-03 «Hannexaras mpakTHKa MPOU3BOJCTBA MEIUIMHCKUX UMMYHOOHOIOTHYECKUX
npenaparoBy; CII 1.3.3118-13 "besomacHocts pabothl ¢ Mukpoopranusmamu [-II rpynm
natorenHoctH (onacHocty)"; CIT 1.3.2322-08 «be3zonacHocTs paboTsl ¢ MUKpoopranusmami [11-
IV rpynn maroreHHOCTH (OMACHOCTH) M BO30YAMTENSIMH Tapa3uTapHBIX Oone3Hei»; YcraBoM
OKVY3 Crappononbckuii MPOTHBOYYMHBIM HHCTHTYT PocmorpebHam3opa W ycTaHAaBIHUBAET
OCHOBHBIC 33J]a4d, HAMpABICHHS EATCIBHOCTH, IIpaBa M OTBETCTBEHHOCTHh JabopaTopuu
MUTATENBHBIX CPEJ] 11 KyIbTHBAPOBaHMS MUKpoopranu3moB [-IV rpymn matorennoctu OKVY3
CraBpomonscKuii MPOTHBOYYMHBIN HHCTUTYT PocoTpebHanzopa.

2. JlaBopaTopus MUTATENLHBIX CPel VTSI Ky TUBUPOBAHNS MUKpoopranu3mMoB [-1V rpymm
natoreHHocTH (JIIIC) sBnsileTcs caMOCTOSTENBHBIM CTPYKTYPHBIM ToApasneineHuem OKVY3
CraBpomonbCkuif  MPOTUBOYYMHBIM WHCTUTYT Pocmotpebnamzopa. JIIIC co3zmana jmns
IIPOM3BOJICTBA NMUTATENBHBIX CPEl M OCHOB, AUCTHIUIMPOBAHHOW BOABI M (U3UONOTHUECKUX
pPacTBOPOB I MIPOU3BOACTBA BAKIMHBI UyMHOHM JKHBOU, JIMO(GHIH3ATa JUIS MPUTOTOBJICHUSL
CYCIICH3MH JUIsI MHBEKIUH, HAKOXKHOTO CKapuUKannoHHOTO HaHeceHus W uHramsanuil (IIP Ne
01897080-09-16), nutarenpHOro OyIIbOHA JIJIS KYJIbTHBAPOBAHUS MUKPOOPTaHU3MOB, TOTOBOTO K
npuMeHeHuto (0yipoHa Xottunrepa), PY Noe ®CP 2009/05572 ot 28 utonst 2012 r., mUTaTeIHOTO
arapa /Uil KyJIbTUBAPOBAaHUSI MHUKPOOPTraHM3MOB, TOTOBOTO K IIPUMEHEHHUIO (arapa XOTTHHIepa),
PV Ne ©CP 2009/05571 ot 28 mronst 2012 r. u qpyrux MUBII, BeITycKaeMbIX B 1aOOPaTOPUH U
HUHCTUTYTE.

3. B mpomecce OCyIIECTBICHUS NPOU3BOJCTBEHHOM JEATEIBHOCTH JIabopaTopus
pykoBoxacteyetcss CII 3.3.2.1288-03 «Hammeskamas mpakTWKa ITPOW3BOACTBA METUITMHCKUX
UMMyHOOHOnornueckux npenapatoB»; ['OCT P 52249-2009 [TpaBuia mpou3BOACTBa H KOHTPOJSL
KauecTBa JIEKapCTBEHHBIX cpeactB; MY 3.3.2.2124-06 «KoHTpob IWarHOCTHIECKUX
IIUTATENbHEIX CpPeA II0 OMOJOTHYECKWM TIIOKas3aTeNlaM I BO30yIUTeNned YyMEl, XOJEpHI,
cHOMPCKOH S3BEHI, TYIIpeMuu, Opyuesiesa, Jnernonemresa»; CIT 1.3.3118-13 "BezomacHocTh
pabotel ¢ wmukpoopranuaMamu [-II rpynnm matoremHoctu (omacHoctm)"; CIT 1.3.2322-08
«bezomacHocts padoTel ¢ Mmukpoopranwsmamu III-IV rpynn maToreHHOCTH (OIACHOCTH) MU



BO3OYIMTENISAMH Tlapa3uTapHeIx Oonesmedt», CII 1.2.036-95 '"Tlopsmok yd9era, XpaHEHWS,
mepeayd ¥ TPAHCIOPTHPOBAHHS MHKpoopradu3MoB [-IV rpymm maToreHHOCTH'; TPYZOBBIM
3aKOHOJATeIbcTBOM Poccmiickoit ®@eneparun; APYTUMHA HOPMATHBHBIMU aKTaMH, IIPHKa3aMH
DenepanbHoi cykOBI IO Ham30py B cdepe 3ammThl IIpaB morpedurenedl u OIaronomydus
YeJI0BEKa, JIOKAJIbHBIMA HOPMATUBHBIMU aKTaMHU U HACTOSIIUM IIOJOKEHUEM.

4. JlabopaTOpHIO MHUTATCIBHBIX CPel I KYJIbTHBHPOBaHUS MUKpoopraHusMos I-IV
TPy HATOT€HHOCTH BO3TJIABIISIET 3aBEYIOIIUI, KOTOPBIA Ha3HAYAETCS HA JIOJDKHOCTH IIPUKA30M
JIUPEKTOpa MHCTUTYTa IIOCJIE MPOXOXKIACHUS 10 KOHKYpCY B YCTAaHOBIIEHHOM IIOPSAKE.
3asenyromuii JITIC moqauHsIETCS PYKOBOIUTEINO YUPEKISHHUS U €T0 3aMECTUTEIIO 110 HAy4UHOH U
IIPOM3BOJICTBEHHOM paborTe.

5. Pabora mnepconana nadopaTopuu NUTATEIbHBIX CpPeJ ULl KyJIbTUBAPOBAHHUA
MHuKpoopradu3MoB [-IV rpynn NaroreHHOCTH PErjJaMeHTHPYETCS I[PAaBUIIAMU BHYTPEHHETO
TPYAOBOTO DPACIOPSAKA, KOJJIEKTUBHBIM JOTOBOPOM Y JIOJDKHOCTHBIMU UHCTPYKIUAMU,
YTBEPKIEHHBIMH TUPEKTOPOM WHCTUTYTA.

6. Crpykrypa u mtar JIIIC MOKHEI COOTBETCTBOBATH HOMEHKIAType U 00BeMy
pou3BoJcTBa. Jlaboparopuss momkHa OBITH YKOMIIJIEKTOBaHA  KBaTUGPHUIIMPOBAHHBIMU
CHeNHMaUCTaMH, O00NagaloIMMKU ONBITOM paboTel B 00NACTH MPOU3BOJCTBA M KOHTPOIS
MUTATENBHBIX CPEJl ¥ paCTBOPOB.

7. OTBETCTBEHHBIM 3a MPOU3BOJICTBO IHTATEIBHBIX OCHOB, CPEl, PAaCTBOPOB SBIIAETCS
3aBeyromuit tabopaTtopueii.

OcHoBHbIE 321a4d H GYyHKIUH

@OyHKUMYU 1a00paTOpUK MUTATENBHBIX CPENl s KyJIbTHBHPOBAHUS MUKpPOOpranu3mMoB [-IV
IPYIII TATOTEHHOCTH

— TIPOU3BOACTBO INHTATENBHBIX CPEA M OCHOB, JUCTHJUIMPOBAHHOW BOJBI H
GU3HONOTHYECKHX PAaCTBOPOB JIJISI BBITYCKA YyMHOH HBO# BakuHbl U Apyrux MUBII,

—  odopmirenue COII Ha Bce cTaiuu MPUTOTOBIEHHUS MTUTATEIBHBIX CPEJT X PACTBOPOB IS
IIPOM3BOJICTBA BaKIWHBI YyMHOW JXMBOM M KOMMEpUECKMX MHTaTelIhHBIX cpen (OymboHa
XoTTHHTEpa, arapa XOTTHHIEpa, EJIOYHOTO arapa, TUTaTeIFHOTOo arapa it Ky IbTHBUPOBAHUS
JIETHOHEIUL, MMATATEIBHOM CPebl KUAKOHU JUIS TPAaHCTIOPTHPOBKH OMOMaTepualia W HaKOTICHHUS
Opymern);

— odopmienne HJI (pernamentsr, TY, MHCTPYKIKHK 110 IPUMEHEHHIO) HA BHEAPSICMEIC B
IIPOM3BOJICTBO MUTATENBHBIE CPEJIBI;

— odopMIIeHHE TACTOPTOB Ha KAXKIYIO CEPUIO TUTATEIBHEIX CPE, PACTBOPOB;

— IPOM3BOJCTBO IHUTATENbHBIX CPEll W PacTBOPOB [J BHIIOTHEHHS HAYyYHO-
UCCIIEIOBATENbCKUX PabOT B IMOAPA3ACICHUIX HHCTUTYTA,

—  TIPOHM3BOJCTBO IIUTATENBHBIX CPEl M PACTBOPOB 110 3asiBKaM CTOPOHHUX OpraHU3aIuii;

—  OCHALICHME IIUTATEIbHBIMU CPEJaMH, JUCTUIUIMPOBAHHON BOJOH, PU3MOTOTHIECKUMHU
pacTBOopaMHM, J1abOpATOPHOM IOCYAOH CIEMUaTH3UPOBAHHBIX IIPOTHBOAIHIEMHOIOIHIECKUX
6puran (CIIOB);

— IIpOBeJCHHE OAKTEPUONOTHYECKOTO M (PH3MKO-XUMHYECKOTO KOHTPOJA KadecTBa
IIUTATENBHBIX CPEJl K OCHOB;

— MOWKa, 3aroToBKa U crepuiusanus nabopaTopHOM MOCy[sl AN MOJpa3AeleHHi
HHCTUTYTA,



— ofe33apaKuBaHie MaTepyana, 3apaKEHHOTO WM IOJO3PHTEIFHOTO HAa  3apaXKEHHOCTb
BO30yaMTENAME HHPEKITMOHHBIX 3a0oneBanuil [-IV rpynn natoreHHOCTH;

— pa3paboTKa ¥ COBEPIICHCTBOBAHKE IUTATEIbHBIX CPEJl, PACTBOPOB M OTACTBHBIX 3TAIlOB
UX IIPUTOTOBJIEHHNS C IIENTBIO TIOBBIIICHNUS KaueCTBa IIpeliapaTa BaKIUHEI TyMHON XXUBOU U IPYTHAX
MMUBII, ipon3BOAUMBIX B HHCTUTYTE;

— [ojaya 3asBOK Ha NPHOOpEeTEeHHEe MaTepUabHBIX 3allacoB I IMIPOH3BOACTBA
MUTATCIBHBIX CPEll, XPAaHEHUE MaTepUAJIbHBIX 3aI1acOB;

— BAIUMAMPOBAHUE TEXHOJIOTHYECKOTO IIpollecca, 0OOpyNOBaHMS M METOJIOB KOHTPOI,
COCTaBJIEHNE BATUIANMOHHEIX IIPOTOKOIIOB;

— y4acTHe B paccie0BaHUK PeKIaMaluii ¥ pU4uH Opaka;

—  IIpOBeNCHWE BHYTPEHHEU CaMOMHCIIEKITUH (BHYTPEHHETO ayJIUTa);

— COCTaBJIEHHE TOMOBEIX OTYETOB O paboTe ITabopaTOpyM NHUTATENBHBIX CpeNx I
KyJIbTHBHPOBaHHS MUKpoopranu3moB [-IV rpynm natorennocty;

— y4YacTHC B COCTABICHMH M PEIECH3UPOBAHMWHU IIPOEKTOB HHCTPYKTHBHO-METOJUYCCKUX
JIOKYMEHTOB TT0 MPO(UIBHOM TEMATUKE;

— BHCOPEHHE COBPEMEHHBIX METOJOB OpraHM3alud TpyHda, pecypcocOeperarmux
TEXHOJIOTUH, COBPEMEHHBIX HAYYHBIX pa3paboToK 10 NpodHIIIo AeITeNIbHOCTH 1ab0paTOpUH.

JlaGoparopusi MUTATENBHBIX CPeN ULl KyJbTUBHPOBaHUS MUKpoopranusmos I-IV rpymmn
ATOT€HHOCTH JIOTDKHA UMETh!

— IOJHBEIA KOMIUIEKT jeiictByromed HJ[ Ha BCIHO HOMEHKIATypy IIPOM3BOJUMBIX
MUTATENFHBIX CPEJ] U PACTBOPOB;

— TIacTIOpTa Ha PeaKTUBEI U MATePHAITEI, UCIIONIB3YEMBIE B IIPOU3BOJICTBE H KOHTPOJIE;

— mactpyknua u COILI, ucnonezyemsie B paboTe;

— IOJHBIM KOMIUIEKT PEaKkTHBOB, MaTepUalioB, 0OOpyJIOBaHUS X IpUOOPOB It
TIPOU3BOJICTRA, TPOIIEAIITNX BATUIAINIO U IOBEPKY;

—  BCE TECT-IITaMMBI, HCITOJIb3YEMBIC JJIl KOHTPOJIS MUTATEIBHBIX CPEJl, a TAKKE IIOJIHBINA
KOMILUIEKT ONITUYECKUX CTaHJAaPTHRIX 00pa3I[0B MyTHOCTH.

JIIIC nomxHa rapaHTUPOBATH CIEAYIOIIEE:

—  TEXHONOTWYECKUE TIPOIECCHI TIPOFBBOICTBA TIMTATRIIBHBIX CPEZl, PACTBOPOB M METOJIBI KOHTPOIIS
00eCTIeunBarOT TpeOOBaHMS K KAYeCTBY, YCTAHORJICHHBIE HOPMATUBHBIMU JOKYMEHTAMH, CTaHIApPTHBIMA
oneparpioHHpMuE Tpotienypamu (COL) u mp.;

—  moboe OTKJIOHEHHE OT YCTAHOBJIEHHBIX TIPOIEYP JOKYMEHTUPYETCS M 000CHOBBIBACTCS;

— B CIyYasx BBIIBIICHHS KPUTHUECKIX OTKIIOHEHUH yCTaHABIMBACTCSA IIPUYHHA STUX OTKIIOHEHWH,
JICTIAIOTCS COOTBETCTBYIONIME BBIBOMIBI M BCE MOAPOOHO JOKYMEHTHPYETCS; TOJDKHOCTHBIE 00S3aHHOCTH
OTBETCTBEHHOTO 32 MPOM3BOICTRO U APYTUX JIUII, OTBETCTBEHHBIX 3a 3TAIlbI TEXHOIOTHYECKOI0 IPOLIECCca K
KOHTPOJIS POTYKITUH, U3AararoTCs B COOTBETCTBYIOLIMX JOMKHOCTHBIX HHCTPYKIIHSX;

— BCE BOINPOCHL, CBS3aHHBIC C OOECIIEYEHWEM ITPOW3BOICTBA IUTATENBHBIX CPEl M PAacTBOPOB,
PEILIArOTCS TIPU HEMIOCPEICTBEHHOM YIACTHH PYKOBOJMTENS JIAOOPATOPHH I JIAIIA, UCTIONHSFOLLETO €r0
00s3aHHOCTH;

— BCe JIOKYMEHTHI, CBs3aHHBIE ¢ oOeclieueHHeM KauecTBa IHMTATEIbHBIX Cpel H
pPacTBOPOB, paccMaTpuBaloTcs U cornacoBeiBatoTces ¢ JIBTK;

— Ha BCE OJTambl NPOU3BOJICTBEHHOM JESTENBHOCTH OGOPMILIFOTCS IIPOTOKONBL B
coorBerctBun ¢ COIL.



OTBeTCTBEHHOCTD

1. CoTpyAHWKH JTabOpaTOPHHU TUTATENBHEIX CPENl VI KYIbTHBHPOBaHHA MAKPOOPTaHU3MOB
[-IV rpymn martorennoctd OKY3  CTaBpomonbCkuil — MPOTHBOYYMHBIH — MHCTHTYT
PocroTpe6GHam30pa HECYT IIONHYI0 OTBETCTBEHHOCTH 38 PaOOTHL, IPOM3BOUMBIC B XO/IE PEIICHH
BO3JIOJKEHHBIX Ha HUX 3a/1ad, 00ecreunBast:

— CBOEBPEMEHHOE M KAyeCTBEHHOE BBINOJHECHHME 3aJlaHMil B paMKaX JIOJDKHOCTHBIX
00sI3aHHOCTER M JIOTOBOPHBIX 0043aTENbCTB;

— CoGMNIOfIeHMe IIPAaBHI OXpaHBl Tpyna u GesomacHoct paborter ¢ IIBA I-IV rpymm
[IaTOr€HHOCTHY;

— cobmoenue GUHAHCOBOM MUCIUILIMHEL, CMET PACXO/I0B, PAlHOHAILHOE UCIIOIb30BAHUC
MaTepHabHBIX CPEJICTB U 000PYI0BaHUS;

— CcoOMIONeHNe MEHCTBYIOIET0 3aKOHOMATENbCTBA, IPOM3BOJACTBEHHON ¥ TPYNOBOH
JVCLMIUTHHEEL, TPABHJ BHYTPEHHEro TPYJAOBOTO pacHopsika W TpeOOBaHWH IPOIYCKHOIO H
BHYTPHOOBEKTOBOTO PEKNAMa, a Takxke TpeOOBaHUM, TTPEBSBISICMbIX HACTOSAIIAM TIOTOKCHACM.

2. OBg3aHHOCTH ¥ OTBETCTBEHHOCTL COTPYIHWKOB Ja0OpaTOPWH MUTATENBHBIX CPEll AJIL
KyJIbTHBHPOBAHMS. ~MHKpoopranusmos [-IV  rpymm TAaTOreHHOCTH — OMPENENUOTCS  HMX
JOJDKHOCTHBIMA ~ HHCTPYKIMSMH, yTBepxiaemsiMu  aupekTopom OKVY3  CraBpomossCKui
IPOTHBOYYMHBIH HHCTHTYT Pocnorpebraazopa.

IIpaBa

1. Cotpyauuku 1abopaTOpUX IUTATENBHBIX CPE/I VIS KyJIbTHBIPOBAHKA MUKPOOPTaHU3MOB
[-IV rpynn marorensoctn ~®OKVY3  CraBpomonmbCKEE — MPOTUBOYYMHBIA — MHCTHTYT
PocmorpebHaa30pa UMEIOT IIPaBo:

— TI0JTy9aTh WHPOPMAIHIO, HEOOXOTUMYIO Ul paboThL;

— y4acTBOBATH B pa3paboTKe IPOTPamMM, IIAHOB | APYTHX TOKYMEHTOB II0 OCHOBHOMY BUAZY
JIeITETbHOCTA HHCTUTYTA;

— BHOCHTB IIPEJIOKEHHS TI0 COBEPIICHCTBOBAHMIO JISITEIIFHOCTHU NOJIPa3ICIICHHUS,

— BHOCHTB TIPE/IOMKEHHS TI0 COBEPIIECHCTBOBAHUIO 00ECIIEUEH S BRIMONHEHHS, TPEOOBaHUH
oxpaubl Tpya u Ge3omacHocTH padoTsl ¢ ITBA.

2. Ha coTpyaHMKOB 1a60paTopii PACIPOCTPAHSIOTCS BCE NpaBa PabOTHHKOB YUPEKICHU,
IPEXyCMOTPEHHBIE TPYIOBBIM 3aKOHOAATENECTBOM Poccuiickoit Denepanyyl U KOJJICKTHBHBIM
JIOTOBOPOM.

BHyTpHo6HEKTOBbIH PeKUM B 1a00paTOPUH MUTATEIBHBIX CPEN
AJIS KyJIbTHBHPOBaHAS MAKpoopranu3mos I-1V rpynn naToreHHocTH
®KY3 CraBpononckuil npoTuBo9yMHbIi HHCTUTYT Pocnorpebuasopa

1. BHYTpHOOGBEKTOBEIN PEKUM B JTAOOPATOPUH MUTATENBHEIX CPEX UL KyJIbTHBAPOBAHHS
MHEKpoOpraru3MoB I-IV rpymmn marorenHoctr @KVY3  CTaBpomnoibeKAH  [IPOTHBOTYMHBIA
WHCTUTYT Pocnorpebuan3opa periameHTupyeTcs «MHCTpyKmped O IHPOINYCKHOM |
BHYTpHOOBEekTOBOM pexkume B DKVY3  CraBpomonbCkuii  MPOTHBOYYMHBIM — HHCTUTYT
PocnotpeGHam30pay, yTBEPKACHHOH IPHKA30M TUPEKTOPA HHCTUTYTA.



2. Ilepememenue 06bekToOB, comepxammx IIBA I-IV Tpymm DaTOreHHOCTH, BHYTPH
yUpexIeHHs U 3a €ro TIpeJieNsl, 0pOopMIIEHAE TOKYMEHTAINH OCYIECTBIIAETCS B COOTBETCTBAM €
tpebosanmsmu CIT 1.3.3118-13 u CII 1.2.036-95.

3. Tocemenne «3apa3Hoii» 30HBI COTPYTHUKAMH JIaOOPATOPUH MHTATENBHBIX CPEA UL
KyJIBTHBHPOBAHUS MHKpoopranusmoB I-IV rpymn mnarorensocr OKVY3 CraBpononbCKui
IPOTHBOYYMHBIH HHCTHTYT PocrmoTpeGHan3opa Ul BBIIONHEHUS CIIyKEOHBIX o0s13aHHOCTEN
OCYINECTBJIACTCS HA OCHOBAHMH DPa3pelICHUs [HPEKTOpa MHCTHTYTa, B COIPOBOXIACHUH
COTPYIHHKA MOCEMAeMOH JIabopaTopHy, ¥ GUKCHUPYETCA B JKyPHAJIC OCCIICHUH.

4, PabGora B Be4epHEES BPEMsl, BEIXOJHbBIE U NPa3IHUYHBIC THU BO3MOXKHA Ha OCHOBAHMH
paspelnenus JUPEKTOpa HHCTUTYTa, 0QOPMIEHHOTO B YCTAHOBICHHOM IOPAAKE B COOTBETCTBUH
¢ Hopmamu Tpyznosoro xojekca PO.

«ITonmoxenue o mabopatopuuy paspadoTana:

3aB. TabopaTopuel MUTATEIbHBIX CPEL
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3aB. tabopatopuei
Benmymuii 1.c.
Bpau-6aktepromnor
Munagmui H.C.
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MeIunuHCKIHA Te3nHPEKTOP
MenuIIHCKUH 1e3nHPEKTOP
MeuIHCKIH e3nHPEKTOP
MeuIUHCKIH Ne3nHPEKTOP
MemuIHCKIH e3nHPEKTOP
MenuIuHCKI#E Te3nHPEKTOP

MeuIHCKIHA 1e3nHPEKTOP

Kypuiosa A.A.
Kostyn 10O.C.
Karynuna JI.C.
Bacunenko E.J.
Urymenos 2.M.
Wpanora O.A.
Yebannas O.B.
I'opb6areix H.A.

JleBuenko E.A.

[Tomomnpuropa B.A.
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boumapera JI. B.
Epmonenxo C.B.
[ITaTtanos B.B.
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