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1. HaumeHOBaHHe MeIUIUHCKOIO U31eJIUS
HacTosmass WMHCTpYKUMS  pacmpOCTPAaHAIOTCS HAa  MEAMIMHCKOE  U3JETHe
“MonTupytomas cpeaa Burporens” mo TY 21.20.23-069-89079081-2022 B Bapuantax
WCIIOJTHCHMSI, YKa3aHHBIX B Tabmuie 1 (mamee — m3aenue wiam MoHTHpyIOmas cpeaa
Burporens).
Tabiuua 1. BapyuaHTsl HCITOJIHEHHS U APTUKYJIbI

Ne| BapuaHT McrioJiHeHU S ApTHKYJI
1 |Montupyromas cpena Burporens, 250 miu HM-VI1-A250
2 |Mourupyromas cpeaa Burporens, 500 M HM-VI1-A500

2. Ha3HaueHHe MeTHIIMHCKOIO M31eJIU

3aIMBOYHBIM MaTepual U3 aKpPWIOBOM CMOJIbI, MpPEeAHA3HAYEHHBIM IS
WCIIOJB30BaHUSA B KauyeCTBE CpeAbl ISl 3aKJIIOUEHUS MOJ IMOKPOBHOE CTEKJIO MpHU
00pabO0TKe MOJATOTOBJICHHBIX KIMHUYECKUX/OMOJOTUUECKUX 00pa3IoB JJIsl TUarHOCTUKHU
in vitro.

2.1. (I)yHKIII/IOHaJILHOC Ha3HAYCHUEC MCAUIINHCKOI'0O U31¢/ 1M
BcnomorarensHoe CpCACTBO MJId AUAIrHOCTUKH in vitro.

2.2. Tun aHaJau3upyemMoro oopasima

3aKITI0YEHUIO MOJIBEPratoTCsl OMOIOTMYEeCKUe/KIIMHUYECKHE 00pa3iibl, B TOM YHUCIIE
TUCTOJIOTUYECKUM MaTepuan (Cpes3bl, MOJTy4YeHHBbIE C MapauHOBBIX OJIOKOB W JIp.),
IIUTOJIOTUYCCKUI MaTepuall (Cpe3bl, MOJyueHHbIC ¢ KIETOUHBIX 0J0kOB (Cell-010K0B) 1
ap.)

2.3. Cnenuduyeckasi NaToJI0rus, COCTOSTHUE WM (PAKTOP pUCKa, 1JIA
o0Hapy:KeHUs1, onpeaeieHUs WK TP depeHIUPOBAHNS KOTOPOT0 NMPeIHA3HAYEHO
u3jenue

W3nenre ucnoiib3yeTcsl Kak BCIIOMOIaTeIbHOE CPEJCTBO B JAMArHOCTHKE N Vitro
HCCIICIOBAaHUM, MOXET UMeTh oOiienadopaTopHoe MOpUMEHEHHE U o0JagaeT
CHEIUaIbHBIMA XapaKTEePUCTUKAMHU, B COOTBETCTBHM C KOTOPBHIMH TIPEIHA3HAYCHO
W3rOTOBUTEJIEM JUISI HCITOJIB30BAHUS B MPOIIEAYpax AMArHOCTHKH iN Vitro.

2.4. O6JacTh NpUMeHEHHsI MeTUITMHCKOTO U31eJ sl
[TpodeccronabHOE MPUMEHEHNE B KJIMHUYSCKOM J1a0OpaTOPHOM TUArHOCTHKE.

2.5. HomeHkaaTypHas Kiaccupukauus MeIUIUHCKOT0 U3/1e s

Bun uzgenust B COOTBETCTBUU C HOMEHKIIATYPHOU KJIaCCHU(PUKAIIMEH METUITMHCKUX
uznenuii — 212180 AxpunoBas cMmodia 3aimBouHas cpeaa MUB/I.

Knacc moTeHIManbHOrO pucKa NPUMEHEHHS U3JEIHS B COOTBETCTBUU C
HOMEHKJIATypHOU KiaccuduKaIumein MeaUITMHCKUX U3eIi - Kinace 1.

2.6. IloTeHUAJbHBIH NOTPEOUTEIb

W3nenue mpemHasHadyeHO mJisi MPOQPECCHOHAIBLHOTO HCIOJIb30BAHUS M JOJKHO
MPUMEHATHCS KBATU(UIIMPOBAHHBIM TIEPCOHAJIOM, TAaKUM KaK Bpad KIMHUYECKOU
J1a00paTOPHON TUArHOCTHKU, METUIIMHCKUM, 1a00paTOPHBIN TEXHUK U MHOM CIIEITUAJIUCT,
UMeEIoIIHiA 6a30Boe 00pa30BaHKe MEIUITTHCKOTO UIN OMOJIOTHYECKOTO MPOGUIs HE HIKE
CPEIHETO CIEeIHAIIBHOTO U MIPOLIEAIINIA TPEABAPUTEIILHOE 00yUCHHE.
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2.7. Tloka3zaHusi K MPUMEHEHUIO
WN3nenve mnpenHa3sHAYeHO [IJIsi MCHOJIb30BAHMST HA AHAIUTHYECKOM HJTare
MCCIICIOBAHMS KJIMHUYECKOT0 MaTepuana B Ka4eCTBE BCIIOMOTaTEIbHOIO CPEACTBA IS
JUArHOCTHKH IN Vitro. Pe3yibraTel HCceI0BaHUHN C MPUMEHEHUEM H3CIUS HE SBIISIOTCS
€IMHCTBEHHBIM OCHOBAHUEM JIJIS IOCTAHOBKHU JIMAarHO3a.

3. TIpuHuMn AelcTBUA METUIITHHCKOTO U3/1e/TUs

W3nenue obpazyeT MPOYHYIO MPO3PAYHYIO TUICHKY, 0OCCIICYMBAIOINIYIO HAICKHOE
CIEIUICHUE TPEIMETHOTO W MOKPOBHOTO CTEKOJI, YIydIllas KadyeCTBO M300pa)KEHUS BO
BpeMsl MHKPOCKOIMYECKOTO HCCICAOBAaHUS W oOecrnedyuBas JJIUTEIBHOE XpaHCHHE
00pasia, 3alMInas OT BO3ACHCTBHS BHEITHUX (PaKTOPOB?.,

4.  OCHOBHbBIE XapAKTEPUCTUKH

W3nenue He SBISETCS CTEPUIBHBIM U HE TPEOYET CTEpUIIU3ALIH.

XapakTepUCTUKU H3AENusl yKa3aHbl B Tabmuue 2. XapaKTepUCTHUKU W3AETUs
pacnpoCTpaHAIOTCSA Ha BCE BAPUAHThI UCIIOJTHEHUSI.
Tabnuua 2. Onrcanue XapakTepUuCTUK

Ne HanmeHnoBaHnue nmoka3arteJisi/ HAMMEHOBAHMS U3/1eJIUsA Iloka3aTesiu HOPMBI

1 Buemnuii Bujg

1.1 | Montupyromas cpena Burporens Bs3kas npo3pauHas KUIKOCTh
2 HBer

2.1 | MonTupyromas cpeaa Burporenn becusernsbii

3 YcaoBHas Bsi3kocTb npu temmeparype 20(£0,5) °C mo

Bucko3uMetpy B3-246 ¢ ntmamerpom conia 4 Mm, ¢

3.1 | MonTupyromas cpena Butporens 50-120
4 3akJ/il0ueHue Mo/l MOKPOBHOE CTEKJI0, 30 MUH
4.1 | MonTupytouias cpeaa Burporens BeiaepxuBaeT ucnbpITaHue

5. KommiekTHOCTH

B KOMIIIEKT NOCTaBKHU BXOJIUT:

— Montupyromass  cpena  Burporenb  COOTBETCTBYIOLIETO  BapUaHTa
UCTIOJIHEHUS B KOJIMYECTBE, OMPEIEIIEMOM 3aKa30M MOTPEOUTEIIS;

— NHCTpyKIUs 10 TPUMEHEHHUIO.

Kormus macmopTa kauecTBa cepuu MOCTaBISETCS OTACIBHO, PU HEOOXOIMMOCTH, B
OyMa)kHOM WJIH DJICKTPOHHOM BHJIE.

NHcTpykiuss Ha OyMa)KHOM HOCHUTEJIE MOXKET OBbITh 3aMEHEHAa WHCTPYKIIMEH Ha
AJIEKTPOHHOM HOCHUTEJIE M pa3MellieHa Ha caifTe mpou3BoUTeNs (aApec caiiTa nmpuBeacH
Ha ATUKETKE).

1 5.Kim Suvarna, Christopher Layton, John D.Bancroft. Bancroft's Theory and Practice of Histological Techniques.
Elsevier Limited, 2019, c. 535
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I[OHyCKaCTC}I BKJIaJbIBATH OJHY MHCTPYKIHIO I10 IPUMCHCHHUIO, CCJIM IIOCTABIACTCA
HECKOJILKO H3JICIINU OJHOMY 3aKa34uKy I10 OTHOMY aapecCy.
IIprmedanue: KpaTKasi MHCTPYKIUS 110 IPUMEHEHHUIO PAa3MEIAETCS HA ITUKETKE.

6. CocrTas
CocraB 1 conepkaHue aKTUBHOTO MHTPEIUCHTA U3/ICIINS YKa3aHbl B TA0IHIIE 3.
Tabmauna 3. CocTaB u3aeians

HaumeHnoBanue MeanuuHckoro | CoctaB W cofiepkaHHe AKTHBHOTO HMHIPeIHEHTA
u3aeus u3aeus
MonTupytromas cpeaa Burporens KCHJIOJ, CMECh aKpHIIOBBIX cMoJI (34,3+/-2,0%),

D-numonen, mractudukarop  (IuOyTHUIOBBIA  3dup
(hraneBoit KUCIOTHI)

1. HepequL MaTEpHAJIOB H CHelIMaJbHBIX MaTepHualaoB, KOTOPLIC
TpeﬁyIOTCSI A NMPOBECACHUA TECTUPOBAHHUSA, HO HE COACPKATCA B KOMILICKTE
NNOCTAaBKH M31€JIUA

7.1. PeareHrnl
Henpumenumo.

7.2. O6opynoBaHue
Taiimep, mTaTuB [ NOpPEIMETHBIX CTeKoJ. JlomyckaeTcsi MCHOJIb30BaHUE
MaTepuajIoB ¢ aHAJIOTUYHBIMU XapaKTEPUCTUKAMH.

7.3. BcnomoraresibHbIe MaTepPUAJIbI

[IpeameTHOE CTEKIO M TMOKPOBHOE CTEKJIO it MmukpompemnapatoB mo ['OCT
6672-75. Jomyckaercs UCIIOJIb30BAHUE MaTepUuaioB c aHaJIOTUYHBIMU
XapaKTEPUCTHKAMHU.

8. CpemeHusi Mjasi HIAeHTHPUKANUM MEIUIMHCKUX M3AEJUH ¢ LeJblo
NnoJry4eHusi 0e30nacHoii KoMOMHAUUM M UHGOpManKs 00 M3BECTHBIX OrPAHUYCHHUSAX
10 COBMECTHOMY HMCIO0JIb30BAHMI0O MEIULIMHCKUX U3/1eJTU I

N3nenve npenHazHaueHO MUl UCHOJIB30BAHUSI CAMOCTOSTEIBLHO MPU MPOBEICHUU
MEIUIIMHCKUX JUArHOCTHYSCKUX MCCISIOBaHuM IN Vitro. Mzaenne Mo)keT NpUMEHSTHCS B
TEXHOJIOTUM PYYHOTO 3aKJIIOUCHUS U B ABTOMATHU3MPOBAHHBIX CUCTEMAaX 3aKIFOYEHUS
MHKPOIIPENapaToB COTJACHO MHCTPYKIMK MO JKCIUTyaTaldHh, HNPEAOCTABICHHON
MOCTaBIIMKOM CHCTEMbl M YKa3aHHBIM B HEH TpeOOBaHUSAMH K XapaKTEPHCTUKAM
VCTIOJIb3YEMBIX PEAreHTOB.

9. MHHcTpyKUMs N0 NPUMEHEHUI0

Bssitue, 06padoTka u XxpaneHune oOpasia JOHKHO POU3BOIUTHECS B COOTBETCTBHH
¢ IIpukazom MunucrepcTBa 3apaBooxpanenusi PO or 24 mapra 2016 r. N 1791 "O
[IpaBunax mpoOBENECHUS] TATOJIOTO-aHATOMUYECKUX HCCIAEAOBaHUN" ¥ JIOKAJIbHBIMU
HOPMATHBHBIMH aKTaMu Jraboparopuu. [[s vcciemoBaHns HE JOIMYCKAIOTCS MperapaThl
CO 3HAYUTEIBHBIMH MEXAHHMYCCKUMHU TOBPSKICHUSIMH, BO3HUKIIMMH B IPOIECCE
MIOJITOTOBKM OMOJIOTHYECKOTO MaTepuraa.

HaydHble 1 nmuTepaTypHbIC JaHHBIC 00 MHTEPPEPHUPYIONTUX BEIIECCTBAX, KOTOPHIC
MOTYT TIOBJIUSITh Ha PE3YIbTaT UCCIICIOBAHNUS, OTCYTCTBYIOT.
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Pa6otel ¢ U3nennem IPOUCXOOAT TOJBKO B YCIIOBHUAX Ha60paTOpHH.

N3paenuie TOTOBO K UCMOJIb30BAHUIO.

Pacxon w3genusi mpu pyYHOM 3aKIFOYCHHH COCTaBIIACT 1-2 Karmiu Ha OJuH
npenapart (Ipy UCIOJIb30BAHUYU TOKPOBHBIX CTEKOJ pazMepoM 24x24 mm).

[Tpu NPUMEHEHUU  TEXHOJIOTHH aBTOMATU3UPOBAHHOTO 3aKIHOYEHUS
MUKpPONPENapaToB, CIEAYWTe HHCTPYKIUAM IO OJKCIUTyaTalluH, MPEI0CTaBICHHBIMU
MOCTaBIIIMKOM CUCTEMBI.

OxkpaiMBaHue OCYIIECTBISIOT IO UHCTPYKIIMU K UCTIOJIb3yEMbIM PeareHTaM.

Cpe3 meruapatupyror, NPOCBETISIOT, 3AKJIKYAKT Npenapar noj NMOKPOBHOE
CTEKJIO 10 MPOTOKOJIY:

Ynanuth M30BITOK MpocBeTysitoniero areHta. Hanectw 1-2 kammm cpenpl Ha
NPEeIMETHOE CTEKJIO, PABHOMEPHO pPACHpPENENUTh U IMOKPHITh MOKPOBHBIM CTEKJIOM.
[Ipenapatsl TOoTOBBI AJis MHUKpockonuu uepe3 30 mMuHyT mocie 3akmodeHus. Ilepen
apXMBHPOBAHUEM MUKPOIIPENapaToB PEKOMEHyeTCs BhlIepkKaTh 24 vaca.

10. ¥YcJoBusi XpaHeHHUS] H TPAHCTIOPTHPOBKHU

Cpok ronHoctu: 24 mecsna.

Temneparypa xpanenust: ot +2 °C go +25 °C.

[To ucteueHnn cpoka rogJHOCTH U3/AENINE HE TOJIEKHUT HUCIOIb30BAHHUIO.

XpaHuTe U3JIeIUe B IUIOTHO 3aKPBITOM YIAKOBKE, B BEHTUIIMPYEMBIX IOMEIEHUSX,
B YCIJIOBUSIX, UCKJIIOUYAIOIIMX JIEUCTBUS arpeCCUBHBIX CPEJ, BIarv, NCTOYHUKOB HarpeBa,
BJAJIM OT COJIHEYHBIX JIydel, HMCTOYHUKOB TEIUIA, TIOpAYUX IOBEPXHOCTEH, HCKD,
OTKpbITOro OorHA. Ilpu XpaHenun nomyckaercs AedopMaiusi yIIakOBOYHOW €MKOCTH, HE
IPUBOJAILIAS K IOTEPE TEPMETUYHOCTH.

BCKpBITYI0 YIIAKOBKY MCIOJIB30BaTh JIO0 OKOHYaHUS CpOKa TOJHOCTU IIpH
COOJIIO/ICHNH YCIIOBUM XPaHEHHUS.

Tpa"cnOpTUPOBKA U3AENINS OCYLIECTBISAETCS BCEMU BUIAMU KPBITOTO TPAHCIIOPTA
B COOTBETCTBUM C NIPAaBWIAMH IEPEBO3KU I'PY30B, NEHCTBYIOIIMMH Ha JTAHHOM BH/JIE
TpaHcnopTa. Temmeparypa tpancnoptupoBku: oT +2 °C no +30 °C, npu temneparypax
BhIlIe 25 °C - 10 TpeX CYTOK.

[Ipu TpaHCIOPTUPOBKE, OCYIIECTBICHUH MOTPY3KH U BBITPY3KHU U3AEIHUS TOJKHBI
OBITh TPHUHATHI MEPbI, MPEIOXPAHSIOIINE YIMAKOBKY OT MEXAHUYECKUX MOBPEXKICHHIH,
BO3JIEHCTBUSI ATMOC(EPHBIX OCATKOB, TOPIOYUX MATEPUATIOB U KUCIOT.

[Ipn coOntoneHun YCIOBUM XpaHEHHs, SKCIUIyaTalldd W TPAHCHOPTUPOBKH,
U3/IEJIME OCTAETCS CTAOUIIBHBIM J0 UCTEUEHUSI CPOKA TOJHOCTH, YKA3aHHOTO HAa BHEIIHEH
ITUKETKE.

He wucnone3yiiTe u3genve ¢ HMCTEKUIMM CPOKOM TOJHOCTH, IPU HAPYIICHHUH
LEJJOCTHOCTH YIAKOBKHA. B cilydae OTKIIOHEHUS BHEIIHETO0 BHJAA HW3AEIUS  OT
HOPMAaJIbHOIO POBEphTE QYHKIIMOHUPOBAHUE U3IEIHSI HA 3aBEJOMO MPUTOIHOM 00pasIe
Ouomarepuarna.

B cinydae HapylieHMs LEIOCTHOCTH YIAKOBKH YTWIM3UPYWTE H3ACIHE B
COOTBETCTBHHM C pazaesioMm 14 “Yrtunuzauus’.

11. Wudopmaums 1jis Noab30BaTe el

[Ipu cobmogeHun TpeOOBaHUN HMHCTPYKLIMH BO3HUKHOBEHHE HEKEIATEIbHBIX
COOBITHI MaJIOBEPOSITHO.
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s cobmonerust TpeboBaHui 6€30MaCHOCTH HEOOXO UM MHCTPYKTAX IepcoHasa
U BBIOJHEHHE COOTBETCTBYIOIIMX OOS3aTENbHBIX WHCTPYKUHUHA 1O  TEXHUKE
0€30MMacCHOCTH U TEXHOJIOTMYECKUX MPOIIECCOB.

Onucanne rpadUYecKuX CHUMBOJIOB, MPUMEHSEMBIX MPU MAPKUPOBKE H3ICITHS
IIPEACTABIICHO B PWJIOKEHUHN A.

Onucanne KOIOB TmpenynpenuTenbHoit mapkupoBku (H- wu  P-dpassi),
MPUMEHSIEMbIX IIPU MAPKUPOBKE U3JEINNA, TPEICTABICHO B MPUIOXKeHUH b.

11.1. O6o0mennas uadopmanus 0 0€30MACHOCTH
W3nenue npenHazHayeHo i NpopecCUOHATIBHOTO IPUMEHEHHUS.

OnacHOCTh H3/ENUs ONPENEISIETCS KOHIICHTpallUe CoJlepKallluXcsi B COCTaBe
KOMITOHEHTOB.

N3nenue coepxur:

- KCHJIOJI B KOHUEHTpauuu okosio 60 %, KOTOpBIA B YHCTOM BHJE SIBIIAETCS
roptounM  cormmacio  ['OCT  12.1.044-89 (MCO  4589-84), Ttemmneparypa
camoBocIutameHenus Boie 450 °C, temnepaTypa BCIBIIIKU B 3aKPBITOM THUIJIE HE HUXKE
23 °C, KOHUEHTpPAaUHMOHHBIE NPEAENBl BOCIUIAMEHEHHMS IApOB KCWJIOJA B CMECH C
BO3yXOM (1Mo o00beMy): HuWxHUM - 1%, BepxHuii - 6%. IlpenenbHOo nomycTuMmas
KOHIICHTpAITUs KCUJI0JIa B BO3AyXe paboueil 30HBI: - MaKCHMallbHas pazoBas 50 mr/m?,
3-# kmacc onacHoctu coriacHo ['OCT 12.1.005-88. -cmech akpuimoBbix cMoi 0kojio 34%
- cormacao ['OCT 20370-74 3-ii kjacc OMACHOCTH: TMPEAETBHO JOMyCTUMAs
KOHIICHTpalus B Bo3ayxe padoueit 30HbI 10 Mr/M?; ierkoBocIiaMeHsIoLIasiCsl )KUIKOCTb,
temneparypa kunenus 100,6-101,1 °C, temMneparypa BCubIKy B 3aKpbITOoM THUTIIE 8 °C,
temneparypa camoBociiamenenust 460°C. Ilapbr 00pa3yroT ¢ BO31yXOM B3phIBOOIIACHbBIE
cMmecu. B cinyyae nokapa uCnoJib30BaTh OTHETYIIATENN opoikoBeie ABC.

Takum o0pa3oM, wu3AenMe MpU HOBTOPSIOUIEMCS, JOJITOBPEMEHHOM WM
npesbimaromem [1JIK B paboueii 30He BO3ICHCTBUN MOYKET OKa3aTh BPEIHOE BIUSHUE HA
3J10POBbE MPHU BIIBIXaHHUH, ITPH MOIAJAHNN HA KOXKY MOXKET BBI3bIBATh PA3APaKEHNUE.

[Tpu cobnroaeHuu TpeOOBaHNK HHCTPYKIMU IO MPUMEHEHUIO U HEOOXOJUMBIX MEp
MPEAOCTOPOKHOCTH M3JENHE XUMHUYECKHM YCTOWYMBO, BO3HMKHOBEHUE HapYILIECHUU
(YHKIMOHUPOBAHUS MAJIOBEPOSITHO U HE OKAa3bIBA€T BPEAHOIO BO3ICUCTBUS HA OPTaHU3M
YeJI0BEeKa.

[Ipu pabGote ¢ u3nenueM HEOOXOAUMO MNPUMEHITh WHAMBUIYAIbHBIE CPEICTBA
3aIUThl (IepyYaTK, CHENO/EKIa, CPEACTBAa 3aLIUTHI I1a3 U JIMLA) B COOTBETCTBUU C
TUITOBBIMU OTPACJIEBBIMU IPABWJIAMH, YTBEPKACHHBIMH B YCTAaHOBJIEHHOM IOpSJKE, U
co0noaTh HEOOXOIMMBbIE MEphl MpPenoCcTOpoKHOCTU. [lpu  wHcmosnb30BaHUU 1O
Ha3HAYEHUIO U COOJIIOJIEHUH MEp MPEJOCTOPOKHOCTH KOHTAKT C OPraHU3MOM YEJIOBEKa
uckitoyeH. [lociie paboThl TIIATENBHO BBIMBITH PYKH.

Ha pabGoumx w™ectax AOMKHBI OBITH O0OECTEUEHBI JOMYyCTHUMBIC IMapaMeTphl
MUKPOKJIIMATa COTJIACHO JIOKAJIbHBIM HOPMATHUBHBIM aKTaM.

Jlis  TOATOTOBKHM aHANU3MPYEMbIX 00pa3loB OuoMaTepuaga HCIOIb3yHOTCS
BCIIOMOTATENIbHbIE TOPIOYME U JIETKOBOCIUIAMEHSIONIMECS BEUIECTBA: KCHUJIOJ, CHUPT
M30ITPOINUIIOBBIN.

Bce paboThl OJKHBI IPOBOAUTHCS B MPOBETPUBAEMBIX MOMEIIEHUAX (KPATHOCTh
oOMeHa BO3[yXa — HE MeHee §) C HUCIMOJIb30BAHUEM NMPUTOYHO-BBITSXKHON BEHTHJISALIUH,
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Oepeub OT MCTOYHUKOB BOCIUIAMEHEHUS, HarpeBa, MCKpP, OTKPBITOIO OTHs, COIJIACHO
['OCT 12.1.004-91 wnu nHOTO CTaHAApPTA MO MOXKAPHOK OE€30MACHOCTH TEXHOJIOTHUECKUX
IIPOLIECCOB, MTPUHATOrO B rocyaapcTee. He KypuTh.

s cobOmroaenust TpeOoBaHU O€30MaCHOCTH HEOOXO0IMM MHCTPYKTAXK MepcoHasa
B coorBerctBuM ¢ ['OCT 12.0.004-2015 wu BBINOJIHEHHE COOTBETCTBYIOLIUX
00s13aTeTbHBIX HHCTPYKIIUH 10 TEXHUKE OE30MMaCHOCTH U TEXHOJIOTHUYECKUX MPOIIECCOB.

[Ipu mpumeHeHHH u3AeNUs K paboTaM JOMyCKAIOTCsA JUIla, TOCTUTIIHME 18 nerT,
MPOLLIEIINE METOCMOTP B COOTBETCTBUU C IEUCTBYIOIIMM 3aKOHOAATEIbCTBOM.

B nomenieHusax 10KHO ObITh OOECIIEUEHO HATMUHUE KUIISTYEHOM BOJBI U AlITEUKH C
MEIMKaMEHTAMM JUUIsl OKa3aHMsI IEPBOM MEIUIIMHCKON ITOMOILIH.

TpeboBaHust K TIOMELIEHUSM PETYJIUPYIOTCS JACUCTBYIOIIUMHU  JIOKAJIBbHBIM
3aKOHOJIaTEJIbCTBOM U HOPMaTUBHBIMU aKTAMH.

Bce wucnonp3oBaHHBIE OJHOPA30BbIE MaTepuanbl MOABEprarb oOpaboTKe
Ne3UH(UUIUPYIOUIMIMHI CPEICTBAMHU C TOCIEAYIOUIEH YTHUIM3alMeil B COOTBETCTBUH C
paznenom 14 “Yrunuszauus’™.

11.2. Mepbl TNPeIOCTOPOKHOCTH TPHM  HCHOJb30BAHMU  HU3JeJUs  TI0
HA3HAYCHUIO

PaboTa ¢ uznenuem n01KHA MPOBOAUTHCS B BBITSXKHOM IIKa(dy MPH ACUCTBYIONIEH
BEHTWIALIUM, BJAM OT OTKPHITOro orusa. He mgomyckaeTcss MCIONb30BaTh U3JEIUE C
MCTEKILUM CPOKOM T'OAHOCTH, TPU HATMYUU TOBPEKICHUN IEPBUYHON YIIAKOBKHU.

Bo BpemMs mnpoBencHMS HCCIEIOBAHWN C HCIHOJIB30BAHUEM U3JEIUS CIEIYET
MOJIb30BaThCS  CpeAcTBaMU  MHAMBUAyanbHOM  3amutel  (CU3):  mepuaTkamu,
CHELOASKION, CpeICTBAMU 3allMThI [J1a3 U JIMLA, TaK Kak oOpa3isl Ouomartepuaia oT
YeJloBeKa CIIEJYeT paccMaTpuBaTh KakK MOTEHIMAIbHO WH(ULMPOBAHHBIE, CIIOCOOHbBIE
JUTUTEIIbHOE BpeMsi coxpaHsiTh W mepemaBaTh BUY, Bupyc rematura B wnm moboro
JIpyroro Bo30yauTesns HHGEKIUH.

Jj11 coBMeCTHOM pabOThI ¢ U3JEIUEM MOTYT MCIIOIb30BAThHCS BEIIECTBA, PEAreHThI
1 000pyJI0BaHHE HMMEIOIIME MHOW Kiacc onacHOcTH. s obecnieyenusi 0€30MacHOCTH
pabouero mpoiiecca caeAayeT pyKOBOJICTBOBATHCS JIOKAIbHBIMU HOPMAaTUBHBIMU aKTaAMU U
AKCIUTyaTallMOHHON JOKYMEHTAIUEN.

11.3. IlepeyeHb PUCKOB, HAEHTU(PUIHPOBAHHBIX B MPollecce AHAJIN3A PUCKA

B npouecce aHanm3za pPUCKOB MPEABAPUTENbHBIA AHANN3 BBIIBUJ PUCKH,
TpeOyIole MEPONPUATHIA 0 CHUKEHUIO YPOBHSI pUCKa 10 TPUEMIIEMOTO, B CBSI3H C YEM
IPUMEHEHBI MTPOLIEAYPBI ATara MO YIPABICHUIO PUCKaAMHU.

B xone peanuzanmy Mep MO YMEHBIICHHIO Bpela W BEPOSATHOCTH PHUCKA IS
U3JIENHS, OCTaTOUYHBIN PUCK CHUKEH J10 IPHUEMIIEMOTO.

Takum 00pa3oMm, BO3MOMKHBIE PUCKH JJISI W3JEIMS SIBJSIOTCS JOMYyCTHUMBIMU:
NPEUMYIIECTB JJI1 MallMeHTa U MEAMIIMHCKOrO pabOTHHKA OOJbIle, YEM BO3MOMXHBIX
OIIaCHOCTEH.

11.4. Mepsbl 10 3alIUTE OKPYKAIOIIEH Cpeabl

Ha ocHoBanuu 3akoHojatenscTBa P®D 00 oxpaHe OKpyXarouied cpessl,
PEKOMEHIYETCSl HE JOMYCKaTh IOMAJIaHus BEIIECTBA M €r0 YIAKOBKH B OKPY’KAIOIIYIO
cpeny.

He nomyckaiite nonaganus u3aenus B KAaHATU3ALUIO.
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Ilocaie wucnonp30BaHUs W3ACHUS 06p3.3HBI CJIeaAyeT paccMaTrpuBaTth Kak

MOTEHUUAIbHO WH(PUIHUPOBAHHBIE, CHOCOOHBIE JIUTENBHOE BpEMsS COXPaHITh M
nepenaBate BHUY, Bupyc rematuta B wnu mo6oro apyroro Bo30yauTens MHQEKIUU.
OOpasiubl ¥ KCMOJIB30BAHHBIE B MCCIEAOBAHUSAX M3ACTHUS JOJDKHBI YTHIN3UPOBATHCS B
COOTBETCTBUM C JCHCTBYIOIIMMH JIOKAJIbHBIM 3aKOHOIATEIILCTBOM M HOPMATHBHBIMHU
aKTaMM B OTHOLIEHWUU JIUAEMHUOJIOTUYECKH OITACHBIX OTXOJOB B COOTBETCTBUU C
CanlluH 2.1.3684-21.

Kunkue otTxomasl (3arps3HEHHas BOJa, OOpasyromascs TOCIe MPOMBIBKH
00Opy10BaHUs1) JOJKHBI ObITh COOpaHbI B CHELUANbHO IPEIHA3HAYCHHBIE €MKOCTH U
CBOEBPEMEHHO BBIBE3EHBI B MECTA 3aXOPOHEHUS.

11.5. Uudopmanus 0 TOKCUKOJIOTHYECKOM BO3/1eCTBHH
Wudopmaiiiss 0 TOKCHKOJIOTHUYECKOM BO3JACHCTBUM W3JENHS IPEACTaBlIcHA B
tadmure 4.

Ta6nuna 4. Uadopmanys 0 TOKCUKOJIOTHYECKOM BO3JEHCTBUI

Tun TokcukoJgorndyeckoro sozaeiicreus |Mupopmanus

Paznpakenne koxu Bpenno 1npu nomajzaHMM  Ha  KOXY, BO3MOYKHO
pasapaxaroliee, BEICYLIIMBAIOLIEE JEHCTBUE HA KOXKY

Bo3znelicTBue Ha AbpIXaTeabHbIE myTn BpeI[HO IIpHU BAbIXaHUHU

11.6. Undopmanuss 00 00CTOATEJLCTBAX, MNMPH KOTOPHIX MOJb30BaTe/b
JAOJIZKeH MPOKOHCYJIbTHPOBATHCH ¢ MEAUILMHCKUM CHEHUAINCTOM

[Ipy cinyyallHOM TONAJAHUH W3JACNHS B JKEIYJAOYHO-KUIIEYHBIM TPAKT, HA KOXKY
WIN CIU3UCTYIO 000JI0UKY IJ1a3, HEMEUIEHHO 00paTUTECh K Bpayy.

Mepsl nepBoi TOMOLIN:

IIPY BABIXaHUU - CBEXKHI BO3/yX, TIOKOM, 00paTUTHCA K Bpady;

IpU pa3pak€HUH KOXKU - IPOMBITh BOJIOM, 00paTUTHCS K Bpauy;

IIpU [OTA/laHuX B TJ1a3a - IPOMBITH BOJIOM U HEMEJIEHHO 0OpaTUThCS K Bpauy;

IIPU [IPOIJIAThIBAHUM - HEMEIJICHHO 00paTUThCA K Bpady.

12. Bo3Mo:kHble mnpoGeMbl Npu padore ¢ wu3AeJIMeM H CHOCOOBI HX
ycTpaHeHusl

[Tpu momy4eHnn pe3ynbTaToB, HE COOTBETCTBYIOMIMX HOPME: 3aKIIIOUUTh MIpermapaT
COTJIACHO MPOTOKONIY. Bo3moxkHBIe mpoOaemMbl Mpu paboTe ¢ U3EIHEM U CIIOCOOBI UX
yCTpaHEHUs yKa3aHbl B TabmuIe S.
Tabnuua 5. Bo3aMoxxHble TpoOIeMBbl U CTOCOOBI X YCTPAHEHHS.

[Onncanne NpoosIeMbl Bo3MoskHasi IPUYMHA ¥ pelieHune
[To1 MOKPOBHBIM CTEKJIOM Crenyer akKypaTHO MPUJIABUTh CBEPXY, YIAJIUTH My3bIPbKH BO31yXa
MOSIBJISIFOTCS ITY3bIpU M3-110/1 TIOKPOBHOT'O CTEKJIA: U3JIMLIKU CPE/bl BBIIABIMBAIOTCA U UX

yaansoT GUIbTPOBAIBHON OyMaroi min 6yMaXHbIMU calipeTKamH.
Ecin neiicTBre He Aao pe3ysIbTaToB, CIEAYET IEPEHAKPBITH CPE3 MOCIIE
TONTOJIHUTEIbHON MHKYOALUU B KCHJIOJIE IO €0 IOJIHOTO TPOCBETIICHMSL.

Karmu BoieI Ha cpese Henocrarounas aeruaparaius rnpenapara, OCTaTOuHast BOJIa BBISBIISETCS
B BHJI€ HETIPOCBETJIICHHBIX YYACTKOB: MpenapaT NOorpy3uTh B KCHIION A0
MOMEHTA OTCOSUHEHHUS TOKPOBHOTO CTEKJIAa BMECTE C MOHTHUPYIOIIEH
Cpe/oi, 3aTeM BHOBb IOTPY3UTh B CIIUPT (€CIIN UCTIONIb3YEMbIE PEAareHThI
MPU OKpAIIUBAaHUH TperapaTa He paCTBOPUMEBI B CIUPTAX.) WK
n3omnponanon (He MeHee 99%) nBe cMeHbl o | MUH, 3aTeM JIBE€ CMEHBI
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[Onncanne npooJieMbl Bo3MoskHasi IPUYMHA ¥ pelieHne
KCHJIOJIA 110 2 MHMH M 3aHOBO 3aKJIIOUUTH CPe3 MOJ MOKPOBHOE CTEKIIO.
PacTpeckuBaHue Hiu He BBISBICHO JaHHBIX O HAJIMYMM IPOOJIEMBI 3a BpeMsl HaOJII0JeHUs 32
KpUCTAJIIIN3ALUs C TEYEHUEM [[IPOJYKTOM B TE€UEHHUE 7 JIET.
BPEMECHU
BrliiiBeTanue npenapara [Ipyu 1IUTETPHOM XpaHEHUH, MO IPSMBIMUA COJIHEYHBIMU JTy4aMHU

npernapatsl BeILBETatOT. [ oOecriedeHns HauTyyiei COXpaHHOCTH
penapaTbl HEOOXOMMO XPaHUTh B TEMHOTE.

CrutkoMm rycroii pactBop — |Pa36aButh o-kcmiionom. J[o0aBnsTh clieyeT KCUIoa B HEOOIbITUX
KonnuecTBax He Oojiee 1-3 %. Ilociie moOaBIeHU KCHIIOJIA, TIATEIBHO
repemMeniaTh M BelJIepKaTh HE MeHee 4 4

CmelaeTcsi IOKpOBHOE HenocTaToyHO MOACYILIEHHBIH Npenapart, pa30aBieHe MOHTHPYIOIIEH
CTEKJIO Cpepl: YIATUTh U30BITOK MPOCBETIISIONIETO pearcHTa

Cpena o1 MOKPOBHBIM [TpocBeTIISIFONIMIA peareHT He COBMECTHM ¢ MOHTHPYIOIICH Cpeioit Tn0o
CTEKJIOM MYTHEET HEI0CTaTOYHO JeruaApaTupoBan (cM. Beime "Karu Bojs! Ha cpese').
CMBIB KpacKu Cpe3 OKpallleH KUPOPACTBOPUMBIM KpacHUTENIeM, HE TTPeIHA3HAYECHHBIM

I 3aKITFOUYCHU ST CUHTCTUYCCKUMH MOHTUPYIOIIMMHU CpCaMn

HenonHnoe MOHTHpOBaHUE HenoTHoe mpuiieranue yrojikoB MOKPOBHOTO CTEKJIa BBUY JOOABJICHHUS]]
[MOKPOBHOT'O CTEKJIa HEI0CTATOYHOT0 KOJIMYECTBA MOHTHUPYIOIICH CPe/bl: CHATh TOKPOBHOE
CTEKJIO, IeTUAPATUPOBaTh (cM. BhimIe "Kariu Bojsl Ha cpese”).
lcnosib30BaTh JOCTATOYHOE KOJIMUYECTBO CPEJIbl JIJIsl IOKPBITUS CpPe3a.

HOMYTHGHI/IG pacTBOpa I10CJIC He Bce Cpcabl COBMCCTUMBI. Hepezl HCIIOJIb30BAHHUEM CPCbI, ITOCIIC
CMCIICHHA C OCTaTKaMu M CIIOJIb30BaHUA [[perﬁ Cpcanl, HCO6XOIII/IMO TIIATCIBbHO IIPOMBITE BCC
APYIrux cpea 4JIs1 3aKJIF0OYCHUA [MCITOJIB3yEMOC O60py,Z[OBaHI/IC KCHUJIOJIOM.

Cpena kaxercst MajoBa3koi [Cpefbl A 3aKIF0UEHUS pa3HbIX IPOU3BOAUTENEH UMEIOT PA3HYIO
BA3KOCTb. /15 3aryieHus cpe/ibl, OCTaBUTH I10J1 BBITSDKHBIM IIKa(QOM
OTKPBITYIO OyTBUIKY Ha 8-16 4, 10 HY>KHOH BsizKocTH. PacTBOp
3aryCTUTCS 32 CUET UCHAPEHUs] PACTBOPUTEIIS.

[IprMeuaHus: KOJIMYECTBO CpeJibl, HAHECEHHON Ha 00pasell, He0OX0IMMO TIIATeIbHO KOHTPOJIUPOBATH,
uTOOBI M30€KaTh CIUIIKOM OOJIBIIIOr0 MJIM CIUIIKOM Majoro koiaudectsa. HeoOxomumo
KOHTPOJIMPOBATh BpeMs BBICBIXaHHsI 00pa3ioB. ClenyeT yUuThIBaTh HCIIAPEHUE PACTBOPUTEIS ITOCIIE
MOHTHpOBaHMs cpeabl. [IpeameTHble cTeksia He00X0 MO CyluTh He MeHee 30 MuH.

[Ipy nosrydeHUn HEYIOBIETBOPUTEIBHOTO PE3YJIbTAaTa MOBTOPUTE HUCCIICIOBAHUE.
[Ipy mnomydeHUM TMOBTOPHOIO HEYIOBIETBOPUTEIBLHOIO pe3yjbTaTa 00paTuTech 3a
koHcynbTanueil B: OO0 "buoButpym", P®, 199106, Caukr-lletepOypr, bonpmioit mp.
B.O., n. 68, mut. A, Ten./dakc +7 (812) 305-06-06.

13. PexoMeHIAaIMM B OTHOIIEHWH MPOLEAYP KOHTPOJS KauyecTBa

KoHTponp KadecTBa 3aKIIOYCHHS IIOJI IOKPOBHOE CTEKJIO OCYIIECTBIISCTCS
BU3YQJIBHO COTJIACHO HACTOSIIEH MHCTPYKIUH. 3a BPEeMsl HAXOXJICHUS B BEPTUKAIHLHOM
MOJIO’KEHUH ITOKPOBHOE CTEKJIO HE JODKHO M3MEHHTH CBOETO TOJIOKEHHUS OTHOCUTEIILHO
HCXOIHOTO TTOJIOKCHUS.

He  nmomyckaroTcss — mpemapatbl  CO  3HAYUTENBHBIMH  MEXaHUYCCKUMH
MOBPEKACHUSIMH, HAPYIICHUSIMH MOP(OJIOTHIECKOTO CTPOSHUS TKAHHW, OOJIBIITHMHU
My3bIpbKaMH BO3JyXa, KAaIUIIMHA BOABl W JPYTHMH ITOCTOPOHHHMH BKJIFOYCHHUSMH WA
nedeKTamu.
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14. Yruausauus

B cootBerctBum ¢ CanlluH 2.1.3684-21 nocne ucnosib30BaHus U3A€IUs U APyTHE
MaTepHuaibl TOJDKHBI ObITh YTHIM3UPOBAHBI KaK 3MHUJIEMUOJIOTHYECKH ONACHBIE OTXOMbI
Kiacca b.

HeBckpbIThle u3aenMsl, NPUIIEAININE B HETOAHOCTb, B TOM YHCJIE C HCTEKIIHM
CPOKOM TOJHOCTH, @ TAaKXE BCKPBITbIE W HEUCIIOIb30BAaHHBIE IIPU HCCIEIOBAHUSIX
U3J1eNUs JOJKHBI OBITh YTUJIM3UPOBAHBI KAK TOKCUKOJIOTMYECKH ONACHBIE OTXO/IbI.

Wznenust cineayeT yHUYTOXKATh C COONIOACHHEM Mep O€30MacHOCTH H
JI€3aKTUBALMU, B COOTBETCTBUH C IIPUHATHIMU JIOKAJIBHBIMHU ITPaBUJIAMHU U 3aKOHAMM.

15. JlonmoanurteabHast uHGopManusi

CBeneHusi, HaxoAsIIMecs B JIaHHOM WHCTPYKIIMM, OCHOBaHbl Ha JIaHHBIX,
UMEIOIINXCS Ha MOMEHT pa3paboTKu mocieAaHei penakiuu. Ilomp3oBarens o00s3aH
yOeIUThCS B TOJHOTE M COOTBETCTBHM WH(MOPMANMU IJI WCIOJIB30BAHUS W3EIHS 10
HA3HAYCHUIO.

B cBi3m ¢ TeMm, YTO WCHOJB30BaHWE W3ICHHS HE TPOUCXOIUT IO
HEMOCPEACTBEHHBIM  HAOMIOJICHUEM  TPOM3BOJUTENSA,  IOJIb30BaTenh  00sA3aH
PYKOBOJICTBOBATHCS 3aKOHAMH M JICHCTBYIOIIUMH TTOJIOKEHUSIMH TI0 BOIIPOCAM THTUEHBI U
0€30MacHOCTH TPU WCTOJIB30BAHUM W3JEHHs MO HA3HAYCHUIO, MOJ COOCTBEHHYIO
OTBETCTBEHHOCTh. [IpOM3BOMMTENH HE HECET OTBETCTBEHHOCTH 3a WCITOJIB30BAHUE
U3JIEeHsI HE TI0 Ha3HAYEHHUIO.

16. IlpousBoauTE/] b U €r0 YIOJHOMOYEHHBIH MPeACcTABUTENb

[TpouzBoautens: OO0 «Oprollponakmny P®, 199106, Canxt-IletepOypr,
[Mkunepckuit npotok, aA. 14, kop. 39, mur. H Tenedon: +7 (812) 305 0606,
info@biovitrum.ru, www.biovitrum.ru.

[To Bompocam mpeTeH3uii 00paniaThes:

— 00O "buoBurpym", PO, 199106, Cankr-IlerepOypr, bonsimoii p. B.O., 1. 68,
muT. A, ten./dakc +7 (812) 305-06-06;

— Yacraoe npennpusitue «Buena Menukam», 220070, Pecryonuka benapycs,
r. MuHCK, yi. Paguansnas, nom 54b, kab. 67, ten.: +375 17 3920255, aapec 37aeKTpOHHOM
noutsl med@yviena.by.

17. T'apanTus KavyecTBa

[IpeanpusaTre-u3roToBUTENh TapaHTUPYET COOTBETCTBHUE H3JENHS TPEOOBAHHIM
TEXHUYECKUX YCIOBUM TPHU COOJIIOJCHUM YCIOBUU TPAHCIIOPTHUPOBKHU, XPAHECHHS U
PUMEHEHUS, YCTAHOBJIEHHBIX HACTOSIIIMMU TEXHUYECKUMHU YCIOBUSMHU U MHCTPYKLIHEH
0 IPUMEHEHHIO B TEYEHHUE BCEr0 CPOKA TOAHOCTH.

N3roroButenb HE HECET OTBETCTBEHHOCTh B Cllydae MPUMEHEHHsS u3jaenus 0e3
coOmro/IeHUs TpeOOBAHMI HMHCTPYKIIMHU TIO PUMEHEHHUIO.

N3roroBuTelb HE HECET OTBETCTBEHHOCTH 3a BO3MOXHBIM MPSIMOW, KOCBEHHBIM,
CIIy4alHbBIA yIiepO WM pacXo/bl, BOSHUKAIOIIUE B CBS3M C HCIOJIB30BAHUEM U3ACIIHS
IIPU HAPYIICHUHU YCIOBUN XpaHEHUs, TPAHCTIOPTUPOBKU M IPUMEHEHHUSI, TPU HAPYIICHUU
I[EJIOCTHOCTH yIaKOBKH.

Cpok romHoctd uzzenus — 24 Mecsiia cO JIHS MPUEMKU OTAEJIOM KOHTPOJIS
kadectBa (OKK) mnpennpusitusi-u3roToBUTENsT CcorjacHO HWHGOpMAIMK, YKa3aHHOW B
MacrnopTe KauecTBa HA CEPUI0 U3/IEITUSI.
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Hpnﬂomenne A. Fpaqmqecmle CHUMBOJIbI, UCIIOJIB3YEMBbBIC IJISI MAPDKUPOBKU MEAUIIUHCKOTO

u3aeaus
Ne ni/m I'paduueckoe HawnMeHOBaHUE U OMTUCAHUE CHMBOJIA
M300pakeHHE
CHUMBOJIA

1 [Mpenen Temmneparypsi.
Vka3bpIBaeT TPAHHUIIBI TEMIIEPATYPHOTO IUANa3oHa, B Ipeaeaax KOTOporo
MEIMIIMHCKOE M3JCIUE MOXET OBITh MpHMEHEHO O0e3 ymepba ero
0e301macHOCTH

2. Hcnonb3oBats 0.

Vka3bIBacT JAaTry, MHNOCJIC HCTCUCHUA KOTOpOﬁ n3acinue HE OOJIDKHO
MIPUMCHSTLCS WJIN UCIIOJIB30BATHCS

JlaTa u3roToBICHUS.
Yka3bIBaeT naty, Korja OblT0 H3TOTOBICHO METUIIMHCKOE M3eTHe

W3rorosurens.
VKa3bpIBaeT U3rOTOBUTENSI MEUIIMHCKOT'O U3EIINS

LOT

Kon napruu
Yka3bIBaeT KOJI TAPTHH, KOTOPHIM U3TOTOBUTEIb HICHTH(DHUIIMPOBAI
TIAPTHUIO U3JICIIHS

REF

Howmep no karanory
Vka3pIBaeT HOMEP MEAUIMHCKOTO U3ETH 110 KaTaJIoTy U3rOTOBUTEI, C
MIOMOIIbIO0 KOTOPOT'O M3/IEJINE MOXKET ObITh MACHTU(HHINPOBAHO

IVD

MeauuuHCKOE U3AENHE U JUATHOCTHKH in Vitro
VKa3bIBa€eT, YTO MEAUIIMHCKOE U3JIENINE ABIACTCA U3IECIUEM IS
JTUATHOCTHUKH in Vitro

OObparuTech K MHCTPYKIUH 110 IPUMEHEHHIO
Yka3bpIBaeT Ha HEOOXOAMMOCTh JJIsl ITOJIb30BATEIISI O3HAKOMUTECSI C
WHCTPYKIMEH 110 MPUMEHEHHUIO

BEPX.
Vka3bIBaeT NpaBWIBHOE BEPTUKAIBHOE MOJIOKEHUE TPY3a

10. * i

Bepeus ot Braru
Yka3bIBaeT, 4TO MEJUIIMHCKOE M3/IeIHe HEOOXOAMMO 3alUIIATh OT
BO3JICUCTBUS BJIaru

3Hak onacHOCTH “BockiauriarenpHblil 3HaK”
VYka3pIBaeT Ha BEIIECTBA WM W3JIENHS, KOTOPhIE MOTYT OBITh BPEIHBI IS
3]I0POBBS YeI0BEKA

12.

T
®

3Hak onacHoctd “Tlmams”
VKa3pIBaeT Ha JIETKOBOCIUIAMEHSIOIIMECS JKUIKOCTH, T.€. JKHIKOCTH,

TeMIIepaTypa BCIIBIIIKN KOTOPBIX He 6osee 61°C B 3aKpBITOM THUTIIE

[Ipumeuanue:

[Tycroit pom0O. JlaHHBIH 3HAK HE OTHOCUTCS K KAKOMY-JIM0O 3HAKy OIMIACHOCTH, U HE SIBJIIETCS

CHMMBOJIOM OIIaCHOCTH.
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IIpunoxenue b. Ilepeyenr H wu P-¢pa3, ucnoiab3yembix 151 MAPKHUPOBKH
MEJULMHCKOT0 U3/1e/IUs

Kon ¢pazsr

PacmmdpoBka passt

[Tepeuens H-¢pa3

H226

BOCHJ’IaMeHHI-OIHaHCH KHUIOKOCTB. Hapbl 06p33y10T C BO3AYXOM B3PbIBOOIIACHBIC
CMECHU

H312 Bpenno npu nonasanuu Ha KOXy
H315 [Tpu nomaganuy Ha KOKY BBI3bIBACT Pa3IpaKCHHE.
H332 Bpenno npu BapIxanum

[Tepeuens P-dpas

P210 bepeun ot ucrounukos orus. He kyputhb

P280 Hcnons3oBate CU3

P233 Jlep>kaTh B MJIOTHO 3aKPHITOM YIIaKOBKE

P264 [Tocne paGoOTHI TIIATENHEHO BEIMBITH PYKH

P302+P352 [Tpu nmonasaHuy Ha KOKY: MPOMBITH OOJIBIIUM KOJIMYECTBOM BObI
P370+P378 [Ipu nosxape TymuTh ¢ OraeTymuTens nopomkoBeiii ABC

P403 XpaHUTh B XOPOILIO BEHTUIIMPYEMOM MECTE

P501 Y TunusupoBaTh M0 IpaBuiiaM 00 OMACHBIX 0TX0/1aX

14
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Ipusnoxenue B. [lepeyeHb NpUMeHsieMbIX HAIMOHAJILHBIX CTAHIAPTOB

O0603HaueHHE JOKYMEHTA

HanMeHOBaHUe JOKyMEHTa

I'OCT 31508-2012

Wznenuss wmemunumuckue. Knaccudukarss B 3aBUCUMOCTH  OT
MTOTCHITMAIBHOTO pUCKa IpuMeHeHus. O0murue TpeGoBaHus

I'OCT ISO 14971-2011

W3nenusa mequmuackue. [IppMeHeHne MEHEIKMEHTA PHCKa K
MEIUIIMHCKAM HU3IEIIUAM

I'OCT P 51088-2013

MGI[I/IHI/IHCKI/IG U3aCiusA Ajid JMariHoCTUKU UH BUTPO. PeaFeHTBI, HaGOpBI
PE€arcHTOB, TECT-CUCTEMBI, KOHTPOJIBHBIC MaTCPUaJIbl, IMTATCIIBHBIC
CpCabl. Tpe6OBaHI/Iﬂ K U30CIHUAM U HOI[I[Cp)KI/IBa}OHICﬁ JOKYMCHTallun

I'OCT P 18113-2-2015

MenmuiuHCKIe U3AETHS I TUaTHOCTHKH in vitro. Muadopmanms,
MpeIoCTaBisseMas H3roToBUTENIeM (MapkupoBka). Yacts 2. PeareHTsr
JUTSL TUArHOCTUKH in Vitro st mpogpecCHOHATLHOTO MTPUMCHEHUS.

T'OCT 12.1.044-89 (ICO 4589-84)

Cucrema craHIapToB Oe3omnacHoCcTH Tpyaa. [10)kapoB3phIBOOIIACHOCTh
BEIIECTB M MarepuanoB. HoMmeHknarypa mokasarteneil ¥ MeTOIbl HX
OTpeIeIICHUS

I'OCT 12.1.007-76

Cucrema CTaH/IapTOB 0e30macHOCTH TpyJa. Bpenubie
BemiectBa.Knaccuduxkanust u odmme TpedoBaHus 6€30MacHOCTH

I'OCT 12.1.004-91

Cucrema cranmaptoB Oe3onacHocTd Tpyaa. [loxkapHas 6€30MacHOCTb.
Oo61mue TpedoBaHus

CanlluH 2.1.3684-21

CaHUTapHO-3NUACMHUOJIOTHYECKHE  TpeOOBaHUS K  COICPIKAHUIO
TEPPUTOPHI TOPOACKUX U CEIbCKUX MOCENEHUH, K BOJHBIM 00bEKTaM,
MUTBEBOW BOJE W MUTHEBOMY BOJOCHAOKEHHIO, aTMOCHEPHOMY

BO3YyXY, IIo4BaM, JKHJIBIM IIOMCHICHHAM, SKCILTyaTaluu
MMPOU3BOJACTBCHHBIX, 06LLI60TB€HHLIX HOMeH.IeHPIfI, opraHus3anvu Hn
IIPOBCACHUTIO CaHUTApPHO-IPOTUBOSNNIECMHUYCCKUX

(mpoUIIaKTHYECKUX) MEPOTIPUSITUI

I'OCT P UCO 15223-1-2020

W3nenus  memuumuckue. CHUMBOJBI, MPUMEHSIEMBbIE  TIPH
MapKUpOBAaHUHM Ha MEAUIUHCKHX H3JIETUsAX, ITUKETKAaX MU B
conpoBoauTeNbHOM  gokymeHTaruu. Yacte 1. OcHOBHBbIE
TpeOoBaHUS

I'OCT 6672-75

Crekyia TOKpOBHBIE JUISI MHKpPOIIpenapaToB. TeXHHUYECKHe
yCIIOBHS

ITpuka3 Nel79n Ilpukas  MuHucrepctsa  3apaBooxpaHeHHus — Poccuiickoin
®enepanuu "O [lpaBunax npoBeaeHUs
MaTOJIOr0-aHaTOMUYECKUX uccaenoBanuit” ot 24 mapra 2016 r.
[Tpuka3 Nedn [Tpuka3 MuHnuctepcTBa 31paBooxpanenus Poccuiickon

®enepanuu ot 6 uroHs 2012 r.
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