STM
MATERIALS

ITACIIOPT
0e30I1aCHOCTH XMMHYeCKOH NMPOAYKIHMHU

HaumeHnoBanue CTpyKTypHOTo 3JieMeHTa Copepxanue

1. Unentudukanus XuMU4eCcKoi MPOIYKIIMU U CBEJCHHS O IOPUAUYECKOM JIUIE MO0 (HPHU3HUEecCKOM
JUIIE, 3aPEeTUCTPUPOBAHHOM B KQUeCTBE MHAMBHUIYAILHOTO MPEIIPUHAMATEIS, SIBISIONTUXCS
W3TOTOBUTEISIMU (YIIOJTHOMOYEHHBIMH UHOCTPAHHBIMU U3TOTOBUTEIISIMU JTUI[AMH ), UMIIOPTEPAMU
XUMHYECKOHN MPOAYKIUH

1.1. UnenTupukanuss XuMu4eCKOM MPOAYKIMHU

1.1.1. Texunyeckoe HaMMEHOBAHUE [Tenranentua-18 (ananor Leuphasyl) pactBop

1.1.2. ToproBoe HaMMEHOBaHHUE [Tenranentun-18 (ananor Leuphasyl) pactBop 1000 ppm
Henpumenumo amnst cMmecu. AKTUBHBIA KOMIIOHEHT: (2S)-
2-[[(2S)-2-[[2-[[(2R)-2-[[(2S)-2-amino-3-(4-
hydroxyphenyl)propanoyl]amino]propanoyl]amino]acetyl
]amino]-3-phenylpropanoyl]amino]-4-methylpentanoic
acid.

Pentapeptide-18 solution; Leuphasyl; [D-Ala2]leucine-
enkephalin; pactBop nenranentuaa-18 1000 ppm.

1.1.3. XuMmuueckoe HanMEHOBAaHHE
cornacao HomeHknarype IUPAC

1.1.4. CurOHUMBI

1.1.5. O003HauYeHNE U HAUMEHOBAHUE
JIOKYMEHTA 10 CTaHIapTU3ALNH WIN

HOPMaTHUBHOT'O JOKYMEHTa Ha Het
MPOIYKIIHIO

1.1.6. UnentuduxanrioHHble KOAbI TPOAYKIIUU

1.1.6.1. Kog OKII/J 2 20.59.59.000
1.1.6.2. Kog TH BOJI EASC 3504 009000

ChIpbe U1 IPOU3BO/ICTBA TAp(PIOMEPHO-KOCMETUYECKOM
npoaykuuu. He siBiseTcs 1ekapCTBEHHBIM CPEJICTBOM,
(dhapmaleBTHUECKOI CyOCTaHIIMEH, THIIIEBON HIIN
KOpMoOBO# 106aBkoil. He mpennaznaueHo s
HEMOCPEACTBEHHOTO OBITOBOTO MTPUMEHEHHUS.

1.1.7. PexomeHannuu 1 OrpaHuYeHUsI 110
MIPUMEHEHHUIO XUMUYECKON MTPOAYKIINH

1.2. CBeI[eHI/ISI O KOPUANYCCKOM JIUIIEC 6o (I)I/ISI/ILIGCKOM JIM1e, 3aperuCTpupoBaHHOM B KaUC€CTBC
HHAWBUAYAJIBHOI'O IPCANPUHNUMATECIIA, ABJIAIOINXCA U3TOTOBUTCIIAMU (yr[OJ'IHOMO‘IGHHI;IMH
HHOCTpPAHHBIMU U3TOTOBUTCIIAMUA .]'II/ILIaMI/I), HMIIOPpTECpaMu XUMHYECKOM npoaAyKIUH

N3rorosurens: OO0 «CTM-

1.2.1. [lomHOE HAMMEHOBAHUE OPUIUYECKOTO JIUIA
Kocmeruke»

1.2.2. Anpec U MCCTO HAXOXJACHUSA FOPUANYICCKOI0 JIUIa
HJIN MECTO XUTCJIIBCTBA HHANBUAYAJIIBHOT'O
IpeaApUHUMATECIIA

630024, r. HoBocubupck, yi. beronnas,
n. 1072

1.2.3. Tenedon, B TOM uucie TeaedoH A SKCTPEHHBIX
KOHCYJIbTAIIUH, C YKa3aHUEM OTPAaHUYEHUI IO BPEMEHHU

1.2.4. Anpec aiekTpoHHO#M mouThI (e-mail) info@stm-materials.ru
1.2.5. Anpec odunuansHoro caiita B "Uutepuer" www.stm-materials.ru
2. UnenTH(UKAUS ONIACHOCTH (OMACHOCTEN)

+7 (905) 952-75-00, KpyrI0CYyTOYHO

2.1. CreneHb ONacCHOCTU XUMUYECKOM MPOTYKIUH B LIEJIOM

2.1.1. Cenenus o knaccudukanuu onacHoctd B Kiace omacnoctu mo I'OCT 12.1.007-76 ne
COOTBETCTBHH C MEKIOCYJapCTBEHHBIMU YCTAQHOBJICH: KOJIMUYECTBEHHBIE IIOKA3aTENH,
cragaapramu ['OCT 12.1.007-76, 'OCT 32419- npenycMOTpEeHHbIE CTAaHAAPTOM JJIsl OTHECEHUS
2022, TOCT 32423-2013, I'OCT 32424-2013.  cmecH K KJIacCy OIMacHOCTH, HE OTPE/ICIICHBI.



2.1.2. JlonoJIHUTENbHBIE OMTAaCHOCTH, HE
npeaycmotpernsie ['OCT 32419-2022
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I/IMCIOH_[I/IXCH JaHHBIX HEAOCTATOYHO IJIA
OKOHYATEeJIbHOW KiIacCH(UKAIIKI TOTOBOTO
pactBopa o 'OCT 32419-2022, TOCT 32423-
2013 u 'OCT 32424-2013.

JloTOTHUTEIbHBIE ONTACHOCTH HE YCTAHOBJICHBI.
[Ipu tremneparype Huxe 5 °C BO3MOKHO
BBINIA/ICHUE OCAJIKa.

2.2. CBeneHus 0 IpeayNnpeAUTEIbHON MaPKUPOBKE XUMUYECKON IPOAYKIIMHA B COOTBETCTBUU C
MexrocyaapctBeHHbIM cTanaapTom 'OCT 31340-2022

2.2.1. CurnanbHOE CI0BO

2.2.2. CuMBOJIBI (3HAKW) OMTACHOCTH

2.2.3. Kparkas xapakrepucTtuka onacHocts (H-
dbpa3zer)

2.2.4. Mepsl o nIpeAyNpexRACHUI0 OaCHOCTH
(P-dpassi)

2.2.5. lononHUTEIbHAS HHPOPMALIUS
3. CocraB (MHGOpMaUsi 0 KOMIIOHEHTAX)

3.1. CBeneHus 0 IPOAYKLIUHU B LIETIOM

3.1.1. Xumnueckoe HaMMeHOBaHue (110
Homenkinarype IUPAC), ecnu npuMeHUMO

3.1.2. Xumnueckas popmyIia, eciau IpUMEHUMO

3.1.3. Obmras xapakTepucTuKa cocTtana (¢

y4€TOM MapOYHOTO aCCOPTUMEHTA) U CIIOCo0
MOJTy4YeHHUs

He ycranosneno.
He ycranoBieHsl.

He ycranoBieHsl.

W36erath monanaHus B rjia3a ¥ JUTUTEIBHOTO
KOHTaKTa C KOXKel; COOI0IaTh MpaBHiIa
IPOM3BOJICTBEHHOM IMTUCHBI. XPAHUTH B IJIOTHO
3aKpeITO Tape npu 5—15 °C, 3amuias ot
IPSIMOTO COJTHEYHOTO CBETA.

JIOTIOJTHUTEIBHBIC AIIEMEHTHI
IpeIynpeaANTeILHON MAPKUPOBKH HE
YCTAHOBJICHBI.

(25)-2-[[(2S)-2-[[2-[[(2R)-2-[[(2S)-2-amino-3-
(4-
hydroxyphenyl)propanoyl]amino]propanoyl]ami
noJacetyl]amino]-3-phenylpropanoyl]amino]-4-
methylpentanoic acid — akTHBHBII KOMIIOHEHT
Pentapeptide-18.

Ennnas xumudeckast popmyna cMecu
oTCcyTcTBYeT. MonekymnsipHas popmyia
aKTUBHOT'O KOMIIOHeHTa Pentapeptide-18:
C29H39N507; monekynsipaas macca 569,66
I/MOJIb.

BonHo-riunepuHoBsIii pactBop Pentapeptide-18.
®dakTuyeckas KOHIeHTpanus nentuaa mo BOXX
— 1000 ppm (0,100 %). CocTaB BKIIO4YaET
Glycerol, Aqua u Pentapeptide-18; maccoBbie
JIOJIY TJIMIIEPUHA U BOJBI OTACIIbHBIMU
3HAYEHUSIMU HE yCTaHOBJEHBI. [lenTuanoe
ceipbe: uncrora HPLC 98,82 %, conepxxanue
BOJIbI 3,43 %, comepxaHne COJITHONU KUCIIOTHI
4,63 %. CBeneHus 0 coAepKaHUM TSKEIBIX
METAJIJIOB B MPEACTABIEHHBIX JOKYMEHTaX
OTCYTCTBYIOT. MUKPOOHOJIOTHUECKOE
HCClIeIOBaHie TOTOBOTO pacTBopa: olIiee
KOJIMYECTBO a3POOHBIX MUKPOOPTaHU3MOB
(TAMC/KMA®AHM) COOTBETCTBYET HOPME
menee 100 KOE/r unu KOE/mit; npoxoku u
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riecHeBble TpHOBI (TYMC) cOOTBETCTBYIOT
Hopme meree 100 KOE/r mimm KOE/mo.

3.2. KoMInoHEHTbl XUMHUYECKON TPOTYKIIUU
(maumenoBanue o Homenkiarype [UPAC),
HOMEp UACHTU(]UKATOPA XUMUYECKOTO BEIIeCTBa
CAS, nomep unentuduxaropa EC,
KOHIEHTpALUs WIH JUana30H KOHLIEHTPALUHT,
MpeIeIbHO JOMYCTUMAs KOHIICHTPAIIHS
BPEHOIO BEIIECTBA B BO3/lyXe paboueit 30HbI,
COOTBETCTBYIOLIMI €1 KJIACC ONACHOCTH WJIH
OpPUEHTUPOBOYHO O€30MacHbI YPOBEHb
BO3JICUCTBUS BPEAHOTO BEIIECTBA B BO3/IyXE
paboueii 30HbI

Pentapeptide-18 — daxTuueckoe coaepkanue
0,100 %, CAS 64963-01-5, EC 265-291-0;
Glycerol — maccoBas mons He ykazana, CAS 56-
81-5; Aqua — maccoBas fons He ykazaHa, CAS
7732-18-5. IIJIK/OBYB B Bo3ayxe padoueii
30HBI U COOTBETCTBYOLIHI KJIACC OMACHOCTH ISt
Pentapeptide-18 ue ycranosiensl. J{jst roToBO#
cmecu otaenbHble [1/IK/OBYB He ycranoBieHsI.

Tab6muma 1. KoMmoHeHThl XUMHUYECKON TTPOTYKIIUU

'uruennveckrie HOPMATHUBEI B BO3AYXE
paboueit 30HbI

KomnoneHTsI
MaccoBasg  mpejenbHO AOMYCTHMAS Howmep
(HauMeHOBaHUE o Homep EC
IUPAC) nons, %  KOHLEHTpalMs BPEIHOrO KJace CAS

BCIIICCTBA B BO3AyXC OITIACHOCTHU
paboueii 30HbI, MI'/M
(29)-2-[[(2S)-2-
[[2-[[(2R)-2-
[[(2S)-2-amino-3-
(4-
hydroxyphenyl)pro

panoyl]amino]prop HE 64963-01-

. 0,100 HE YCTaHOBJICHA 265-291-0
anoyl]lamino]acetyl yCTaHOBJIEH 5
]amino]-3-
phenylpropanoyl]a
mino]-4-
methylpentanoic
acid
propane-1,2,3-triol HE 56-81-5; me

HE€ YKa3daHbl HE€ YCTaHOBJICHBI
(Glycerol); Aqua y Y

Jlnst aspozosiei, He 00J1aJaroIuX BhIPAXKEHHBIM TOKCHYECKUM JEHCTBUEM (IIPEUMYIIECTBEHHO
WHEPTHA MbUIb), TOMYCTUMOE COJIepKaHue B BO3yxe paboueil 30HbI npuHumaetcs 10 mr/m?

ycTtaHoBlieH 7732-18-5 yctaHoBieHbl

[Tpumeuanus k Tabnure 1:
4. Mepbl nepBoii IOMOIIH
4.1. HaOmroraeMble CUMITTOMBI

4.1.1. ITpu oTpaBneHUN Crennduyeckrue CUMITOMBI JIsi TOTOBOTO PacTBOPA HE YCTAHOBIICHBI.
UHTAIAUMOHHBIM TyTeM  [Ipu 06pa3oBaHuU M BABIXAHUU a3PO30JIs BOZMOXKHBI JUCKOMMOPT 1
(TIpy BIBIXaHWH) pasapakeHue BEPXHUX JIbIXaTeNbHBIX MyTeH.

Crienn(ugecKkre CUMIITOMBI JIsl TOTOBOTO PAaCcTBOPA HE YCTAHOBIICHBI.
HpI/I AJIUTCIIBHOM HUJIU MOBTOPHOM KOHTAKTC BO3MOXKHBI CYyXOCTb U
cnaboe pa3apakeHue KOXKH.

4.1.2. [Ipu BO3A€HCTBUY Ha
KOXKY

4.1.3. [Ipu nonaganuu B [Ipu HemocpeICTBEHHOM MOIMAIAHUU PACTBOPA BO3MOKHBI
riasa MMOKpPAacCHEHHE, CIIE30TEYCHHUE U TUCKOMDOPT.
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Crenuduueckue CMUMITOMBI /1711 TOTOBOTO PACTBOpA HE YCTAHOBJICHBI.
IIpu ciyyallHOM IIPOIJIATBIBAHUM 3HAYUTEIBHOIO KOIMYECTBA
BO3MOYKHBI TOIIHOTA U AUCKOM(OPT CO CTOPOHBI KETYIOYHO-
KHMILEYHOI'O TPAKTA.

4.1.4. I1pu oTpaBiieHUHN
[IEpOpaJIbHBIM ITyTEM (IIpU
MIPOTJIATHIBAHHH )

4.2. Mepbl 110 0Ka3aHUIO TIEPBOM MOMOIIH MOCTPAIABIIIUM

4.2.1. Ilpu oTpaBaeHU BriBecTr nocTpagaBIIero Ha CBEXKUM BO3yX, odecneunTs mokoi. [Tpu
WHTJSIMOHHBIM ITyTEM  COXpaHsIoIeMcs TuckoMdopTre 0OpaTUThCs 32 METULMHCKON

(Ipu BABIXaHUN) IMOMOLIBIO.

CHATb 3arpsi3HEeHHYI0 o€k Y. [IpoMbITh KOXKY BOJ10M ¢ MblIoM. [Tpu
COXPaHSIOIIEMCS pa3pa)KCHUU 00paTUThCA 32 METULIMHCKON
[IOMOUIBIO.

4.2.2. Ilpu BO31€iCTBUY Ha
KOXY

HemenneHHo 0CTOpOKHO MPOMBIBATH IJ1a3a YACTON IPOTOYHON BOJOU
4.2.3. Ilpu nonaganuu B~ He MeHee 15 MuHyT. CHATh KOHTAKTHBIE JIMH3bI IPY HAJTUYUU U
rjiaza BO3MOXKHOCTH JIETKO yAanuTh. [Ipu coxpassitomemMcs pa3apaxeHuu
00paTuThCs 3a METUIIMHCKOM MOMOIIBIO.

4.2.4. Ilpu oTpaBieHUH [Ipomnonockate poT Booii. He BeI3bIBaTh pBOTY 0€3 yKa3aHUs
MepOpaIbHbIM MyTeM (TP MEIUIMHCKOTO crienuanucTa. [Ipyu HemoMoranuu Ui NporiiaTbIBaHUN
MIPOTJIATHIBAHHH ) 3HAYUTENBHOTO KOJIMYECTBA OOPATUTHCS 32 MEAUIIMHCKON TOMOIIBIO.

He BBI3BIBaTh pBOTY 0€3 YKa3aHUSI MEIUIIMHCKOTO crieruanucra. He

4.2.5. TlpoTuBomnokazaHus
JlaBaTh HUYETO Yepe3 POT YEIOBEKY 0€3 CO3HaHUSI.

5. Mepbl H cpecTBa odecnevyeHus MOKapOB3PHIBO0E30NMACHOCTH

5.1. O6mmas xapakTepucTHKa
MOKapoB3pbIBOOTacCHOCTH 110 D3
«TexHn4yeckuil periaMmeHT o
TpeOOBaHUAX MOKAPHOU
0€30I1aCHOCTHY,

I'OCT 12.1.044-2018

5.2. Ilokazarenu nMoxapoB3pbIBOONIACHOCTH B COOTBETCTBUH ¢ HOMEHKJIATYpOU IOKa3aTesei 1no
I'OCT 12.1.044-2018

BoaHo-rnuneprHoBas xKujakas cMecb. JKCIIEpUMEHTANIbHbIE
[IOKAa3aTeNIN I10KapOB3PIBOONIACHOCTH T'OTOBOI'0 pacTBOpa HE
ycTaHOBJIEHBI. [Ipu nokape ucnoyb30BaTh CpeACTBa TYLIEHUS,
COOTBETCTBYIOIINE OKPYXKAIOLIEMY O4ary rnoxapa, i OXJIaxaaTb
HarpeBaeMble eMKOCTH PaCIbUIEHHOW BOJIOM.

HC YCTAaHOBJICHO IJIA TOTOBOI'O

MaKCHMaJIbHOE JjaBJIeHHE B3phIBa, [1a
pacTBopa

HC YCTAaHOBJICHO IJI TOTOBOI'O

TeMIeparypa camoBociuiaMmeHenus, °C
pacTBOpa

KOHIICHTPAIMOHHBIE TIPECITbI PaCIPOCTPAHEHUS TUIAMEHU
(BocIIaMeHeHHs) B Ta3aX U Mapax, B MBUISIX, MPOIICHTHI
00BbeMHEBIE, KT/M

HE YCTaHOBIICHO JJIsi TOTOBOTO
pacTBopa

HC YCTAaHOBJICHO IJIA TOTOBOI'O

CKOpOCTh HapacTaHUs JIaBJICHUs B3pbIBa, [1a/c
pacTBopa

HC YCTAaHOBJICHO IJIA TOTOBOI'O

TeMIeparypa Belblky, °C
pacTBopa

o HE YCTaHOBJIEHO ]ISl TOTOBOTO
Temneparypa Bocriaamenenus, °C

pacTBopa
TEeMIIepaTypHbIE NMPeAeIbl paCIpPOCTPAHEHUS TUIaMEHU HE YCTaHOBJIEHO JAJIsl TOTOBOTO
(Bocrmamenenust), °C pacTBopa

HC YCTAaHOBJICHO IJIA IT'OTOBOI'O

K03 HULHEHT AEIMO0OPA30BaHUs, M /KT
b g p ’ pacTBopa

HC YCTAaHOBJICHO IJIA TOTOBOI'O

M0Ka3aTeb TOKCHYHOCTH NMPOIYKTOB TOPEHHUSI, T/M
pacTBOpa
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HC YCTAaHOBJICHO IJIA TOTOBOI'O

MHJIEKC B3PBIBOIIOKapoonacHocTH, [1a - m/c
pacTBopa

JPyTHE MOKa3aTeN HE YCTAaHOBJICHO OJIA IT'OTOBOI'O

pacTBopa
5.3. IIpoaykTsl ropenus u (win) Ilpu TepMUYECKOM pa3ioKEHUU OPraHUYECKUX KOMIIOHEHTOB
TEPMOJICCTPYKIIUU U BO3MOYKHO 00pa3oBaHHE OKCHJIOB yriepoja u a3oTa. J{piM u
BbI3bIBa€Masi UMM OIIACHOCTh MPOJYKTHI Pa3JI0KEHUS MOTYT OBITh OMACHBI MPU BIBIXaHHH.

PacniputeHHast Boja, BO3AyIIHO-MEXaHWYECKas TIeHa, TUOKCHU]T
yraepoja (COz), cyxoil xuMuueckuil mopoiok. CpeactBo
TYIICHHUS BEIOUPATH C YUETOM OKPYIKAIOIIETO ToXKapa.

5.4. PexomeH1yeMble CpeaicTBa
TYIIEHUS TIO’KapOB

He npuMeHsATh MOLTHYIO CIUIOLIHYIO CTPYIO BOJIBI
HEINOCPEACTBEHHO Ha Pa3IUTbIi MPOAYKT, YTOObI HE TOMYCKATh
pa30pBI3TUBAHUS U PACHIPOCTPAHEHUS 3arPSA3HEHHUS.

5.5. 3anpeuieHHble cpeacTBa
TYLICHUS MT0KapOB

DBaKyHpOBaTh MEPCOHAN U3 ONacHOU 30HBL. [Ipu Hanuuum ApIMa
HICIOJIL30BaTh aBTOHOMHEBIN I[BIX&TCHBHBIﬁ armapar M 3allluTHYIO
OJIeXk Y. 3arps3HEHHYIO MOKapHYIO BOAY IO BOZMOKHOCTH
coOupaTh OTACIBHO.

5.6. JleiicTBUS TIpU TTOXkKape

IIpy HarpeBaHUU repMETUYHBIX EMKOCTEN BO3MOXKHO
5.7. Cnenuduka npu TyICHAN  TOBBIIICHUE JABJICHUS, EMKOCTH OXJIAKIATh PACTIBIIICHHON
BOJION ¢ 0€30MacHOTO PaCcCTOSHUS.

6. Mepbl 110 NIpeIOTBPALICHUIO M IMKBUAAIUN ABAPUHHBIX M YPEe3BbIYAWHBIX CHTYAMI M UX
1ocJIeACTBUI

6.1. Mepsl 110 Ipe1OTBPALLEHUIO BPEIHOTO BO3ACHCTBUS Ha JIIO/IEH, OKPYKAIOILYIO CpEy, 3aHus,
COOpY>KEHHsI U APYyrre 0OBEKTHI IPU aBapUIHBIX U YPE3BBIYAWHBIX CUTYaIUAX

6.1.1. Heooxoanmbie

neiictBust odmero  OrpaHU4MTh JOCTYI MOCTOPOHHUX JIML, 0OecieunuTh BeHTHIsALuI0. M30erath

XapaxkTepa npu MOIaIaHks TPOAYKTA B IJ1a3a U JUIMTEILHOTO KOHTaKTa ¢ Koxke. He
aBapUIHBIX U JIOMyCKaTh NONaJaHNs 3HAYUTENBHOTO KOJIMYECTBA PACTBOPA B
YpE3BBIYANHBIX KaHAJIU3AIUI0, TOBEPXHOCTHBIE U TPYHTOBBIE BOJIBI.
CUTYyaLUIX
6.1.2. Cpencrsa
VHIUBUYATbHOMN
3aIlIUTHI B
ABADIHHELX 3amuTHBIC IEpUYaTKH, 3alIUTHBIE OYKH, padoyas oaexa. [Ipu oOpasoBanuu
p a’p030J1s1 ¥ HEJIOCTATOYHON BEHTWISIIMN UCIOJIb30BATh MOAXOSIIEE
CUTyaIusx (cpencraa
N CPEZICTBO 3aIlUThl OPTraHOB JbIXaHUSI.
WHIUBUTYTbHOM
3alUThl aBAPUHHBIX
Opuran)

6.2. ITopsAtok IeHCTBUIM NPU JIMKBUIALNH ABAPUMHBIX M YPE3BbIYANHBIX CUTYyalUl

6.2.1. [levictBus npu

yTeuKe, pa3JiuBe,

POCCHINH, B TOM OcTaHOBUTH yTEUKY, €ciu 3T0 Oe3omnacHo. Pa3nuB coOpath abcopOupyrommum
quCcIIe MEPhI 10 UX  MaTepHalioM; OCTATKH MOCJIe MEXaHHMYECKOTo cO0pa CMBITh BOJOH.
JTUKBUAANUU 1 Mepbl CoOpaHHBIN MaTepra MOMECTHTH B 3aKPBITYIO TPOMapKHPOBAHHYIO
MPEJOCTOPOKHOCTH, EMKOCTB JJIs yTHiau3anuu. He nomyckarb HEKOHTPOIMPYEMOTO TIOMAAaHus B
o0ecreynBaIMe  OKPYXKAIOIIYIO Cpeny.

3aIUTy

OKpY>KaloIleu cpeibl
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7. lIpaBu/1a XpaHeHHUs XUMHMYECKOI NMPOAYKIIUM ¥ 00palleHusl ¢ Hell NP MOrpy304HO-
pa3rpy304HbIX padorax

7.1. Mepbl 6€3011aCHOCTH MPU 0OpAIEHUH ¢ XUMHUYECKOW MPOAYKITUEH

7.1.1. Cuctemsl
WH)XCHEPHBIX Mep
0e3o0macHoOCTH (B TOM
YHCIIe OpraHnu3aus
MECTHOMU U 00IIIei
BEHTHJISAIIUH, TPEOOBAHUS
K JICKTPHUCCKOMY
000pyI0BaHUIO, MEPHI
JUTSL YCTpaHCHHUSI
CTaTUYECKOTO
AJIEKTPUYECTBA)

O6ecneunTh 00IEOOMEHHYIO BEHTHIIAIMIO. PaboTaTh ¢ 3aKphITOM
Tapoi, UCKITF0YATh Pa30phI3ruBaHue U 00pa3oBaHUE adPO30JIs.
Co0mroath mpaBuIIa IPOMBIIIIICHHOW THTUCHBI: HE IPUHUMATD TTHIILY,
HE TIUTh U HE KyPUTh BO BpeMs pabOTHI; TOCIE PaOOThI MBITh PYKH.

He nonyckarbs HEKOHTPOIMPYEMOro cOpoca MPOIYKTa B KaHAIHU3ALHKIO,
[IOYBY, TOBEPXHOCTHBIE U IPYHTOBBIE BOJIbI. OTXO/IbI U 3arPsSI3HEHHYIO
YIIaKOBKY I€peAaBaTh Ha YTUIU3ALMIO B YCTAHOBJICHHOM MOPSIKE.

7.1.2. Mepsl 110 3a1mure
OKpYIKaroIIen cpebl

7.1.3. Pexomenmamnuu mo N " "
[TepeMemniaTh B INIOTHO 3aKPHITOM T€PMETHYHOM Tape, 3alUIIICHHON OT

6e3omacHoMy .

MEXaHUYECKUX MOBPEXKICHHI, HArpeBa M MPSIMOTO COJIHEYHOTO CBETA.
MEPEMEILICHHUIO U

[TepeBO3UTH MpH YCIOBUSAX, UCKITIOYAIOIINX MIPOJIHB.
TPaHCIIOPTHPOBAHHIO

7.2. IlpaBuina XxpaHeHUss XUMUYECKOM MPOTYKIIUU

7.2.1. YcnoBus v cpoku
XpaHeHus (B TOM unciae XpaHUTh B CyXOM IIPOXJIATHOM MOMEIIEHUH, B INIOTHO 3aKPBITOM Tape,
HECOBMECTUMBIE TIPHU 3aIuInas OT MPSIMOTO COJTHEYHOTO CBETa, Mpu Temmeparype 5—15 °C.
xpaHeHuu BemectBa 1 [Ipu Temneparype Hike 5 °C BO3MOKHO BBINAJICHUE OCAIKa.
MaTepuabl)

7.2.2. YnakoBka (B TOM
qHClie MaTepUabl, U3
KOTOPBIX OHA
H3rOTOBJICHA)

I1n0THO 3aKpeITas repMETUYHAS Tapa, XMMUYECKU COBMECTUMAS C
BOJHO-TJIMIIEPUHOBBIMU pacTBOpaMu. KOHKpeTHBIN MaTepran
HOTPEOUTENBCKON U TPAHCIIOPTHON YIAKOBKU HE YCTaHOBJIEH.

[Tpoaykius npenHazHadeHa Juist MpodecCHOHATBHOTO MPUMEHEHHS KaK
KOCMCTHYECKOC ChbIPhE. XpaHI/ITB B HCAOCTYIIHOM JJIA I[eTeﬁ MECTCEC,
OTJIENBHO OT MUIIEBBIX MPOIYKTOB U JIEKAPCTBEHHBIX CPENICTB, B INIOTHO
3aKpsITOM Tape npu 5—15 °C.

7.3. Mepsbl 6e30macHOCTH
Y TIpaBHJIa XpaHEHHS B
OBITY

8. CpeacTBa KOHTPOJISI 32 OIACHBIM BO3CHCTBHEM M CPEACTBA MHANBHAYAJIbHOM 3aIUTHI

8.1. [TapameTpsl paboyeii 30HbI, MOAJIEKAIINE

00s13aTeTbHOMY KOHTPOJIIO (IIpeieabHO

JIONYCTHMBbIE KOHIIEHTpAIuH BpeAHbIX BemecTB B /st roroBoit cmecu I1IIK 1 OBYB B Bo3nyxe
BO3/IyXe paboueil 30HbI WK OPUEHTUPOBOUYHO  paboyeil 30HbI HE YCTaHOBJICHBI.
0e30macHble YPOBHM BO3CHCTBUS BPEIHbBIX

BEIIIECTB B BO3/IyXe paboueii 30HbI)

O6ecneunTh 00IIIEOOMEHHYIO BEHTHIISIIUIO.
HckirouaTs pa3OpbI3ruBaHue U 00pa3oBaHUE
aspo3zods. [loamepxuBaTh YMCTOTY paboyeit
30HBI, CBOEBPEMEHHO YAAJIATH IIPOJIUBBI U
coOJIr01aTh MTPAaBUJIA IMYHOW TMTHEHBI.

8.2. Mepsbl obecrieueHus cofiep:KaHusl BpeIHbIX
BCIICCTB B JOMMYCTUMBIX KOHIOCHTpAIUAX

8.3. CpencrBa MHIUBUAYATIHHOMN 3aIIUTHI IEPCOHATIA
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CpenctBa MHAMBUAYAIBHOHN 3alIUTH BEIOUPATH MO PE3YJIbTaTaM OLIEHKH
8.3.1. O6mme PO eCCHOHAITBHOTO PUCKA C YIETOM 00beMa padOT ¥ BEPOSATHOCTH
PEKOMEHIaluu KOHTakTa. Bo Bpemsi paboThl HE MPUHUMATH MHUIILY, HE IUTh U HE KypUTh;
nocse paboThl MBITh PYKH.

8.3.2. 3amura opraHon

[Ipu wrtaTHON paboTe U JOCTATOYHON BEHTWISILIMM CIIELMANIbHAS 3alluTa
JbIXaHUS (TUIIBI CPENICTB

OpraHoB JbIXaHus 00bIYHO He Tpedyetcs. [Ipu oOpazoBanuu a’po301st

WHIUBUYIbHOMN
SALIHTE! OPTAHOB MIPUMEHSITH MOAXO0AAIIEe (PHIBTPYIOIIEE CPEACTBO 3aLTUTHI OPTAHOB
P JIBIXaHUSI; TIPU T10Kape — aBTOHOMHBIHN JbIXaTEIbHBIN arapar.
JIBIXQHUS )
8.3.3. Onexca PaGouas onexia wim xajar, mpeoTBPAIIAIONINe 3arPI3HECHHE KOXKHU U
T JIMYHOU OJEXKIbl. 3arpsi3HEHHYIO OJICKY CHATh U OUUCTUTH NIEPE]
crienaabHasi 3alnuTHAas
ITOBTOPHBIM HCIIOJIb30BAHUEM.
8.3.4. O6yBB

3akpbiTas paboyasi 00yBb C HECKOJIB3AIIEH MOJOUIBOM.
crienaIbHas 3aIUTHAS

8.3.5. CpenctBa 3auThl 3allUTHBIE IEPUATKU U3 XUMUUYECKH CTOMKOIO MaTepuana, HoAXO0sIero
PYK JUTSL BOJTHO-TITUIIEPUHOBBIX PACTBOPOB.

8.3.6. CperncTBa 3amuThl 3alIMTHBIE OYKH ¢ OOKOBOM 3aIIMTON MPU NEpENIMBE MPOTyKTa, PUCKE
a3 pa30pbI3rUBaHus UM 00pPa30BaHUU A3PO30JIS.

8.3.7. 3amurtHble
CpeAcTBa Npu
HCII0JIb30BAHUU B OBITY

Henpumenumo: npoaykiys He nIpeJHa3HayeHa i ObITOBOTO
[IPUMEHEHHS.

9., ®N3UKO-XUMHYECKHE CBOICTBA:

¢bu3nIecKoe cOCTOSTHHE (B TOM YHUCIIE arperaTHoe
XKunkocts (pacTBop)

COCTOSIHHE)

HBer [Ipo3paynasi; oT 6€CLBETHOII 10 KEITOBATOTO
OTTEHKA

3amax bes 3anaxa

TeMIepaTypa IUIaBJIeHUs WIK TeMIleparypa

HE YCTaHOBJICHO JIJIsl TOTOBOTO PacTBOpa
3aMep3aHusl

TEMIICpATypa Ha4Yajia KUIICHUA WK TEMIICpaTypa
HC YCTAaHOBJICHO JIs1 TOTOBOI'O paCTBOpa
KHIICHUA WU MIPEACIIbI KUTICHHU

TeMIIepaTypa pa3ioxKeHHUs HE YCTaHOBJIEHO JIJIsl TOTOBOT'O pacTBOpa
pH HE YCTaHOBJIEHO JIJIsl TOTOBOT'O pacTBOpa
KMHEMaTHUYEeCKas BSI3KOCTh HE YCTaHOBJIEHO JIJIsl TOTOBOT'O pacTBOpa

Xopo1Io pacTBOpUMa B BOJIE; PAaCTBOPUMA B
pacTBOPUMOCTD p P P AP P
CIUPTE U TIULEPUHE.
Henpumenumo aist cMecH Kak €IMHOTO
K03 (ULIMEHT pacipe/ielieHHs H-OKTaHOJI/Bo/1a
IOKa3aTeJsl.
JTaBJICHHUE [1apOB HE YCTaHOBJIEHO JUIsl TOTOBOT'O pacTBOpa

IJIOTHOCTH U (WJIM) OTHOCUTENbHAS MIOTHOCTE 1,160 r/ecm® mpu 20 °C

OTHOCUTEIIbHAS IJIOTHOCTh MApOB HE YCTaHOBJICHO ISl TOTOBOTO pacTBOpa
Henpumennmo (KuaKoCTh). JlomoTHUTEIBHBIHN

rapameTpbl TBEPABIX YaCTHI] MOKa3aTeNb: MokKasaresnp npenomienus 1,417 npu
20 °C.

10. CTaOMJIBbHOCTH U PEaKIHOHHAS CIIOCOOHOCTH

10.1. Xumudeckas cTaOUILHOCTh [Tponykums crabuiibHA TIPU COOJIOICHUN YCTAHOBJICHHBIX

(mnst HeCTaOMITBHON XUMUYECKOM YCJIOBUM XPaHEHUS: B INIOTHO 3aKPBITON Tape, 3allUILICHHON
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IIPOAYKLIMM YKA3aTh OIaCHBIC OT IPSIMOTO COJIHEYHOTO cBeTa, npu 5—15 °C. Ilpu

IIPOAYKTBI PA3JIOKECHUS) Temrneparype Hike 5 °C BO3MOKHO BbINAJICHUE 0CaIKa.
Crienuduueckas peakIMOHHasi ClIOCOOHOCTh TOTOBOTO

10.2. PeakunonHasi CiOCOOHOCTH pacTBopa He ycTaHOBJIeHa. M30erath KOHTAKTa C CHIIBHBIMHU
OKHUCIUTEISAMHU.

10.3. YcnoBusi, KOTOPBIX CIEAYET

n30eraTh (B TOM YUCIIE ONACHbIE M36eraTh NpsIMOro COJTHEYHOT'O CBETA, [IEPErPeBa, CUIIbHBIX

[IPOSABJICHUSA [IPU KOHTAKTE C OKHCIUTENEeH U 3aMopakuBanus. IIpu remneparype Huxe 5

HECOBMECTHMBIMHU BEIIECTBAMU U °C BO3MO’KHO BBINAJICHUE OCAIKa.

MaTepuagamu)

11. Uudopmanusi 0 TOKCHYHOCTH

CHCIII/IaJII)HI)IG TOKCHUKOJIOTHUYCCKUC
HCCIICOJOBaHUA TOTOBOM CMeCH HE npeaCTaBJICHLI.

11.1. O01as xapakTepuCTHKa BO3JACUCTBUS JIaHHBIX HETOCTATOYHO JJISI KOJTUYECTBEHHOMN
(olLIeHKa CTENEHH OMACHOCTH (TOKCUYHOCTH) OLIEHKH OCTPOI M XPOHUYECKONH TOKCHUHOCTH.
BO3/ICHCTBUS HAa OpraHu3M U Hauboliee OcHoBHbIE MepbI 0€30I1aCHOCTH —
XapaKTepHbIE MPOSBICHUS OMACHOCTH) peIoTBpallleHHE MTONalaHus B T1a3a,
JUTUTEIIBHOTO KOHTAKTA C KOXei 1 00pa3oBaHus
a’pO30JId.
Bo3MOXHBIE ITyTH BO3AEHCTBUSA:
11.2. Tlytu BO3neicTBUS (MHTATSIIMOHHBIH, WHTQJSIIIIOHHBINA TTPU 00pa30BaHUU a3P0O30Ji,
MIepOpaIbHBIN, IIPH MMONaJaHUN Ha KOXKY U B NEePOPATBHBINA MPHU CITyYaitHOM MPOTJIaThIBAaHUH,
rjiaza) KOKHBIN M Uyepes ri1a3a mpu HEMOCPECTBEHHOM
KOHTAKTe.

11.3. [Topaxaemble Opranbl, TKaHU U cucTemMbl  Crenu@uueckre opraHbl-MUIIEHU ISl TOTOBOM
YeloBeKa CMECHU HE YCTaHOBIICHBI.
11.4. CBenenus 00 onacHbIX AJIS 310pPOBbS BO3JICHCTBUAX NMPH HEMOCPEICTBEHHOM KOHTAKTE C
XUMHUYECKON IPOIYKIIMEH, @ TAKKE ITOCIIEICTBHS 3TUX BO3/ICHCTBHIA:
JlaHHBIE 11 TOTOBOM CMECHU OTCYTCTBYIOT. IIpn
pa3besiaHue (HEKpo3) WM pa3ipakeHHe KOXKU  JUIMTEIbHOM KOHTAKTe€ BO3MOYKHO
00€3)KUpUBaHUE U CYXOCTb KOXKHU.
JlaHHBIE 111 TOTOBOM CMECHU OTCYTCTBYIOT; IIpU
CEPbE3HOE MOBPEKICHUE TJ1a3 WIH pa3IpakKeHUe
s HEIIOCPEICTBEHHOM I10IIaTaHUHA BO3MOKHO
pasapaxeHue rias.
[Ipu 0Opa3oBaHUM a3p030Jisi BO3MOKHO

pa3pakeHue BEPXHUX JbIXaTENbHBIX ITyTeH .
pasapa’keHue BEPXHUX JbIXaTeNIbHbIX MyTEH.
KO0>KHO-PE30pOTUBHOE AECHCTBHE HE YCTaHOBJIEHO

CEHCUOMITHN3U ee JICVCTBUE TIPH MOTaJaHu!
pyrotiee A p a HE YCTaHOBJICHO
Ha KOXY

CEeHCHOMIM3UpYIolIee IeHCTBUE NPU BIBIXaHUM HE YCTAHOBJIEHO

[Ipu cnygaliHOM IPOIIATBIBAHUM 3HAYUTEIBHOTO
Apyroe KOJINYECTBA BO3MOYKHO PacCTPOUCTBO
YKEITYJOYHO-KHUIIIEYHOT O TPAKTA.

11.5. CBenenus 00 OMAaCHBIX OTJATCHHBIX TTOCICICTBUSX BO3ICUCTBHUS XUMHYECKOW TPOIYKITMN Ha
OpraHu3M:

BIIMSIHUE HA PETPOIYKTUBHYIO (DYHKITUIO HE YCTaHOBJICHO
KaHIEPOreHHOCTh HE YCTaHOBJIEHO
MYTareHHOCTb HE YCTaHOBJIEHO
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KYMYJIITUBHOCTb HE YCTaHOBJICHO
JpyTrue XpOHUUECKUE BO3EHCTBUS HE YCTaHOBJICHO

11.6. TTokasarenu ocTpoii TOKCHYHOCTH XuMuueckoi mpoaykiuu (JI so (LDso): myTs moCTyIuIeHUS
- BHYTPHIKEITY/IOUHbIH (B/K), HAKOXKHBIH (H/K), BUJ )HUBOTHOTO; JIKs0 (LCs0): myTh mocTyruieHus -
WHTAJISIITUOHHBINA (MHT.), BpEMs SKCIIO3UIUH (4.), BU )KUBOTHOTO)

Tab6muma 2. [Tokazarenu ocTpoit TOKCHYHOCTH KOMITOHEHTOB XUMHUYECKON TTPOTYKITUN

XUMHUECKOe
BEILECTBO
- Haumeno Ennuun
(KOMIIOHEHT) BaHIe a [TyTh Bpewmst Bun
(HaMMeHOBaHUE 3HaueHue nokasaresns IIOCTYIUICHU 3KCITO3UILl )KMBOTHO
IoKasare u3Mepe
1o b uu ro
s HUs
HOMEHKJIAType
IUPAC)
. JIA50
Pentapeptide-18; HEIpHMe
P p (Glycerol 5570-12600 MI/KT B/ p KphIca
Glycerol; Aqua ) HUMO
. HE HE
Pentapeptide-18;
i JIZI50  He ycraHOBIIEHA MI/KT  H/K YCTaHOBIJI YCTaHOBJI
Glycerol; Aqua
€HO €HO
. JIK50
Pentapeptide-18; 5
; (Glycerol >570 Mmr/mM®  HHI. ly KphbIca
Glycerol; Aqua )
Tabnuna 3. [lokazaTenu ocTpoil TOKCHYHOCTH XMMHUYECKON MPOAYKLIHUY B LIEIOM
HaumenoBanue Eannuna IIyTh Bpewms Bun
3HaueHue MokKas3aresns
ITOKa3aTelst W3MEpPEHUs] TOCTYIUIEHHUSI HKCIO3ULUU KUBOTHOIO
JTaHHbIE
JTaHHBIE
JII50 JTAaHHbIE OTCYTCTBYIOT ~ MI/KT B/%K OTCYTCTBY
OTCYTCTBYIOT
10T
JTaHHbIE
JTaHHBIE
JII50 JTAaHHbIE OTCYTCTBYIOT ~ MI/KT H/K OTCYTCTBY
OTCYTCTBYIOT
10T
JaHHBIE
3 JTaHHbBIE
JIK50 JaHHbIE OTCYTCTBYIOT  MI/M VHT. OTCYTCTBY
OTCYTCTBYIOT

12. Uadopmanns 0 BO31eiiCTBUM HA OKPYKAIOLIYIO CPeay

CrenuanbHbIC JaHHBIC O BO3ACHCTBUH TOTOBOM
CMecH Ha aTMOC(epHBIi BO3/IyX, BOJIHBIE
O00BEKTHI U MTOYBY OTCYTCTBYIOT. He momyckarthb
HeKOHTPOJ'II/IpyeMOFO IIOoIMaJaHUs 3HAYNTCIIBHBIX
KOJIMYECTB MPOJIYKTA B OKPYKAIOIIYIO CPENY.

Bo3MoxHBIE IMYyTH HNOCTYIJICHUA: CO CTOYHBIMU

12.1. O61mas xapakTepuCcTHKa BO3/I€HCTBUS Ha
KOMITIOHEHTHI IPUPOTHON cpeabl (aTMOC(hEepHBIi
BO3/TyX, BOJIOEMBbI, [IOYBBI, BKJIIOUYAs
Ha0JII01aeMble TIPU3HAKU BO3AEHCTBUS)

12.2. ITyTtn BO31€MCTBUS HA OKPYKAOIIYIO BOJIaMH IIPU IIPOJIMBAX U CMBIBAX, a TAKIKE B
cpeny [I0YBY IIPY HAPYIIEHUN FEPMETUYHOCTU
YIIAKOBKH.

12.3. Haubonee BayKHBbIC XapaKTEPUCTUKH BO3ACHCTBUS Ha OKPYKAIOIIYIO CPEIy

12.3.1. I'urueHndeckue HOPMATUBHI (IOMYCTUMBIC KOHIIEHTPALIUU B aTMOC(EepHOM BO3TyXe, BOJIE,
B TOM YHCJIC B PhIOOX035HCTBEHHBIX BOJI0EMaX (B TOM YHCJIE MOPCKHX ), TTOYBAX )
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Tabnuna 4. 'urnennueckue HOpMaTUBBI

IIpenenbHO
JOIyCTHMAsI
KOHIICHTpaLUs [IpenensHO [IpenensHO
TSt OITyCTHMAst OITyCTHMAst
¢ Aoy [IpenensHo Aoty
aTMOC(EpHOT0 = KOHILIEHTPAIUS JUIS OTYCTHMAS KOHIICHTPAIUS
BO3JlyXa WU BOJIBI WJTH Y IS TIOYBBI WITH
KomnoneHTs! . KOHIICHTpALUs B
OpPUEHTHPOBOYHO OPUEHTHPOBOYHBIH . OpPUEHTHUPOBOYHO
(HauMeHOBaHHe . N PBIOOX035HCTBEHHBIX
Oe3omacHbIN JOIYCTUMBIN JOIyCTUMAsT
1o OBEHb OBEHD /I BOXBL, — oo ax (B TOM 1nCHIE KOHIICHTPAIUS
HOMEHKJIaType yp P ’ MOPCKHX ), MI'/JT p
BO3JICHCTBUS ISt M/, . JJIS TIOYBBI, MI/KT
IUPAC) atMoc(epHOro  (JIMMHUTHPYIOIIUN (AMUTHpYIONIH i (JIMMUTUPYIOLIHA
p P II0Ka3aTelb BPETHOCTH P
BO3JlyXa, MI/M MIOKa3aTelb HIOKa3aTesb
. , KJIacc OMacHOCTH)
(IIMHUTHPYIOIIMKA BPEIHOCTH , KJIacc BPEIHOCTH ,
HOKa3aTelb OITACHOCTH) KJIacC OIAacHOCTH)
BPEIIHOCTH ,
KJIacC OMaCHOCTH)
. JTAaHHBIC JTaHHBIE JaHHBIC
Pentapeptide-18 JIAHHBIC OTCYTCTBYIOT
OTCYTCTBYIOT OTCYTCTBYIOT OTCYTCTBYIOT
JTaHHBIC TaHHBIC TaHHBIC
Glycerol JIAHHBIC OTCYTCTBYIOT
OTCYTCTBYIOT OTCYTCTBYIOT OTCYTCTBYIOT
JTAaHHBIC JTaHHbIE JaHHbIC
Agqua JaHHBIC OTCYTCTBYIOT
OTCYTCTBYIOT OTCYTCTBYIOT OTCYTCTBYIOT

12.3.2. TTokazarenu sxorokcuynoctu (LC, EC, NOEC u npyroe) XumMu4ueckoil mpoayKIuu Ais peIo
(96 1), nadpuutii (48 4), Bogopoceit (72 unu 96 )

Ta6n1z1ua 5. Iloka3aTenn 3KOTOKCUYHOCTH KOMIOHEHTOB XUMHUUYECKOM NpoaAYKIIUU

HaumenoBaHu Ennnuna Bpewms Bun
KomnoneHTb! 3Ha4yeHue MoKa3aTes
€ TIoKa3aTes WU3MEPEHUs]  OKCIO3WIMKA  OpraHu3Ma
. aHHBIC
Pentapeptide-18 LC50 JAHHBIC OTCYTCTBYIOT  MI/JI A PBIOBI
OTCYTCTBYIOT
. aHHbIE
Pentapeptide-18 EC50 JAHHBIC OTCYTCTBYIOT ~ MI/J A nahpHUU
OTCYTCTBYIOT
. aHHBIC
Pentapeptide-18 EC50 JTAaHHBIE OTCYTCTBYIOT ~ MI/J A BOZOPOCIIH
OTCYTCTBYIOT
aHHBIC
Glycerol LC50 JIAHHBIC OTCYTCTBYIOT ~ MI/JT . PBIOBI
OTCYTCTBYIOT
aHHbBIE
Glycerol EC50 JAHHbIE OTCYTCTBYIOT ~ MI/JI . napHUn
OTCYTCTBYIOT
aHHBIC
Agqua EC50 JaHHbIE OTCYTCTBYIOT ~ MI/JI . BOJIOPOCIIH
OTCYTCTBYIOT
aHHbBIE BOJIHBIE
Cwmech NOEC JaHHBIC OTCYTCTBYIOT ~ MI/JI A 8
OTCYTCTBYIOT ~ OpPTaHHU3MBI
Tabnuua 6. [TokazaTenu 3KOTOKCUYHOCTH XMMUYECKON MPOTYKIIUU B IIEJIOM
HaumenoBanue Ennnuna Bun
3HayeHne TOKa3aTes Bpems skcno3unuun
MoKazarTes U3MEpEHUs opranusma
LC50 JTAHHBIE OTCYTCTBYIOT MT/71 JTAHHBIE OTCYTCTBYIOT PBIOBI
EC50 JAaHHBIE OTCYTCTBYIOT MT/J JTAaHHbIE OTCYTCTBYIOT Aa(pHUU
EC50 JAaHHBIE OTCYTCTBYIOT MT/J JTaHHBIE OTCYTCTBYIOT BOJIOPOCIIN
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12.3.3. Murpanus u TpanchopMaius B KonndecTBeHHbIC JaHHBIC 0 OMOPA3TI0KEHUH,
OKpY>Karollen cpefie 3a cueT OMOpa3IoKEeHUsI 1 OMOAKKYMYJISILIUK U TpaHC(hOpMalMi rOTOBOM
JPYTUX IPOLECCOB (OKUCIEHUE, TUAPOIIN3 U T.I1.) CMECU OTCYTCTBYIOT.

13. PexomeH1anum no yaajaeHHI0 0TX0A0B (0CTATKOB) XUMHY€ECKOH MPOAYKINH

OTx0/b1 COOMpPATh B FEPMETUYHO 3aKPhIBAIOIINECS
MpoMapKupoBaHHbIe eMKocTU. He nomyckaTh
HEKOHTPOJIUPYEMOTO cOpoca B KaHAJIU3aHUIO, TIOYBY U
BOJIHBIE 00BEKTHI. [Ipu oOpaieHnu ¢ 0TXogamMu
HCIIOJIb30BaTh COOTBETCTBYIOIIUE CPEICTBA
WHUBUIyaJIbHOW 3aIlIUTHI.

13.1. Mepsb1 6e30macHOCTH MPHU
oOpaleHuu ¢ OTXOJaMH,
o0pa3yroIUMHUcs MIPU IPUMEHEHHH,
XpaHEHUH, TPAHCTIOPTHPOBAHUH
XUMHUYECKON MPOAYKLIUU

13.2. CBemeHus 0 MeCTax U CIIocobax
00€3BpE)KUBAHHUS, YTUITH3AIUH,
3aXOpOHCHI/I$[ 1501051 yHI/I‘-ITO)KeHI/I?I
OTXO0JI0OB XMMHYECKOMN MPOAYKIIHH,

OcTaTKy OpOAYKLINHU U 3arPsA3HEHHYIO YIIAaKOBKY I1E€PENIaBaTh
CIIELUAIM3UPOBAHHON OpraHu3alyy I yTHIN3aluu B
COOTBETCTBUU C TPEOOBAHUSAMU 3aKOHOIATEILCTBA 00

0TXO/aX.
BKJIFOYas YIIAaKOBKY

13.3. PekoMeHaauu o yaajaeHuIo

OTXO0/I0B, 00pa3yIOUIUXCS IPU HenpuMeHnMo: mpoxyKuus He peiHa3HaYeHa JUIs
MMPUMCHCHUUN XUMHYECKOH HCIMOCPCACTBCHHOI'O OBITOBOT'O IMPUMCHCHUS.

MPOJIYKIIMH B OBITY
14. Uudopmanus o nepeBo3Ke (TPAHCIOPTHPOBAHNH) XUMHYECKOH MPOAYKIMH
14.1. Homep OOH HE IIPUCBAaNBACTCS

[TenTanentun-18 (ananor Leuphasyl) pactsop 1000
ppMm; XUMHYECKas MPOYKIIHsS, HEOTIACHAS TIPU
HepeBO3Ke.

14.2. Hapnexariee oTrpy304HOE U
TPAHCIIOPTHOE HAUMEHOBAHUS

JlomyckaeTcst mepeBo3ka aBTOMOOUIIBHBIM,
JKEJIE3HOJOPOKHBIM, MOPCKUM, PEUHBIM U BO3IYIIIHBIM
14.3. TlpumensieMbie BUIBI TPAHCTIOPTA  TPAHCIIOPTOM B COOTBETCTBHH C IMPABUIIAMHU MTEPEBO3KHU
IPY30B, JEHCTBYIOLIMMH ISl COOTBETCTBYIOIIETO BUIA
TpaHCIIOpTA.
14.4. Knaccudukanus omacHOCTH rpy3a (B COOTBETCTBHH ¢ pekoMmeHnanusmu OOH
"Pexomennani OOH 1o nepeBo3ke onacHbIX rpy30B. Tunosele npasuna"):

KJIACC MJIM TIOJIKJIACC HE OTHOCHUTCS K ONTACHBIM I'py3aM
JOTIOJIHUTEIbHAS ONIACHOCTH OTCYTCTBYET
rpymnmna ynakoBKH HE NMPUCBANBAETCSA

15. Undopmanusi 0 npaBoOBbIX AKTaX, PeryJHPYIOIIHX BONPOCHI, CBA3aAHHBIE ¢ 00palieHHeM
XUMHMYECKOH NMPOAYKIHU
IToctanosnenue IIpaBurenscrBa PO ot 03.06.2026 Ne
688 «O TeXHNYECKOM PETyINPOBAHUN XUMHUECKON

15.1. CBeneHus 0 MpaBOBBIX aKTax npoaykuuny; TP EADC 041/2017 «O 6e3omacHocTH
Poccuiickoit @enepanuu u EBpazuiickoro xummuueckoi npoaykuun»; I'OCT 30333-2022; I'OCT
SKOHOMHYECKOTO CO03a 31340-2022; T’'OCT 32419-2022; TOCT 32423-2013;

I'OCT 32424-2013; 'OCT 32425-2013; 'OCT
12.1.007-76; TOCT 12.1.044-2018.

15.2. Ceenenus o paruduimpoBanHbix  CrienmaibHbIE MEXTYHAPOIHBIE KOHBEHIINH U

Poccuiickoit denepanueit COIIALLICHUS, YCTaHABIIMBAIOIINE JOIOJIHUTEIIbHBIE
MEXIYHapOAHBIX KOHBEHIUAX U TpeOOBaHUs K OOpAIIEHUIO JaHHOW POAYKINH, HE
COTJIALICHUAX OIIPEIEICHBI.

16. lonosiHuTe1bHASA HHGOPMALHA
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16.1 Cenenus 06 odopmiennn (epeodopMICHIH) TACTIOPTa

0e3onacHocTH XuMuueckor npoaykuu# ("Ilacnopt 6e30macHOCTH [TacriopT Ge3omacHOCTH
XUMHAYECKOH npoaykuuu odopmier Biepsoie” wiu "Tlacopt XUMUYECKON IIPOYKLIUH
0€30MMacHOCTH XMMHUYECKON MpoAyKIHHU niepeodopmieH" ¢ o(opMIIeH BIIepBbIE
yKa3aHUEM TPEIbIIyIuX HICHTUPUKAIMOHHBIX TaHHBIX macropra  14.10.2026.

0€30MacCHOCTH XUMUYECKON POAYKIIUN)

16.2. [lepeueHb UICTOYHUKOB TAaHHBIX, UCIIOIb30BAHHBIX [IPH COCTABJIEHUHU NAacOPTa 6€30MaCHOCTH
XUMHYECKOHN MPOAYKIUHU:

1. Certificate of Analysis.

2. [TacniopT KayecTBa XUMHUYECKON TPOAYKIIHH.

3. [IpoToxon xpomarorpadhuyeckoro aHaiau3a ChIpbsl.

4. ITpoTOKOJI MUKPOOHOJIOTUYECKOTO HCCIICIOBAHUSI.

5. PubChem: Pentapeptide-18, CID 10099522.

6. PubChem: Glycerol, CID 753.

7. IlocranoBnenue IIpaBurenbctBa Poccuiickoit denepanuu ot 03.06.2026 Ne 688 «O
TEXHUYECKOM PETYIMPOBAHUM XUMUYECKON TTPOTYKIIUN.

8. TP EADC 041/2017 «O 6e30macHOCTH XUMUYECKON MTPOIYKIIHI.

9.T'OCT 30333-2022 «Ilacropt 6€30mMacHOCTH XUMUYECKON poaykuuu. O6mue TpedoBaHus».
10. TOCT 31340-2022 «IIpenynpeaurensHas MapKUpOBKa XUMUYECKON poayKuuu. Obiue
TpeOOBaHUS.

11. TOCT 32419-2022 «Knaccudukaius onacHOCTH XUMHUECKOH nmpoaykuuu. Obiue
TpeOOBaHUS.

12. TOCT 32423-2013 «Knaccudukaius onacHOCTA CMECEBOM XUMUUECKON MPOAYKIIUHU IO
BO3JEHCTBUIO HA OPTaHU3M).

13. TOCT 32424-2013 «Knaccudukanus 0macHOCTH XUMUYECKOU MPOIYKIIMH 110 BO3JAECHCTBUIO Ha
OKPYKAIOIILYIO CPETY».

14. TOCT 32425-2013 «Knaccudukaiys omacHOCTH CMECEBO XUMUYECKOW MPOTYKITHH 110
BO3JICUCTBHUIO HAa OKPYKAIOIIYIO CPEIY».

15.TOCT 12.1.007-76 «CCBT. Bpenusie BemectBa. Knaccudukanus u odume TpedGoBaHus
0€30MaCHOCTH.

16. T'OCT 12.1.044-2018 «II0>kapoB3pbIBOONIACHOCTH BEIIECTB U MarepuaioB. HoMeHkaTypa
MOKa3aTeJIe U METOJIbI UX OTPECICHUS».

[TonHOTY ¥ TOCTOBEPHOCTH CBEICHUIA,
MIPE/ICTABICHHBIX B HACTOSIIIEM JIOKYMEHTE,
MOATBEPIK/IAL0

I'enepatbHBHL AUPEKTOP
000 «CTM-KoemeTrnkcey»
IToaxonsuu M.B.
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