IMMACIHOPT BE3OITACHOCTH XUMHUYECKOU NPOAYKIUU
OO611ecTBO ¢ OTpaHUUYEHHOM OTBETCTBEHHOCTHIO «AMI'eH ben»

1. I/I[leHTI/Ill)HRaIII/IH XHMHY€ECKOH MPOAVKINH U CBeIeHNSs] 0 IPOM3BOANTE1e/MOCTABIINKE

HaumeHoBaHMe MPOAYKTA [Tonumep BocTok-4 a1 reHeTHYecKoro
ananmzaropa, TY BY 192289135.001-2021

CHHOHMMBI [Honmumep «BOCTOK-4», TY BY
192289135.001 - 2021

Koa nmpoaykra Het nangnbIx

IIpumeHeHne npoaykTa [IpodeccrnonanbHoOe UCTIONIB30BAHKE

Ha3Banue koMIaHuu OO011ecTBO ¢ OrpaHUUYEHHON
OTBETCTBEHHOCTBIO «AMI'en ben»

FOpuauyeckuii agpec 222210, Munckass ob6nactb, CMOJIEBUYCKHIA
paioH, Kuraiicko-benopycckuii

WHIYCTpUAIbHBIM MapKk «Benukuii KameHb»,
np-t1 [lekunckwii, 20-177

Homep Testedpona +375 (29) 685-89-07

daxc -

OTBeTCcTBEHHOE JINLIO KoctiokoBuu Jimutpuii BanoBuu
Homep Tesiedpona +375 (29) 685-89-07

DJIEKTPOHHASA MOYTA Info@amgenebio.com

TesedoH 3IKCTPEHHOM CBA3U +375 (29) 685-89-07

Pexomenayemoe npuMeHeHue [Tonumep Boctok-4 npenHa3zHayeH aiis
BellecTBa/cMecH WCIIOJIb30BAHUS B KAUECTBE MATPUIIBI TIPH

INMEKTPOGOPETUIECKOM pa3AeIeHUN
¢parmenToB JIHK Ha renernueckux
anamu3atopax ABI 3130/3130XL, Honor 1616
u HAHO®OP-05, npoussoacrea HIID
Cunrod.

OrpannyeHusi N0 NPUMEHEHH IO Her B Hamuuumn

BeleCcTBAa/CMecH

2. UnenTudukanus onacHocTei

[Tonumep npeaHa3HAYEH TOJIBKO AJI Ja00PaTOPHOTO MCIOIB30BAHUS U HE JOKEH MPUHUMATHCS BHYTPb.
[Ipu paboTe HEOOXOIMMO HaJAEBaTh 3ALIUTHYIO OJIEKIY, 3aIIUTHBIE OYKM U XUMHUYECKU-CTOUKHE
nepuatku. Micnons30BaTh B HOMEIIEHUH, 000PYAOBAHHOM MPUTOUYHO-BBITSKHOW BEHTUIISIIIUEH.

B 0Oankax comepKuUTCs TPO3pauHbIi BS3KUN TMONMMEpP HE COJEPKAIMi OMAcHBIX MaTepUajoB WM
MTOTEHITMATIBHO OMACHBIX MaTepuasioB, B cooTBeTcTBHM ¢ ['OCT 32419-2013 Knaccudukamnus onacHOCTH
XUMHUYECKON IPOTYKIUU.

Kanacenpurkanus

PDu3nyecKue OMacHOCTH He xnaccuguumpoBano

OmnacHocTH 17151 310POBbS He xnaccuduuuponano

OnacHocTh BpeIHOT0 BO3eiicTBUsl HA  Vcrionb3yemble MPU U3TOTOBIECHUU IIOJIUMEPA
OKPY:KaIIIYI0 Cpexy XUMUYECKHE  BeEllecTBA HE  OKa3bIBAIOT

3arpsA3HSAIOLIETO BO3JICUCTBUS Ha
OKpPY’KaIoIYI0 Cpedy, Tak KaK 3TH BellecTBa
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HCMOJIB3YIOTCS B KOHIIEHTpanusx Hroke [TJIK

Kparkasi xapakTepucTHKa OIIAaCHOCTH Her B Hanmmuun
IMpenynpexnenue
IIpenorBpaienue Her B Hannuuu
OTtBer Her B Hanmuuun
XpaHeHnue Her B Hanmnuun
Yruanzanus Her B Hanuuun
IIpoune onacHocTn HeussectHo

3. CoctaB (uH(opMAaIHs 0 KOMIIOHEHTAX)

Cocras nojmnmepa Homep CAS

[Tomumep «BOCTOK-4» NONE

4. Mepbl nepBoii NIOMOIIHU

Mepsb! nepBoii NOMOIIY NPH PA3JIHYHBIX IIYTAX BO31CCTBHA

[IepemecTuTh OCTpasABILIETO HA CBEXKUI
BO31yX. Ecny cuMITOMBI pa3BUBAIOTCS WM HE
UCYE3al0T, 00paTUTECh K Bpauy

OO0patuTtech K Bpauy, eciiu 0yayT
IPOJOKATHCSA KaKUe-HUOYIb HENPUATHBIE
OLLYILLEHUS

[IpoMBITH KOKY OOJIBLIIMM KOJINYECTBOM BOJIbI
HE MEeHee 5 MUHYT/IpUHATH Ayml. Ecnu
paszpa)xeHue pa3BUBACTCS U HE IIPOXOUT,
o0patuTech 3a MEIUIUHCKON TTOMOIIBIO
[IpomnonockaTe 60IBIINM KOJIMYECTBOM BOJbI
B TeueHue 10 munyt. Eciu pasnpaxenue
pa3BHUBaeTCs U HE MPOXOAUT, 00paTUTECH 32
MEIULMHCKON ITOMOILIBIO.

BaskHeilime cMMITOMBI H OCJIE€CTBUSA Hert B Hanmnunu

Ha 3amerky Bpauy Her B Hanmmuun

IIpu oTpaB/ieHUM MHTAJTAUMOHHBIM
nyreM (Mpu BAbIXaHNH)

IIpu oTpaB/ieHNHU EPOPATBbHBIM IIyTEM
(mpu nporyaTbIBAaHUM)

IIpu Bo3€licCTBUM HA KOXKY

IIpu nonmaganuu B riasa

5. Mepbl ¥ cpeacTBa 00ecIeYeHUus MOKAPOB3PLIBO0E30MACHOCTH

O0mas xapakrepucTuka Her B Hanmmuun

N0KAPOB3PHIBOONIACHOCTH

Hoaxoasiue cpeacTBa NOKAPOTYLICHUA Bogsanoii Tyman. Ilena. Cyxoii nopoIox.
Huoxcun yrinepoaa (CO2)

Henoaxonsimue cpencrsa noxkaporymenuss  He knaccuduuuposano

OnacHOCTh, BbI3bIBaeMasi NPOAYKTAMH Her

TOpPeHusi U TEPMOACCTPYKINHU

Crneunuduka npu TynieHHH Moxxkapa YOpars 6aHKHM U3 30HBI TIOKAPa, €CJIA ITO HE
COIIPSIKEHO C PUCKOM

CpeacTBa MHAMBUAYAJIBbHOM 3a1IUTHI IPH Her

TYIICHUHA IMMOKapoOB

6.Mepbl 0 NPEIOTBPAICHUAIO M JUKBUIANMN ABAPUMHBIX H YPE3BLIYANHBIX CUTYALIMIA U UX
MOCJIeACTBUM

Mepbl MHAUBUAYAJIBHON 321U THI [Ipu paboTe HEOOXOAMMO HA/AEBAThH 3ALIUTHYIO
OJICKLY, 3AIUTHBIE OUKU U XUMHUYECKHU-
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Mepbl IpeI0CTOPOKHOCTH,
o0ecreyuBalOIIUe 3AIUTY OKPYKAIOIIEH
cpeabl

MeTtoabl 1 MaTepHAJIbI AJIs1 H30ISIUH U
OYHMCTKHU

CTOMKHUE TepYaTKH

He Tpebyercs HUKaKux 0coObIX
MPEIOCTEPEKEHUN IO OXPaHE OKPYKAIOIIEH
Cpelbl

OrpaHu4eHHbIE Pa3IUBBI: BHITEPETh
MOTJIOMIAIOIIUM MaTepHalioM (Hampumep,
TKaHbIO, IEepCThI0). TIaTebHO OYUCTUTD
MOBEPXHOCTD VISl yJIaJICHUSI OCTATOYHOTO
3arpsi3HeHus

Huxkoraa He BO3BpamaTh paciuieCKaHHbINA
MPOJIYKT B NTEPBOHAYAIIbHBIC OAHKH IS
IMOBTOPHOI'O UCIIOJIb30BAHUS.

OTtpaboTaHHBIi TOTUMEp COOUPAIOT B
CIICIMAIBHYIO TIOCYAY U, OCIIE
HEWTpaIn3aliy, CJIMBAIOT B KAHATU3AIIHIO.

YrTunuzanus 0TX0/10B onucaHa B pazzesne 13
nacropra 0e30MacHOCTH MaTepuana

7.1IpaBuia XpaHeHuss XUMHYECKOH NMPOJAVKIINY M 00palieHus ¢ Hel PH NOrpy304HO-

pa3rpy304yHbIX padoTax

ITorpy3o4Ho-pa3rpy3o4Hble onepanuu 1 odpamieHne

MepsbI IpeI0CTOPOKHOCTH

be3onacHoe oOpamenne
XpaHenue

Texnuveckue Mepbl MPeI0CTOPOKHOCTH

Iloaxoasiiume YcdioBusl XpaHCHUSA

HecoBMecTHMBIE MaTepHaJbl

[Ipu obOparnieHUU/XpaHeHUH COOTI0IaNTE
OCTOPOXKHOCTh
Her B Hannuuu

Her Hukakux crieniuanbHbIX peKOMEH TN
XpaHeHue moauMepa JOJKHO MPOU3BOIUTHCS
npu Temmneparype 4-8 OC B motHO 3aKpBITON
Tape M 3aMIIEHHOM OT CBETa MECTE B
TEUEHHE BCEr0 CPOKA TOJTHOCTH.

HewussectHo

8.CD€)ICTB8 KOHTPOJIsI 32 ONACHBIM BO31€iiCTBHEM U CPEICTBA HHANBUAYAJIbHOM 3a1UThI

TexHuYecKHne M€EPLbI

CpencrBa MHANBHAYAJIBHOM 3a1IUTHI
CpeacrBa MHAMBUAYAJIBHOMN 3alIUTHI
OPraHoOB JAbIXaHHUSA

Cpencra HHAMBHAYAIBHON 3A1UTHI
PYK

Cpencra HHANMBHAYAIBHON 3aLUTHI
rjaas

CpencrBa MHAUBHAYAJIBHOM 3a1IUTHI
KOXKH
I'urnennyeckue Mepbl NPeAOCTOPOKHOCTH

ObecnieunTh HAJUIEKALTYIO OOIIYI0 1 MECTHYIO
BEHTUJIALMIO

[Ipu HEOCTATOYHOM BEHTHIISIIIK HEOOXOTMMO
00ecrevnTh HaJIeKAIYIO 3alTUTy OPTaHOB
JBIXaHUS

[Tonp30BaTbCs 3aAMUTHBIMU NIEPUATKAMHU

[Ipu paboTe moab30BaTHC
COOTBETCTBYIOIIUMH CPEJICTBAMH 3AIHTHI
rias/nuna

PexoMeHyeTcst Ha/ieBaTh CICIUAIBHBIC
XaJaThl

OO6pamaitech B COOTBETCTBUH C MIPUHITATIAMHA
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9. DdUHKO-XUMHYECKHE CBOMCTBA

BHemnuii Bug

ArperatHoe COCTOSIHUE

®opma BhINIyCKA

IBer
3anmax
IMopor 3anmaxa
Boxopoaubliii mokasareas (PH)
Touka nJiaB/IeHUs/TOYKA 3aMepP3aHNs
Temmneparypa KuINeHusi, HA4YAJIbHAs
TeMIepaTypa KUIEeHUsl U TeMIepaTypHbIii
HHTEPBAJ KMIICHUA
TemmnepaTrypa BCHBIIIKH
Temmneparypa camoBo3ropanus
BocnuiamensieMocTh (TBepaoe BelecTBo,
ra3)
IIpenen BociiamensieMocTu — HuxHU (%)
Bepxuuii npenen Bocmiiamensiemocts (%)
IIpenen B3pbIBaeMoCTH
JdaBjenune mapa
IliioTHOCTHL Mapa
CxopocThb ucnapeHust
OTHocHTeIbHAS IUIOTHOCTh
ILiioTHOCTH
PacrBopumocTh
Ko>¢ppuument pacnpenenenns (H-
OKTAaHO0.1/B0/1)
Temmneparypa pasJio:KeHUs
BsizkocTh

HaJJIe)Kalled MPAKTUKU TPOMBIIIUICHHOMN
TATHEHBI U 0€30aCHOCTHA

He onpeneneno
Bsskas xuaxkocTh
He onpeneneno
becuBerHbIi

He onpeneneno
He onpeneneno
He onpeneneno
He onpeneneno
He onpeneneno

He onpeneneno
He ompeneneno
He onpeneneno

He onpeneneno
He ompeneneno
He onpeneneno
He ompeneneno
He onpeneneno
He ompeneneno
He onpeneneno
He ompeneneno
He onpeneneno
He onpeneneno

He onpeneneno
He onpeneneno

10.CTa0MJIBLHOCTHL U PEAKIIMOHHAA CIIOCOOHOCTD

CTraduiabHOCTh

B03MO0:KHOCTh OIACHBIX peaKum‘/i

Yci0Busi, KOTOPBIX cJieAyeT n3deratb

HecoBmecTuMBbIE MaTepHAJIBI
OnacHble POAYKTHI Pa3/i0KeHHUs

11.Uudopmanusg 0 TOKCHYHOCTH

OcTpast TOKCMYHOCTD

IIyTH BO3aeiicTBUA

CumMnTomMsbl

Pa3benanune/pazapaxenue Koxu

Tskesi0e noBpekIeHne I1a3/pa3apaKeHue

[Ipu cobntoieHnu yciaoBUi XpaHEeHus U
TPaHCHOPTUPOBKH MaTepuall CTabMIIeH

[Ipu cobntoieHnu yciaoBUi XpaHEeHUs U
TPaHCIOPTUPOBKHM HEU3BECTHO HU O KAKOMH
ONaCHOM peaKIuu

W36eraiiTe MOBBIIEHUS] TEMIIEPATYPHI BBILIE
3H3‘-IGHI/II71, OIMMCAaHHBIX B YCIIOBHUAX XPAaHCHUA
He onpeneneno

He onpeneneno

Her B Hammuun
Het B Hamuuun
Her B Hammuun
Het B Hamuuun
Her B Hammuun
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rja3
PecnimpaTopHas ceHcuOnan3anus

KoxxkHas ceHcuOMIM3amus

MyTareHHOCTb IMOPHOHAJIBHBIX KJIETOK
Kanueporennoctnb

TokcH4YHO 111 PeNPOAYKTUBHON CHCTEMBI
TokcHYHOCTD 1J1s criennPUIeCKOro opraHa-
MHUIIIEHH MOCJIe OTHOKPATHOIO BO3/1eiiCcTBUSA
TokcHYHOCTD 1J1s crienPUuIeCKOro oprana-
MHUILIEHHU 0CJIe MHOTOKPATHOTO
BO3/eliCTBUA

OnacHocTh acnupanuu

XpoHuveckasi TOKCHYHOCTH
JomosiHuTebHAsE MH(OPMALIUA

Her B Hamuuun
Her B Hamuunu
Her B Hanmuuun
Her B Hamuunu
Het B Hamuuun
Her B Hanmuunu

Hert B Hanmnunn

Hert B Hanmnunu

Her B Hannuuu
Hert B Hanmnunn

12.Uudopmanus o BO3JeliCTBHY HA OKPVY/KAIOIIVIO Cpeay

9KOTOKCHYHOCThH

CroiikocTh M pa3jiaraeMocThb
IMoTeHnman GUOAKKYMYJISIIIUH
MoOMJILHOCTH B IOYBE

HpO‘lI/Ie HeﬁJ’[aI‘Ol'lpl/lﬂTHble BO3/eiicTBHUSA

Het B Hamuuun

Her B Hamuaun

Het B Hamuuun

KommoHeHTsI omMepa CMEINBaKOTCS ¢
BOJIOH

Her B Hamnaun

13.PexoMeHIAIMH 110 VIAJEHHIO 0TX0A0B (0CTATKOB)

YHuuTo)KeHMe (INKBUAAIUS) OCTATKOB
(0TX0/10B)

YHuuToKeHue (IMKBUAALUA) 3arPA3HEHHOM
YIAKOBKH

MecTHbIE nmpasujia yruwjin3danuu

yTI/IJH/I?:aIII/IFI B COOTBETCTBHUU C MECTHBIMHU
HopMmatuBamu. [lycTeie emMKoCcTH M
BHYTpPEHHUE 000JI0UKH MOTYT COZIepKaTh
OCTaTKH NMpoayKTa. JJlaHHbBII MaTepuan u
€MKOCTH U3-I10a HETO JOJIZKHBI
YTUIM3UPOBATHCS O€30MaCHBIMU METOAAMU
HYCTI)IC €MKOCTHU H€O6XO)II/IMO HaIlpaBUTb Ha
YTBEPKJCHHBIHM y4acTOK Mo nepepadoTke
OTXOOO0B JJIs TIOBTOPHOI'O MCIIOJIB30BaHUA HIIN
yTUIM3aLUN

Co0pathb ajist perenepalu uiu
YTWIM3HPOBATh B TEPMETUYHBIX KOHTEIHepax
B ITYHKTE, HUMEIOLIEM JINLIEH3UIO Ha
YTUIM3ALHIO OTXO0JI0B

14.Uudopmanys npu nepeBo3Kax (TPAHCNOPTUPOBAHUN)

Me:xayHapoaHoe peryJiipoBaHue

TpaucnoptipoBanue npu Temneparype 4-8°C
B 3alIMIIEHHOM OT CBETa MECTE B TEUECHHUE
BCEr0 CPOKA FOJJHOCTHU

EBponeiickoe corjiaieHue 0 Me:KIyYHAPOIHOM TOPOKHOM MepeBO3Ke ONMACHbIX IPY30B

(ADR)
Not regulated as dangerous goods

Me:knyHapoaHasi acconuanusi Bo3ayumHoro Tpancnopra (IATA)

Not regulated as dangerous goods

Me:knyHapoaHblii MOPCKOii Koxekce mo onacHbiM rpy3am (IMDG Code)

Not regulated as dangerous goods
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15.Undopmanysi 0 HAHMOHATbHOM U MEKIYHAPOIHOM 3aKOHOIATEIbCTBE

HpaBmIa, NPpUMEHUMBIEC K XMMHYECKO NPOAYKIHU OTPAXKEHBI B CIHCAYHOIIHUX HAIUOHAJBHBIX
3aKOHOJATECJIBbHBIX AKTaX

a) CanurtapHble HOpMbI U TpaBuiia «CaHUTAPHO-IMHUIEMUOIIOTUYECKUE TPEOOBaHUS K YCIOBUAM Tpyaa
paboTaronmx, COACPKAHUIO W OKCIUTyaTalldd TPOU3BOJCTBEHHBIX OOBEKTOB», YTBEPIKIECHHBIX
MOCTaHOBJICHMEM MUHUCTEPCTBA 3apaBooxpaHeHus Pecyoimmku benapycs ot 19.07.2023 . Ne 114

0) Turuennyeckuit HopMmaTuB «llokazaTenu Oe30maCHOCTH W OE3BPEAHOCTH MHUKPOOPTaHU3MOB-
MIPOJYLIEHTOB, MUKPOOHBIX MPENapaToB U UX KOMIIOHEHTOB, BPEIHBIX BEIIECTB B BO3AyXe paboueil 30HbI
U Ha KOXHBIX IIOKpOBax paboTarolINX», YTBEpKICHHBIH MocTtaHoBieHrneM CoBera MUHHUCTPOB
Pecniyonmmku benapycb ot 25.01.2021 1. Ne 37.

B) ['urunennueckuii HopMatuB «OpUEHTHUPOBOUHBIC OE30MACHBIC YPOBHU BO3JICHUCTBUS BPEIHBIX BEIICCTB
B BO3ayxe paboueil 30HBI», yTBepkAeHHbIe [locraHoBieHneM MuHHCTEpPCTBA 3APaBOOXpPAHEHUS
Pecniy6mmiku benapycb Ne 92 ot 11.10.2017 r.
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TpeGoBanus MeKTYHAPOAHOI0 3aKOHOAATEIbCTBA JIJISl TaHHOTO MPOIYKTAa HE OMPE/ICIICHBI.

16./lonoanuTeabHass nHGopManus

IlepeyeHb UCTOYHNKOB HHpOPMALMH

Ony6,1uK0BaHO
OTKa3 0T OTBEeTCTBEHHOCTH

Jara BbllycKa
JdaTa nepecMoTpa nacnopra 0e301acHOCTH
JlaTta meuyatu

I'OCT 30333-2007 «ITacopT 6e30macHOCTH
XUMHAYecKo# npoaykuuu. O0mme
TpeOOBaHMS

IoCTt 32419-2013 «Knaccudukanus
OIACHOCTH XUMHUYECKON MPOAYKIIUU.»

12.02.2024

HNudopmanusi, mpuBeieHHAs B JaHHOM
JIOKYMEHTE, MOJIFOTOBJIEHA HA OCHOBAaHUU
JAHHBIX, JOCTYITHBIX B HACTOSIIEE BPEMS
12.02.2024

12.02.2024

12.02.2024
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