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

HaumeHnoBaHue npoaykTa Bydep s reneTnueckux aHAIM3aTOPOB
«bydep-CE», TY BY 192289135.002 - 2021

CHHOHMMBI «bydep-CE» (10X), TY BY 192289135.002 -
2021

Koa nmpoaykra Het nangnbIx

IIpumeHeHne npoaykTa [IpodeccrnonanbHoOe UCTIONIB30BAHKE

Ha3Banue koMnaHuu OO011ecTBO ¢ OrpaHNUYCHHOM
OTBETCTBEHHOCTHIO «AMI'en ben»

KOpuauueckuii aapec 222210, Munckaa o6macts, CMOJIEBUUCKUIA
paioH, Kuraiicko-benopycckuii

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

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

dakc -

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 Bydep B oqHOKpaTHOM KOHIIEHTPALIUU
BelllecTBa/cMecH npeIHa3HAYCH [T HCIIOJIb30BAHMS B KAUEeCTBE

O0ydepHoro pactBopa npu
3NEKTPOPOPETUIECKOM pa3AeIeHUN
¢parmentoB JIHK Ha reneTnyeckux
ananu3aropax ABI 3130/3130XL u Honor
1616.

OrpannyeHusi N0 NPUMEHEHH IO Her B Hamuuumn

BeleCcTBAa/CMecH

2. UnenTudukanus onacHocTei

Bbydep nmpenHazHaueH TONBKO Ui J1aOOPAaTOPHOIO UCHOIB30BAHUS U HE JIOJDKEH NMPUHUMATHCS BHYTPb.
[Ipu pabGote HeoOXOIMMO HaAEBaTh 3AlUTHYIO OJAEKIY, 3alIUTHbIE OYKM WU XHMHUYECKU-CTOMKHE
nepyatku. Mcrnonb30Bath B moMeneHnH, 000pyA0BaHHOM IPUTOYHO-BBITSKHON BEHTUIIALIUEH.

B 6aHkax comep)KuTCsl BOAHBIM pacTBOp CMECH HEOMACHBIX MAaTE€pHUajoOB WJIM MOTEHLMAIBHO OMACHBIX
MatepuanoB, B coorBerctBun ¢  ['OCT 32419-2013 Knaccudukanus onacHOCTH XUMHUYECKOU

NPOLYKIIHH.

Kanacenpurkanus

PDu3nyecKue OMacHOCTH He xnaccuguumpoBano

OmnacHocTH 17151 310POBbS He xnaccuduuuponano

OnacHocTh BpeIHOTO Bo3/ieiicTBusi Ha  Vcrmonb3yeMble Ipu U3roToBieHHH Oydepa
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)

CocraB 0ydepa Homep CAS

«bydep-CE» (10X) 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 KaKUEe-HUOYIb HENPUATHBIE
OLLYILLEHUS

[IpoMBITH KOKY OOJIBLIIMM KOJINYECTBOM BOJIbI
HE MEeHee 5 MUHYT/IpUHATH Ayml. Ecnu
paszpa)xeHue pa3BUBACTCS U HE IIPOXOUT,
o0paTuTech 3a MEIULMHCKON ITOMOIIBIO
[IpomnonockaTe 60IBIINM KOJIMYECTBOM BObI
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 MHTAJIAUMOHHBIM
nyreM (Mpu BAbIXaHNH)

IIpu oTpaB/ieHNHU EPOPATBbHBIM IIyTEM
(mpu nporyaTbIBAaHUM)

IIpu Bo3€licCTBUM HA KOXKY

IIpu nonmaganuu B riasa

5. Mepbl ¥ cpeacTBa 00ecIeYeHUus MOKAPOB3PLIBO0E30MACHOCTH

OO0mas 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

TOpeHusi 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 NPEIOTBPAIICHUAIO M JUKBUIALMHA ABAPHIHBIX H YPE3BLIYANHBIX CUTYALIMHA M MX
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 MaTepUAJIbI AJIs1 M30ISIUH 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

Huxkorna He BO3BpamaTh paciuieCKaHHbINA
MPOJIYKT B MTEPBOHAYAIIbHBIC OAHKH IS
IMOBTOPHOI'O UCIIOJIb30BAHUS.

OtpaboTannsliii 0ydep cobuparor B
CIICIMAIBHYIO TIOCYAY U, OCIIE
HEWTpaIn3aliy, CJIMBAIOT B KAHATU3AIIHIO.

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

7.1IpaBuja XpaHeHUss XUMHYECKOH NMPOAVKIINYA M 00PAIEHUS C Hel INPH NOrPY30YHO-

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 cnienuaabHBIX peKOMEHAANN
Xpanenue 0ydepa 10KHO TPOU3BOAUTHCS
npu Temmneparype 4-8 OC B miotHO 3aKPBITOM
Tape W 3aIUIIEHHOM OT CBETa MECTE B
TEYEHHE BCEro CPOKa FOJHOCTH.

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 CPEJICTBAMU 3aITUTHI
rias/nuna

PexoMeHyeTcst Ha/ieBaTh CICIUAIBHBIC
XaJaThl

OO6pamaitech B COOTBETCTBUH C MIPUHITATIAMHA
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9.DdU3HKO-XUMHYECKHE CBOIICTBA

BHemnuii Bug

ArperatHoe cOCTOsIHUE

®opma BhINIyCKA

IBer
3anmax
IMopor 3anmaxa
Boxopoaubliii mokasareas (PH)
Touka nJiaB/IeHUs/TOYKA 3aMepP3aHNs
Temmneparypa KuINeHusi, HA4YAJIbHAs
TeMIepaTypa KMIEHUs U TeMIlepaTypHbIii
HHTEPBAJ KMIICHUA
TemmnepaTrypa BCHBIIIKH
Temmneparypa camoBo3ropanus
BocnuiamensieMocTh (TBepaoe BelecTBo,
ra3)
IIpenen BociiamensieMocTu — HuxHU (%)
Bepxuuii npenen pocniiamensiemoctu (%)
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
Kunkocts

He onpeneneno
becuBerHbIi
He onpeneneno
He onpeneneno
7,6-8,2

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 crienPUIeCKOro oprana-
MHUIIIEHH MOCJIe OTHOKPATHOIO BO3/1eiiCcTBUSA
TokcHYHOCTD 1J1s crienPUuIeCKOro oprana-
MHUILIEHHU 0CJIe MHOTOKPATHOTO
BO3/eliCTBUA

OnacHocTh acnupanuu

XpoHuveckasi TOKCHYHOCTH
JomosiHuTepbHAsE MHGOPMALUSA

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

IIpoyue HebOarONMPUATHBIE BO31EeHCTBUSA

Het B Hamuuun
Her B Hamuaun
Het B Hamuuun
Komnionents! Oydepa cMemmBaroTcs ¢ BOAOU
Het B Hamuuun

13.PexoMeHIantuy IO VIAJEHUIO OTX0I0B (0CTATKOB)

YHunuTo:xxeHue (JINKBHAAIUS) OCTATKOB
(0TX0/10B)

YHHUTOKEeHNe (INKBUAALNSA) 3arPA3HEHHOM
YIaKOBKH

MecTHbIe NpaBu/Ia YTHIH3ALNHU

YTunuszanysi B COOTBETCTBUU C MECTHBIMHU
HopMaTuBaMmu. [IycTbie eMKOCTH Uin
BHYTPEHHHUE 000JI0UYKH MOTYT COJIepXKaTh
OCTAaTKH IpOoayKTa. J[aHHBIA MaTepuan u
€MKOCTH HU3-TI0J] HETO JOJKHbI
YTUIIU3UPOBAThCS 0€30N1aCHBIMU METOJaMU
[TycThle eMKOCTH HEOOXOMMO HAMIPABUTh HA
YTBEPXKJACHHBIN Y4acTOK IO repepadoTke
OTXOJI0B JIs1 IOBTOPHOT'O UCIOJIb30BaHUS WU
YTUIIU3alUuU

CoOpatp a5 pereHepaluy uim
YTUIIM3UPOBATh B FTEpPMETUYHBIX KOHTEHHEpax
B IIYHKTE, UMEIOLIEM JINLIEH3HIO Ha
YTUIM3ALHI0 OTXO0/10B

14.NMudopMalys npy nepeBo3xkax (TPaAaHCHOPTHPOBAHNIN)

MexayHapoaHoe peryJiupoBaHue

TpaucnoptipoBanue npu Temmeparype 4-8°C
B 3alMIIEHHOM OT CBETa MECTE B TEUECHUE
BCEr0 CPOKa TOAHOCTH

EBponeiickoe corjiaieHue 0 Me;KIyHAPOAHOH J0POKHOM MepeBO3Ke ONMACHbIX IPY30B

(ADR)
Not regulated as dangerous goods

MexayHapoaHasi accouuanus Bo3ayurHoro tpancnopra (1ATA)

Not regulated as dangerous goods

MexayHapoaHblii MOPCKO# Koaekc no onacHbiM rpy3am (IMDG Code)

Not regulated as dangerous goods
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15.Uudopmanus 0 HAMOHAJILHOM H MEKIVHAPOIHOM 3aKOHOAATEJILCTBE

IIpaBuia, npuMeHNMMble K XHMMHYECKOl NPOAYKUHMH OTPaKeHbl B CJeAYIOIIHX HANMOHAJIbHBIX
3aKOHOATeJIbHBIX aKTaxX

a) CanurtapHble HOPMBI U npaBwiia «CaHUTAPHO-MUEMHOJIIOTHYECKAE TPEOOBAHUS K YCIOBHUAM TpyJa
paboTaronx, COJACPKAHUIO M OKCIUTyaTalldd IPOU3BOJCTBEHHBIX OOBEKTOB», YTBEPKICHHBIX
nocTaHoBJIeHHEM MuHuUCTEpCTBa 3paBooxpaneHust Pecnyonuku benapyce ot 19.07.2023 r. Ne 114

0) T'uruennmueckuit HopMmaTuB «llokazaTenu Oe30maCHOCTH W OE3BPEAHOCTH MHUKPOOPTaHU3MOB-
MPOAYIIEHTOB, MUKPOOHBIX IPENapaToB M UX KOMIIOHEHTOB, BPEIHBIX BEIIECTB B BO3IyXe paboveil 30HBI
U Ha KOXHBIX IIOKpoBax paOoTarolMx», YTBEPKIACHHbIM noctaHoBiIeHHEM Cosera MuUHHUCTPOB
PecniyOnuku benapyces ot 25.01.2021 r. Ne 37.

B) ['uruennueckuit HopmatuB «OpUEHTHUPOBOUHBIE OE30MACHBIE YPOBHU BO3/ICUCTBUS BPEIHBIX BEIIECTB
B BO3ayxe pabodeil 30HBI», yTBepkIcHHbIE [locTaHoBIeHHEM MMUHHCTEPCTBA 3PaBOOXPAHCHHUS
Pecniyommku benapycb Ne 92 ot 11.10.2017 r.
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TpeGoBanus MeKTYHAPOAHOI0 3aKOHOAATEIbCTBA JIJIS 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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