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 aHAIU3aTOPOB CEPUU
3500 «bY®DEP-CE Anonuslit», TY
BY 192289135.008-2022

CHHOHMMBI «BY®EP-CE Anoausiit» (1X), TY BY
192289135.008-2022

Koxa mpoaykra Her manHbIX

IIpuMeHeHMe MPOAYKTA [IpodeccrnonanbHOE UCIIOB30BAHKE

Ha3Banue koMnaHuu OO0111eCTBO ¢ OTpaHUYEHHOM
OTBETCTBEHHOCTHIO «AMI'en bem»

Opuanuecknii agpec 222210, Munckas o6nactb, CMOJIEBHUCKHIA

paiion, Kuraiicko-benopycckuit
VHYCTPUAJIbHBIN NapK «Benukuil KaMeHb»,
np-T Ilexkunckui, 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
ananuzaropax cepuu 3500.
OrpannyeHusi 10 NPUMEHEHHUIO Her B Hanuuun
BelllecTBa/cMecH

2. Unentudukanus onacHocTe

Bydep npennazHadeH TOIbKO AJs JaOOPATOPHOIO MCHOJB30BAHUSA U HE JIOJKEH MPUHUMATHCS BHYTPbD.
IIpu paboTe HEOOXOAMMO HaJeBaTh 3AIIUTHYIO OJEXKIY, 3allUTHbIE OYKH M XHMHYECKU-CTOUKHE
nepuatku. Mcnonap3oBaTh B HOMELIEHUH, 000PYAOBAHHOM MPUTOYHO-BBITSKHOW BEHTUIISILIUEH.

B Gankax comepXHUTCsl BOAHBIH PacTBOP CMECH HEOIMACHBIX MaTepUaloB WM MOTEHIMAIBLHO OMACHBIX
MmatepuanoB, B coorBerctBuM ¢  ['OCT 32419-2013 Knaccudukanus OMacHOCTH XHUMHYECKOH
MPOIYKIIMH.

Knaccnpurkanus

duznyeckHe ONACHOCTH He xnaccuduuuponano

OnacHocTH 1151 310POBBbA He xnaccuguumpoBano

OnacHocTh BpeHOTO Bo3eiicTBUsi HA  Vcronb3yeMble TNpu M3roToBieHUH Oydepa
OKPY>KAIOLLYI0 Cpeay XMMHYECKHE  BEIIeCTBA HE  OKAa3bIBAIOT

3arpsA3HSIONMIETO BO3JECHCTBUS Ha
OKpYKalolllyl0 Cpely, TaK KaK 3TH BELIECTBA
HCMOJIB3YIOTCS B KOHIIEHTpauusx Hroke [TJIK
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Kparkasi xapakTepucTHKA OACHOCTH Her B Hanmnuun

IIpenynpexaenue
IIpenorBpamenue Her B Hanuuun
OTtBer Her B Hanuuumn
XpaHeHue Her B Hanmuuun
Yruanzanus Hert B Hanmnunu
IIpoune onacHocTH HeussectHo

3. CoctaB (uH(popMAaIHs 0 KOMIIOHEHTAX)

Cocras Oydepa Homep CAS

«BYDEP-CE AHoaHBIIN NONE

4. Mepbl nepBoOid TOMOIIHA

Mepsb! nepBoii IOMOLIY NPHU PA3JHMYHBIX IIYTAX BO3/AeiiCTBUSA

[lepemecTuTh NOCTpaAaBIIEro HAa CBEKUI
BO31yX. Eciu cuMITOMBI pa3BUBAIOTCS WM HE
HCUe3al0T, 00paTUTECh K Bpady

OObpatuTtech K Bpauy, eciii 0yayT
IPOI0JIKATHCS KaKue-HUOY/Ib HEIIPUSTHBIE
OLIYILLIEHUS

ITpoMBITE KOy OOIBIIUM KOJTHMYECTBOM BOJIbI
HE MEHee 5 MUHYT/TIPUHATH Ayml. Ecin
paszpakeHue pa3BUBaeTCs U HE IPOXOIUT,
00paTuTeCch 3a MEIUIIMHCKON TTOMOIIBIO
[IpononockaTs OOJBIIMM KOJIMYECTBOM BOJIBI
B TeueHue 10 munyt. Ecnu pazapaxkenue
pa3BUBaeTCs M HE IPOXOJIUT, 00paTuTeCh 3a
MEIULUHCKOW ITOMOUIBIO.

BaxHeiiue CHMIITOMBI M ITOCJIEICTBHUS Her B Hanuuuu

Ha 3amerky Bpauy Her B Hanmnuun

IIpu oTpaB/ieHMH HHTAJIAIHOHHBIM
nyrem (IpU BAbIXaHHH)

IIpu oTpaB/jieHUM NePOPAJIBLHBIM IyTEM
(nmpu nporJaTbIBAHUHT)

IIpu BO31eliCTBHH HA KOXKY

IIpu nonaganum B riasa

5. Mepbl 4 CpeacTBa o0ecneueHNs M0KapoB3PbIBO0€30NMACHOCTH

OO0was xapakTepucTHKA Her B Hanmmuun

M0’KapOB3PHIBOONIACHOCTH

IHoaxoasiimue cpeacTBa MOKAPOTYLICHUSA Bogsnoii Tyman. [lena. Cyxoii mopoIox.
Huokcun yrnepona (CO2)

Henoaxoasimue cpeacrBa no:xkaporymenusi  He knaccupunupoBano

OnacHocTth, BbI3bIBaeMasi NPOAYKTAMH Her

rOpeHusi U TepMOAECTPYKIMHU

Crnennduka npm TylmeHuu noxapa VY6parb 6aHKH U3 30HBI TIOXKApa, €CIIU 3TO HE
COTIPSIKEHO C PUCKOM

CpencrBa MHANBHAYAJIBHOM 3a1IUTHI IPH Her

TYUICHUH IMOKapoB

6.Mepbl 10 NPEIOTBPAIECHUI0O H JUKBHIAIMHI ABAPUIHBIX U YPEe3BLIYANHBIX CHTYAIIUHA M HX
MOCJIe/ICTBUIA

Mepbl HHAMBHAYAIbHOM 321U THI [Ipu pabore HEOOXOIUMO Ha/IeBATh 3AIUTHYIO
OJIEK Y, 3allIUTHBIC OYKU U XUMHUYECKH-
CTOMKHUE ITepYaTKU
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Mepbl IpeI0CTOPOKHOCTH,
ol0ecreynBaloIue 3alIUTY OKPY:Karoei
cpeabl

MeToabl U MaTepUAJIbI VIS H30JSIUU U
OYHCTKHU

He tpebyercs HUKaKHX 0COOBIX
MPEIOCTEPEHKEHUN IO OXPAHE OKPYKAIOLLEH
cpenbl

OI‘pElHPI‘ICHHbIG Pa3JIuBLL: BLITCPCTH
MOTJIOUIAOIIMM MaTepuaaoM (Hampumep,
TKaHblO, IEPCTHIO). TIIaTEILHO OYUCTUTH
MOBEPXHOCTH JUISl YAAJIEHUS] OCTATOYHOTO
3arpsI3HEHUS

Huxorna He BO3BpalaTh pacruieCKaHHbII
MPOJYKT B MIEPBOHAYATHHBIC OAHKU JIJIS
IIOBTOPHOI'O UCIOJIb30BAHUS.

OTtpaboranHnsblii 0ydep coduparT B
CHELUATBHYIO TIOCYAY H, IOCTe
HEWTpaTU3aIiy, CIIMBAIOT B KAHAJIM3AIHIO.

YTunuzamms 0TX0JI0B onMcaHa B paszzeine 13
nacrnoprta 0e30MacHOCTH MaTepHalia

7.JIpaBujia XpaHeHHsl XUMHYECKOI MPOAVKIIMY M 00pPAllleHHs ¢ Hel IPH MOrPY304YHO-

pa3rpy3ovyHbIX padoTax

IMorpy3o04Ho-pa3rpy3o4yHbie onepanuu U oopamieHne

MepbI Ipe10CTOPOKHOCTH

Be3onacHoe oOpamenne

XpaHeHnue
TexHuueckue Mepbl MPEAOCTOPOKHOCTH
Moaxoasimue ycJa10BUSA XPaHEHHUS

HecoBMecTnMBIE MaTepHaJbl

[Ipu oOpamennn/xpaneHnn coooIaiTe
OCTOPOKHOCTh
Her B Hanmnuuun

Her Hukakux crieruaibHbIX peKOMEH 1Al
Xpanenue 0ydepa T0KHO MPOU3BOAUTHCS
npu Temmeparype 4-8 °C B moTHO 3aKpBITON
Tape M 3al[UIIEHHOM OT CBETa MECTE B
TEUEHHE BCEr0 CPOKa TOJTHOCTH.

HewusBectHo

8.CpejacTBa KOHTPOJIA 32 ONIACHBIM BO3/I€HCTBHEM M CPEICTBA MHAMBUAYAJIbHOI 3a1IUThI

TexHun4yeckue Mepbl

Cpe}ICTBa I/IHJII/IBI/IIlyaJ'IbHOﬁ 3allIUThI
CpeZ[CTBa HHI[HBHI[yaHBHOﬁ 3allIUThI
OpraHoB JIbIXaHUSA

CpeacrBa MHAMBUAYAJIBHOM 3alIUTHI
pyk

CpeacrBa MHAMBUAYAJIBHOM 3alIUTHI
rias

CpencTBa MHANBUAYAJIBHOW 3aIUATHI
KOKH
I'uruennyeckue Mepbl MPEIOCTOPOKHOCTH

ObecneunTh HaUIEXKALTYIO OOIIYI0 M MECTHYIO
BEHTUJISILIUIO

[Ipu HemocTaTOYHON BEHTWISILIMK HEOOXOJUMO
o0ecreunTh Ha/IJIeKallyHo 3alllUTy OPraHOB
JIBIXaHUS

[Tonp30BaTbCs 3aIMTHBIMU NIEpYATKAMU

[Ipu paboTe monb30BaTHCS
COOTBETCTBYIOIIUMU CPEJICTBAMU 3AIUTHI
rias/nuua

PexomMeHyeTcs HazeBaTh CrieUaJIbHbBIE
XaJlaTel

Obparaiitech B COOTBETCTBUH € MPUHIIMITAMHU
HaJUIeKallel MPAKTUKU TPOMBIIUIEHHON
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9.DU3HKO-XUMHYECKHE CBOMCTBA

Buemnmuii Bug

ArperaTHoe coCTOsIHUe

®opMa BBIILYyCKA

IBeT
3anmax
ITopor 3anmaxa
Bonopoanblii noka3arean (pH)
Touka nJIaBJIeHNsI/ TOYKA 3aMep3aHus
Temmneparypa KuINleHUsI, HAYAJIbHAs
TeMIlepaTypa KUIleHUsI M TeMIepaTypPHbIi
HHTEPBAJ KMIIEHUA
Temneparypa BCnbIIIKH
TemnepaTypa caMoBO3ropaHusi
BocmiiamensieMocTh (TBepa0e BellecTBO,
ras)
IIpexen BocuiamensiemocTu — HxkHUE (%)
Bepxumuii npenes Bocniiamensiemoctu (%)
IIpexen B3ppIBaEMOCTH
JdaByienne mapa
ILnoTHOCTH Mapa
Cxopocthb ncnapenust
OTHocuTeIbHAS NJIOTHOCTH
IliioTHOCTH
PacTtBopumocTh
Ko3¢ppuumenr pacnpenenenus (H-
OKTaHO0J1/B0OAA)
TemnepaTypa pazno:xkeHust
Bsskocth

TUTHEHBI 1 0€30IIaCHOCTH

He onpeneneno
Kunkocts

He onpeneneno
BbecuBeTHbIH
He onpeneneno
He onpeneneno
8,0-8,5

He onpeneneno
He onpeneneno

He onpeneneno
He onpeneneno
He ompeneneno

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

He onpeneneno
He onpeneneno

10.CTa0NJILHOCTH H PEAKIIMOHHAA CHOCOOHOCTD

CTadnjibHOCTh

B03MO0KHOCTH OIACHBIX peaKkuuii

Yci10BHsl, KOTOPBIX ciIeAyeT u36eraThb

HecoBMecTumble MaTepHaJIbl
OnacHble IPOAYKTHI Pa3JI0KeHHA

11.Mndopmanus 0 TOKCHYHOCTH

OcTpasi TOKCHYHOCTH

IIyTH BO3eiicTBUA

CumMnTomMsbl

Pazbenanue/pazapaxeHue Koxu

Tskes10e moBpexkIeHne ri1as/pa3apaxeHue
rjaa3s

[Ipu coGmroieHnH ycaoBUN XpaHEHUs U
TPAHCIIOPTUPOBKHU MaTepua cTabuieH

[Tpu coGmroieHNH ycaoBUN XpaHEHUs U
TPaHCIOPTUPOBKH HEU3BECTHO HU O KaKOH
OIAaCHOW peakIuu

N30eraiite nmoBBILIEHUS TEMIIEPATYPHI BbIILIE
3HAUEHUH, ONIMCAaHHBIX B YCIOBUSAX XPaHEHHUS
He onpeneneno

He onpeneneno

Het B Hamuuun
Her B Hammuun
Het B Hamuuun
Her B Hammuun
Het B Hamuuun
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PecniupaTopHasi ceHcuOMIM3auus

KoxHas ceHcHOMIN3anus

MyTareHHOCTh 3IMOPHUOHAJIBbHBIX KJIETOK
Kanueporennocrsn

ToKCHYHO ISl PENPOAYKTUBHOM CHCTEMBI
TokcH4HOCTS 1151 crienu(PrUIecKoro oprana-
MHIIEHH MOCJIe OJHOKPATHOIO BO3/1eiiCTBUSA
ToxkcH4HOCTB 1151 crienu(PrUIecKoro oprana-
MHIIEHH MOCJIe MHOTOKPATHOIO
BO31eHCTBUSA

OnacHocTh acnupanumn

XpoHnuyeckasi TOKCHYHOCTH
JonoHuTeILHAS HH(POPMALIUA

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

Her B Hannuuu

Her B Hannuuu

Hert B Hanmnunu
Her B Hannuuu

12.Mudopmanus o0 BO3ACHCTBUY HA OKPVIKAIOIIVIO CPeay

IKOTOKCHYHOCTh

CTolKOCTD U pa3jiaraeMocTb
IHoTennman OMOAKKYMYJISIUH
MoOuIBbHOCTH B IOYBE

IIpoune HebOIarONPHUATHBIE BO3AEHCTBUS

Her B Hamnaun
Het B Hamuuun
Her B Hanmuuun
Kommonents! Oydepa cMemmBaroTcs ¢ BOAOU
Her B Hamuaun

13.PexoMeHIAIMH 110 VIAJEHHIO 0TX0A0B (0CTATKOB)

YHuuToKeHMe (INKBUAAIUS) OCTATKOB
(0TX0/10B)

YHuuToKeHue (IMKBUAALUA) 3arPA3HEHHOM
YIAKOBKH

MecTHbIE nmpasujia yrTwjin3anuu

yTI/IJH/I?:aIII/IFI B COOTBETCTBHUU C MECTHBIMHU
HopMmatuBamu. [lycTeie emMKoCcTH M
BHYTPEHHUE 000JI0OUKH MOTYT COZIEpPKAaTh
OCTaTKH NMpoayKTa. JlaHHbII MaTepuan u
€MKOCTH U3-I10J HETO JOJIZKHBI
YTUIM3UPOBATHCS O€30MaCHBIMU METOAAMU
HYCTI)IC €MKOCTHU H€O6XO)II/IMO HaIlpaBUTb Ha
YTBEP’KJCHHBIHM y4acTOK Mo nepepadoTke
OTXOO0B JJIsA TIOBTOPHOI'O MCIIOJIB30BaHUA HIIN
yTUIM3ALUN

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

14.Mndopmanus npu nepesBo3Kax (TPAHCIOPTHPOBAHNN)

Me:xayHapoaHoe peryJiMpoBaHue

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

EBponeiickoe coryiaieHue 0 Me:KIyYHAPOIHOM I0POKHOM MepeBO3Ke ONMACHbIX IPY30B

(ADR)
Not regulated as dangerous goods

Me:knyHapoaHasi acconuanusi Bo3ayuHoro tpancnopra (IATA)

Not regulated as dangerous goods

Me:knyHapoaHbIii MOPCKoOii Koxekce o onacHbiM rpy3am (IMDG Code)

Not regulated as dangerous goods

15.Audopmanug 0 HAHOHAJILHOM U MEKIYHAPOIHOM 3aKOHOAATEJILCTBE
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IIpaBuiia, npuMeHUMble K XMMHYECKOH NMPOAYKIMH OTPa’KeHbl B CJAeIYIOIIHX HAIHOHAJIBHBIX
3aKOHOJATEeJIbHBIX AKTAX

a) CanutapHblie HOpMBI U TipaBuiia «CaHUTapHO-3MUIEMHOJIOTHYECKHE TPEeOOBaHUS K YCIOBUSIM TPY/a
paboTaroyX, COAEPKAHUIO U IKCIUTYaTallUuX TPOU3BOJICTBEHHBIX O0BEKTOBY, YTBEPIKICHHBIX
MOCTaHOBJICHMEM MUHUCTEPCTBA 3apaBooxpaHeHus Pecriyonuku benapycb ot 19.07.2023 r. Ne 114

06) T'uruennyeckuit HopmaTuB «llokazaTenu Oe3omacHOCTH U OE€3BPEAHOCTH MHUKPOOPTraHU3MOB-
MIPOYLIEHTOB, MUKPOOHBIX MPENapaToB U UX KOMIIOHEHTOB, BPEAHBIX BEIIECTB B BO3/IyXe paboueil 30HbI
U Ha KOXHBIX IIOKpOBax paboTaromMx», YTBEpXKIACHHbIN mocTtaHoBieHneM CoBera MUHUCTPOB
Pecniyommku benapycb ot 25.01.2021 1. Ne 37.

B) ['urunennueckuii HopMatuB «OpUEHTUPOBOYHBIC OE30MACHBIE YPOBHU BO3JICHCTBUS BPEIHBIX BEIICCTB
B BO3ayxe paboueil 30HBI», yTBepkIaeHHbIe [locTaHoBieHrneM MuHHCTEpPCTBA 3PaBOOXPAHEHUS
Pecniy6onuku 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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