MACHOPT BE30ITACHOCTHU XUMHUYECKOM IMTPOYKIIUN

OO011IeCTBO ¢ OTPaHUYECHHOW OTBETCTBEHHOCTHIO «AMI eH bem»

1. UneuTndpuxanyss XuMHYECKO NPOAYKIIMUA U CBEICHNS 0 IPOM3BOIUTEIE/TIOCTABIIHKE

HaumeHoBaHuMe MPOAYyKTA

CHHOHUMBI

Koa mpoaykra
IIpuMeHeHnne NpoayKTa
Ha3zBanue koMnaHuu

KOpuanueckuii aapec

Howmep Tenedona

daxc

OTBeTCTBEHHOE JINIIO0

Homep Tesiedgona
DJIEKTPOHHAS IOYTA
TeseoH IkCcTPEHHOI CBA3U
PexomenayeMoe npumMeHenue
BelllecTBa/cMecH

Habop pearenroB ans cekBenupoBanus [JHK
o Merony Canrepa « AMGene Dye v3.1»,
TY BY 691702217.016 - 2024

Ha6op «AMGene Dye v3.1», TY BY
691702217.016 - 2024

Het nanabix

[IpodeccrnonanbHoe UCTIONB30BAHKE
OO611ecTBO ¢ OrpaHUYEHHOMN
OTBETCTBEHHOCTHIO «AMI'en ben»

222210, Munckass o6xacts, CMOJIEBHUCKHI
paioH, Kuraiicko-benopycckuii
WHIYCTPUAIBHBIN IapK «Benukuii KameHby,
np-t1 [lekunckuii, 20-177

+375 (29) 685-89-07

Koctrokosuu JImutpuii IBanoBHu

+375 (29) 685-89-07

Info@amgenebio.com

+375 (29) 685-89-07

HaGop npeanasHayeH /i HOCTaHOBKU
peakuuu ceKkBeHnpoBaHus o meroay Canrepa
C UCIOJIb30BaHUEM (ITyOpECLEHTHO-MEUYEHbIX
JU1€30KCUHYKIICOTUATpUPOChHATOB U
HOCIIEAYIOIUM Pa3/IeJICHUEM CUKBEHC-
MPOJYKTOB METO/IOM KAWL PHOTO
anekTpodopesa.

Habop npegnaznaven /uisi (pUMEHEHHS! TOJIBKO
in vitro.

OrpanuveHus M0 NPUMEHEHUI0 Her B Hanmnuuu
BelllecTBa/cMecH

2. UneHTHUKaALNS ONIACHOCTEN

HaGop 1 ero KOMHNOHEHTHI TpeaHa3HAYEHBI TOJBKO /ISl TaOOPATOPHOTO HMCIONH30BAHMS U HE JTOJDKHBI
MpUHUMATbC BHYTph. [Ipu paboTe HEOOXOAMMO Ha/EeBAaTh 3AIUTHYIO OJESXKTY, 3al[UTHBIE OUYKH H
XUMHYECKHU-CTOMKUE TepyaTku. Vcrmonp30oBaTh B MOMEIIEHUH, O00OPYIOBAaHHOM MPUTOYHO-BBHITSKHOM
BEHTHIISIIHEHN.

B npoOupkax copepkaTcsi BOAHBIE CMECH HEOMACHBIX MAaTEPUAIOB WM IOTEHIMAIbHO OMACHBIX
Matepuainos, B coorBeTcTBUU ¢ [[OCT 32419-2013 Knaccuduxanus onacHOCTH XUMHUECKONW MPOLYKITUH.

Kanaccnpurxanus
dusnyeckne onNacHOCTH
OnacHocTH 1151 310POBbA

He kmaccudumupoBano
He xnaccuguuupoBano

[Iponmomwkenue Ha ciemytomieit ctpanuiie Crpanuna 1 u3 7



OnacHocTh BpeIHOTO BO3/1elCTBUS HA
OKPY:KaIOLLYI0 cpexy

Kparkas xapakTepucTHKA ONIACHOCTH

Hcnonb3yeMble Tpu HM3TOTOBIEHUU Habopa
XUMUYECKHE  BellecTBa HE  OKa3bIBAIOT
3arpA3HAIOLIETO BO3JECHCTBUS Ha
OKPY’KAIOIIYI0 Cpely, TaK Kak 3TH BeEIeCTBA
HCMOJIB3YIOTCS B KOHIIeHTpauusx ke [TJIK
Her B Hanuuun

IIpenynpexnenue
IIpenorBpamenue Her B Hanuuuu
OTtBer Her B Hanuuun
XpaHenue Her B Hanmmuun
Yruanzanus Hert B Hanmnunu
IIpoune onacHocTH HenssectHo
3. CocraB (uHpopManusi 0 KOMIIOHEHTAX)
CocraB HaOopa Homep CAS
2,5 X peaKIMOHHBIN MPEMHKC NONE
5 X peakIMoHHbIN Oydep NONE
pactBop KoHTpoabHOM JJHK NONE
pacTBOp KOHTPOJIBHOrO IpaiiMepa NONE

4. Mepbl nepBoOi IOMOILIHA

Mepbl nepBoi/i MOMOIIHA IMPH PA3JINYHBIX IYTHAX BO3/1elicTBHSA

IIpu oTpaB/IeHUHM MHTAJIAUMOHHBIM
nyrem (Ipu BAbIXaHHH)

IIpu oTpaB/ieHNHU NepopaIbHBIM IIyTeM
(mpu nporJaTeIBAHNN)

IIpu BO31eHCTBMH HA KOKY

IIpu nonaganuu B riasa

BaxHeliine cMMIITOMBI M IOCJIEACTBUS
Ha 3amerky Bpauy

IlepemecTnTh MOCTpaAABIIErO HA CBEKNN
BO31yX. Eciiu cuMnTOMBI pa3BUBalOTCS UIIH HE
UCYE3al0T, 00paTUTECh K Bpavy

OO6parurtech K Bpady, eciii OyayT
POJOKATHCSA KaKue-HUOYIb HEMPUITHBIE
OLLYIIEHUS

[TpOMBITH KOKY OOJIBIITUM KOIMYECTBOM BOJIBI
HE MEHee 5 MUHYT/TIpUHATH Tyul. Eciu
pasapaxeHue pa3BUBAETCA U HE MPOXOAMNT,
o0paTuTech 3a MEIUIIMHCKON TTOMOIIBIO
[IpomnonockaTs 6OIBIIUM KOJTHMYECTBOM BOIBI
B TeueHue 10 munyT. Eciin paznpaxenue
pa3BUBAETCA U HE MIPOXOIUT, 0OpaTUTECh 3a
MEIUITTHCKOM TTOMOIIIBIO.

Her B Hanmnuuu

Her B Hannuuun

5. Mepbl H CpeACTBA 00eceYeHU S MOKAPOB3PLIBO0E30IACHOCTH

OO0mas xapakrepucTuka
M0KAPOB3PHIBOONIACHOCTH
IHoaxoasimue cpeAcTBA MOKAPOTYLICHHUS

Henoaxoasimmue cpeacTsa MmokapoTyluieHust
OnacHocTh, BbI3bIBaeMasi IPOAYKTAMH
TOpeHNsl U TEPMOAECTPYKIIUHN

Crnenudguka npy TylieHUM MMOKapa

Het B Hannuun

Bonsnoii tyman. Ilena. Cyxoit mopomiok.
Huoxcun yraepona (CO2)

He xnaccuguuupoBano

Her

YO6parh npoOUPKHU U3 30HBI TIOKAPA, €CIIA ITO
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HE COMPSHKEHO C PUCKOM
CpencrBa MHAMBUAYAJIbHOM 3aIIUTHI IPH Her
TylIIeHHH M0KAPOB

6.Mepbl 10 IPEIOTBPALCHUA IO M JUKBHIALMY ABAPUIHBIX M YPE3BbIYANHBIX CUTYALIMI M UX
MOCJIeICTBU

Mepb! MHHANBUAYAJbHOH 3aIIUTHI IIpu pabore HEOOXOIUMO HAIEBATh 3ALIUTHYIO
OJIEXK Ly, 3aIUTHBIE OYKU U XUMHUYECKH-
CTOMKHE ITepYaTKU

Mepbl Ipe10CTOPOAKHOCTH, He tpeOyercs HUKaKuX 0cOOBbIX
ol0ecreynBaloIIMe 3alIUTY OKPY KaloLe IIPEIOCTEPEKEHUN 110 OXPAHE OKPY KAIOLLIEH
cpeabl cpeabl

MeTtoabl 1 MaTepHAJIbI AJI U30JISILIUMA U OrpaHu4eHHbIE PA3IUBBI: BHITEPETH
OYMCTKH HOIVIOIIAIOIIMM MaTepHaIoM (Harpumep,

TKaHbIO, IEPCTHIO). TIIaTEILHO OYUCTUTH
IIOBEPXHOCTH IS yAAIEHUS OCTaTOYHOTO
3arps3HCHUS

Huxkorga He BO3BpamaTh paciuieCKaHHbIN
MIPOAYKT B IEPBOHAYAIBbHbBIE TPOOUPKU IS
MTOBTOPHOI'O MCMOJIb30BAHMUSI.

OTtpaboTaHHble KOMIIOHEHTHI HAbOpa
COOMPAIOT pa3/ieNbHO B CIELUANBHYIO TOCYY
1, IIOCJIE HEUTPAIU3aLliH, CIIMBAIOT B
KaHaJIU3aLuIo.

YTunmmzanus 0TX0A0B OIMCaHa B pas3zaciie 13
ImacrnopTa 0e30macHOCTH Marepuaia

7.JIpaBuja XpaHeHUss XUMHYECKOH NMPOAVKIIMUA M 00PAIEHUS ¢ HEH MPH MOTrPY309HO-
pa3rpy30vyHbIX padoTax

IMorpy3o4Ho-pa3rpy3ounbie onepanuu U odpaiieHne

Mepsb! npeocTOPO:KHOCTH [Ipu obpamiennn/xpaHeHuu coodoaaiTe
OCTOPOKHOCTh
be3onacHoe oOpamenune Her B Hanuuuun
Xpanenue
TexHnuueckue Mepbl MPEeAOCTOPOKHOCTH  HeT HUKaKUX crienualbHBIX PEKOMEH AN
Hoaxoasimue ycJaoBUs XpaHEHUS XpaHeHune HaOOPOB TOIKHO MPOU3BOTUTHCS

npu TemmnepaType munyc (18-24) °C B
3allIUIIEHHOM OT CBETa MECTE B TEUCHHE BCETO
CpOKa rOJIHOCTH.

HecoBmecTuMBIE MaTepHAJIbI HewusBectHo

8.CpeacTBa KOHTPOJIA 32 ONIACHBIM BO3/I€HCTBHEM M CPEICTBA HHANBHAYAJbHOM’ 3aIUThI

Texnn4yeckue Mepbl OO6ecrieunTh HAJISKAITYIO OOIIYI0 U MECTHYIO
BEHTHIISIIUIO

CpencrBa MHAMBUAYAJIbHOM 3aIIUTHI
CpeacTBa MHAMBUAYAJIbHOM 3aIIIUTHI [Ipu HEOCTaTOYHOM BEHTHIISLIUK HEOOXOAMMO
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OPraHoB JAbIXaHHA

CpeI[CTBa HH}IHBHHyaHLHOﬁ 3alllUThI
PYK

CpeI[CTBa HH}IHBHHyaHLHOﬁ 3alllUThI
rjia3s

CpencrBa MHAMBUAYAJIbHOM 3aIIUTHI

KO2KH
I'urnennyeckue MEPLI IPETOCTOPOKHOCTH

9. DU3HKO-XUMHNYECKHE CBOMCTBA

BHemnuii Bug

ArperatHoe cOCTOsIHUE

®opma BhINIyCKA

IIBer
3anax
ITopor 3amaxa
Bonoponnslii noka3zarean (PH)
Touka niaB/IeHHs/TOYKA 3aMepP3aHus
TemnepaTypa KuneHusi, Ha4aJbHas
TeMIepaTypa KMIeHUs U TeMIlepaTypPHbIi
HHTEPBAJ KMIIEHUA
Temmneparypa BCHBIIIKH
TemnepaTypa caMoBO3ropaHusi
BocniiamensieMocTh (TBepaoe BemecTBo,
ras)
IIpenen BociiamensiemoctTu — HuxkHM (%)
Bepxuuii npenen Bociiamensiemoctu (%)
IIpenes B3pbIBaeMoOCTH
JdaByienne mapa
ILi1oTHOCTHL Mapa
CxopocTthb ucnapeHust
OTHocuTeIbHASA VIOTHOCTH
IliioTHOCTH
PacrBOopumMocTh
Ko puuuent pacnpenesienus (H-
OKTAaHO0.1/B0/1A)
Temneparypa pasjiokeHust
Bsskocth

00eCTIeYnTh HAIJISKAIILYIO 3aIIUTy OPraHOB
JbIXaHUS
[Tonp30BaTbCs 3aLIUTHBIMU ITIEpYATKAMHU

[Tpu pabore moIb30BaTHCS
COOTBETCTBYIOIIUMH CPEJICTBAMU 3AIMTHI
rias3/nuna

PekoMeHyeTcs HaieBaTh ClICIUATBHBIC
XaJaTel

OO0paraiiTech B COOTBETCTBUU C MPUHIUIIAMH
HaJIe)KAIEH TPAKTHKHU MPOMBIIIUICHHOM
TUTHCHEI U 0€30I1aCHOCTH

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

He onpeneneno
He onpeneneno
He onpeneneno

He onpeneneno
He onpeneneno
He onpeneneno
He onpeneneno
He onpeneneno
He onpeneneno
He onpeneneno
He onpeneneno
He onpeneneno
He onpeneneno

He onpeneneno
He onpeneneno

10.CTa0NJILHOCTh H PEAKIIMOHHAS CIOCOOHOCTDL

CTadbuIbLHOCTD

B03MO0KHOCTH ONIACHBIX peaKkuuii

YciaoBusi, KOTOPBIX cjieyeT u30deraTb

[Ipu cobmoieHNH yCIoBUNA XpaHEHUs U
TPAHCIIOPTUPOBKHU MaTepuan cTabuieH

[Ipu cobmroieHNH yCIoBUN XpaHEHUs U
TPAaHCIOPTUPOBKH HEU3BECTHO HU O KAKOU
OIIaCHOM peaKIuu

N36eraiiTe MOBBIMICHHUS TEMIIEPATYPHI BBIIIIE
3HAQUYEHHM, OMMMCAHHBIX B YCIOBUSIX XpaHEHUs
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HecoBmecTuMBIE MaTepHAJIBI
OnacHble IPOAYKTHI Pa3/10sKeHH

11.Uudopmanysi 0 TOKCHYHOCTH

OcTpasi TOKCMYHOCTD

IIyTu BO31CHCTBHS

CuMnToMbl

Pa3benanmne/pasapakenne KoXu

Tsxe10e moBpeskaeHNne 1J1a3/pa3apakeHue
rja3

PecnimpaTopHas cencuOnamn3zanus

Ko:xxHag cencuonansanus

MyTareHHOCTb IMOPHOHAJBHBIX KJIETOK
Kanueporennocrnb

TokcH4YHO I PeNPOAYKTUBHOI CHCTEMBbI
TOKCHYHOCTH JJIM CIeMU(PUIECKOTO OPraHa-
MHUIIEHH MOCJIe OTHOKPATHOI0 BO3/1eiicTBUS
TOKCHYHOCTH JJIM CIeU(PUIECKOTO OPraHa-
MHUIIIEHH MOCJIe MHOTOKPATHOIO
BO3AeHCTBUSA

OmnacHocTh acnupanuu

XpoHuvyeckasi TOKCHYHOCTD
JonosHuTebHAsA HHGOPMAIIUA

He onpeneneno
He onpeneneno

Her B Hamuunu
Her B Hamuuun
Her B Hamuunu
Her B Hamuunu
Her B Hamuuun

Het B Hamuuun
Hert B Hamuunu
Her B Hanmuaun
Het B Hamuuun
Her B Hanmnaun
Het B Hanmuuun

Het B Hannuun
Hert B Hannuuu

Het B Hannuun
Her B Hannuuu

12.Mudopmanys 0 BO3ACHCTBUY HA OKPYKAIOUIVIO CPeay

IKOTOKCHYHOCThH

CroiikocTh M pa3iaraeMocThb
[MoTenumnan GMOAKKYMYJISAILUU
MoOMJILHOCTH B IIOYBE

IIpoune HebOIarONpPHUATHBIE BO3AEHCTBUS

Her B Hammaun
Het B Hamuuun
Her B Hammaun
KommnoneHnTs! Habopa cMEMMBarOTCs ¢ BOAOH
Her B Hammaun

13.PexoMeHIaIMM IO VIAJIEHHIO OTX0I0B (0CTATKOB)

YHuuToxkeHue (JIMKBUAALMS) OCTATKOB
(oTXx010B)

YHuuTOoKeHue (IMKBUAALUA) 3arPA3ZHEHHOMN
YIAKOBKH

MecTHBIE npaBuJjia yrujin3anuu

yTI/IHI/I3aHI/I$[ B COOTBETCTBHUU C MECTHBIMU
HopMaTtuBaMu. [lycTeie eMKOCTH HITn
BHYTpPEHHHUE 000JI0UKH MOTYT COAEepKaTh
OCTaTKH MpoaykTa. [JlaHHBIN MaTepuan u
E€MKOCTH HU3-110J HETO JOJIXKHBI
YTHIM3UPOBATHCS 0€30MaCHBIMU METOJAMHU
HYCTBIC E€MKOCTHU HGO6XOI[I/IMO HAITpaBUTH Ha
YTBEPKACHHBIN Y4acTOK IO mepepadoTKe
OTXOJO0B IJIs1 ITIOBTOPHOI'O MCIIO0JIB30BaHUA HIIN
YTHIIN3ALUN

Co0pathb aiis pereHepanuu uiu
YTUIM3UPOBATh B TEPMETUUYHBIX KOHTEHHEPAX
B ITYHKTE, IMEIOIIEM JIMIICH3UIO Ha
YTUIU3AUI0 OTXOA0B

14.Undopmanus npu nepeBo3Kax (TPAHCNOPTUPOBAHUN)

Me:xayHapoaHoe peryJiipoBaHue

TpancnopTupoBaHue Ipyu TEMIIEPATYPE MUHYC
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(18-24) °C B 3amMIIEHHOM OT CBETA MECTE B
TEUYCHUE BCCI'0 CPOKA rOJHOCTHU
EBponeﬁCKoe corjialiceHue o Me)K)IyHaPOLlHOﬁ L[OpO)KHOﬁ MMEPEBO3KE OIACHLIX I'PY30B
(ADR)
Not regulated as dangerous goods
MeskayHapoaHas accouanusi Bo3ayuHoro Tpancnopra (IATA)
Not regulated as dangerous goods
MekayHapoaHblii MOPCKOIi KojgeKkce mo onacHbiM rpy3am (IMDG Code)
Not regulated as dangerous goods

15.Uudopmanysi 0 HANMOHAJILHOM H MEKIVHAPOIHOM 3aKOHOAATEJILCTBE

IIpaBuja, npuMeHNMMble K XHMHYECKOIl NPOAYKUHMH OTPAa’KeHbl B CJAEAYIOIIHX HANMOHAJIbHBIX
3aKOHOATeJbHBIX aKTaxX

a) CanurtapHble HOPMBI U npaBmiia «CaHUTAPHO-3MUIEMUOIOTHIECKHNE TPEOOBAaHUS K YCIOBUSAM TpyJa
paloTarolMX, COIEPKAHUIO UM  SKCIUTyaTallud IPOU3BOJACTBEHHBIX OOBEKTOBY», YTBEP)KAECHHBIX
nocTaHoBJIeHHEM MHuHHUCTEpCTBa 31paBooxpanenust Pecnyomuku benapycs ot 19.07.2023 r. Ne 114.

6) I'urumennyeckuii HopmatuB «lIlokazarenn Oe3zomacHOCTH U O€3BPEAHOCTH MHUKPOOPIaHU3MOB-
MPOAYLIEHTOB, MUKPOOHBIX MPENapaToB M MX KOMIIOHEHTOB, BPEIHBIX BEIIECTB B BO3AyXe pabOYeil 30HBI
U Ha KOXHBIX IIOKpOBax, palOTaloUIMX», YTBEpXkAEHHbIH mocTaHoBieHueM CoBera MHUHUCTPOB
Pecny6nuku bemapycs ot 25.01.2021 1. Ne 37.

B) «Crnenuduueckue CaHUTAPHO-3MUAEMUOJIOTHUECKUE TPeOOBAaHUS K YCIOBHSM TpyJAa pabOTaroIUX».
[Toctanosnenune Cosera MunuctpoB Pecriyonuku benapyce ot 1.02.2020 r. Ne66.

r) 3akoH Pecnybmuku bemapyce «OO0 oOpamenusx c¢ orxoxamu» oT 20 wuronas 2007 ropa.
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TpeﬁﬂBaHI/Iﬂ MEKAYHAPOAHOI0 3aKOHOAATEJAbCTBA JIJIA JaHHOT'O IIPOAYKTA HE OIIPECACIICHEBI.

16./lonoaHuTeIbHAA HHGOPMALUS

Hepeqeﬂb HCTOYHHUKOB I/IH(lJOPMaIII/II/I

Ony0JuKkoBaHo
OTKa3 0T 0TBETCTBEHHOCTH

Jara BbInmycka
JaTa nepecMoTpa nacnopra 0e30MacHOCTH
JlaTa meuyatn

I'OCT 30333-2007 «ITacnopt 6e30macHOCTH
XUMUYECKOH TpoxyKuun. O0mme
TpeOOBaHUS»

T'OCT 32419-2013 «Knaccuduxamus
OTIAaCHOCTH XUMUYECKOU MTPOTYKITHH. )

21.04.2024

WNudopmanus, npuBeneHHas B JAHHOM
JIOKYMEHTE, TTOJITOTOBJIEHA HA OCHOBAHUU
JIAHHBIX, JOCTYIHBIX B HACTOSIIIEE BPEMSI
21.04.2024

21.04.2024

21.04.2024
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