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

OFpaHI/I‘leHl/Iﬂ 1o I[pl/lMeHeHI/llO
BellecTBa/cMecH

2. UneHTHUKaALNS ONIACHOCTEN

Bydep 5x mis peakunu ceKBEHHPOBAHUS
«AMGene DYE v3.1»,

TY BY 691702217.017 - 2024

bydep «AMGene DYE v3.1», TY BY
691702217.017 - 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

Bydep npeanasHayeH 11 NOCTaHOBKU
peakuuu ceKkBeHnpoBaHus o meroay Canrepa
C UCIOJIb30BaHUEM (ITyOpECLEHTHO-MEUYEHbIX
TUIE30KCUHYKJICOTUATpUPOCHaTOB U
HOCIIEAYIOIUM Pa3/IeJICHUEM CUKBEHC-
MPOJYKTOB METO/IOM KAWL PHOTO
anekTpodopesa.

Bydep npennasnaueH A IpUMEHEHHUS TOIBKO
in vitro.

Her B Hanmuuuun

Bydep nmpenHazHaueH TONBKO Ui Ja00PATOPHOTO HCIIOJIB30BAaHUS M HE JIOJKEH NMPUHUMATHCS BHYTPb.
[Ipu pabGote HeoOXOaUMO HaAEBaTh 3AlUTHYIO OAEKIY, 3AIIMTHBIE OYKHM WU XHMHUYECKU-CTOMKHE
nepyatku. Mcrnonb30Bath B moMeneHHH, 000pyJ0BaHHOM MPUTOYHO-BBITSKHON BEHTUIIALIUEH.

B HpOGI/IpKaX COACPIKATCA BOAHBLIC CMCCH HCOIIACHBIX MATCPUAIOB WM MOTCHHOUAJIBHO OIIACHBIX
Marepuanon, B cootBeTcTBHH ¢ 'OCT 32419-2013 Knaccudukanusi onacHOCTH XUMHYECKOU MPOTYKITHH.

Knaccupuxauus
du3nyecKne ONACHOCTH
OnacHocTH 1J1M 310POBbA
OnacHOCTh BPeTHOT0 BO31€iiCTBHUS HA

He xnaccuguumpoBano
He kmaccudumupoBano
Hcnonb3yemble mpu wu3roToBiieHuu Oydepa
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OKPY:KAKIIYI0 Cpexy

KpaTtkasi xapakTepucTuKa ONacHOCTH
IMpenynpexnenune

XMMHYECKHE  BEIlecTBa HE  OKAa3bIBAIOT
3arpsI3HSIONIETO BO3ICHCTBHUSI Ha
OKPY’KaIOIIYI0 Cpeay, TaK Kak 3TH BeIleCcTBa
MCIIONB3YIOTCS B KOHIIEHTpanuax Huxke [TJIK
Her B Hamuuun

I[MpenorBpamenue Her B Hannuuun
OTtBer Hert B Hanmnunu
XpaHeHue Her B Hanuuuu
Yruan3zanusa Her B Hannuuu
IIpouue onacHocTH HewuspectHo
3. CocrtaB (nudopManyusi 0 KOMIIOHEHTAaX)
CocraB 0ydepa Homep CAS
5X peakImoHHBIN Oydep NONE

4. Mepbl epBoid IOMOIIHA

Mepsb! nepBoii NOMONIY NPH PA3JIHYHBIX MYTAX BO3/1eiiCTBUA

IIpu oTpaB/ieHUM MHTAJIAUMOHHBIM
nyrem (Ipu BAbIXaHNH)

IIpu oTpaB/ieHNH NEPOPATbHBIM IIyTeM
(mpu nporyaTbIBAaHUM)

IIpu BO31eHCTBUM HA KOXKY

IIpu nonaganum B riasa

BaskHelilue CMMITOMBI U IOCJIEICTBUA
Ha 3amerky Bpauy

[lepemecTuTh MOCTPaAABILErO HA CBEKUI
BO31yX. EciM cuMIITOMBI pa3BUBAIOTCA UM HE
UCYE3al0T, 00paTUTECh K Bpauy

OO6parurech K Bpauy, eciid OyayT
MPOJOJIKATHCS KaKne-HUOYAb HENIPUSATHBIE
OLLYILIEHUS

[IpoMBITH KOy OOJIBIIIUM KOJIMYECTBOM BOJIbI
He MeHee 5 MUHYT/IpUHATH Ayl Eciau
pasapa’keHue pa3BUBAETCS U HE MPOXOAMT,
o0paTuTech 3a MEIUIIUHCKON TTOMOIIBIO
[IpornonockaTe 60IBIIMM KOJTMYECTBOM BObI
B TeueHue 10 munyt. Eciiu pasnpaxenue
pa3BHUBaeTCs U HE MPOXOAUT, 00paTUTECH 3a
MEAMIMHCKON TOMOUIBIO.

Her B Hanuuuun

Her B Hanmnuun

5. Mepbl H CPpeACTBA 00ecIeYeHU S MOKAPOB3PLIBO0E30IACHOCTH

OO0mas xapakrepucTuka
M0KAPOB3PBIBOONIACHOCTH
IHoaxoasimue cpeacTBA MOKAPOTYLICHHUS

Henoaxoasimmue cpeacTBa MokapoTyuieHust
OnacHocTh, BbI3bIBaeMasi NPOAYKTAMH
rOpeHNsl U TEPMOAECTPYKIIUHN

Crnenudguka npym TylieHUM MoxKapa

CpencrBa MHAMBUAYAJIbHOM 3aIIUTHI IPH
TYHIeHUH MOKAPOB

Het B Hannuun

Bonsnoii tyman. Ilena. Cyxoi mopomiok.
Huoxcun yraepoaa (CO2)

He xnaccudunmponano

Her

YO6parh npoOUPKHU U3 30HBI TIOKAPA, €CIIA ITO
HE COIPSHKEHO C PUCKOM
Her
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6.Mepbl 0 NPEIOTBPANICHUIO U JUKBHIANMHN ABAPUNHBIX H YPE3BLIYANHBIX CUTYAILIMIA U UX

MOCJIeACTBU

Mepbl HHAUBUAYAJIBHON 3a1IUTHI

MepbI Ipe10CTOPOKHOCTH,
o0ecreyuBalOIIMe 3ANUTY OKPYKAKOIIEH
cpenbl

MeTtoabl 1 MaTepUAJIbI JAJI51 H30JISIIIUMA U
OYHCTKHU

[Tpu pabore HEOOXOMMO HaJIEBATh 3aIIUTHYIO
OJIeXKTY, 3AIIUTHBIC OYKU U XUMUYCCKH-
CTOMKHE MepUaTKu

He TpeOyercst HUKaKuX 0COOBIX
NPEOCTEPEIKEHUH 110 OXpaHEe OKPYIKAIOIICH
cpenbl

OrpaHu4eHHBIE PA3IIUBBI: BHITEPEThH
HOTJIOIIAIOIIMM MaTepHaaoM (Harpumep,
TKaHBIO, MEPCThI0). TIaTeIbHO OYNCTUTD
TIOBEPXHOCTH JIJISl YAAJICHHUS OCTATOYHOTO
3arpsi3HEeHUs

Huxkorga He BO3BpamaTh pacruieCKaHHbINA
IPOAYKT B IEPBOHAYAIBbHbBIE TPOOUPKU IS
MTOBTOPHOI'O MCMOJIb30BAHMUSI.

Bydep cobuparoT B cienuanbHyo IOCy1y H,
1I0CJIe HEHTpalIn3aluy, CIIMBAOT B
KaHAJIN3ALHIO.

YrTunuzanus 0TX0/10B onMcaHa B pazzesne 13
nacropTa 0€e30MacHOCTH MaTepuana

7.JIpaBuia XpaHeHUss XUMHYECKOH NMPOJAVKIINYA M 00PAIECHUS C Hel MPH NMOTrPY30YHO-

Ppa3rpyv3ovHLIX padoTax

IMorpy3ouHo-pa3rpy3o4unble onepanuu U oopamnieHne

Mepbl IpeIoCTOPOKHOCTH

Be3onacHoe oOpamenne

XpaHenue
TexHnuyeckue Mepbl NPeI0CTOPOKHOCTH
HOI[XOZIHIIII/IC YCI10BUA XpaHCHUSA

HecoBMecTHMBIE MaTepHaJIbl

ITpu oOpamennn/xpaneHuu coduoaiire
OCTOPOYKHOCTh
Her B Hanmmuun

Hert HuKakuX crienuaibHbIX peKOMEHAAnH
Xpanenue Oydepa T0JDKHO TPOU3BOAUTHCS
npu Temnepatype munyc (18-24) °C s
3anIUIIEHHOM OT CBETA MECTE B TEUEHHE BCETO
CpOKa roJTHOCTH.

HewnssectHo

8.CDC}ICTBa KOHTPOJIfA 34 OIIaCHBIM BO32]B]710TBI/[CM H CpeacTrBa HH}IHBI/II{VﬂJIbHOﬁ 3alIMThI

TexHnuyeckue Mepbl

CpeacTBa MHAMBUAYAJIbHOM 3aIIIUTHI
CpencrBa MHAMBHUAYAJIbHOM 3aIIUTHI
OPraHoOB IbIXaHUS

CpeZ[CTBa HHI[HBHIlyaHLHOﬁ 3allUThI

PYK
Cpencrsa HHANMBHAYAIBHON 3aLUTHI

ObecneunTh HaUIEKAITYIO OOIYI0 1 MECTHYIO
BEHTHJISALIUIO

[Ipu HEgOCTaTOYHOM BEHTHIISIIIMN HEOOXOIUMO
00eCTeYnTh HAAJISKAILYIO 3aIIUTy OPTraHOB
JBIXaHUS

HOJII:3OBaTbCH 3allIUTHBIMHA HepanKaMI/I

IIpu pabore monb30BaTHCS
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rjia3s
CpeI[CTBa nnzmmmya.m;noii 3alllUThI

KO2KH
I'urnennyeckue MEPLI IPETOCTOPOKHOCTH

9.DdU3HKO-XHMHYECKHE CBOMCTBA

Baemnuii Bug

ArperaTHoe coCTOsIHHE

®opMa BBIILYyCKA

Ber
3anmax
IIopor 3anaxa
Boxopoaubliii mokasareas (PH)
Touka niIaBjIeHNs/TOYKA 3aMepP3aHUA
TemnepaTypa KuneHusi, Ha4aJabHas
TeMIlepaTypa KHIIeHUs] ¥ TeMIlepaTypPHbIH
HHTEpPBAJ KHIIeHUs
TemnepaTypa BCHbIIIKH
TemmnepaTypa caM0OBO3ropaHusi
BocniiamensieMocTh (TBepaoe BelecTBo,
ras)
IIpenen BociiamensiemocTu — HuaxHui (%)
Bepxumnii npenes BocniiamensieMoctu (%)
IIpenen B3pbIBaeMoOCTH
JaBjieHue napa
IliioTHOCTHL Mapa
Cxopoctb ncnapenust
OTHocuTe/IbHASA VIOTHOCTH
IL1oTHOCTH
PacTBOopuMocCTH
Koa¢pdunuenr pacnpenesienus (H-
OKTAaHO0.1/B0/1A)
Temmneparypa pa3sJio:keHUs
BsizkocTh

COOTBCTCTBYIOIJ_[I/IMI/I CpeI[CTBaMI/I 3alIUTHI
riaas/ajna

PGKOMGHHyeTCSI HaacBaTh CIICIITUAJIBHBIC
XaJaThl

Obparaiitech B COOTBETCTBHH C PUHIMIIAMHU
HaJUIeKaIIEH TPAKTUKH MPOMBIIIIICHHON
THTHEHBI ¥ 0€301aCHOCTH

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

He onpeneneno
He onpeneneno

10.CTa0MJILHOCTD U PEAKIIMOHHAA CIIOCOOHOCTD

CTadoNJIBLHOCTDL

B03MOKHOCTB OIIACHBIX peaKI Uil

Yci0Busl, KOTOPBIX cjIeAyeT u3derathb

HecoBmecTuMBIE MaTepHAJIBI
OnacHble IPOAYKTHI Pa3/10sKeHH

11.Uudopmanysi 0 TOKCHYHOCTH

[Ipu cobmroieHnn yCIoBU XpaHEeHUs 1
TPaHCIOPTUPOBKH MaTepuall CTaOMIIeH

[Ipu cobmroieHnu yCIoBU XpaHEeHUs 1
TPAHCIIOPTUPOBKU HEU3BECTHO HU O KaKOU
OMAaCHOM peaKIuu

W36eraiiTe MOBBIICHUS! TEMIIEPATYPHI BBILIE
3HaYEeHUH, OIIMCAHHBIX B YCIOBUSIX XPAHEHUS
He onpeneneno

He onpeneneno
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OcTpasi TOKCHYHOCTH

IIyTn BO31elicTBHS

CuMnTOMBI

Pa3benanmne/pasapakenne KoXu

Tske10e moBpeskaeHNne 1J1a3/pa3apakeHue
rjia3s

PecnimpaTopHas ceHcuOnan3zanus

Ko:xxHag cencuonansanus

MyTareHHoOCTb SMOPHOHAJBbHBIX KJIETOK
Kanueporennocrn

ToKCHYHO ISl PENPOAYKTUBHOM CHCTEMBI
ToxkcH4HOCTH 1151 crienn(PUIecKOro Oprasa-
MHIIEHH MOCJIe OHOKPATHOIO BO3/1eiicTBUS
TokcuyHOCTD 11 crieuMPUIECKOro oprana-
MHIIEHH MOCJIe MHOTOKPATHOIO
BO3/eiicTBUSA

OnacHocTh acnupanumn

XpoHuyeckass TOKCHYHOCTH
JdomosnutensHass nHpopManus

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

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

Her B Hannuuu

Het B Hannuun

Hert B Hannuuu
Het B Hannuun

12.Uudopmanyisi 0 BO3ACHCTBUY HA OKPYKAIONIVIO CPeay

9KOTOKCHYHOCThH

CroiikocTh M pa3jlaraeMocThb
[HoreHumnan OMOAKKYMYJISILIUU
MoOWILHOCTEH B IIOYBE

Hpoque HeﬁJ’laI‘Ol'[pI/[ﬂTHble BO3/eiicTBHSA

Het B Hanmuuun
Her B Hamuaun
Het B Hamuuun
Komnonents! Oygepa cMemmBaroTcsi ¢ BOJAOH

Hert B Hannuuu

13.PexoMeHIaINM IO VIAJIEHHIO OTX0I0B (0CTATKOB)

YHuuTo)XeHMe (IMKBUAANUS) OCTATKOB
(oTx010B)

YHuuTOoKeHue (IMKBUAALUA) 3arPA3ZHEHHOM
YIAKOBKH

MecTHBIE npaBuJjia yrujin3anuu

yTI/IJ'H/I?naIII/IH B COOTBETCTBHUU C MECTHBIMU
HOopMaTuBaMmu. [lycTeie eMKOCTH WU
BHYTpPEHHUE 000JI0UYKH MOTYT COEpXKaTh
OCTaTKH MpoaykTa. [laHHBIN MaTepuan u
E€MKOCTH HU3-110J HETO JOJIKHBI
YTHIM3UPOBATHCS 0€30MaCHBIMU METOJAMU
HYCTBIC E€MKOCTHU HGO6XOI[I/IMO HaITpaBUTH Ha
YTBEPKACHHBIN Y4acTOK IO mepepadoTKe
OTXOJO0B IJIs1 ITIOBTOPHOI'O MCIIOJIB30BaHWA HIIN
YTHIIN3ALUN

Colpathb aiis pereHepanuu uiu
YTHIM3UPOBATHh B TEPMETUYHBIX KOHTEHHEpax
B IIYHKTC, UMCIOIIICM JIMICH3UIO HAa
YTHIIU3ALHIO0 OTXO/0B

14.Uudopmanus npu nepeBo3kax (TPAHCNOPTUPOBAHUHN)

Me:xayHapoaHoe peryJiMpoBaHue

TpancnopTupoBaHue Ipyu TEMIIEPATYPE MUHYC
(18-24) °C B 3ammmeéHHOM OT CBETA MeCTe B
TCUCHHE BCETO CPOKA TOTHOCTH

EBponeiickoe coryiameHue 0 Me;KIyHAPOIHOM IOPOKHOM NepeBO3Ke ONMACHBIX IPY30B

(ADR)
Not regulated as dangerous goods
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MesxkayHapoaHasi acconuanusi Bo3ayurHoro tpancnopra (IATA)
Not regulated as dangerous goods

Me:xkayHapoaHblii MOPCKO# Koaekc no onacHbiM rpy3am (IMDG Code)
Not regulated as dangerous goods

15.UndopManys 0 HAIHOHAJIbLHOM ¥ MEKIVHAPOJIHOM 3aKOHOIATEIbCTBE

HpaBmIa, NPpUMEHUMbBIEC K XMMHYeCKO MNPOAYKIHU OTPAKEHbI B CJHCAYHOINHUX HAIUOHAJIBbHBIX
3aKOHOJATECJIBbHBIX AKTaX

a) CanurtapHble HOpMbI U TpaBuiia « CAaHUTAPHO-IMHIEMUOJIOTHYECKUE TPeOOBaHUS K YCIOBUSM Tpyna
paloTaromMX, COJEPKAHUIO W OSKCIUTyaTallkd IPOU3BOACTBEHHBIX OOBEKTOBY», YTBEP)KIACHHBIX
noctaHoBjieHrneM MuHucTepcTBa 3apaBooxpanenus Pecyonuku benapyce ot 19.07.2023 1. Ne 114.

0) T'mruenmyeckuit HopMmaTuB «lloka3aTenmn O€30maCHOCTH W OE3BPEAHOCTH MHUKPOOPTaHU3MOB-
MPOYLIEHTOB, MUKPOOHBIX MPENapaTOB U UX KOMIIOHEHTOB, BPEIHBIX BEIIECTB B BO3AyXe pabouel 30HbI
U Ha KOXHBIX IIOKpOBaX, paboTaroluX», YTBEpKIEHHbIH noctaHoBieHneM CoBeta MUHHCTPOB
Pecny6nuku benapycs ot 25.01.2021 r. Ne 37.

B) «Crnenuduieckne CaHUTAPHO-IMUICMHUOJIOTHYSCKHE TPEOOBAHMS K YCIOBUSAM TpyAa PabOTAFOIIHX).
ITocranosnenune Cosera MunuctpoB Pecriy0nnku benapycs ot 1.02.2020 r. Ne66.

r) 3akoH PecnyOmuku benapycs «O0 oOpamenusix c¢ orxogamu» ot 20 wurons 2007 ropa.

[Iponomkenue Ha cienyroiei ctpanuie Crpanuna 6 u3 7



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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