MACHOPT BE30ITACHOCTHU XUMHUYECKOM IMTPOYKIIUN

OO011IeCTBO ¢ OTPaHUYECHHOW OTBETCTBEHHOCTHIO «AMI eH bem»

1. UneuTndpuxanyss XuMHYECKO NPOAYKIIMUA U CBEICHNS 0 IPOM3BOIUTEIE/TIOCTABIIHKE

HaumeHoBaHuMe MPOAYyKTA
HaGop peareHToB aiis onpeaeieHust
koHnentpauuu JJHK meronom 1P B
pexxume peanbHoro Bpemenu «AMGene
Artiodactyla Quanty,
TY BY 691702217.018 - 2024

CHHOHHUMBI Ha6op «AMGene Artiodactyla Quant», TY BY
691702217.018 - 2024

Koa mpoaykra Het nangunix

IIpuMeHeHne MPOAYKTA [IpodeccrnonanbHoe UCTIONB30BAHKE

Ha3Banune koMnaHuu OO0111eCcTBO ¢ OrpaHUYEHHOU
OTBETCTBEHHOCTHIO «AMI'en ben»

KOpuanueckuii aapec 222210, Munckas o6mactb, CMOJICBUUCKUI
paiioH, Kuraiicko-benopycckuii

WHIYCTPUAIBHBIN IapK «Benukuii KameHby,
np-t1 [lekunckwii, 20-177

Homep Tesnedona +375 (29) 685-89-07
daxc -
OTBeTCTBEHHOE JINLIO0 Koctrokosuu JImutpuii IBanoBnu
Howmep Tesedpona +375 (29) 685-89-07
DJIEKTPOHHASI IOYTA Info@amgenebio.com
Tenedon IKCTPEeHHOIT CBA3N +375 (29) 685-89-07
Pexomenayemoe npuMeHeHue HaGop npennasHaueH Juis onpeneneHus
BelllecTBa/cMecH KOHIeHTpauuu xkuBotHoi JJTHK
HaGop npennasHaueH Juis IpUMEHEHUs TOIBKO
in vitro.
OrpanunyeHust N0 NPUMEHEHUI0 Her B Hanmmuun
BelllecTBa/cMecH

2. Uneutudukanus onacHocren

HaGop u ero KOMIOHEHTHI MpeAHa3HAYEHBI TOJBKO ISl TJaOOPATOPHOTO MCIOJB30BAaHUS M HE JIOJKHBI
NpUHUMATbCS BHYTph. [Ipu paboTe HEoOXOauMO HAAEBATh 3alIUTHYIO OJICKIY, 3AIUTHBIE OYKU H
XUMUYECKA-CTOMKHE TepyaTku. VIcmonp30BaTh B MOMEIIEHWH, OOOPYJIOBAHHOM IMPUTOYHO-BBITSKHOMN
BECHTUJIALIUEH.

B npoOupkax copepikaTcsi BOJHBIE CMECH HEOMACHBIX MAaTepHAOB WIM TMOTEHIHATBHO OMACHBIX
Matepuaios, B cootBeTcTBuU ¢ I'OCT 32419-2013 Knaccuduxariys onacHOCTH XUMUYECKOM MPOTyKIIUH.

Knaccupuxauus

Du3uyecKue ONaCHOCTH He xnaccudunmpoano

OnacHocTH 1J1M 310POBbA He kmaccudumupoBano

OnacHocTh BpeHOT0 Bo3eiicTBUsI HA  Vcmonb3yeMble TpU  HM3TOTOBJICHWH Habopa
OKPY/KAIOILILYI0 Cpeay XUMUYECKHE  BellecTBA HE  OKa3bIBAIOT

3arpA3HAIOLIETO BO3JECHCTBUS Ha
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KpaTtkasi xapakTepucTUKa ONacHOCTH
IMpenynpexnenne

OKPY’KaIOIIYI0 Cpeay, TaK Kak 3TH BeIleCTBa
HCMOJIB3YIOTCS B KOHIIEHTpanusx Hke [TJIK
Her B Hannuuu

I[MpenorBpamenue Her B Hannuuun
OtBer Her B Hamuunu
XpaHeHnue Her B Hanmmuun
Yruanzanus Hert B Hanmnunu
IIpouue onacHocTH HewuspectHo
3. CocraB (MH(popMaIHsag 0 KOMIIOHEHTAX)
CocraB Habopa Homep CAS
2X CMeCh JIJIsl aMILIU(DUKAITIN NONE
PactBop mpaitmepos NONE
ITonoKuUTEIbHBIN KOHTPOIb NONE
Bona mist ammmdukanym NONE

4. Mepbl epBoid IOMOIIHA

Meps! nepBoii MOMONIY NPH PA3JIHYHBIX MYTAX BO3/1€eiiCTBUSA

IIpu oTpaB/ieHUM MHTAJIAUMOHHBIM
nyrem (Ipu BAbIXaHNH)

IIpu oTpaB/ieHUM NEPOPAIBLHBIM IIyTEM
(mpu nporyaTbIBAaHUM)

IIpu BO31eHCTBUM HA KOXKY

IIpu nonaganum B riasa

Baskneinmne cMMITOMBI M IOCJIECTBHS
Ha 3amerky Bpauy

[lepemecTuTh MOCTPaAABILIErO HA CBEKUI
BO31yX. EciM cMMIITOMBI pa3BUBAIOTCS WU HE
UCYE3al0T, 00paTUTECh K Bpauy

OO6parurech K Bpauy, eciid OyayT
MIPOJOJIKATHCS KaKue-HUOYAb HENIPUSATHBIE
OLLYILIEHUS

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

Her B Hanuuuun

Her B Hanmnuun

5. Mepbl H CPpeACTBA 00ecIeYeHU S MOKAPOB3PLIBO0E30IACHOCTH

OO0mas xapakrepucTuka
M0KAPOB3PbIBOONIACHOCTH
IMoaxoasiue cpeacTBA MOKAPOTYLLIEHUS

Henoaxoasimme cpeacTaa noxapoTyumeHus
OnacHocTh, BbI3bIBaeMasi MPOIyKTAMHI
rOpeHusi U TepMOAECTPYKINHU

Cnenunduxa npu TyueHuH moxapa

CpeacTBa MHAMBHAYAJIBHOM 3a1IUTHI PH
TYLIEHHUH 110KAPOB

Het B Hannuun

Bonsnoii tyman. [lena. Cyxoi moporioxk.
Huoxcun yraepona (CO2)

He xmaccudumuponano

Her

VY6patb mpoOUPKHU U3 30HBI MTOXKAPa, €CIIU ITO
HE CONPSIKEHO C PUCKOM
Her
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6.Mepbl 0 NPEeIOTBPANCHHAIO U JUKBUIAIMHA AaBAPUHHLIX X YPE3BLIYANHBIX CUTYAIIMI U MX

MOCJIeICTBU

Mepbl HHAUBUAYAJIBHON 321U THI

Mepbl IpeI0CTOPOKHOCTH,
o0ecreyuBalOIIMe 3AIUTY OKPYKAKOIIE
cpeabl

MeTtoabl 1 MATepHAJIBI A U30JSIIIUM U
OYHUCTKH

[Ipu pabore HEOOXOAMMO HaAEBATh 3AILUTHYIO
OJICK]Y, 3AIUTHBIC OYKH U XUMUYECKH-
CTOMKHE ITepYaTKU

He Tpebyercs HUKaKuX 0COOBIX
IPEIOCTEPEKEHUI 110 OXpaHe OKpY KaroLIeH
cpenabl

OrpaHuYeHHbIE PA3JIUBBL: BHITEPETH
MOTJIOIIAIOLINM MaTepHalioM (Harpumep,
TKaHbIO, IIEPCThI0). TIIATETbHO OUUCTUTD
MOBEPXHOCTH /ISl YAAJICHUS OCTaTOYHOTO
3arps3HEHUs

Hukorna He Bo3BpalaTh paciiecKaHHbIN
OPOAYKT B IEPBOHAYAJIbHbBIE IPOOUPKU IS
IIOBTOPHOI'O UCIIOIb30BAHUS

OTtpaboTaHHbIe KOMIIOHEHTHI HabOpa
cOOMpAIOT pa3JeNbHO B CIELHUATIBHYIO IOCY Ty
U, TI0CJIe HeHTpanu3aluu, CIUBAIOT B
KaHaJIU3aLHI0

YTunuzamus 0TX0J1I0B onMcaHa B pazzesne 13
nacropTa 0e30MacHOCTH MaTepuana

7.JIpaBuia XpaHeHUss XUMHYECKOH NMPOAVKIINYA M 00PAIECHUS C Hel NMPH NMOTrPY30YHO-

pa3rpyv3ovHLIX padoTax

IMorpy3o4Ho-pa3rpy3ounble onepanuu U odpanieHne

Mepbl IpeIoCTOPOKHOCTH

Be3onacnoe oOpamenne

XpaHenue
TexHnuyeckue Mepbl NPeI0CTOPOKHOCTH
HOI[XOZIHIIII/IC Yci10BUA XpaHCHUSA

HecoBMecTHMBIE MaTepHaJbl

ITpu oOpaiennn/xpaneHnu coduoaiire
OCTOPOYKHOCTh
Her B Hanmmuun

Hert HUKakMX crielualbHbIX PeKOMEHAANI
XpaHeHre HabOpOB JOJKHO MPOU3BOIUTHCS
npu Temnepatype munyc (18-24) °C s
3anIMIIEHHOM OT CBETA MECTE B TEUEHHE BCETO
CpOKa roJTHOCTH.

HewnssectHo

8.CDC}ICTBa KOHTPOJIfl 34 OIIaCHBIM BO32]B]710TBI/[CM H CpeacTrBa HH}IHBHHV&HBHOﬁ 3aIIMThI

TexHnyeckue Mepbl

CpeacTBa MHAMBUAYAJIbHOM 3aIIIUTHI
CpencrBa MHAMBHUAYAJIbHOM 3alIUTHI
OPraHoOB IbIXaHUS

CpeZ[CTBa HHI[HBHIlyaHLHOﬁ 3allIUThI

ObecneunTh HaJUIEKAITYIO OOIYI0 1 MECTHYIO
BCHTUJISALTUIO

[Ipu HEgOCTaTOYHOM BEHTHIISIIIMN HEOOXOIUMO
00eCTeYnTh HAAJISKAIILYIO 3aIIUTy OPraHOB
JBIXaHUS

HOJII:3OBaTbCH 3allIUTHBIMHA HepanKaMI/I
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PYK
CpencrBa MHANBHUAYAJIbHOM 3aIIUTHI
rjaa3s

Cpe)ICTBa HH}IHBHHyaHLHOﬁ 3alllUThI

KO2KH
I'urmennveckue MEPLI IPETOCTOPOKHOCTH

9.dU3HKO-XHMHYECKHE CBOMCTBA

Baemnuii Bug

ArperaTHoe COCTOSIHHE

®opma BbINIyCKA

Ber
3anmax
IMopor 3anmaxa
Boxopoaublii mokasareas (PH)
Touka nJIaBjieHNs/TOYKA 3aMepP3aHUA
TemnepaTypa KuneHusi, Ha4aJabHas
TeMIlepaTypa KUIeHUs U TeMIlepaTypPHbIi
HHTEpPBaJ KHIeHUS
TemnepaTypa BCHbIIIKH
TemnepaTypa caMoBO3ropanusi
BocnuiamensieMocTh (TBepaoe BelecTBo,
ras)
IIpenen BociiamensiemocTu — HuKkHU (%)
Bepxumnii npenes BocniiamensieMoctu (%)
IIpenen B3pbIBaeMoOCTH
JaBjieHue napa
IliioTHOCTHL Mapa
Cxopoctb ncnapenus
OTHocuTe/IbHASA VIOTHOCTH
ILiioTHOCTH
PacTrBopumocTh
Ko>¢ppuumnent pacnpenenenus (H-
OKTAaHO0.1/B0/1A)
Temmneparypa pasJio:keHUus
BsizkocTh

[Ipu paboTe moyb30BaTHCS
COOTBETCTBYIOIIUMHU CPEJICTBAMU 3AIIUTHI
rijias/auna

PexoMeHnyercst HaieBaTh ClielIUATbHbBIE
XaJaThl

OO0paraiiTech B COOTBETCTBUU C MIPUHITUIIAMH
HaJIJIC)KAIIEH MPAKTUKU MPOMBIIUICHHOM
THTUCHBI H O€301TaCHOCTH

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

He onpeneneno
He onpeneneno

10.CTa0MJILHOCTDh U PEAKIIMOHHAA CIIOCOOHOCTD

CTad0NJIbLHOCTDL

B03MOKHOCTB OIIACHBIX peaKIuii

Yci0Busl, KOTOPBIX cjIeAyeT u3derathb

HecoBmecTuMBbIE MaTepHAJIBI
OnacHble IPOAYKTHI Pa3/10sKeHH

[Ipu cobmroieHnu yCIoBU XpaHEeHUs 1
TPaHCIOPTUPOBKH MaTepuall CTaOMIIeH

[Ipu cobmroieHnu yCIoBUM XpaHEeHUs U
TPAHCIIOPTUPOBKU HEU3BECTHO HU O KaKOU
ONAaCHOM peaKIuu

W36eraiiTe MOBBIIEHUS TEMIIEPATYPHI BBIIIE
3HAYEeHUH, OIIMCAHHBIX B YCIOBUSIX XPAHEHUS
He onpeneneno

He onpeneneno
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11.Mndopmanns 0 TOKCHYHOCTH

OcTpasi TOKCHYHOCTD

IIyTun BO31€lcTBHS

CuMnTOMBI

Pa3benanmne/pasapakenne KoXu

Tsaxe10e noBpeskaeHNne IJ1a3/pa3apakeHue
rjia3s

PecnnupaTopHasi ceHcuOMIM3anmst

Koxnas cenHcudunuzanus

MyTareHHOCTb SMOPHOHAJBbHBIX KJIETOK
Kanueporennocrn

ToKCHYHO ISl PENPOAYKTUBHOM CHCTEMBI
TokcuyHOCTD 11 crieuMPUIECKOro oprana-
MHIIEHH MOCJIe OTHOKPATHOI0 BO3/1eiiCTBUS
TokcHuyHOCTD 1S crienMPUIECKOro oprana-
MHIIEHH MOCJIe MHOTOKPATHOIO
BO3/1eiicTBUSA

OnacHocTh acnupanumn

XpoHuyeckass TOKCHYHOCTH
JdomosnutensHass nHpopManus

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

Her B Hamuunu
Her B Hamuuun
Her B Hamuunu
Het B Hamuuun
Hert B Hamuunu
Her B Hanmuaun

Her B Hannuuu

Het B Hannuun

Her B Hannuuu
Het B Hannuun

12.Uudopmanyisi 0 BO3ACHCTBUY HA OKPYKAIONIVIO CPeay

9KOTOKCHYHOCThH

CroiikocTh M pa3jlaraeMocThb
IMoTeHnmnan GUOAKKYMYJISIIIUH
MoOWILHOCTEH B IIOYBE

IIpoune HeOIaroNpUsITHBIC BO3ACHCTBHUSA

Het B Hamuuun
Her B Hammaun
Het B Hamuuun
KommnoneHnTs! Habopa cMemMBaOTCs ¢ BOAOK
Het B Hamuuun

13.PexoMeHIaniuy no VIaJEeHUIO OTX0I0B (0CTATKOB)

YHuuTo)KeHue (IMKBUAAIUA) OCTATKOB
(oTx0/10B)

YHuuTo)keHue (IMKBUAAIUA) 3arPA3HEHHOM
YIAKOBKH

MecTHble NpaBHIa YTHIAH3ALNU

YTunusauus B COOTBETCTBUU C MECTHBIMU
HopMmaTtuBaMu. IlycTeie eMKOCTH HiH
BHYTPEHHHUE 000JI0UYKH MOTYT COJepXkKaTh
OCTaTKH MpoayKTa. JlaHHBIA MaTepuanl u
€MKOCTHU U3-110J] HETO JOJIKHBI
YTHJIN3UPOBATHCS 0€30MaCHBIMU METOJaMU
[TycThle eMKOCTH HEOOXOMMO HANPaBUTh Ha
YTBEPKACHHBIN YYacTOK I10 nepepadoTke
OTXOZ0B JJIs1 TIOBTOPHOI'O UCIIOJIb30BAaHUS WU
YTUIN3alHAA

CoOpartp a5 pereHepanuu uim
YTHUIM3UPOBAaTh B TEPMETUYHBIX KOHTEHUHEPax
B IIYHKTE, IMEIOIIEM JIMLICH3UIO Ha
YTHUJIM3ALHI0 OTXO0JI0B

14.Unudopmanysi npyu nepeBo3Kax (TPAHCIOPTHPOBAHNN)

MeskayHapoaHOe peryJinpoBaHue

TpaHcrmopTupoBaHKe IPU TEMIIEPATYPE MHHYC
(18-24) °C B 3amMIIEHHOM OT CBETA MECTE B
TEUYEHHUE BCETO CPOKA FOJHOCTH

EBponeiickoe corjiaieHue 0 Me;KIyHAPOIHOM J0POKHOM NepeBO3Ke ONMACHbIX IPY30B
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(ADR)

Not regulated as dangerous goods

MeskayHapoaHasi acconuanusi Bo3ayuHoro Tpaicnopra (IATA)

Not regulated as dangerous goods

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

15.Uudopmanysi 0 HAMOHAJILHOM H MEKIYHAPOIHOM 3aAKOHOIATEILCTBE

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

a) CanurtapHble HOpMbI U TpaBuiia « CaHUTAPHO-IMHIEMUOJIOTHYECKUE TPeOOBaHUS K YCIOBUSM Tpyna
paboTaommx, CONEPKAHUIO W OSKCIUTyaTallkd IPOW3BOACTBEHHBIX OOBEKTOBY», YTBEP)KIACHHBIX
noctaHoBjieHrneM MuHucTepcTBa 3apaBooxpanenus Pecyonuku benapyce ot 19.07.2023 1. Ne 114.

0) T'mruenmyeckuit HopMmaTuB «llokazaTenmn O€30mMaCHOCTH 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) «Crnenuduueckne CaHUTAPHO-IMUICMHUOJIOTHYSCKHE TPEOOBAHMS K YCIOBUSAM TpyAa PabOTAFOIIHX).
ITocranosnenune CoBera MunuctpoB Pecriy0nnku benapycs ot 1.02.2020 r. Ne66.

r) 3akoH Pecnybmuku benapycs «O0 oOpamenusix c¢ orxogamu» ot 20 wurons 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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