MACHOPT BE30ITACHOCTHU XUMHUYECKOM IMTPOYKIIUN

OO011IecTBO ¢ OTPaHUYEHHOW OTBETCTBEHHOCTHIO «AMI eH bem»

1. UnenTndpuxanyss XuMHYECKO NPOAYKIIMUA U CBEICHNS 0 IPOM3BOAUTEIE/TIOCTABIIHKE

HaumeHoBaHue NPOAyKTa

CHHOHMMBI

Koa mpoaxykra
IIpumeHeHne npoayKTa
Ha3Banne koMmnmanun

KOpuaunyeckuii agpec

Homep Tesiedgona

daxkc

OTBeTCTBEHHOE JIULI0

Howmep Tenepona
DJIEeKTPOHHASA MOYTA
Tenedon 3kcTpeHHOI CBA3M
Pexomenayemoe npumeHeHue
BelllecTBa/cMecH

Hab6op peaktuBoB mnst STR-ananuza JTHK
Cubupckoii kocyau Capreolus pygargus
«AMGene CPG ID-plexy,

TY BY 691702217.014 - 2024

Ha6op «<AMGene CPG ID-plex», TY BY
691702217.014 - 2024

Het nagurix

[IpodeccrnonanbHOE UCIIOIB30BAHKE
OO611ecTBO ¢ OTpaHUYEHHOM
OTBETCTBEHHOCTHIO « AMI'eH beny

222210, Munckas o6xacth, CMOJIEBUYCKHI
paiios, Kuraiicko-benopycckuii
WHJyCTPUAJIbHBIN Mapk «Benukuil KameHby,
np-T1 [lekunckuii, 20-177

+375 (29) 685-89-07

KoctrokoBnu Jimutpuii IBanHoBU4

+375 (29) 685-89-07

Info@amgenebio.com

+375 (29) 685-89-07
HaGop npeanaznaueH /yisi TeHETUYECKOTO
npoduns 6uonorudeckux oopasnos JJHK,
OTHOCSIIIUXCS KUBOTHBIM BuAa Cubupckas
kocyiist (Capreolus pygargus), 6uosorndeckue
00pa31bl KOTOPBIX MIPEJICTaBICHbI HA
HCCIIEIOBAHUE. Y CTAHOBJIEHUE TTOJI0BOM
MPUHAJJIC)KHOCTH U IPUHAITIEKHOCTH
OMOJIOTUYECKHX CIIEJIOB OAHON WIIH Pa3HBIM
oco0sM xHuBOTHBIX Bua Capreolus pygargus B
HCCIeyeMbIX 00pasiiax, a Takke
YCTaHOBJICHHE OUOJIOTHYECKOTO POJICTBA
KUBOTHBIX (JOCTOBEPHOCTH MPOUCXOKIACHHUS
MMOTOMCTBA).

HabGop npeanasHadeH A IPUMEHEHUS
TOJIBKO iN Vitro.

OrpanuyeHnus Mo NPUMEHEHUIO Her B Haimnuun
BelecTBa/cMecH

2. Uneutudukanus onacHocren

HaGop u ero KOMIOHEHTHI MpeAHa3HAYEHbI TOJBKO ISl JaOOPATOPHOTO HCIOJIb30BAaHUS M HE JIOJDKHBI
NpUHUMATbCA BHYTph. [Ipu paboTe HEoOXOauMO HaAeBaTh 3alIUTHYIO OJICXKAY, 3alIUTHBIE OYKU H
XUMUYECKU-CTOMKHE TepyaTkh. VIcmonp30BaTh B MOMEINIEHWH, OOOPYJIOBAHHOM IMPUTOYHO-BBITSKHON
BCHTHJIAIIUEH.
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B npoOupkax copepkaTcsi BOAHBIE CMECH HEOMACHBIX MAaTEpUAIOB WM IOTEHIMAIbHO OMACHBIX
MmatepuaioB, B coorBeTcTBUH ¢ [[OCT 32419-2013 Knaccuduxanus onacHOCTH XUMHUECKONW MPOLYKITUH.

Knaccupurkauus

du3nyecKkne ONACHOCTH

OmnacHocTH A5 310POBbS

OnacHOCTh BPEHOT0 BO31eHCTBUSA HA
OKPY:KAIOIIYI0 Cpeay

Kparkas xapakTepucTHKA ONIACHOCTH

He xnaccudunuponano

He xnaccudunmpoano

Hcnonb3yeMble mpu H3rOTOBIEHUU Habopa
XUMUYECKHE  BeEIleCTBA HE  OKa3bIBAIOT
3arpA3HAIOLIETO BO3JECHCTBUS Ha
OKPY’KaIOIIYI0 Cpely, TaK Kak 3TH BeEIeCTBA
HCMOJIb3YIOTCS B KOHIIEHTpauusx ke [TJIK
Her B Hanuuuu

IIpexynpexnenue
IIpenorBpamenue Her B Hanuuuu
OTtBer Her B Hannuuun
XpaHeHue Hert B Hanuuuu
Yruiauzauus Her B Hannuuun

IIpoune omacHoCTH HewussectHo

3. CocraB (MHGOpMaNUs 0 KOMIIOHEHTAX)

Cocras HaOopa Homep CAS

10x O6ydep a1 ammnpuKanum NONE

PactBop JIHK nonmnmepassl NONE

Cmech npaiiMepoB NONE

[1010KUTENBHBIN KOHTPOJIb NONE

BIIK NONE

Boga mis ammnudukanuu NONE

Pa3mepHbIii cTangapT NONE

4. Mepbl nepBoi MOMOILIHA

Mepbl HepBOﬁ MOMOIIU MPU PA3JIUYHBIX IYTHAX BO3/eilicTBHSA

IIpu oTpaB/IeHUHM MHTAJIAUMOHHBIM
nyrem (Ipu BAbIXaHHH)

IIpu oTpaB/ieHNHU NepopaIbHBIM IIyTeM
(mpu nporJaTeIBAHUN)

IIpu BO31eHiCTBHM HA KOXKY

IIpu nonaganuu B riasa

BaxHeliine cMMIITOMEBI M ITOCJEACTBUS
Ha 3amerky Bpauy

IlepemecTnTh MOCTpPaAaBIIEro Ha CBEKUN
BO31yX. Eciiu cuMnTOMBI pa3BUBaIOTCS UIIN HE
MCYe3aloT, 00paTUTECh K Bpauy

OO6parurtech K Bpauy, €Ciiv OyayT
MIPOJIOIIKATHCS KaKue-HUOYAb HEeMTPHUITHBIE
OLLYIIEHUS

[TpOMBITH KOy OOJIBIITUM KOTMYECTBOM BOJIBI
HEe MeHee 5 MUHYT/TIpUHATH ayul. Eciu
pasapa’keHUE pa3BUBAETCS U HE IPOXOAMNT,
o0paTuTech 3a MEIUIIMHCKON TTOMOIIBIO
IIpononockaTh OOJIBIIMM KOJIMYECTBOM BOJIBI
B TeueHue 10 munyT. Eciin paznpaxenue
pa3BUBaETCA U HE MIPOXOIUT, 0OpaTUTECh 3a
MEIUITMHCKOM TTOMOIIIBIO.

Her B Hanmnuuu

Her B Hanmuuuun
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5. Mepbl U cpeacTBA 00eceYeHU S MOKAPOB3PLIBO0E30IACHOCTH

O0mas xapakTepucTHKA Her B Hanmnuun

M0KAPOB3PHIBOONIACHOCTH

Moxxoasimue cpeacTBa MOKAPOTYLICHH S Bonsnoit tyman. Ilena. Cyxoit mopomiok.
Huoxcun yraepona (CO2)

Henoaxoasimue cpeacrsa noxkaporymenusi  He knaccupunupoBano

OnacHocTb, BbI3bIBaeMasi NPOAyKTAMU Her

rOpeHMs U TEPMOAECTPYKIIUHN

Cnennduka npy TymeHun noxapa Y06pate npoOUpKH U3 30HBI IOXKApa, €CIU 3TO
HE CONPSHKEHO C PUCKOM

CpeacTBa MHAMBUAYAJIBHONM 3alIUTHI IPH Her

TYLIEHUH T0KaAPOB

6.Mepbl 0 NPEIOTBPAICHHAIO U JUKBUIAIMHA AaBAPUMHBIX X YPE3BLIYANHBIX CUTYAIIMI U MX
MOCJIeICTBUM

Mepbl HHAMBHAYATbHOM 321U THI [Ipu paboTe HEOOXOAMMO HaAEBaTh 3AILUTHYIO
OJIeXK 1y, 3AILUTHBIE OYKH U XUMHUYECKH-
CTOMKHE ITepYaTKU

MepbI Ipe10CTOPOKHOCTH, He tpebyercst HUKakux 0coObIX
o0ecrneynBaloIe 3aIUTY OKPYKaKOIIei MIPEOCTEPEIKEHUH 110 OXpaHE OKPY KaIOIIeH
cpeasl cpensl

MeToabl 1 MaTepUaIbI VIS H30JISIIUU U OrpaHuYeHHBIEC PA3JIUBbI: BEITEPETD
OYHCTKH MOTJIOLIAIONINM MaTepUaioM (Hampumep,

TKaHbIO, MEPCTHIO). TIIATEIFHO OYUCTUTH
IOBEPXHOCTH IS YAAJIEHUs OCTATOYHOIO
3arps3HCHUS

Huxkorga He Bo3BpamaTh paciieCKaHHbINA
MPOJYKT B MEPBOHAYATBHBIC TPOOUPKU IS
IMOBTOPHOT'O UCIIOJIb30BAHUS.

OTtpaboTaHHbIE KOMIIOHEHTHI Habopa
COOMPAIOT pa3/ieNIbHO B CIIELUAIBHYIO TOCYAY
1, TIOCJIE HEUTPAIU3aLliH, CIIMBAIOT B
KaHAJIU3aLuIo.

YTunmm3anus 0TX0J0B OIMCaHa B pas3aciie 13
macropTa 0e30macHOCTH Marcpuajia

7.JIpaBuja XpaHeHUss XHMHYECKOH MPOAVKIIMUA M 00pAIeHUs ¢ Hel NPH MOrpy304HO-
pa3rpy3ouyHbIX padoTax

IMorpy3o4Ho-pa3rpy3ounble onepanuu U odpaiieHne

Mepsb! npeocTOPOKHOCTH [Ipu obpamennn/xpaHeHun codoaaiTe
OCTOPOKHOCTh
be3onacHoe oOpamenue Her B Hanmuuuun
Xpanenue
TexHuueckue Mepbl MPeAOCTOPOKHOCTH HeT HUKaKMX CeNUAIbHBIX PEKOMEHAAIUI
Hoaxoasimue ycJ0oBUs XpaHEHHUS XpaHeHrne HaOOPOB JTOKHO MPOU3BOTUTHCS

npu TemmnepaType munyc (12-18) °C B
3aIIMIIEHHOM OT CBETa MECTE B TEUCHUE BCETO
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HecoBMecTHMBIE MaTepHaJIbI

CpOKa rOAHOCTH.
HewussectHO

8.CpeacTea KOHTPOJIS 32 ONACHBLIM BO3€HCTBHEM M CPEACTBA HHANBUAVAJILHON 3AIIIUTHI

Texnuueckue Mepbl

CpencrBa MHAMBHUAYAJIbHOM 3aIIUTHI
CpeacTBa MHAMBUAYAJIbHOM 3aIIIUTHI
OPraHoB JIbIXaHHS

CpencrBa MHAMBUAYAJIbHOM 3aIIUTHI
PYK

CpencrBa MHAMBUAYAJIbHOM 3alIUTHI
rjiaas3

CpeIlCTBa HH}IHBHI{yaHBHOﬁ 3allIMThI

KO2KH
I'urnennyveckue MEPLI IPETOCTOPOKHOCTH

9. DU3HKO-XUMHNYECKHE CBOMCTBA

BHemnuii Bug

ArperatHoe cOCTOsIHUE

®opma BbINIyCKA

IIBer
3anax
IMopor 3anmaxa
Bonoponnsrii noka3zarean (PH)
Touka njaBJIeHUs/TOYKA 3aMepP3aHUs
TemnepaTypa KumneHusi, HaYaJIbHas
TeMIepaTypa KMIEHUs U TeMIIepaTypPHbIil
HHTEPBAJ KMIIEHUA
Temmneparypa BCHBIIIKH
TemnepaTypa caMoBo3ropaHusi
BocnuiiamensieMocTh (TBepaoe BemecTBo,
ras)
IIpenen BociamensiemoctTu — HuxHM (%)
Bepxuuii npenen Bociiamensiemoctu (%)
IIpenen B3pbIBaeMoCTH
JdaByienne mapa
IL1oTHOCTHL Mapa
CkopocTthb ucnapeHus
OTtHocHuTe/IbHAS VIOTHOCTH
IliioTHOCTH
PacrBopumocTs
Kosdduuuent pacnpenesienus (H-
OKTAaHO0J1/B0/1a)
Temneparypa pa3jioxkeHust
Bsszkocth

ObecneunTh HAJUISKAITYIO OOIIYI0 M1 MECTHYIO
BEHTHUJISIIIHIO

[Ipu HEemoCTaTOYHON BEHTUIISILIMKA HEOOXOTUMO
o0ecneynTh HaIIeKallyo 3allUTy OpPraHOB
JbIXaHUs

ITosp30BaThCA 3aIMTHBIMU NIEPYATKAMU

[Ipu paboTe mosb30BaTHCS
COOTBETCTBYIOIIUMU CPEJICTBAMU 3AITHTHI
rijias/auua

PexoMeHnyeTcst HaieBaTh CIICIUATBHBIC
XaJaThl

OOpariaiiTech B COOTBETCTBUU C IPUHIUIIAMU
HaJyIe)KaIel MPaKTUKU TTPOMBIIIUICHHON
TUTHEHEI U 0€30I1aCHOCTHU

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
He onpeneneno
He onpeneneno
He onpeneneno
He onpeneneno

He onpeneneno
He onpeneneno
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10.CTa0MJILHOCTDL U PEAKIIMOHHAS CIIOCOOHOCTEL

CTaduiIbHOCTh

B03MO0KHOCTH ONIACHBIX peaKkuuii

YciaoBusi, KOTOPBIX cjieyeT H30eraTb

HecoBmecTHMBIE MaTepHaJIbl
OnacHsble NMPOAYKTHI PA3JI0OKCHUSA

11.Mndopmanns 0 TOKCHYHOCTH

OcTpasi TOKCHYHOCTH

IIyTn BO31€licTBHS

CuMITOMBI

Pa3benanue/pa3apakeHne KOKU

Tske10e moBpeskaeHne 1J1a3/pa3apakeHue
rjaa3

PecnimpaTopHas cencuonamn3zanusi

KoxHag cencuonansanus

MyTareHHOCTb IMOPHOHAJIBHBIX KJIETOK
Kanueporennoctsb

TokcH4YHO 1JI1 PeNPOAYKTUBHON CHCTEMBI
TOKCHYHOCTH JJIM CIeU(PUIECKOTO OpPraHa-
MHUIIEHH MOCJIe OTHOKPATHOI0 BO3/1eiicTBUS
Toxkcn4HoCTb AJ19 crienu(PUIecKoro oprana-
MHUIIIEHH MOCJIe MHOTOKPATHOIO
BO3eiCTBUSA

OmnacHocTh acnupanuu

Xponuyeckass TOKCHYHOCTD
JonosHuTebHAst HHGOPMAIIUA

[Ipu cobmroieHnn yCIOBUI XpaHEHUsS U
TPAHCIIOPTUPOBKHU MaTepuas CTaOmIIeH

[Ipu cobmroieHnn yCIOBUI XpaHEHUsS U
TPAaHCHOPTUPOBKH HEM3BECTHO HU O KAKOU
ONaCHOM peaKkIuu

N36eraiiTe MOBBIMICHHUS TEMIIEPATYPHI BBIIIE
3HAQYE€HHM, OMMCAHHBIX B YCIOBUSIX XpaHEHUs
He onpeneneno

He onpeneneno

Her B Hamuuun
Het B Hanmuuun
Her B Hamnaun
Het B Hanmuuun
Her B Hamuaun

Her B Hamuaun
Het B Hanmuuun
Her B Hamuaun
Het B Hanmuuun
Her B Hamnaun
Het B Hanmuuun

Hert B Hannuun
Hert B Hannuuu

Het B Hannuun
Hert B Hannuuu

12.Mudopmanys 0 BO3ACHCTBUY HA OKPYKAIOUIVIO CPeay

IKOTOKCUYHOCTh

CroiikocTh M pa3iaraeMocThb
IMoTenuunan 6MOAKKYMYJISAILUU
MoOuIBHOCTH B IOYBE

IIpoyue HeOIaronpusiTHbIE BO3ACHCTBUSA

Her B Hammaun
Her B Hanmuuun
Her B Hammaun
KoMmnoneHTsl HaOopa CMEMNUBAIOTCS ¢ BOAOKH
Her B mammaun

13.PexoMeH 1AMy O YIAJEHHUIO 0TX0/10B (0CTATKOB)

YHuuToxKeHUue (JIMKBUAALMS) OCTATKOB
(oTx010B)

YHuuTOoKeHue (IMKBUAALUA) 3arPA3ZHEHHOM
YIAKOBKH

YTunuzanusi B COOTBETCTBUU C MECTHBIMU
HopMaTtuBaMu. [IycTeie eMKkoOCTH Min
BHYTpPEHHHUE 000JI0UYKH MOTYT COAEpKaTh
OCTaTKH NpoayKTa. [laHHBIN MaTepuan u
€MKOCTH U3-TI0J] HETO JOJIKHBI
YTUIIM3UPOBAThCs O€30MaCHBIMU METOAAMU
[Tyctbie eMkocTH HEOOXOUMO HAIIPaBUTh HA
YTBEP)KJICHHBII y4acTOK 10 nepepadoTke
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OTXOJIOB /1JIs1 IOBTOPHOI'O MCIOJIb30BaHUS WU
YTUIU3aluN

MecTHbIe NpaBHIa YTHIH3ALNHU CoOpatp a5t pereHepauy uim
YTUIM3UPOBATh B TEPMETUYHBIX KOHTEHHepax
B IIyHKTE, UMEIOLEM JINLIEH3HIO Ha
YTUIIM3ALMIO OTXO0JI0B

14.Undopmanysi npyu nepeBo3Kax (TPAaHCHOPTHPOBAHNN)

Me:xkayHapoaHoe peryJiMpoBaHue TpancnopTupoBaHue Ipu TEMIIEPATYPEe MUHYC
(12-18) °C B 3ammmEHHOM OT CBETA MecTe B
TE€YEHHUE BCEr0 CPOKA FOJJHOCTU

EBponeiickoe corjianmeHue 0 Me:KIyHAPOJIHOM JOPOKHOI NepeBo3Ke ONMACHBIX IPY30B

(ADR)

Not regulated as dangerous goods

MesxkayHapoaHasi accouanusi Bo3ayurHoro Tpancnopra (IATA)

Not regulated as dangerous goods

Me:xkayHapoaHblii MOPCKO# Koaekce no onacHbiM rpy3am (IMDG Code)

Not regulated as dangerous goods

15.Uudopmanysi 0 HAMOHAJILHOM H MEKIYVHAPOIHOM 3aAKOHOIATEILCTBE

IIpaBuja, npuMeHNMMble K XHMHYECKOl MPOAYKUHH OTPaKeHbl B CJAEAYIOIIHX HANMOHAJIbHBIX
3aKOHOXATEJILHBIX AKTAaX

a) CanurapHble HOPMBI U npaBmiia «CaHUTAPHO-3MUIACMUAOIIOTHIECKHE TPEOOBAaHUS K YCIOBUSAM TpyIa
paboTaromMX, COACPKAHMIO M OKCIUIyaTallud IPOM3BOACTBEHHBIX OOBEKTOB», YTBEPIKIECHHBIX
IoCcTaHOBJIeHHMEM MuHucTepcTBa 3apaBooxpaHenus Pecyonuku benapycp ot 19.07.2023 . Ne 114

6) I'urmennyeckuii HopmatuB «lIlokasatenn Oe3zomacHOCTH U OE3BPEAHOCTH MHUKPOOPTaHU3MOB-

MIPOJYLIEHTOB, MUKPOOHBIX MpPENapaToB U X KOMIIOHEHTOB, BPEIHBIX BEILIECTB B BO3AyXe padoueld 30HbI
U Ha KOXHBIX IOKpOBax paOoTaromMx», YyTBEpKICHHbIH mocTtaHoBiIeHHeM CoBera MUHUCTPOB
PecniyOnuku benapycs ot 25.01.2021 r. Ne 37.

B) ['uruennueckuii Hopmatu «OpUEHTUPOBOUHBIE OE30MACHBIE YPOBHHU BO3/IEHCTBUS BPEIHBIX BEILIECTB
B BO3Ayxe paboueil 30HBI», yTBepxkaeHHble IlocTaHoBieHMeM MuUHHUCTEPCTBA 3PABOOXPAHEHMS
Pecny6nuku benapycs Ne 92 ot 11.10.2017 1.

r) 3akoH PecnyOnuku bBenapyce «O06 oOpamenusx ¢ orxogamu» oT 20 wuromst 2007 ropa.
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TpeﬁoBaHI/Iﬂ MEKAYHAPOAHOI0 3aKOHOAATEJIAbCTBA JIJIA JaHHOT'O IIPOAYKTA HE OIIPCACIICHEBI.

16./lonoanuTeIbHasg HHGoOpMaNUd

Hepeqeﬂb HCTOYHHUKOB nmbopMaunn

Ony0JuKoBaHo
OTKa3 0T OTBETCTBEHHOCTH

Jarta BpInmycka
JaTa nepecMmoTpa nacnopra 0e30MacHOCTH
JlaTta meyarn

I'OCT 30333-2007 «ITacopT 6e30macHOCTH
XUMUYECKON TpoayKiun. O0mme
TpeOOBaHUS

T'OCT 32419-2013 «Knaccuduxamus
OTIACHOCTH XUMUYECKON MTPOTYKITHH. )

18.02.2024

Nudopmanus, npuBeeHHas B JAHHOM
JIOKYMEHTE, TTOJITOTOBJIEHA HA OCHOBAHUU
JIAHHBIX, JOCTYIHBIX B HACTOSIIEE BPEMSI
18.02.2024

18.02.2024

18.02.2024
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