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

HaumeHoBaHue npoaykra [Tomumep 117151 FTeHETUYECKUX aHAIU3aTOPOB
cepun 3500 «Boctok-4», TY
BY 192289135.006-2022

CuHOHMMBI [Honmumep «BOCTOK-4», TY BY
192289135.006 - 2022

Koxa mpoaykra Her manHbIX

IIpuMeHeHMe MPOAYKTA [IpodeccrnonanbHOE UCIIOB30BAHKE

Ha3Banue koMnaHuu OO0111eCTBO ¢ OTpaHUYEHHOM
OTBETCTBEHHOCTBIO «AMI'eH beny»

KOpuauyeckuii aapec 222210, Munckasg o6macte, CMoOIEBHUCKUI
paios, Kuraiicko-benopycckuii

UHyCTpUaIbHBIN nNapk «Benukuili kameHb»,
np-T Ilexkunckui, 20-177

Homep Tesiedpona +375 (29) 685-89-07

dakc -

OTBeTCcTBEHHOE JIULIO KocrtrokoBnu Jimutpuii iBanHoBU4

Homep Tesiedona +375 (29) 685-89-07

DJIEKTPOHHAs IOYTA Info@amgenebio.com

TeedoH IKCTPEHHOM CBA3K +375 (29) 685-89-07

PexoMeHnyemoe npuMeHeHue [Monumep npeHa3HAYCH TSI HCTIOIB30BAHUS B
BelecTBa/cMecu Ka4eCTBE MATPHIIbI IPH

3NEKTPOPOPETUIECKOM pa3AeIeHUN
¢parmentoB JIHK Ha reneTnyeckux
ananuzaropax Applied Biosystems 3500
Genetic Analyzer u Applied Biosystems
3500xI Genetic Analyzer.
OrpanunyeHus N0 NPMMEHEHUIO Her B Hanuuun
BelllecTBa/cMecH

2. Unentudukanus onacHocTeil

[Tonumep npeaHa3zHA4Y€H TOJBKO AJis Ja00PAaTOPHOrO UCIOIb30BAaHUS U HE JOJKEH MPUHUMATHCS BHYTPb.
IIpu paboTe HEOOXOAMMO HaJeBaTh 3AIIUTHYIO OJEXKIY, 3allUTHbIE OYKH M XHMHUYECKU-CTOUKHE
nepuaTku. Mcnonap3oBaTh B HOMELIEHUH, 000PYA0BAHHOM MPUTOYHO-BBITSKHOW BEHTUIISILIUEH.

B nakere ¢ coeaunutenem Clean-Clic Pouch comepsxutcst mpo3pauHbliii BI3KHI MOTMMED HE COJCpPIKAIINI
OTIaCHBIX MAaTEpUaOB WIIM MOTEHIMAJIBHO OMACHBIX MaTtepuaioB, B cootBeTcTBuU ¢ [[OCT 32419-2013
Knaccugukanus onacHOCTH XMMHUYECKOH MPOTYKIINH.

Knaccnpurkanus

du3nuecKkre ONaCHOCTH He xmaccudumuponano

OmnacHocTH 1751 310POBbS He xnaccudunmponano

OnacHocTh BpeIHOTO Bo3AeiicTBUsI HA  Vcronb3yeMble MpU U3rOTOBJICHUM MOJIMMeEpa
OKPY’KAIIIYI0 Cpeay XMMHYECKHE  BeEIlecTBa HE  OKAa3bIBAIOT

3arps3HSIONUIETO BO3JECHCTBUS Ha
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OKPYXKAIOIIYI0 CpeAy, TaKk KaK 3TH BEUIECTBA
HCIOJIb3YIOTCS B KOHIIeHTpauusax Huxke [IJIK

Kparkasi xapakTepucTHKA OACHOCTH Her B Hanuuun
IIpexynpexaenue
IIpenorBpamenue Her B Hamnuun
OTtBer Her B nannuuu
XpaHeHue Her B Hanuuun
Yruanzanus Hert B Hanmnunu
IIpoune onacHocTH HeussectHo

3. CoctaB (MudopmManysi 0 KOMIOHEHTAX)

CocraB nojiumepa Homep CAS

[Tonnmep «BOCTOK-4» NONE

4. Mepbl nepBOid TOMOIIHA

Mepsb! nepBoii NOMOIIY NPH PAa3JIHYHBIX IIYTAX BO3/1eiiCTBUA

[lepemecTuTh NOCTpaAaBIIEro HAa CBEKUI
BO31yX. Eciu cuMITOMBI pa3BUBAIOTCS WM HE
HCUE3al0T, 00paTUTECh K Bpady

OObpatuTtech K Bpauy, eciii 0yayT
IPOI0JKAThCS KaKhe-HUOYIb HEIIPUSTHBIE
OLIYILLIEHUS

ITpoMBITE KOy OOIBIIUM KOJIHMUECTBOM BOJIbI
HEe MEHee 5 MUHYT/TIPUHATH Ayml. Ecin
paszipakeHue pa3BUBaeTCs U HE IPOXOJIUT,
00paTuTeCch 3a MEIUIIMHCKON TTOMOIIBIO
IIpononockaTs OOMBIIMM KOJIMYECTBOM BOJIBI
B Teuenue 10 munyt. Eciiu paznpaxenue
pa3BUBaeTCs M HE MPOXOJIUT, 00paTuTECh 3a
MEIULUHCKON ITOMOUIBIO.

Baxneiimue CHMIITOMBI M TOCJIEICTBHUS Her B Hanuuuu

Ha 3amerky Bpauy Her B Hanmnuun

IIpu oTpaB/ieHNH HHTAJIAIHOHHBIM
nyrem (IIpH BAbIXaHHH)

IIpu oTpaB/ieHUM NePOPAJIBLHBIM IyTEM
(nmpu nporjaTbIBAHUHT)

IIpu BO3€eiiCTBHH HA KOXKY

IIpu nonaganum B riasa

5. Mepbl 4 cpeacTBa o0ecneueHusl MOKapOB3PLIBO0E30MACHOCTH

OO0was xapakTepucTHKA Her B Hanmmuun

M0KapOB3PBIBOONIACHOCTH

IHoaxoasiimue cpeacTBa MOKAPOTYLICHUSA Bogsnoii Tyman. Ilena. Cyxoii mopomox.
Huokcun yrnepozaa (CO2)

Henoaxoasimue cpencrsa mo:xkaporymenusi  He knaccupunupoBano

OnacHocTtb, BbI3bIBaeMasi NPOAYKTAMH Her

rOpeHusi U TepMOAECTPYKINHU

Crnennduka npu TylmeHuu noxapa VY6patb makeTsl U3 30HbI I10KAPa, €CIU 3TO HE
COTIPSIKEHO C PUCKOM

CpencrBa MHANBHAYAJIBHOM 3a1IUTHI IPH Her

TYUICHUH IMOKapoB

6.Mepbl 0 NPEIOTBPANECHUAI0O H JUKBHIAIMY aBAPUHHLIX X YPE3BLIYAHHBLIX CUTYAIIMI H MX
MOCJIE/ICTBUIA

Mepbl HHANBUAYAJBHOM 3aIIMTHI [Ipu paboTe HEOOXOAMMO HAIEBAThH 3AIIUTHYIO
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Mepbl IpeI0CTOPOKHOCTH,
of0ecrneyuBaloIIMe 3alIUTY OKPY:KaKOLIel
cpenbl

MeTtoabl 1 MaTepUAJIbI AJIs1 H30JISIIIUM U
OYHCTKHU

OJIeXK1y, 3aIIUTHBIE OYKH U XUMHYECKH-
CTOMKHUE ITepYaTKU

He Tpebyercs HUKaKuX 0COOBIX
MPEIOCTEPEKEHUN IO OXPAHE OKPYKAIOLIEH
Cpelbl

OrpaHuyeHHbIE PA3IUBBI: BHITEPETh
MOTJIOUIAOIIMM MaTepuaaoM (Harmpumep,
TKaHbIO, IEPCTHIO). TIIaTeNbHO OYUCTUTD
MOBEPXHOCTH JJIs yJIAJIeHUSI OCTATOYHOIO
3arpsi3HeHus

HI/IKOFI[a HC BO3BpallaThb paCHHeCKaHHHﬁ
MIPOAYKT B ICPBOHAYAJILHBIC MMAKCTHI JIJIA
IIOBTOPHOT'O UCITIOJIb30BAHUA.

OTtpaboTaHHBIN TTOJIUMEP COOUPAIOT B
CHEIUATBHYIO TIOCYAY H, IOCTIe
HEUTpaTU3aIliy, CIIMBAIOT B KAHAJIM3AIHIO.

YTunuzamnus 0TX0JI0B onMcaHa B paszzeine 13
nacrnoprta 0e30MacHOCTH MaTepHala

7.JIpaBujia XpaHeHHsl XMMHUYECKOI NMPOAYKIIMY M 00pallleHHus] ¢ HeH NPH MOrPy304HO-

pa3rpy3ovyHbIX padoTax

IMorpy3o04Ho-pa3rpy3o4yHbie onepanuu U oopamieHne

MepbI NIpe10CTOPOKHOCTH

Be3onacHoe o0pamenne
Xpanenue

TexHuuecKune MEPLI NPEAO0CTOPOKHOCTH

IHoaxoasimue ycaoBus XpaHEHUs!

HecoBMmecTnMBIE MaTepHaJbl

[Ipu oOpamennn/xpaneHnn coooraiTe
OCTOPOKHOCTh
Her B Hanuuuun

Her Hukakux crieruaibHbIX peKOMEH AN
XpaHeHue MoNuMepa JOJKHO IPOU3BOJAUTHCS
npu Temreparype 4-8 °C B mroTHO 3aKpBITON
Tape M 3alMIIEHHOM OT CBETa MECTE B
TEUEHHE BCEr0 CPOKa TOJTHOCTH.

HewusBectHo

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

TexHn4yeckue Mepbl

CpeacrBa MHAMBUAYAJIBHON 3alIUTHI
CpencrBa MHANBHAYAJIBHOH 3a1IUTHI
OPraHoOB JAbIXaHHUS

CpeacrBa MHAMBUAYAJIBHOM 3alIUTHI
pyk

CpeacrBa MHAMBUAYAJIBHON 3alIUTHI
rias

CpeZ[CTBﬂ I/IHI[I/IBI/IIIyaJILHOﬁ 3allIUThI
KOKH

ObecneunTh HaUIEKALTYIO OOIIYI0 M MECTHYIO
BEHTUISILIUIO

IIpu HemocTaTOUHON BEHTUIISILIMUA HEOOXOTUMO
o0ecreunTh Ha/IJIeKallyHo 3allUTy OPraHOB
JIBIXaHUS

[Tonp30BaThCs 3alIMTHBIMU NIEpYATKAMU

[Ipu paboTe monb30BaTHCS
COOTBETCTBYIOIIUMH CPEJICTBAMH 3AIIUTHI
r1as3/auna

PexoMeHnyeTcst HaieBaTh CIieIUATbHbBIE
XaJIaThI
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I'uruennyeckue Mepbl MPETOCTOPOKHOCTH

9.DU3HKO-XHMHYECKHE CBOMCTBA

Baemnuii Bug

ArperaTHoe coCTOsIHUE

®opMa BBIILYyCKA

IBer
3anmax
ITopor 3anmaxa
Bonopoanblii noka3arean (PH)
Touka nJIaBJIeHNsI/TOYKA 3aMep3aHus
Temmneparypa KHMIIeHUs, HAYAJIbHAS
TeMIlepaTypa KUIleHUsI M TeMIlepaTypPHbIi
HHTEPBAJ KMIIEHUA
Temneparypa BCnbIIIKH
TemnepaTypa caMoBO3ropaHusi
BocnmiiamensieMocTh (TBepa0e BellecTBO,
ras)
IIpexen BociiamensiemocTu — HkHME (%)
Bepxumuii npenes Bocniiamensiemoctu (%)
IIpexen B3ppIBaEMOCTH
JdaByienne mapa
ILnoTHOCTH Mapa
Cxopocthb ncnapenust
OTHocuTeIbHAS NJIOTHOCTH
IliioTHOCTH
PacrBopumocTh
Ko duumnent pacnpenesenus (H-
OKTaHO0J1/B0OA)
TemnepaTypa pazno:xkeHust
Bsskocth

OO6pammaiitech B COOTBETCTBUH C MMPUHITATIAMHA
HAJJIe)KaIEH MPAKTUKU TPOMBIIUICHHON
TATHEHBI ¥ 0€30aCHOCTH

He onpeneneno
Bs3kas )KuaKocTh
He onpeneneno
becuBerHsbIi

He onpeneneno
He onpeneneno
He onpeneneno
He onpeneneno
He onpeneneno

He ompeneneno
He onpeneneno
He ompeneneno

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

He onpeneneno
He onpeneneno

10.CTa0NJILHOCTH H PEAKIIMOHHAA CHOCOOHOCTD

CTradnjibHOCThH

B03MO0KHOCTH OIIACHBIX pPeaKkuuii

YcaoBusi, KOTOPBIX cleaAyeT u3derarhb

HecoBMecTumble MaTepHaJIbl
OnacHble IPOAYKTHI Pa3JI0KeHH

11.Mndopmanns 0 TOKCHYHOCTH

OcTpasi TOKCHYHOCTH

IIyTu BO3nelicTBUS

CumMnTomMsbl
Pazbenanue/pazapaxeHue Koxu

[Tpu coGmroieHNH ycaoBUN XpaHEHUs U
TPAHCIIOPTUPOBKHU MaTepua cTabuieH

ITpu coGmroieHNH ycaoBUN XpaHEHUs U
TPaHCIOPTUPOBKH HEU3BECTHO HU O KaKOM
OIaCHOM 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
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Tsxes10e moBpexaeHne riaas/pasapakenne
rjaa3

PecniuparopHasi ceHcuOMJIM3auust

Koxnas cencudunuzanus

MyTareHHOCTh 3IMOPHUOHAJIBbHBIX KJIETOK
Kanueporennocrn

ToKCHYHO ISl PENPOAYKTUBHOM CHCTEMbI
ToxkcH4HOCTB 1151 crienu(PrUIecKoro oprana-
MHIIEHH MOCJIe OJHOKPATHOIO BO3/1eiiCTBUSA
TokcHYHOCTD 1S crienMPUIeCKOro oprana-
MHUIIIEHH MOCJe MHOTOKPATHOIO
BO31eHCTBUSA

OnacHocTh acnupanumn

XpoHnuyeckasi TOKCHYHOCTH
JonojiHuTEILHASA HH(POPMALIUA

Hert B Hanmnunu

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

Hert B Hanmnunn

Her B Hannuuu

Hert B Hanmnunun
Her B Hannuuu

12.Mudopmanus o0 BO3ACHCTBUY HA OKPVKAIOIIVIO CPeay

IKOTOKCUYHOCTh

CTolKOCTDH U pa3jiaraeMocTb
IHoTennman OMOAKKYMYJISIUH
MoOuIBbHOCTH B IOYBE

IIpoyue HebOIaroNpPUATHBIE BO31EeHCTBUSA

Her B Hamuaun

Het B Hamuuun

Her B Hamuaun

KommoHneHTbI omMepa CMEInBatOTCs ¢
BOJIOU

Het B Hamuuun

13.PexoMeHIaniuy O VIAJEHUIO OTX0I0B (0CTATKOB)

YHunuTo:xxeHue (JINKBHAAIUS) OCTATKOB
(0TX0/10B)

YHHUTOKEeHNe (INKBUAALNSA) 3aTPA3HEHHOM
YIaKOBKH

MecTHble NpaBu/Ia YTHIH3ALNHU

YTunuszauusi B COOTBETCTBUU C MECTHBIMHU
HopMaTuBaMu. [lycTeie eMKOCTH Uiu
BHYTPEHHHUE 000JI0UKH MOTYT COJIEpKaTh
OCTaTKH IpOoayKTa. J[aHHBINA MaTepuan u
€MKOCTH HU3-TI0J] HETO JOJKHbI
YTUIIU3UPOBAThCS 0€30aCHBIMU METOJaMHU
[TycThle eMKOCTH HEOOXOMMO HAMIPABUTh Ha
YTBEPXKJACHHBIN Y4acTOK IO repepadoTke
OTXOJI0B JJIs1 IOBTOPHOI'O UCIOJIB30BAaHUS WIN
YTUIIU3alun

CoOpatp a5 pereHepaluy im
YTUIIU3UPOBATh B FTEpPMETUYHBIX KOHTEHHEpax
B IIYHKTE, UMEIOLIEM JINLIEH3HIO Ha
YTUIM3ALHI0 OTXO0/10B

14.Uudopmanus npu nepeBo3Kax (TpaHCnOPTHPOBAHNN)

MexayHapoaHoe peryJiupoBaHue

TpaucnoptipoBanue npu Temmeparype 4-8°C
B 3alMIIEHHOM OT CBETa MECTE B TEUECHUE
BCEr0 CPOKa TOAHOCTH

EBponeiickoe corjiaieHue 0 Me;KI1yHAPOIHOH J0POKHOM MepeBO3Ke ONMACHbIX IPY30B

(ADR)
Not regulated as dangerous goods

MexnyHapoaHasi accouuanus Bo3ayumHoro rpancnopra (I1ATA)

Not regulated as dangerous goods

MexayHapoaHblii MOPCKO# Koaekc no onacHbiM rpy3am (IMDG Code)

[Iponmomwkenue Ha ciemyromieit ctpanuiie Crpanuna 5 u3 7



Not regulated as dangerous goods

15.Undopmanus 0 HAMOHAJILHOM H MEKIYVHAPOIHOM 3aKOHOIATEILCTBE

IIpaBuja, npuMeHNMMble K XHMHYECKOH NPOAYKUHMH OTPa)KeHbl B CJEAYIOIIHX HANMOHAJIbHBIX
3aKOHOATeJIbHBIX aKTaxX

a) CanurtapHble HOpMBI U TipaBmwia «CaHUTAPHO-IHIEMUOIIOTHYECKUE TPEOOBaHUS K YCIOBUSAM Tpy/Aa
paboTaronx, COJACPKAHUIO M OKCIUTyaTalldd MPOU3BOACTBEHHBIX OOBEKTOB», YTBEPKICHHBIX
MOCTaHOBJICHMEM MUHUCTEpCTBA 3/ipaBooxpaHeHus Pecyoimuku benapycs ot 19.07.2023 . Ne 114

06) T'mruennueckuit HopmaTuB «llokazaTenu Oe3omacHOCTH U OE€3BPEAHOCTH MHUKPOOPTraHU3MOB-

MPOAYLIEHTOB, MUKPOOHBIX MPENapaToB M UX KOMIIOHEHTOB, BPEIHBIX BEILECTB B BO3yXe paboueil 30HBI
M Ha KOXHBIX IOKpOBaxX pa0OTaIOMMX», YTBEPXKACHHBIH mocTaHoBieHHeM CoBera MMHHUCTPOB
PecniyOnuku benapyces ot 25.01.2021 r. Ne 37.
B) ['urnennyeckuii HopmatuB «OpueHTUPOBOUHBIE O0€30MaCHBIE YPOBHU BO3/ICHCTBUS BPEAHBIX BEIIECTB
B BO3Ayxe paOoueil 30HbI», yTBepxkaeHHble IlocTaHoBieHueM MuHUCTEpCTBA 3/1paBOOXPAHEHUS
Pecniy6nuku benapyces Ne 92 ot 11.10.2017 r.
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TpeGoBanus MeKTYHAPOAHOI0 3aKOHOAATEIbCTBA JIJISl 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
OMACHOCTH XUMHUYECKOU MPOIYKIIMH. )

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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