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Kit Components

Product code Description

3307-0010 GSP Neonatal Biotinidase kit
3307-0010

Components:

13801807 Assay buffer

13807473 Biotinidase Substrate Reagent

13807474

Biotinidase SA Reagent




Cmpanuya: 1/6
Ilacnopm 6e3onacnocmu

¢ coomeemcmeuu ¢ 'OCT 30333-2022

Jama nevamu: 22.02.2024 Homep eepcuu. 4 Hama peoaxmuposanua: 07.11.2023

1 Hoenmugukayua xumuueckoi npoOyKuyuu u c6e0eHus 0 npouzeooumeJsie uiu

nocmasuiuke

- Uoenmudghuxamop npooykma
- Topzoeoe naumenosanue: Assay buffer

- Apmuxynonoiii homep: 13801807

- Coomeemcmeyoujue ycmano6iennbvle RPUMEHEHUSA 6eU{eCEA WU CMECU U He PeKoMeHdyeMmble 00nacmu
UCHOTb308AHUA

- Kamezopus npooykma PC21 Laboratory chemicals

- IIpumenenue eewgecmea / npenapama
In vitro diagnostics
JlabopamopHvie xumukamol

- Iloopoonaa ungpopmayua nocmagujuka nacnopma 6e30nacHocmu
- IIpouzeooumens / Ilocmaswux:

Rewvity Inc.

Wallac Oy

P.O. Box 10

FI-20101 Turku

Finland

+35822678 111

- Omoen, npedocmasaaowuil UHpopmayuio:
Product safety department. +358-2-2678 111
MSDS Turku@revvity.com

- Homep meneghona sxcmpennoii ceasu:
CHEMTREC (whithin U.S.) 800 424-9300
CHEMTREC (from outside U.S.) +1-703-572-3887

2 Hoenmugukayusa onacnocmu (onacnocmeii)

- Knaccugpuxauyusn sewgecmea unu cmecu
Jannviii npodykm ne xknaccuguyupyemcs 6 coomeemcmeuu ¢ Coenaco8anHol Ha 2100aibHOM YPOeHe
cucmemou knaccupurayuu u Mapruposku xumudeckux eewjecmes (GHS).

- Dnemenmut mapkupoexu

- Dnemenmut mapxupoexu 6 coomeemcmeuu ¢ CI'C The product is labelled according to the IVD regulation

- ITuxmozpammol, 0603nauarOwue onacnocmu omnaoaem

- Cuznanvhoe c1060 omnadaem

- Ipedynpesrcoenun 06 onacnocmu omnadaem

- Ipyeue onacuvle gpaxmopul

- Pesynvmamot ouenxku PBT (ycmoiiuugoe 0uoakkKymyaamugnoe mokcudeckoe eeuiecmeo) u vPvB (ouens
ycmouuueoe OUOAKKYMynamueHoe 6eulecniéo)

- PBT: Henpumenumo.

- vPvB: Henpumenumo.

3 Cocmae (ungpopmayusa o Komnonenmax)

- Xumuueckasn xapakmepucmukxa: Cmecu
- Onucanue: Cyuecw u3 eewlecmes, nepevducCiernnblx Huasxce, ¢ HeOnacHbIMuU dobasrkamu.

: Codepafcamuec;l OnAacHole eeuiecmea. omnaoaem

(IIpomomkenue Ha cTpaHHIE 2)
RU —




Cmpanuya: 2/6
Ilacnopm 6e3onacnocmu
6 coomeemcmeuu ¢ F'OCT 30333-2022

Jama nevamu: 22.02.2024 Homep eepcuu. 4 Hama peoaxmuposanua: 07.11.2023

Topzosoe naumenosanue: Assay buffer

(IIpogomxenue cTpaHunsl 1)
- lononnumenshole ykazanus: Texcm npuseoéHHbIx yKasauuli Ha hakmopul pucka cm. 6 Iase 16.

4 Mepul nepgoii nomowiu

- Obwue ykazanusn: Hem neobxooumocmu 8 Kakux-aubo cneyuanibHuix Mepax.

- Ilocne sovixanus: Obecneyums 00cmyn ceexce2o 8030yXd, NPU HEOOMO2AHUAX 0OPAMUMbCA K 8PaY).

- Ilocne konmaxkma c xoasiceii:
Kax npasuno, npooykm ne okasvieaem pazopaxcaioue2o 8030euUcmeust Ha KoxiCy.

- Ilocne konmakma c znazamu:
Ipomvims omxpeimolil 21a3 ROO NPOMOYHOU 8000l 8 MEYEHUE HECKOJIbKUX MUHYI.

- Ilocne npoznamereanusn: Ilpu coxpanenuu cuMnmomos o6pamumscs Kk 8pawy 3a KOHCy1bmayuel.

- Ykazanusa ona epaua:

- Haubonee sadricnvie cumnmomul u 3ghghexkmul, Kaxk Hemeod1ennvle, MAK U NPOAGAIOUUEC BHOCTIEOCM U
Omcymcemeyem Kakasi-mbo coomeemcmeyouas UHQopmMayusl.

* Ykazanue na neobxooumocms onepamuenoil MeOUyUHCKOU NOMOWU U CREYUATIbHO20 PEHCUMA
Omcymcmayem Kakasi-mbo coomeemcmayowas uHpopmayus.

5 Mepul u cpeocmea odecneyenus noHcapos3pvlé00e30nacHocmu

- Haonexycawue cpeocmea mywenusn:

IIpeonpunsmos mepbl O MYWEHUIO NOXHCAPA, COOMEEMCMBYIOUUE OKPYIHCAIOWUM VCTOBUIM.
- Ocobble onachocmu, co30asaemvle 6eU{ECEOM UIU CMECHIO

Omcymemeyem Kaxasi-mbo coomeemcmayomas uHGopmayusi.
- 3awummnoe ocnawenue: Hem neobxooumocmu 6 Kakux-aubo cneyuanrbHblx Mepax.

6 Mepot no npedomepauienuto U TUKEUOAUUU AGAPUIIHBIX U YPE3GbIUANHBIX CUMYAUUIL U

Ux nocneocmeui

- Mepubl no obecneuenuto 1uuHOU 6€30NACHOCIMU, 3AU{UMHOE CHAPAJCEHUE U ROPAOOK Oelicmeuil 6
upe3evIuaiiHOl cCumyayuu
He mpebyemcs.
- Meput no 3auwume okpysrcarouieii cpedsvt: Pazdoasums OOIbUUM KOIULECEOM B0Ob.
- Memoovt u mamepuanvl 014 1OKATUIAUUU U OUUCHIKU:
Cobpamb npu nomowu ce:A3b18a10WE20 HCUOKOCTL MAmepuana (neckd, Kuzeibaypa, KUCI0mHO-64CYueco
cpeocmed, YHUBEPCANbHBIX BANCYWUX CPEOCME, ONUILOK).
- Ccvlnku Ha opyzue pazoesvl
Huxkaxux onacnuix sewgecms He vloensemcs.
Hnghopmayus no besonacnomy obpawenuio - 6 [ nase 7.
Hnghopmayus no unousudyanbHomy sauumuomy chapsaicenuio - ¢ I nase 8.
Hnghopmayus no ymunuzayuu - 6 I'nase 13.

7 Ilpasuna xpanenusa Xxumuueckoi npooyKyuu u o0paujeHus ¢ Heil npu nozpy304Ho-

paszepy3ounsix pabomax

- Qbpawenue c eeuiecmeom:
- Meput npedocmoporcnocmu no 6€30nacHomy oopawienuo
Hem neobxooumocmu 8 Kakux-mbo cneyuaibHuvlx Mepax.
- YKasanus no 3awume om noxcapos u 63pwvieos: Hem neobxooumocmu 6 Kakux-1bo cneyuaibHuix mepax.
- Xpanenue:
- Tpebosanus, npedvagnaemvie K CKIAOCKUM NOMEWLEHUAM U mape:
Huxakux ocobennvix mpebosanuii He npeovAGIsencsl.
- Ykazanusn no coemecmumocmu ¢ opyzumu eewjecmeamu npu xpanenuu: He mpedyemcs.

- lanvneiimue oannsvle no ycnosusam xpanenusn: Hu oonozo.
(IIponomxkenue Ha cTpaHHUIe 3)

RU—



Ilacnopm 6e3onacnocmu
6 coomeemcmeuu ¢ F'OCT 30333-2022

Jama nevamu: 22.02.2024 Homep eepcuu. 4

Cmpanuya: 3/6

Jama peoaxmupoeanus: 07.11.2023

Topzosoe naumenosanue: Assay buffer

- XapakmepHnoe KoneuHnoe npumenenue (Unu RPUMeHenUs)
Omcymcemeyem Kakasa-1bo coomeemcmayouas UHQoOpMayusl.

(IIpogomkenue cTpaHUIs! 2)

8 Cpeocmea Konmponsa 3a OnAcHbIM 6030elicmeuem U cpeocmea UHOUBUOYANbHOU

3auiumol

- lononnumenvHole yKa3auus no CMPYKmMype mexHuueckux yCmpoucma:

Huxakux oononnumenvhuvix oannwix; cm. Iynkm 7.

: Cocmasﬂﬂlomue Komnonenmusl ¢ npedeﬂbnblmu 3HaQ4YeHuAmuU, mpeﬁymmue MOHUMOpUHZA HA paﬁolmx

mecmax:

HpO()me He codepofcum HUKAKUX CYyuleCmeeHnblx 06EM08 eewecmes C npe()eﬂbelMu SHAYEHUAMU, KOmopble

HEobX00UMO OMCAEHCUBAMD HA PAOOUUX MECAX.
- lononnumenshole yKazanus:

B kauecmee ocnosvl NOCHYHCUIU CNUCKU, A6TIABUUECA HA MOMEHM COCMAe6/IeHUs aKmyajlbHbIMU.

- Cpeocmea unHoueudyanbHOl 3auiunbl:
- Qbwue mepvl no 3aujume om 8030€iliCMeUsn U cuzueHe:

Ipu obpawenuu ¢ xumuxamamu ciedyem cooaodams CmaHoapmmuvle Mepvl HPeOOCHMOPONCHOCIU.

- 3awuma opzanos ovixanus: He mpebyemcs.
- 3awuma pyk:

Mamepuan nepuamox / pykaeuy 00axceH 6bimb YCmMOUYUSbIM K 8030eucmeauio npodykma / gewecmea /

npenapama u He nPONYCKamy ux.

Huxaxux pexomendayuii 6 omuowieHuy Mamepuana nepyamox / pykasuy, npueooHbIx 0Jisi RPUMEHEHUs 8 X00e
pabomul ¢ npoOyKmom / npenepamom / cmMecvio XUMuKamos 0ams Henb3s, maK KaK HUKAKUX UCTbIMAanull 8

OMOM OMHOULEHUU He I’lpOGO()quOCb.

Buibop mamepuana nepuamox / pykaguy npou3eo0umcs ¢ y4€mom @peMeHU npopuvled, cCmenenu

NpOHUYAEMOCMU U I3PO3UU.
- Mamepuan nepuamox / pyxasuy,

Buvibop nooxoosawux nepuamox / pykasuy onpeoensiemcs ne moabko Mamepuaiom, Ho makxaice u Opyeumu
KauecmeeHHbIMU 0COOEHHOCMAMU, NPUYEM MENHCOY PAZTUYHBIMU NPOU3BOOUMENSIMU CYUeCmEyem 60abuasl
pasnuya. Tax kak npodykm npedcmasisiem cobOU cMeCb PA3IULHBIX BEUeCms, MO He NPedCmAagisencs
HUKAKOU 803MONCHOCMU OJis pACYEMa YCmoudugoCmu Mamepuaid, u3 KOmopoz2o u3zomoeienvl nepuamsu /
PYKABUYDBL, UMO Gbl3blAem HeoOX00UMOCMb Nepenposepku Ha npeomem npucoOHOCmu nepeo

UCHONb30BAHUEM.
- Ilepuod nponuyaemocmu mamepuana nepuamox / pykasuy.

Heobxo0umo oceedomumbca y npouzsooumensi 3aujumHbix nepyamox / pyKasuy 0 mo4nom epemeHu npopuléd

U NPUOEPIHCUBAMBCSL €20.

- 3awguma znas: Ilpu nepenusanuu npooykma pekomeHoyemcs Haoems 3auumHble OYKu.

9 Du3urxo-xumuueckue ceoucmaea

- Oowasn ungopmavyusn
- Bnewtnuii euo:

- H3menenue cocmoanusn
- Touka nnaenenus / UHMEPBATI MeMnEPAnyp
naaenenun: 0°C
- Touka kunenus / unmepean memnepamyp kunenus: 100 °C

- Dopma: Pacmeop

- Leem: Kpacnoe

- 3anax: Ceponooobro

- Ilopoz 3anaxa: He onpedeneno.
- 3nauenue pH npu 20 °C: 7,75

- Temnepamypuaa mouxka 6cHblUIKU: Henpumenumo.
- Bocnnamensaemocmo (meépooe, 2azooopaznoe
eeuecmeo): Henpumenumo.
- Temnepamypa pacnaoa: He onpeodeneno.
- Temnepamypa eéocnnamenenusn: IIpooyxm ne asnsemcs camo8oCHIAMEHACMbIM.

(IIponomxkenue Ha cTpaHHuIe 4)

RU—



Cmpanuya: 4/6
Ilacnopm 6e3onacnocmu
6 coomeemcmeuu ¢ F'OCT 30333-2022

Jama nevamu: 22.02.2024 Homep eepcuu. 4 Hama peoaxmuposanua: 07.11.2023

Topzosoe naumenosanue: Assay buffer

(IIpogomkenue cTpaHuns! 3)

- Bapvieoonacnocmu: IIpodyxm ne s6nsaemcs 63pbi60ONACHBIM.
- I'panuywt é3pvieaemocmu:
- Husrcnaa: He onpedeneno.
- Bepxuaa: He onpedeneno.
- /laeénenue napa npu 20 °C: 23 ealla
- IlInomnocmo npu 20 °C: 1,01 2/em’
- OmnocumensvHas N10MHOCMb He onpedeneno.
- ITnomnocms napa He onpedeneno.
- Ckopocmb ucnapenus He onpedeneno.
- Pacmeopumocms ¢ / Cmewiusaemocms ¢
* 80001L: Tlonnocmyio cmewusaemo.
- Koagpgpuyuenm pacnpeodenenus (n-oxkmanon /
6ooa): He onpedeneno.
* Baszkocmu:
- Junamuueckasn npu 20 °C: 0,952 mPas
- Kunemamuueckasn: He onpeodeneno.
- Codeprcanue pacmeopumens:
- Booa: 97,5 %
- Cooepicanue meépovix meu: 0,0 %
- Ipyeasn ungpopmayusn Omcymcemeyem Kakas-iubo coomeemcmeyoujds
uHpopmayusi.

10 Cmabunvnocmo u peakyuoHHas CROCOOHOCHIb

- Peakyuonnas cnocoonocme Omcymemayem Kakaa-mmoo coomsemcmasyouas Unpopmayus.
- Tepmuueckuit pacnao / yciosus, Komopuvix ciedyem uzoezamo:
Ilpu ucnonvzosanuu 8 COomeemcmaul ¢ NPEONUCAHUAMU He NPOUCXOOUM HUKAKO20 pacnaod.
- Bo3zmostcnocms onacuwix peaxyui Heuzgecmuo Hu 0 KaKux onacHuix peakyusx.
- Yenoeus, evi3viearoujue onacnvle u3MeHeHUus
Omcymemeyem Kaxasi-mbo coomeemcmesyowas uHQopmMayusi.
- Hecoemecmumpore mamepuansr: Omcymcmsyem Kakaa-iubo coomeemcmsayrouas UHGopmMayus.
- Onacnovte npodykmet pacnaoa: Hes3gecmHno Hu 0 Kakux onacHvix npooyKmax pacnaod.

11 Hugpopmayus o mokcuunocmu

- Hngpopmayus no mokcukoio2uueckomy 6030eiicmeuro
- Ocmpas moxcuunocmo: Ha ocnosanuu umerowuxcs 0aHHbIX Kpumepuu KiaccupQurkayuy He 8blnoIHAIOMCA.
* na koxcy: Ha ocrnosanuu umerowuxcs OaHHbIX Kpumepuu KiaccuQurkayuu e 8binoIHAIOMCA.
“ na znaza: Ha ocnosanuu umerowuxcs OaHHbIX KpUmepuu Kiaccupurkayu He GblnoIHIIOMCS.
- Cencubunuzayus: Ha ocnosanuu umeowuxcs OaHHbIX Kpumepuu KiacCuQurayuy ne 8blnoIHII0MC.
- Mymazennocmu 3apoobiuieswix Kiemok
Ha ocnosanuu umerowuxcsi 0aHHbIX Kpumepuu Kiaccuurayuu He 6binoaHsAIOMCsL.
- Kanuepozennocmov Ha ocnosanuu umerowuxcs OaHHbIX Kpumepuu Kiaccu@urkayuu He 8bINOIHAIONCA.
* Penpodykmuenas moxkcuunocmsp
Ha ocnosanuu umerowuxcsa 0anuvix Kpumepuu Kiaccu@urayuu He blNOIHAIOMCA.
- Cneyuguueckas mokcuuHOCms 0714 OP2AHA-MUWIEHU - 00HOKDAMHOE 8030elicmaue
Ha ocnosanuu umerowuxcsi 0anHbix Kpumepuu Kiaccu@ukayuu He 6binoaHsAIOMCsL.
- Cneyuguueckan moKcuyHoCmp 014 OP2AHA-MUUIEHU - NOGMOPHOE 8030¢€licneue
Ha ocnosanuu umerowuxcsa oanuvix Kpumepuu Kiaccu@urayuu He blNOIHAIOMCA.
- Onacrnocms npu 60bIXaHUU
Ha ocnosanuu umerowuxcsi 0aHHbIX Kpumepuu Kiaccuukayuu He 6binoaHsAIOMCsL.

RU —
(IIponomxkenue Ha cTpaHHIE 5)



Cmpanuya: 5/6

Ilacnopm 6e3onacnocmu
6 coomeemcmeuu ¢ F'OCT 30333-2022

Jama nevamu: 22.02.2024 Homep eepcuu. 4 Hama peoaxmuposanua: 07.11.2023

Topzosoe naumenosanue: Assay buffer

(ITponomxeHue cTpaHuLpl 4)

12 Hnghopmayusn o 6030eiicmeuu Ha OKPYyHcarouyro cpeoy

- Toxcuunocmp

- Akeamokcuunocmo: Omcymcmeyem Kakas-moo coomeemcmsyowas UHGopmayus.

- Cmouxocmo u ckiounocme K oezpadayuu Omcymemesyem Kakdasa-1ubo coomeemcmeayowas UHpopmayus.

- Ilosedenue 6 Ixono2uneCKUX cucnemax:

- Buoakkymynamuenstii nomenyuan Omcymcemsyem Kakas-aubo coomeemcmaeyouas UHpopmayus.

- Iloosusrcnocmo 6 zpynme Omcymemayem Kaxasa-moo coomeemcmeayouas UHQoOpMayusl.

- [lononnumenuvhovie IK0102UYECKUE YKAZAHUA:

- Obwue yxazanusn: B yenom npodyxm 075 600bi He 6peden

- Pesynomamot oyenxku PBT (ycmoiiuugoe 6uoakkKymyaamugnoe mokcuueckoe eeujecmeo) u vPvB (ouens
ycmoiuueoe UOAKKymMyiamueHoe 6euiecneo)

- PBT: HenpumeHnumo.

- vPvB: Henpumenumo.

- /pyzue epeonvie agppexmur Omcymcemayem Kakasi-mbo coomeemcmsyowds UHGopmayusi.

13 Pexomenoayuu no yoaienuro omxo0os (0cmamkog)

- Memoowl 06padomku omxo008
- Pexomenoauus:
Hebonvuiue xonuuecmea mozym 6v6ime ymuausupoaHsl COBMECHHO ¢ ObIMOBbLMU OMX00AMU.

- Heouuwiennole ynakoexu:
- Pexomenoayusn:
Coamb 8 nPpUEMHUK ONACHBIX OMX0006 UNU NEPeGe3mu K Mecmy coopa npoOIeMamuyHblx 6ewecms.
- Pexomenoyemole uucmsaugue cpedcmea: Booa - eciu neobxooumo, ¢ dobasieHuem Yucmauux cpeocms.

14 Hngpopmayusa npu nepego3xax (mpancnopmuposanuu)

- Homep UN

-ADR, ADN, IMDG, IATA omnaoaem
- Cobcmeennoe mpancnopmuoe naumenosanue OOH

-ADR, ADN, IMDG, IATA omnaoaem
* K114cco8 onacHocmu mpancnopma

- ADR, ADN, IMDG, IATA

- Knacc omnaoaem
- I'pynna ynaxoexu

-ADR, IMDG, IATA omnaoaem
- OKonozuueckue pucku:

- 3azpasnumens MOPCKoil cpeovl: Hem

- Ocobvle mepbl nPedOCMOPOIHCHOCU OA
nonv3oeameneil Henpumenumo.

- Tpanucnopmuposka nasanom ¢ coomeemcmeuu ¢
Ilpunoscenuem I MARPOL?73/78
(Mescoynapoonas Koneenyus no
npeoomepauieHuI0 3azpAa3Henus 600 ¢ cyoos) u IBC
Code (Mesicoynapoonutii Kooekc nepeso3ok
ONACHBIX XUMUYECKUX 2PY306 HATUGOM) Henpumenumo.

- UN "Model Regulation": omnaoaem

RU—
(IIponomkenue Ha cTpaHHIE 6)



Cmpanuya: 6/6
Ilacnopm 6e3onacnocmu
6 coomeemcmeuu ¢ F'OCT 30333-2022

Jama nevamu: 22.02.2024 Homep eepcuu. 4 Hama peoaxmuposanua: 07.11.2023

Topzosoe naumenosanue: Assay buffer

(ITponomxeHue cTpaHuIpl 5)

15 Hughopmauusa o nayuonanbHOM U MeNHCOYHAPOOHOM 3AKOHOOAme1bCmee

- Hopmpul 6ezonacnocmu, npaguia oXpansl mpyoa u IK0102udecKue HOpMamuesl uiu CManoapmol,
oelicmeyroujue 015 6euiecmea Ui cmecu
Omcymemeyem Kaxasi-mbo coomeemcmesyiowas UHQopmMayusi.

- Peecmp espaszuiickoit npomuvluiiennoii npooyKyuu

Bce komnonenmur YKA3ansvl 6 CNucke.

- Dnemenmut mapxkupoexu ¢ coomeemcmeuu ¢ CI'C omnadaem

- ITukmozpammot, 0603naualouue onacHocmu omnaoaem

- CuznaibHoe c1060 omnadaem

- Ilpedynpeasicoenus 06 onachocmu omnaoaem

- Quenka xumuueckou oezonacnocmu: OyeHka xumuieckoli Oe30nacHocmu He npogeodeHd.

16 /lononnumenvnasn ungpopmayusn

Jlanusie onuparomces Ha akmyaibHble 3HAHUA, OOHAKO OHU He ABNIAIOMCA 2apanmuell Kakux-1ub0 KOHKpemHblx
ceolicme npoO0yKma u He YCMAHABAUBAIOM HUKAKUX O0eUCMBYIOUWUX C IOPUOUYECKOU MOYKU 3PeHUs
002080pHBIX OMHOUEHUI.

- Omoen, evroarouwguii nacnopm oannvix: Product safety department.
- Konmaxmmuasn ungpopmayusn: MSDS Turku@revvity.com
- ADOpesuamypvl u aKkpoHuMbL:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning the
International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
1ATA: International Air Transport Association
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative




Cmpanuya: 1/6
Ilacnopm 6e3onacnocmu

¢ coomeemcmeuu ¢ 'OCT 30333-2022

Jama nevamu: 22.02.2024 Homep eepcuu. 4 Hama peoaxmuposanua: 07.11.2023

1 Hoenmugukayua xumuueckoi npoOyKuyuu u c6e0eHus 0 npouzeooumeJsie uiu

nocmasuiuke

- Uoenmudghuxamop npooykma

- Topzoeoe naumenosanue: Biotinidase Substrate Reagent

- Apmuxynonuiii nomep: 13807473

- Coomeemcmeyoujue ycmano6iennbvle RPUMEHEHUSA 6eU{eCEA WU CMECU U He PeKoMeHdyeMmble 00nacmu
UCHOTb308AHUA

- Kamezopus npooykma PC21 Laboratory chemicals

- IIpumenenue eewgecmea / npenapama
In vitro diagnostics
JlabopamopHvie xumukamol

- Iloopoonaa ungpopmayua nocmagujuka nacnopma 6e30nacHocmu
- IIpouzeooumens / Ilocmaswux:

Rewvity Inc.

Wallac Oy

P.O. Box 10

FI-20101 Turku

Finland

+35822678 111

- Omoen, npedocmasaaowuil UHpopmayuio:
Product safety department. +358-2-2678 111
MSDS Turku@revvity.com

- Homep meneghona sxcmpennoii ceasu:
CHEMTREC (whithin U.S.) 800 424-9300
CHEMTREC (from outside U.S.) +1-703-572-3887

2 Hoenmugukayusa onacnocmu (onacnocmeii)

- Knaccugpuxauyusn sewgecmea unu cmecu
Jannviii npodykm ne xknaccuguyupyemcs 6 coomeemcmeuu ¢ Coenaco8anHol Ha 2100aibHOM YPOeHe
cucmemou knaccupurayuu u Mapruposku xumudeckux eewjecmes (GHS).

- Dnemenmut mapkupoexu

- Dnemenmut mapxupoexu 6 coomeemcmeuu ¢ CI'C The product is labelled according to the IVD regulation

- ITuxmozpammol, 0603nauarOwue onacnocmu omnaoaem

- Cuznanvhoe c1060 omnadaem

- Ipedynpesrcoenun 06 onacnocmu omnadaem

- Ipyeue onacuvle gpaxmopul

- Pesynvmamot ouenxku PBT (ycmoiiuugoe 0uoakkKymyaamugnoe mokcudeckoe eeuiecmeo) u vPvB (ouens
ycmouuueoe OUOAKKYMynamueHoe 6eulecniéo)

- PBT: Henpumenumo.

- vPvB: Henpumenumo.

3 Cocmae (ungpopmayusa o Komnonenmax)

- Xumuueckasn xapakmepucmukxa: Cmecu
- Onucanue: Cyuecw u3 eewlecmes, nepevducCiernnblx Huasxce, ¢ HeOnacHbIMuU dobasrkamu.

: Codepafcamuec;l OnAacHole eeuiecmea. omnaoaem

(IIpomomkenue Ha cTpaHHIE 2)
RU —




Cmpanuya: 2/6
Ilacnopm 6e3onacnocmu
6 coomeemcmeuu ¢ F'OCT 30333-2022

Jama nevamu: 22.02.2024 Homep eepcuu. 4 Hama peoaxmuposanua: 07.11.2023

Topzosoe naumenosanue: Biotinidase Substrate Reagent

(IIpogomxenue cTpaHunsl 1)
- lononnumenshole ykazanus: Texcm npuseoéHHbIx yKasauuli Ha hakmopul pucka cm. 6 Iase 16.

4 Mepul nepgoii nomowiu

- Obwue ykazanusn: Hem neobxooumocmu 8 Kakux-aubo cneyuanibHuix Mepax.

- Ilocne sovixanus: Obecneyums 00cmyn ceexce2o 8030yXd, NPU HEOOMO2AHUAX 0OPAMUMbCA K 8PaY).

- Ilocne konmaxkma c xoasiceii:
Kax npasuno, npooykm ne okasvieaem pazopaxcaioue2o 8030euUcmeust Ha KoxiCy.

- Ilocne konmakma c znazamu:
Ipomvims omxpeimolil 21a3 ROO NPOMOYHOU 8000l 8 MEYEHUE HECKOJIbKUX MUHYI.

- Ilocne npoznamereanusn: Ilpu coxpanenuu cuMnmomos o6pamumscs Kk 8pawy 3a KOHCy1bmayuel.

- Ykazanusa ona epaua:

- Haubonee sadricnvie cumnmomul u 3ghghexkmul, Kaxk Hemeod1ennvle, MAK U NPOAGAIOUUEC BHOCTIEOCM U
Omcymcemeyem Kakasi-mbo coomeemcmeyouas UHQopmMayusl.

* Ykazanue na neobxooumocms onepamuenoil MeOUyUHCKOU NOMOWU U CREYUATIbHO20 PEHCUMA
Omcymcmayem Kakasi-mbo coomeemcmayowas uHpopmayus.

5 Mepul u cpeocmea odecneyenus noHcapos3pvlé00e30nacHocmu

- Haonexycawue cpeocmea mywenusn:

IIpeonpunsmos mepbl O MYWEHUIO NOXHCAPA, COOMEEMCMBYIOUUE OKPYIHCAIOWUM VCTOBUIM.
- Ocobble onachocmu, co30asaemvle 6eU{ECEOM UIU CMECHIO

Omcymemeyem Kaxasi-mbo coomeemcmayomas uHGopmayusi.
- 3awummnoe ocnawenue: Hem neobxooumocmu 6 Kakux-aubo cneyuanrbHblx Mepax.

6 Mepot no npedomepauienuto U TUKEUOAUUU AGAPUIIHBIX U YPE3GbIUANHBIX CUMYAUUIL U

Ux nocneocmeui

- Mepubl no obecneuenuto 1uuHOU 6€30NACHOCIMU, 3AU{UMHOE CHAPAJCEHUE U ROPAOOK Oelicmeuil 6
upe3evIuaiiHOl cCumyayuu
He mpebyemcs.
- Meput no 3auwume okpysrcarouieii cpedsvt: Pazdoasums OOIbUUM KOIULECEOM B0Ob.
- Memoovt u mamepuanvl 014 1OKATUIAUUU U OUUCHIKU:
Cobpamb npu nomowu ce:A3b18a10WE20 HCUOKOCTL MAmepuana (neckd, Kuzeibaypa, KUCI0mHO-64CYueco
cpeocmed, YHUBEPCANbHBIX BANCYWUX CPEOCME, ONUILOK).
- Ccvlnku Ha opyzue pazoesvl
Huxkaxux onacnuix sewgecms He vloensemcs.
Hnghopmayus no besonacnomy obpawenuio - 6 [ nase 7.
Hnghopmayus no unousudyanbHomy sauumuomy chapsaicenuio - ¢ I nase 8.
Hnghopmayus no ymunuzayuu - 6 I'nase 13.

7 Ilpasuna xpanenusa Xxumuueckoi npooyKyuu u o0paujeHus ¢ Heil npu nozpy304Ho-

paszepy3ounsix pabomax

- Qbpawenue c eeuiecmeom:
- Meput npedocmoporcnocmu no 6€30nacHomy oopawienuo
Hem neobxooumocmu 8 Kakux-mbo cneyuaibHuvlx Mepax.
- YKasanus no 3awume om noxcapos u 63pwvieos: Hem neobxooumocmu 6 Kakux-1bo cneyuaibHuix mepax.
- Xpanenue:
- Tpebosanus, npedvagnaemvie K CKIAOCKUM NOMEWLEHUAM U mape:
Huxakux ocobennvix mpebosanuii He npeovAGIsencsl.
- Ykazanusn no coemecmumocmu ¢ opyzumu eewjecmeamu npu xpanenuu: He mpedyemcs.

- lanvneiimue oannsvle no ycnosusam xpanenusn: Hu oonozo.
(IIponomxkenue Ha cTpaHHUIe 3)
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Cmpanuya: 3/6
Ilacnopm 6e3onacnocmu
6 coomeemcmeuu ¢ F'OCT 30333-2022

Jama nevamu: 22.02.2024 Homep eepcuu. 4 Hama peoaxmuposanua: 07.11.2023

Topzosoe naumenosanue: Biotinidase Substrate Reagent

(IIpogomkenue cTpaHUIs! 2)
- Xapaxmepnoe KoHeunoe npumeHnenue (Wiu npumeHeHus)
Omcymcmayem Kakasi-mbo coomeemcmayowas uHpopmayus.

8 Cpeocmea Konmponsa 3a OnAcHbIM 6030elicmeuem U cpeocmea UHOUBUOYANbHOU

3auiumol

- /lononnumensnsie yKazanus no cmpykmype mexHuuecKux yCcmpoiucme:
Huxakux oononnumenvhuvix oannwix; cm. Iynkm 7.

- Cocmagnsoujue KOMROHEHNMbL C RPEOeTbHBIMU 3HAYEHUAMU, MPEOyIOuUe MOHUMOPUH2A HA PADOYUX
Mecmax:
IIpodyxkm He codepaicum HUKAKUX CYUeCMBEHHbIX 00BEMO8 8elecms ¢ NPedelbHbIMU 3HAYEHUSMU, KOMOopble
HE0OX00UMO OMCAEHCUBAMb HA PADOYUX MECAX.

- lononnumensnsle ykazanus:
B kauecmee ocnosbl nocaysicunu CRUCKU, SAGTISAGUUECS, HA MOMEHM COCMAGIEHUSI AKINYAlbHLLMU.

- Cpeocmea unHoueudyanbHOl 3auiunbl:

- Qbwue mepvl no 3aujume om 8030€iliCMeUsn U cuzueHe:
Ipu obpawenuu ¢ xumuxamamu ciedyem cooaodams CmaHoapmmuvle Mepvl HPeOOCHMOPONCHOCIU.

- 3awuma opzanos ovixanus: He mpebyemcs.

- 3awuma pyk:
Mamepuan nepuamox / pykaeuy 00axceH 6bimb YCmMOUYUSbIM K 8030eucmeauio npodykma / gewecmea /
npenapama u He RPONYCKAMb UX.
Huxaxux pexomendayuii 6 omuowieHuy Mamepuana nepyamox / pykasuy, npueooHbIx 0Jisi RPUMEHEHUs 8 X00e
pabomul ¢ npoOyKmom / npenepamom / cmMecvio XUMuKamos 0ams Henb3s, maK KaK HUKAKUX UCTbIMAanull 8
9MOM OMHOULEHUU HE NPOBOOUTLOCD.
Buibop mamepuana nepuamox / pykaguy npou3eo0umcs ¢ y4€mom @peMeHU npopuvled, cCmenenu
NPOHUYAEMOCTU U IPO3UU.

- Mamepuan nepuamox / pykasuy
Buvibop nooxoosawux nepuamox / pykasuy onpeoensiemcs ne moabko Mamepuaiom, Ho makxaice u Opyeumu
KauecmeeHHbIMU 0COOEHHOCMAMU, NPUYEM MENHCOY PAZTUYHBIMU NPOU3BOOUMENSIMU CYUeCmEyem 60abuasl
pasnuya. Tax kak npodykm npedcmasisiem cobOU cMeCb PA3IULHBIX BEUeCms, MO He NPedCmAagisencs
HUKAKOU 803MONCHOCMU OJis pACYEMa YCmoudugoCmu Mamepuaid, u3 KOmopoz2o u3zomoeienvl nepuamsu /
PYKABUYDBL, UMO Gbl3blAem HeoOX00UMOCMb Nepenposepku Ha npeomem npucoOHOCmu nepeo
UCHONb30BAHUEM.

- Ilepuod nponuyaemocmu mamepuana nepuamox / pykasuy.
Heobxo0umo oceedomumbca y npouzsooumensi 3aujumHbix nepyamox / pyKasuy 0 mo4nom epemeHu npopuléd
U NPUOEPIHCUBAMBCSL €20.

- 3awguma znas: Ilpu nepenusanuu npooykma pekomeHoyemcs Haoems 3auumHble OYKu.

9 Du3urxo-xumuueckue ceoucmaea

- Oowasn ungopmavyusn
- Bnewtnuii euo:

- Dopma: Kuokoe

- Lleem: B coomeemcmeuu ¢ xapakmepucmuxoti npooykma
- 3anax: Xapaxmepno

- Ilopoz 3anaxa: He onpedeneno.

- 3nauenue pH npu 20 °C: 7,75

- H3menenue cocmoanusn
- Touka nnasnenus / uHmepean memnepanyp

naaenenun: 0°C
- Touxa Kunenus / unmepean memnepamyp kunenus: He onpedeneno.
- Temnepamypuaa mouxka 6cHblUIKU: Henpumenumo.
- Bocnnamensaemocmo (meépooe, 2azooopaznoe
eeuecmeo): Henpumenumo.
- Temnepamypa pacnaoa: He onpeodeneno.
- Temnepamypa eéocnnamenenusn: IIpooyxm ne asnsemcs camo8oCHIAMEHACMbIM.

(IIponomxkenue Ha cTpaHHuIe 4)

RU—



Cmpanuya: 4/6
Ilacnopm 6e3onacnocmu
6 coomeemcmeuu ¢ F'OCT 30333-2022

Jama nevamu: 22.02.2024 Homep eepcuu. 4 Hama peoaxmuposanua: 07.11.2023

Topzosoe naumenosanue: Biotinidase Substrate Reagent

(IIpogomkenue cTpaHuns! 3)

- Bapvieoonacnocmu: IIpodyxm ne s6nsaemcs 63pbi60ONACHBIM.
- I'panuywt é3pvieaemocmu:
- Husrcnaa: He onpedeneno.
- Bepxuaa: He onpedeneno.
- /laeénenue napa npu 20 °C: 23 ealla
- IlInomnocmo npu 20 °C: 1,01 2/em’
- OmnocumensvHas N10MHOCMb He onpedeneno.
- ITnomnocms napa He onpedeneno.
- Ckopocmb ucnapenus He onpedeneno.
- Pacmeopumocms ¢ / Cmewiusaemocms ¢
* 80001L: Tlonnocmyio cmewusaemo.
- Koagpgpuyuenm pacnpeodenenus (n-oxkmanon /
6ooa): He onpedeneno.
* Baszkocmu:
- Junamuueckasn npu 20 °C: 0,952 mPas
- Kunemamuueckasn: He onpeodeneno.
- Codeprcanue pacmeopumens:
- Booa: 98,0 %
- [Ipyeasn ungpopmayusn Omcymcemeyem Kakas-iubo coomeemcmeyujds
uHpopmayusi.

10 Cmabunvnocmo u peakyuoHHas CROCOOHOCHIb

- Peakyuonnas cnocoonocme Omcymemayem Kakaa-mmoo coomsemcmsyoujas Unpopmayus.
- Tepmuueckuit pacnao / yciosus, Komopuvix ciedyem uzoezamo:
Ilpu ucnonvzosanuu 8 COomeemcmaul ¢ NPEONUCAHUAMU He NPOUCXOOUM HUKAKO20 pacnaod.
- Bozmostcnocms onacuwix peaxyun Heuzgecmuo Hu 0 KaKux onacHuix peakyusx.
- Yenoeus, evi3viearoujue onacnvle u3MeHeHUus
Omcymemeyem Kaxasi-mubo coomeemcmesyowas UHQopmMayusi.
- Hecoemecmumore mamepuansr: Omcymcmsyem Kakaa-aubo coomeemcmsayrouas UHGopmMayus.
- Onacnote npodykmet pacnaoa: Hes3gecmHno Hu 0 Kakux onacHvix npooyKmax pacnaod.

11 Hugpopmayus o mokcuunocmu

- Hngpopmayus no mokcukoio2uueckomy 6030eiicmeuio
- Ocmpas moxcuunocmo: Ha ocnosanuu umerowuxcs 0aHHbIX Kpumepuu KiaccupQurkayuu He 8blnoIHAIOMCA.
* Ha Koxcy: Ha ocrnosanuu umerowuxcs OaHHbIX Kpumepuu KiaccuQurkayuu e 8bInOIHAIOMCA.
“ na znaza: Ha ocnosanuu umerowuxcs OaHHbIX KpUmepuu Kiaccupurkayu He GblnoIHIIOMCS.
- Cencubunuzayus: Ha ocnosanuu umeowuxcs OaHHbIX Kpumepuu KiacCugQurayuu ne 8bln0IHIIOMCA.
- Mymazennocmu 3apoobiuiesix Kiemok
Ha ocnosanuu umerowuxcsi 0aHHbIX Kpumepuu Kiaccuukayuu He 6binoaHsIIOMCsL.
- Kanuepozennocmov Ha ocnosanuu umerowuxcs OaHHbIX Kpumepuu Kiaccu@urkayuu He 8bINOIHAIONCA.
* Penpodykmuenas moxkcuunocmsp
Ha ocnosanuu umerowuxcsa 0anuvix Kpumepuu Kiaccu@urayuu He blNOIHAIOMCA.
- Cneyuguueckas mokcuuHOCms 0714 OP2AHA-MUWIEHU - 00HOKDAMHOE 8030elicmaue
Ha ocnosanuu umerowuxcsi 0aHHbIX Kpumepuu Kiaccu@ukayuu He 6binoaHsAIOMCsL.
- Cneyuguueckan moKcuyHOCmb 0114 OP2AHA-MUUIEHU - NOBMOPHOE 8030¢€licneue
Ha ocnosanuu umerowuxcsa 0anuvix Kpumepuu Kiaccu@urayuu He blNOIHAIOMCA.
- Onacrnocms npu 0bIXaHUU
Ha ocnosanuu umerowuxcsi 0anHbix Kpumepuu Kiaccu@ukayuu He 6binoaHsAIOMCsL.

RU —
(IIpomomxkenue Ha cTpaHHIE 5)



Cmpanuya: 5/6

Ilacnopm 6e3onacnocmu
6 coomeemcmeuu ¢ F'OCT 30333-2022

Jama nevamu: 22.02.2024 Homep eepcuu. 4 Hama peoaxmuposanua: 07.11.2023

Topzosoe naumenosanue: Biotinidase Substrate Reagent

(ITponomxeHue cTpaHuLpl 4)

12 Hnghopmayusn o 6030eiicmeuu Ha OKPYyHcarouyro cpeoy

- Toxcuunocmp

- Akeamokcuunocmo: Omcymcmeyem Kakas-moo coomeemcmsyowas UHGopmayus.

- Cmouxocmo u ckiounocme K oezpadayuu Omcymemesyem Kakdasa-1ubo coomeemcmeayowas UHpopmayus.

- Ilosedenue 6 Ixono2uneCKUX cucnemax:

- Buoakkymynamuenstii nomenyuan Omcymcemsyem Kakas-aubo coomeemcmaeyouas UHpopmayus.

- Iloosusrcnocmo 6 zpynme Omcymemayem Kaxasa-moo coomeemcmeayouas UHQoOpMayusl.

- [lononnumenuvhovie IK0102UYECKUE YKAZAHUA:

- Obwue yxazanusn: B yenom npodyxm 075 600bi He 6peden

- Pesynomamot oyenxku PBT (ycmoiiuugoe 6uoakkKymyaamugnoe mokcuueckoe eeujecmeo) u vPvB (ouens
ycmoiuueoe UOAKKymMyiamueHoe 6euiecneo)

- PBT: HenpumeHnumo.

- vPvB: Henpumenumo.

- /pyzue epeonvie agppexmur Omcymcemayem Kakasi-mbo coomeemcmsyowds UHGopmayusi.

13 Pexomenoayuu no yoaienuro omxo0os (0cmamkog)

- Memoowl 06padomku omxo008
- Pexomenoauus:
Hebonvuiue xonuuecmea mozym 6v6ime ymuausupoaHsl COBMECHHO ¢ ObIMOBbLMU OMX00AMU.

- Heouuwiennole ynakoexu:
- Pexomenoayusn:
Coamb 8 nPpUEMHUK ONACHBIX OMX0006 UNU NEPeGe3mu K Mecmy coopa npoOIeMamuyHblx 6ewecms.
- Pexomenoyemole uucmsaugue cpedcmea: Booa - eciu neobxooumo, ¢ dobasieHuem Yucmauux cpeocms.

14 Hngpopmayusa npu nepego3xax (mpancnopmuposanuu)

- Homep UN

-ADR, ADN, IMDG, IATA omnaoaem
- Cobcmeennoe mpancnopmuoe naumenosanue OOH

-ADR, ADN, IMDG, IATA omnaoaem
* K114cco8 onacHocmu mpancnopma

- ADR, ADN, IMDG, IATA

- Knacc omnaoaem
- I'pynna ynaxoexu

-ADR, IMDG, IATA omnaoaem
- OKonozuueckue pucku:

- 3azpasnumens MOPCKoil cpeovl: Hem

- Ocobvle mepbl nPedOCMOPOIHCHOCU OA
nonv3oeameneil Henpumenumo.

- Tpanucnopmuposka nasanom ¢ coomeemcmeuu ¢
Ilpunoscenuem I MARPOL?73/78
(Mescoynapoonas Koneenyus no
npeoomepauieHuI0 3azpAa3Henus 600 ¢ cyoos) u IBC
Code (Mesicoynapoonutii Kooekc nepeso3ok
ONACHBIX XUMUYECKUX 2PY306 HATUGOM) Henpumenumo.

- UN "Model Regulation": omnaoaem

RU—
(IIponomkenue Ha cTpaHHIE 6)



Cmpanuya: 6/6
Ilacnopm 6e3onacnocmu
6 coomeemcmeuu ¢ F'OCT 30333-2022

Jama nevamu: 22.02.2024 Homep eepcuu. 4 Hama peoaxmuposanua: 07.11.2023

Topzosoe naumenosanue: Biotinidase Substrate Reagent

(ITponomxeHue cTpaHuIpl 5)

15 Hughopmauusa o nayuonanbHOM U MeNHCOYHAPOOHOM 3AKOHOOAme1bCmee

- Hopmpul 6ezonacnocmu, npaguia oXpansl mpyoa u IK0102udecKue HOpMamuesl uiu CManoapmol,
oelicmeyroujue 015 6euiecmea Ui cmecu
Omcymemeyem Kaxasi-mbo coomeemcmesyiowas UHQopmMayusi.

- Peecmp espaszuiickoit npomuvluiiennoii npooyKyuu
7732-18-5 | water
7647-14-5 | sodium chloride
77-86-1 | trometamol
9048-46-8 | Albumins, bovine serum
26628-22-8 | sodium azide

- Dnemenmut mapxkupoexu ¢ coomeemcmeuu ¢ CI'C omnadaem

- Tukmozpammot, 0603naualougue onacHocmMu omnaoaem

- CuznaibHoe c1060 omnadaem

- Ilpedynpeasicoenus 06 onacnocmu omnadaem

- Quenka xumuueckou oezonacnocmu: OyeHka xumuieckoli Oe30nacHocmu He npogeodeHd.

16 /lononnumenvnasn ungpopmayusn

Jlanubie onuparomes Ha akmyaibHble 3HAHUA, 0OHAKO OHU He ABNIAIOMCA 2apanmuell Kakux-1ub0 KOHKPemHbix
ceolicme npoO0yKma u He YCMAHABAUBAIOM HUKAKUX O0eUCMBYIOUWUX C IOPUOUYECKOU MOYKU 3PeHUs
002080pHBIX OMHOUWEHU.

- Omoen, evroarouwuii nacnopm oannvix: Product safety department.
- Konmaxmmuas ungpopmayusn: MSDS Turku@revvity.com

- AbOpesuamypvl u aKkpoHuMbL:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning the
International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative




Cmpanuya: 1/6
Ilacnopm 6e3onacnocmu

¢ coomeemcmeuu ¢ 'OCT 30333-2022

Jama nevamu: 22.02.2024 Homep eepcuu. 4 Hama peoaxmuposanua: 07.11.2023

1 Hoenmugukayua xumuueckoi npoOyKuyuu u c6e0eHus 0 npouzeooumeJsie uiu

nocmasuiuke

- Uoenmudghuxamop npooykma

- Topzosoe naumenoeanue: Biotinidase SA Reagent

- Apmukynonotit Homep: 13807474

- Coomeemcmeyoujue ycmano6iennbvle RPUMEHEHUSA 6eU{eCEA WU CMECU U He PeKoMeHdyeMmble 00nacmu
UCHOTb308AHUA

- Kamezopus npooykma PC21 Laboratory chemicals

- IIpumenenue eewgecmea / npenapama
In vitro diagnostics
JlabopamopHvie xumukamol

- Iloopoonaa ungpopmayua nocmagujuka nacnopma 6e30nacHocmu
- IIpouzeooumens / Ilocmaswux:

Rewvity Inc.

Wallac Oy

P.O. Box 10

FI-20101 Turku

Finland

+35822678 111

- Omoen, npedocmasaaowuil UHpopmayuio:
Product safety department. +358-2-2678 111
MSDS Turku@revvity.com

- Homep meneghona sxcmpennoii ceasu:
CHEMTREC (whithin U.S.) 800 424-9300
CHEMTREC (from outside U.S.) +1-703-572-3887

2 Hoenmugukayusa onacnocmu (onacnocmeii)

- Knaccugpuxauyusn sewgecmea unu cmecu
Jannviii npodykm ne xknaccuguyupyemcs 6 coomeemcmeuu ¢ Coenaco8anHol Ha 2100aibHOM YPOeHe
cucmemou knaccupurayuu u Mapruposku xumudeckux eewjecmes (GHS).

- Dnemenmut mapkupoexu

- Dnemenmut mapxupoexu 6 coomeemcmeuu ¢ CI'C The product is labelled according to the IVD regulation

- ITuxmozpammol, 0603nauarOwue onacnocmu omnaoaem

- Cuznanvhoe c1060 omnadaem

- Ipedynpesrcoenun 06 onacnocmu omnadaem

- Ipyeue onacuvle gpaxmopul

- Pesynvmamot ouenxku PBT (ycmoiiuugoe 0uoakkKymyaamugnoe mokcudeckoe eeuiecmeo) u vPvB (ouens
ycmouuueoe OUOAKKYMynamueHoe 6eulecniéo)

- PBT: Henpumenumo.

- vPvB: Henpumenumo.

3 Cocmae (ungpopmayusa o Komnonenmax)

- Xumuueckasn xapakmepucmukxa: Cmecu
- Onucanue: Cyuecw u3 eewlecmes, nepevducCiernnblx Huasxce, ¢ HeOnacHbIMuU dobasrkamu.

: Codepafcamuec;l OnAacHole eeuiecmea. omnaoaem

(IIpomomkenue Ha cTpaHHIE 2)
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Cmpanuya: 2/6
Ilacnopm 6e3onacnocmu
6 coomeemcmeuu ¢ F'OCT 30333-2022

Jama nevamu: 22.02.2024 Homep eepcuu. 4 Hama peoaxmuposanua: 07.11.2023

Topzosoe naumenosanue: Biotinidase SA Reagent

(IIpogomxenue cTpaHunsl 1)
- lononnumenshole ykazanus: Texcm npuseoéHHbIx yKasauuli Ha hakmopul pucka cm. 6 Iase 16.

4 Mepul nepgoii nomowiu

- Obwue ykazanusn: Hem neobxooumocmu 8 Kakux-aubo cneyuanibHuix Mepax.

- Ilocne sovixanus: Obecneyums 00cmyn ceexce2o 8030yXd, NPU HEOOMO2AHUAX 0OPAMUMbCA K 8PaY).

- Ilocne konmaxkma c xoasiceii:
Kax npasuno, npooykm ne okasvieaem pazopaxcaioue2o 8030euUcmeust Ha KoxiCy.

- Ilocne konmakma c znazamu:
Ipomvims omxpeimolil 21a3 ROO NPOMOYHOU 8000l 8 MEYEHUE HECKOJIbKUX MUHYI.

- Ilocne npoznamereanusn: Ilpu coxpanenuu cuMnmomos o6pamumscs Kk 8pawy 3a KOHCy1bmayuel.

- Ykazanusa ona epaua:

- Haubonee sadricnvie cumnmomul u 3ghghexkmul, Kaxk Hemeod1ennvle, MAK U NPOAGAIOUUEC BHOCTIEOCM U
Omcymcemeyem Kakasi-mbo coomeemcmeyouas UHQopmMayusl.

* Ykazanue na neobxooumocms onepamuenoil MeOUyUHCKOU NOMOWU U CREYUATIbHO20 PEHCUMA
Omcymcmayem Kakasi-mbo coomeemcmayowas uHpopmayus.

5 Mepul u cpeocmea odecneyenus noHcapos3pvlé00e30nacHocmu

- Haonexycawue cpeocmea mywenusn:

IIpeonpunsmos mepbl O MYWEHUIO NOXHCAPA, COOMEEMCMBYIOUUE OKPYIHCAIOWUM VCTOBUIM.
- Ocobble onachocmu, co30asaemvle 6eU{ECEOM UIU CMECHIO

Omcymemeyem Kaxasi-mbo coomeemcmayomas uHGopmayusi.
- 3awummnoe ocnawenue: Hem neobxooumocmu 6 Kakux-aubo cneyuanrbHblx Mepax.

6 Mepot no npedomepauienuto U TUKEUOAUUU AGAPUIIHBIX U YPE3GbIUANHBIX CUMYAUUIL U

Ux nocneocmeui

- Mepubl no obecneuenuto 1uuHOU 6€30NACHOCIMU, 3AU{UMHOE CHAPAJCEHUE U ROPAOOK Oelicmeuil 6
upe3evIuaiiHOl cCumyayuu
He mpebyemcs.
- Meput no 3auwume okpysrcarouieii cpedsvt: Pazdoasums OOIbUUM KOIULECEOM B0Ob.
- Memoovt u mamepuanvl 014 1OKATUIAUUU U OUUCHIKU:
Cobpamb npu nomowu ce:A3b18a10WE20 HCUOKOCTL MAmepuana (neckd, Kuzeibaypa, KUCI0mHO-64CYueco
cpeocmed, YHUBEPCANbHBIX BANCYWUX CPEOCME, ONUILOK).
- Ccvlnku Ha opyzue pazoesvl
Huxkaxux onacnuix sewgecms He vloensemcs.
Hnghopmayus no besonacnomy obpawenuio - 6 [ nase 7.
Hnghopmayus no unousudyanbHomy sauumuomy chapsaicenuio - ¢ I nase 8.
Hnghopmayus no ymunuzayuu - 6 I'nase 13.

7 Ilpasuna xpanenusa Xxumuueckoi npooyKyuu u o0paujeHus ¢ Heil npu nozpy304Ho-

paszepy3ounsix pabomax

- Qbpawenue c eeuiecmeom:
- Meput npedocmoporcnocmu no 6€30nacHomy oopawienuo
Hem neobxooumocmu 8 Kakux-mbo cneyuaibHuvlx Mepax.
- YKasanus no 3awume om noxcapos u 63pwvieos: Hem neobxooumocmu 6 Kakux-1bo cneyuaibHuix mepax.
- Xpanenue:
- Tpebosanus, npedvagnaemvie K CKIAOCKUM NOMEWLEHUAM U mape:
Huxakux ocobennvix mpebosanuii He npeovAGIsencsl.
- Ykazanusn no coemecmumocmu ¢ opyzumu eewjecmeamu npu xpanenuu: He mpedyemcs.

- lanvneiimue oannsvle no ycnosusam xpanenusn: Hu oonozo.
(IIponomxkenue Ha cTpaHHUIe 3)
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Ilacnopm 6e3onacnocmu
6 coomeemcmeuu ¢ F'OCT 30333-2022

Jama nevamu: 22.02.2024 Homep eepcuu. 4

Cmpanuya: 3/6

Jama peoaxmupoeanus: 07.11.2023

Topzosoe naumenosanue: Biotinidase SA Reagent

- XapakmepHnoe KoneuHnoe npumenenue (Unu RPUMeHenUs)
Omcymcemeyem Kakasa-1bo coomeemcmayouas UHQoOpMayusl.

(IIpogomkenue cTpaHUIs! 2)

8 Cpeocmea Konmponsa 3a OnAcHbIM 6030elicmeuem U cpeocmea UHOUBUOYANbHOU

3auiumol

- lononnumenvHole yKa3auus no CMPYKmMype mexHuueckux yCmpoucma:

Huxakux oononnumenvhuvix oannwix; cm. Iynkm 7.

: Cocmasﬂﬂlomue Komnonenmusl ¢ npedeﬂbnblmu 3HaQ4YeHuAmuU, mpeﬁymmue MOHUMOpUHZA HA paﬁolmx

mecmax:

HpO()me He codepofcum HUKAKUX CYyuleCmeeHnblx 06EM08 eewecmes C npe()eﬂbelMu SHAYEHUAMU, KOmopble

HEobX00UMO OMCAEHCUBAMD HA PAOOUUX MECAX.
- lononnumenshole yKazanus:

B kauecmee ocnosvl NOCHYHCUIU CNUCKU, A6TIABUUECA HA MOMEHM COCMAe6/IeHUs aKmyajlbHbIMU.

- Cpeocmea unHoueudyanbHOl 3auiunbl:
- Qbwue mepvl no 3aujume om 8030€iliCMeUsn U cuzueHe:

Ipu obpawenuu ¢ xumuxamamu ciedyem cooaodams CmaHoapmmuvle Mepvl HPeOOCHMOPONCHOCIU.

- 3awuma opzanos ovixanus: He mpebyemcs.
- 3awuma pyk:

Mamepuan nepuamox / pykaeuy 00axceH 6bimb YCmMOUYUSbIM K 8030eucmeauio npodykma / gewecmea /

npenapama u He nPONYCKamy ux.

Huxaxux pexomendayuii 6 omuowieHuy Mamepuana nepyamox / pykasuy, npueooHbIx 0Jisi RPUMEHEHUs 8 X00e
pabomul ¢ npoOyKmom / npenepamom / cmMecvio XUMuKamos 0ams Henb3s, maK KaK HUKAKUX UCTbIMAanull 8

OMOM OMHOULEHUU He I’lpOGO()quOCb.

Buibop mamepuana nepuamox / pykaguy npou3eo0umcs ¢ y4€mom @peMeHU npopuvled, cCmenenu

NpOHUYAEMOCMU U I3PO3UU.
- Mamepuan nepuamox / pyxasuy,

Buvibop nooxoosawux nepuamox / pykasuy onpeoensiemcs ne moabko Mamepuaiom, Ho makxaice u Opyeumu
KauecmeeHHbIMU 0COOEHHOCMAMU, NPUYEM MENHCOY PAZTUYHBIMU NPOU3BOOUMENSIMU CYUeCmEyem 60abuasl
pasnuya. Tax kak npodykm npedcmasisiem cobOU cMeCb PA3IULHBIX BEUeCms, MO He NPedCmAagisencs
HUKAKOU 803MONCHOCMU OJis pACYEMa YCmoudugoCmu Mamepuaid, u3 KOmopoz2o u3zomoeienvl nepuamsu /
PYKABUYDBL, UMO Gbl3blAem HeoOX00UMOCMb Nepenposepku Ha npeomem npucoOHOCmu nepeo

UCHONb30BAHUEM.
- Ilepuod nponuyaemocmu mamepuana nepuamox / pykasuy.

Heobxo0umo oceedomumbca y npouzsooumensi 3aujumHbix nepyamox / pyKasuy 0 mo4nom epemeHu npopuléd

U NPUOEPIHCUBAMBCSL €20.

- 3awguma znas: Ilpu nepenusanuu npooykma pekomeHoyemcs Haoems 3auumHble OYKu.

9 Du3urxo-xumuueckue ceoucmaea

- Oowasn ungopmavyusn
- Bnewtnuii euo:

- H3menenue cocmoanusn
- Touka nnaenenus / UHMEPBATI MeMnEPAnyp
naaenenun: 0°C
- Touka kunenus / unmepean memnepamyp kunenus: 100 °C

- Dopma: Kuokoe

- Leem: Kpacnoe

- 3anax: Ceponooobro

- Ilopoz 3anaxa: He onpedeneno.
- 3nauenue pH npu 20 °C: 7,75

- Temnepamypuaa mouxka 6cHblUIKU: Henpumenumo.
- Bocnnamensaemocmo (meépooe, 2azooopaznoe
eeuecmeo): Henpumenumo.
- Temnepamypa pacnaoa: He onpeodeneno.
- Temnepamypa eéocnnamenenusn: IIpooyxm ne asnsemcs camo8oCHIAMEHACMbIM.

(IIponomxkenue Ha cTpaHHuIe 4)
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Cmpanuya: 4/6
Ilacnopm 6e3onacnocmu
6 coomeemcmeuu ¢ F'OCT 30333-2022

Jama nevamu: 22.02.2024 Homep eepcuu. 4 Hama peoaxmuposanua: 07.11.2023

Topzosoe naumenosanue: Biotinidase SA Reagent

(IIpogomkenue cTpaHuns! 3)

- Bapvieoonacnocmu: IIpodyxm ne s6nsaemcs 63pbi60ONACHBIM.
- I'panuywt é3pvieaemocmu:
- Husrcnaa: He onpedeneno.
- Bepxuaa: He onpedeneno.
- /laeénenue napa npu 20 °C: 23 ealla
- IlInomnocmo npu 20 °C: 1,01 2/em’
- OmnocumensvHas N10MHOCMb He onpedeneno.
- ITnomnocms napa He onpedeneno.
- Ckopocmb ucnapenus He onpedeneno.
- Pacmeopumocms ¢ / Cmewiusaemocms ¢
* 80001L: Tlonnocmyio cmewusaemo.
- Koagpgpuyuenm pacnpeodenenus (n-oxkmanon /
6ooa): He onpedeneno.
* Baszkocmu:
- Junamuueckasn npu 20 °C: 0,952 mPas
- Kunemamuueckasn: He onpeodeneno.
- Codeprcanue pacmeopumens:
- Booa: 97,5 %
- Cooepicanue meépovix meu: 0,0 %
- Ipyeasn ungpopmayusn Omcymcemeyem Kakas-iubo coomeemcmeyoujds
uHpopmayusi.

10 Cmabunvnocmo u peakyuoHHas CROCOOHOCHIb

- Peakyuonnas cnocoonocme Omcymemayem Kakaa-mmoo coomsemcmasyouas Unpopmayus.
- Tepmuueckuit pacnao / yciosus, Komopuvix ciedyem uzoezamo:
Ilpu ucnonvzosanuu 8 COomeemcmaul ¢ NPEONUCAHUAMU He NPOUCXOOUM HUKAKO20 pacnaod.
- Bo3zmostcnocms onacuwix peaxyui Heuzgecmuo Hu 0 KaKux onacHuix peakyusx.
- Yenoeus, evi3viearoujue onacnvle u3MeHeHUus
Omcymemeyem Kaxasi-mbo coomeemcmesyowas uHQopmMayusi.
- Hecoemecmumpore mamepuansr: Omcymcmsyem Kakaa-iubo coomeemcmsayrouas UHGopmMayus.
- Onacnovte npodykmet pacnaoa: Hes3gecmHno Hu 0 Kakux onacHvix npooyKmax pacnaod.

11 Hugpopmayus o mokcuunocmu

- Hngpopmayus no mokcukoio2uueckomy 6030eiicmeuro
- Ocmpas moxcuunocmo: Ha ocnosanuu umerowuxcs 0aHHbIX Kpumepuu KiaccupQurkayuy He 8blnoIHAIOMCA.
* na koxcy: Ha ocrnosanuu umerowuxcs OaHHbIX Kpumepuu KiaccuQurkayuu e 8binoIHAIOMCA.
“ na znaza: Ha ocnosanuu umerowuxcs OaHHbIX KpUmepuu Kiaccupurkayu He GblnoIHIIOMCS.
- Cencubunuzayus: Ha ocnosanuu umeowuxcs OaHHbIX Kpumepuu KiacCuQurayuy ne 8blnoIHII0MC.
- Mymazennocmu 3apoobiuieswix Kiemok
Ha ocnosanuu umerowuxcsi 0aHHbIX Kpumepuu Kiaccuurayuu He 6binoaHsAIOMCsL.
- Kanuepozennocmov Ha ocnosanuu umerowuxcs OaHHbIX Kpumepuu Kiaccu@urkayuu He 8bINOIHAIONCA.
* Penpodykmuenas moxkcuunocmsp
Ha ocnosanuu umerowuxcsa 0anuvix Kpumepuu Kiaccu@urayuu He blNOIHAIOMCA.
- Cneyuguueckas mokcuuHOCms 0714 OP2AHA-MUWIEHU - 00HOKDAMHOE 8030elicmaue
Ha ocnosanuu umerowuxcsi 0anHbix Kpumepuu Kiaccu@ukayuu He 6binoaHsAIOMCsL.
- Cneyuguueckan moKcuyHoCmp 014 OP2AHA-MUUIEHU - NOGMOPHOE 8030¢€licneue
Ha ocnosanuu umerowuxcsa oanuvix Kpumepuu Kiaccu@urayuu He blNOIHAIOMCA.
- Onacrnocms npu 60bIXaHUU
Ha ocnosanuu umerowuxcsi 0aHHbIX Kpumepuu Kiaccuukayuu He 6binoaHsAIOMCsL.

RU —
(IIponomxkenue Ha cTpaHHIE 5)
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(ITponomxeHue cTpaHuLpl 4)

12 Hnghopmayusn o 6030eiicmeuu Ha OKPYyHcarouyro cpeoy

- Toxcuunocmp

- Akeamokcuunocmo: Omcymcmeyem Kakas-moo coomeemcmsyowas UHGopmayus.

- Cmouxocmo u ckiounocme K oezpadayuu Omcymemesyem Kakdasa-1ubo coomeemcmeayowas UHpopmayus.

- Ilosedenue 6 Ixono2uneCKUX cucnemax:

- Buoakkymynamuenstii nomenyuan Omcymcemsyem Kakas-aubo coomeemcmaeyouas UHpopmayus.

- Iloosusrcnocmo 6 zpynme Omcymemayem Kaxasa-moo coomeemcmeayouas UHQoOpMayusl.

- [lononnumenuvhovie IK0102UYECKUE YKAZAHUA:

- Obwue yxazanusn: B yenom npodyxm 075 600bi He 6peden

- Pesynomamot oyenxku PBT (ycmoiiuugoe 6uoakkKymyaamugnoe mokcuueckoe eeujecmeo) u vPvB (ouens
ycmoiuueoe UOAKKymMyiamueHoe 6euiecneo)

- PBT: HenpumeHnumo.

- vPvB: Henpumenumo.

- /pyzue epeonvie agppexmur Omcymcemayem Kakasi-mbo coomeemcmsyowds UHGopmayusi.

13 Pexomenoayuu no yoaienuro omxo0os (0cmamkog)

- Memoowl 06padomku omxo008
- Pexomenoauus:
Hebonvuiue xonuuecmea mozym 6v6ime ymuausupoaHsl COBMECHHO ¢ ObIMOBbLMU OMX00AMU.

- Heouuwiennole ynakoexu:
- Pexomenoayusn:
Coamb 8 nPpUEMHUK ONACHBIX OMX0006 UNU NEPeGe3mu K Mecmy coopa npoOIeMamuyHblx 6ewecms.
- Pexomenoyemole uucmsaugue cpedcmea: Booa - eciu neobxooumo, ¢ dobasieHuem Yucmauux cpeocms.

14 Hngpopmayusa npu nepego3xax (mpancnopmuposanuu)

- Homep UN

-ADR, ADN, IMDG, IATA omnaoaem
- Cobcmeennoe mpancnopmuoe naumenosanue OOH

-ADR, ADN, IMDG, IATA omnaoaem
* K114cco8 onacHocmu mpancnopma

- ADR, ADN, IMDG, IATA

- Knacc omnaoaem
- I'pynna ynaxoexu

-ADR, IMDG, IATA omnaoaem
- OKonozuueckue pucku:

- 3azpasnumens MOPCKoil cpeovl: Hem

- Ocobvle mepbl nPedOCMOPOIHCHOCU OA
nonv3oeameneil Henpumenumo.

- Tpanucnopmuposka nasanom ¢ coomeemcmeuu ¢
Ilpunoscenuem I MARPOL?73/78
(Mescoynapoonas Koneenyus no
npeoomepauieHuI0 3azpAa3Henus 600 ¢ cyoos) u IBC
Code (Mesicoynapoonutii Kooekc nepeso3ok
ONACHBIX XUMUYECKUX 2PY306 HATUGOM) Henpumenumo.

- UN "Model Regulation": omnaoaem

RU—
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15 Hughopmauusa o nayuonanbHOM U MeNHCOYHAPOOHOM 3AKOHOOAme1bCmee

- Hopmpul 6ezonacnocmu, npaguia oXpansl mpyoa u IK0102udecKue HOpMamuesl uiu CManoapmol,
oelicmeyroujue 015 6euiecmea Ui cmecu
Omcymemeyem Kaxasi-mbo coomeemcmesyiowas UHQopmMayusi.

- Peecmp espaszuiickoit npomuvluiiennoii npooyKyuu

Bce komnonenmur YKA3ansvl 6 CNucke.

- Dnemenmut mapxkupoexu ¢ coomeemcmeuu ¢ CI'C omnadaem

- ITukmozpammot, 0603naualouue onacHocmu omnaoaem

- CuznaibHoe c1060 omnadaem

- Ilpedynpeasicoenus 06 onachocmu omnaoaem

- Quenka xumuueckou oezonacnocmu: OyeHka xumuieckoli Oe30nacHocmu He npogeodeHd.

16 /lononnumenvnasn ungpopmayusn

Jlanusie onuparomces Ha akmyaibHble 3HAHUA, OOHAKO OHU He ABNIAIOMCA 2apanmuell Kakux-1ub0 KOHKpemHblx
ceolicme npoO0yKma u He YCMAHABAUBAIOM HUKAKUX O0eUCMBYIOUWUX C IOPUOUYECKOU MOYKU 3PeHUs
002080pHBIX OMHOUEHUI.

- Omoen, evroarouwguii nacnopm oannvix: Product safety department.
- Konmaxmmuasn ungpopmayusn: MSDS Turku@revvity.com
- ADOpesuamypvl u aKkpoHuMbL:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning the
International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
1ATA: International Air Transport Association
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative




