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CryoSure-DEX40

Cryoprotectant for the eryopreservation of cellular and biological materials

in liquid nitrogen
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/ure-DEXA40 - Cryoprotectant for the cryopreservation of hematopoietic stem cells to protect cells from

~ng injuries during freezing and thawing.

® I C i
Contains: 55 g/dl DMSO USP Grade, 5 g/dl Dextran 40 USP Grade, Water for injection EP 0482
Sterile ace.to EP/USP
Pyrogen-free ace. to EP
Endotoxin-free acc. to EP/USP
Free of Mycoplasma acc. to EP

Do not autoclave.
Do not use unless solution is
. Clear.
WARNING: Not for injection.
ili Use until: see product
STERILE Sterilized by store at 2°C - 8°C ) P
sterile-filtration m X labelling
@ Do not re.sterilize Protect from LoT Lot number: see product
' strong light labelling
Do not use if packaging Follow WAK-DEX40-25 (box of
. . . REF .
is damaged m instructions for use 25 x 8 ml vial)

i J WAK-Chemie Medical GmbH

SiemensstraBe 9 D-61449 Steinbach”s
Tel. 44961 71 /2843 0. Fax +4961 71 / 69 56 46
e-mail: Info@wak-chemle.com . www.wak-chemie.com
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after thawing the wash out process has to be started.

In case of adequate cooling of the stem cell suspension during DMSO-exposure in the unfrozen state, no relevant
adverse effects on the cells are observed at end volume concentrations of DMSO between 5 and 10 %. Since DMSO is a
strong aprotic solvent, special care has to be taken to only use DMSO-compatible materials for withdrawal of the DMSO
from the vial and during transition of the DMSO to the target suspension and to minimize the contact time of DMSO with
such materials. All processes related to the application and elimination of CryoSure-DEX40 have to be validated by the

user.

2. Addition of CryoSure-DEXA40 to the stem cell suspension.
CryoSure-DEX40 is added to the volume-reduced cord blood suspension as the last step before initiating the

freezing process.

3.

Cryoprotectant
hnmerhately rate-freeze

Calculation ofrequired quantity

u?
ol cryoprotedive

CirBwwiaw — Store in freeze

WiNedrawal of cryoprotectant Freezing bag
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calculation of the composition.

of CryoSure-DEX40 to be added to the stem cell suspension has to be chosen in a way so that the envisaged

ume-concentration of DMSO is met. 8 ml of CryoSure-DEX40 contain 4 ml of DMSO (12 4,4 g DMSO). The specific

dty of DMSO is 1,1 g/cm3. In accordance with the protocol of Rubinstein et al 5 ml of CryoSure-DEX40 are to be added
Y0 20 ml of volume-reduced cord blood. Like this the added 2,5 ml of DMSO result in an endvolume concentration of
DMSO of 10% within the ready-to-freeze suspension.

2.2. Withdrawal of CryoSure-DEX40 from the vial and preparation of the cryoprotective solution.
Before addition to the stem cell suspension CryoSure-DEX40 is to be cooled to 2°C. In order to reach the envisaged

concentration of CryoSure-DEX40 in the endvolume the necessary amount is to be taken volumetrically from the vial.

2.3. Addition of the cryoprotective solution to the suspension of hematopoietic stem cells.

Before addition of CryoSure-DEX40 the stem cell suspension is placed on an ice bed and cooled to 2°C. Thereafter
CryoSure-DEX40, which has also been cooled to 2°C, is added volumetrically at a constant velocity within a period of 15
minutes to the stem cell suspension until the designated end volume is reached. Preferably a calibrated syringe pump is to be
used for the addition of the cryoprotective solution. The decelerated addition of the DMSO-containing CryoSure-DEX40
provides for the osmotic tolerance of the hyperosmolaric DMSO and the cells in the target suspension. During the addition
process the target suspension is continuously and consistently mixed in order to assure a consistent dispersion of the

conveyed DMSO within the target suspension.

2.4. Begin of freezing process of the cryoprotective solution.

Immediately after addition of the complete designated amount of CryoSure-DEX40 to the target suspension the
freezing process has to be started. Until the beginning of freezing the temperature of the ready-to-freeze stem cell
suspension has to be kept at 2°C. For freezing standard freezing procedures have to be applied as specified in literature. A
freezing rate of 1°C/minute until the final freeze-store temperature is reached has been described as an applicable

freezing rate for hematopoietic stem cells.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Immediately after the completed thawing process the cryoprotective solution must be washed out of the stem cell
suspension. The washing process is executed in several washing steps consisting of centrifugation, withdrawal of liquid
supernatant and resuspension of the cells with an appropriate wash solution. During the washing process until the
guantitative elimination of the cryoprotectant from the stem cell suspension the suspension has to be kept cool at 2°C.
Consequently the wash out process has to be performed by means of a refrigerated centrifuge. The validation of the
elimination process is the responsibility of the user. For performing the wash out process within a closed system several

methods are available.

4. Storage and Transportation.

CryoSure-DEX40 is to be stored at 2-8°C and light-protected. The storage of the vials in the cardboard boxes is
sufficient for such light protection.
Stability studies have shown that long term exposure of CryoSure-DEX40 to temperatures down to -20°C have no negative
impact on product quality.

Intermediate exposure to 50°C for up to 3 weeks has no negative impact on product quality. Therefore temperature
controlled transportation is not necessary. Transportation should be carried out using cool packs in order to achieve the

storage temperature interval also during transportation.
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iging and Labelling.

51 Primary Packaging.

Characteristic / Component of all Specification / applicable norm
rj WAK-DEX40-25
Borosilicate Vials Glass vials are of type | glass according EP chapter 3.2.1, Glass

containers for Pharmaceutical Use’

Brombutyl stoppers, Teflon faced Elastomer stoppers compliant with USP chapter <381>
‘Physicochemical Tests for Elastomeric closures’ and EP chapter 3.2
‘Physicochemical Test for rubber closures for containers of aqueous
preparations for parenteral use’
Teflon coated on the product contact face inside the vial

5.2. Secondary Packaging

Characteristic / Component of all Specification / applicable norm
WAK-DEX40-25

Secondary packaging Cardbox
WAK-DEX40-250: for 25 vials of 8 ml filling volume each

5.3. Labelling

Characteristic / Component of all Specification / applicable norm
WAK-DEX40-25

Vial label Compliant with norms:
DINEN 1041 and
DIN EN 980

Box label Compliant with norms:
DIN EN 1041 and
DIN EN 980
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f c TBOP CryoSure-DEX40 - Kpno3allWTHbIN pacTBOP A1 KPMOXPAHEHUSI TEMOMO3TUYECKMX CTBOMOBbIX
TOK A7191 3alUMTbl KNETOK OT NOBPEXAEHWIA BO BPEMS 3aMOPO3KUN 1 Pa3MOPO3KU.

Cpcrtas: 55 r/gn AMCO peareHT (hapMaKonormMyecKom YACTOThI,
5r/an OekcTpaHa 40 peareHT hapMaKoI0rm4ecKom YNCTOTbl,
BOfa AN MHbeKUMIA EP (EBponelickas dapmakones).

0482

CtepunbHOCTb B cooTBeTCTBMN ¢ EP/USP (EBponelickoin ®apmakoneeit/®apmakoneein CLLA).
Be3 nuporeHoB B cooTBeTCTBUM C EP (EBpOneiickoin dapmakoneei).

be3 aHpoTOKCMHOB B cooTBeTCTBUM ¢ EP/USP (EBponeiickoii ®apmakoneeit/Papmakoneein CLLA).
Bes mukonnasmbl B cootBeTCTBUM C EP (EBponelickoii ®apmakoneeit)

He noaBepraTb NapoBoOii cTepnnusayuu.
BHUMAHMWE: He Mcnonb3oBaTb pacTBOP, €C/IM OH MOMYTHEN.

He ona MHbekuuii.

CrepunusosaHo XpaHnTb npu Vcnonb3oBaTb Ao:
srerie o CTOAOM Temnepatype 2°C CMOTPUTE Ha

CTEPUMSYIOLLETO -8°C Ap/ibIKe ToBapa
(hMNbTPOBaHMS.

36eraTb

nonagaHms Homep napTuu:
He npsMoro LOT CMOTpUTE Ha
MEPECTEPNNSOBLIBATD. COJIHEYHOI 0 Sip/blKe ToBapa

cBeTa.

Cneposar WAK-DEX40-25
He ncnonb3oBath, ecnu coBeTaM REF (25 (hNaKOHOB X 8
yrnakoBKa NoBpexjeHa WHCTPYKLMK ANs M)

no/b30BaTess
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1.,,BBegeHune

PactBop CryoSure-DEX40 - 3T0O roToBblii K WCMONb30BaHUIO PacTBOP KPMOMPOTEKTOpa s
[06aBNeHNs K yMeHbLUEHHOMY 06beMy CYCMeH3UW NeKOTPOMOOLUMTapHOrO C/osi, MOMYYEHHOro U3
nyrBMHHOW KPOBM cOrnacHo Metogy PyouHwTeiHa. PactBop CryoSure-DEX40 coctout um3 50%
OKeMHOro cogepxaHnsa OAMCO un 50% ob6beMHoro cogepxaHua 10% BogHoro pacteopa [ekctpaHa 40.

OMCO (OumetnncynbhoKcua) - 370 KpUo3aluTHbIA pacTBop (KPUOMPOTEKTOP), KOTOPbIA MyTeM
MPOHVKHOBEHMS Yepe3 KNEeTOUYHYH0 CTeHKY OKa3blBaeT KPMO3aLMTHOE AENCTBME Ha KNETKY W3HYTPW,
CHOCOOCTBYET MOHMKEHMIO OCMOTWYECKOro [aB/ieHNd B KIEeTKe B rpoLecce
pasMopaXXmBaHUs UM MNPOTUBOAENCTBYET OCMOTUYECKOMY LLOKY. Takxke
MOCPeLCTBOM 0cnabneHus MpoLeccoB AernapuvpoBaHUA U CKaTUA KIETKW Mpu
pasmopaxxusaHna AMCO pomkeH 6biTb Cpasy ydasieH U3 CYCMeH3UM CTBOJIOBbLIX K/IETOK

H

3alMLIAET Ke Y

"ANTT 030" npolkony PybuHwTenHa KoHUeHTpaums AMCO B KOHeEYHOM 0Obeme CyCreH3um
coctasnifer 10% o06beMHOro cogepxaHus. 1o 3amopakmsaHWs W nocne pasmopaxusaHus AMCO
ABNAETCA NOTEHUMAIBHO LIMTOTOKCMYHBLIM. Ero LUMTOTOKCMYHOCTb 3aBUCUT OT KOHUeHTpauun OMCO,
BPEMEHV BO3[EWCTBUA W TeMMepaTypbl CYCMeH3uy CTBO/MOBbLIX KNETOK Ha MPOTSXKEHUW BCErO BPeMEHU

Bo3genCn”® M Ca pasMopaKuBaHus TemnepaTypa KIEeTOYHON

CYCMeH3NM [O/MKHA NOALEPXMBATLCS Ha YpoBHe 2°C Ha MPOTSHKEHWM BCEro BpPeMeHW [06aBneHus U
yfaneHus pactsopa CryoSure-DEX40 u3 KneTouyHOM cycneHsmn. [lpouecc 3amopakKmBaHWUS [O/KEH
KiTb Hauat cpasy nocne po6asneHns AMCO. AHanorMyHo, nocre pasmopaXknBaHusi KIETOYHON
CyCMeH3nM HeobXoAMMO Cpa3y HayaTb MPOLECC OTMbIBKM. A nKArn r

B cnyyae [0CTAaTOYHOrO OX/I&XKAEHWA CYCMeH3WM CTBOMOBLIX KETOK, Bo3geinctene AMCO
He3aMOpPOXKELLIOM COCTOSIHUM He MPUBOAUT K 3HAUMTENIbHbIM MOGOYHLIM BO3AENCTBUAM Ha KNETKW, Npu
K Heuol 06beMHOW KOHUeHTpaumn AMCO ot 5 go 10% Tak kak AMCO sBnseTcs CH/IbHbM
anpoTOHHbLIM PacTBOPUTENIEM, HEOBXOAMMO COb6MtOAeHMe 0COB0 OCTOPOXHOCTW MPU MUCMONb30Ba
maTtepuanos, coBMecTumbIX ¢ AMCO. B npouecce otbopa AMCO u3 (hnakoHa 1 B npouecce “ peHo
OMCO K KIeToYHOW CycCneH3uu, a Takke MUHUMMM3aUMS BpemeHW Bo3feicTens ®)CO Ha Ta
matepuasbl. Bce npoueccbl Mo npuvMmeHeHUO W yaaneHuto paetBopa CryoSure-DEX40 [0/MKHbI
KOHTPO/IMPOBATLCA NOJb30BaTENeM.

2, No6asneHune pactesopa CryoSure-DEX40 k cycneH3uun CTBOJIOBbIX K/ETOK.
MpoHecc 3amMopa)KMBaHH» A0/MKEH 6bITb HayaT cpasy nocfie go6aBnenMHB Bcero o6bema pacTBopa
CryoSure-DEX40 K KOHeYHOI CyCneH3nn YMeHbLUEHHOro 06beMa MnyrnoBMHHON KPOBWU.

. [p

Kpunonportektop

HemefneHHo 3amMopo3unTbL

OnpegenuTb Tpebyemoe

<
2 Goaan A8
KOMMWYEeCcTBO KpUonpoTekTpa

KNeTokK ANAa 3aMmopaxusaHna
OT6Op KPKOMPOIOKropa MeLokK Anit 3aMopaxunaanus

\SMH
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2.1. OnpefeneHne cocTaBa pacTBOpPa KPMO3aLMTHOIO pacTeopa

Heobxoayumoe ans [o6aBneHNs K CycreH3un CTBOMOBbLIX KIETOK KOnM4uecTBO pacTBopa CryoSure-
DEX40 sonxno ObITB MOAOOPAHO TakMMm 00pa3oM, YTOObI MpefyCMOTPeHHas KoHueHTpauus AMCO B

KOHeYHOM 06beme 6blna focturHyta. B 8 mn pactBopa CryoSure-DEX40 copepxutca 4 mn AMCO
44 r AMCO). OtHocuTenbHad nnotHocTe AMCO 11 r/cm®. B COOTBETCTBMM C MPOTOKO/IOM
PybuHwTeiitHa 5 mn pactBopa CryoSure-DEX40 fomkHbl 6bITb J06aBneHbl K 20 M YMEHbLUEHHOrO

% 06beMa NyrnoBMHHON KpoBW. TakmM >ke 06pa3om Heobxoaumo fo6asutb 2,5 mn AMCO ans aosefeHus
[0 NpefyCMOTPEHHOM KoHUeHTpauum AMCO - 10% BHYTPU CYCMeH3WuM TrOTOBOM K mpoueccy
3amMopaXXmBaHus.

2.2. Ot6op pactBopa CryoSurc-DEX40 wn3 (nakoHa ” MOArOTOBKA KPUO3aLLMTHOIO
pacTtBopa.

PactBop CryoSure-DEX40 Heobxogumo oxnaauTb Ao 2°C nepen Ao06aBneHMEM K CYCMEH3UK
CTBO/IOBbIX KNETOK. [na gosefeHuns pactBopa CryoSure-DEX40 [0 npefyCMOTPEHHOW KOHLEHTpauun B
KOHeYHOM 06beMe, Heobxoamnmoe KonmyecTBo CryoSure-DEX40 cnefyeT oTtobpath M3 (hiakoHa.

2.3. [ob6baBneHune KpMO3aLLMTHOrO pacTBOpa K CYCMEH3UM T[EMOMO3TUYECKMX CTBOMOBbIX
K/1eTOK.

Mepen aobasneHnem pactBopa CryoSure-DEX40 cycrieH3us CTBOMOBbLIX KETOK MOMELLAETCA B Nefq
n oxnaxgaetca o 2”C. Nocne yero, NpeaBapuTesibHO OXNaxaeHHbIM 0 2°C pactBop CryoSure-DEX40,
06beMHO [00aBNISieTC € MOCTOSHHOW CKOPOCTbIO, B TeyeHWe 15 MWHYT K NpeABapuTesibHO
onpeseneHHoOMY 06beMy CYCMeH3UW CTBOJIOBbIX K/ETOK. [ns fobasneHust KprosawmuTHOro pacteopa
npeanoyTUTENlbHEE WCMNONb30BaTb KalMOPOBOYHbIA  LUMPULIEBOM Hacoc. 3aMef/IeHHOe [06aBneHume
OMCO-cogepxawero pacteopa CryoSure-DEX40 o6ecneynmBaeT OCMOTUYECKYH) PE3NCTEHTHOCTb
runepocmonspHoro AMCO K KneToK B KOHEYHOW cycneH3uu. B npouecce A06aBneHUs KOHEeYHast
CYCMeH3nsi MOCTOSHHO W pPaBHOMEPHO MepeMeLlnBaeTcs, 0b6ecneymBas paBHOMEpPHOe pacnpesesneHune
AMCO B 3Toii cycneHsum.

2.4, Hauano npouecca 3aMmopaXnBaHUs KpUosawUTHOrIo pacrteopa.

MpoLecc 3aMopaXkmMBaHUS A0MKEH ObITb HayaT cpa3y nocne Ao6aBneHus BCEro obbema pacTBopa
CryoSure-DEX40 K KOHe4yHoi cycneHsun. [lepen Hadanom mnpouecca 3aMopaXKuBaHMS TemnepaTypa
CYCMeH3nn CTBOMOBbIX KMETOK AO0/MKHa nogaepxmearbes 2'C. Ond npouecca 3amopaXknBaHUa AOMKHbI
NPUMEHSATLCA CTaHAapTbl, OMWCaHHbIE B CreuuanbHOW nutepatype. B COOTBETCTBMM C OMMCAaHHLIMU
[aHHbIMW MO0  CKOPOCTWU  3aMOPaXKMBaHUS TeMOMO3TUYECKMX K/IETOK, CKOPOCTb  3amopaXkmBaHuA
1"C/MyHYTY [O/MmKHA MOALEPXKMBATLCA [0 LOCTUXKEHWUA TeMnepaTypbl XpaHeHus.
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nocae

pecycneHaupoBaHne
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5. YnakoBKa M MapKupoBKa.

5.1. MNepBnYyHaa ynakosKa.

| XapakTtepuctnka / KoMNoHeHTbI
WAK-DEX40-25

1 ®nakoHbl U3 6OPOCUNNKATHOIO
A cTekna

Mpobka 13 6poMbyTHNa,
obpaboTaHHas TeqIOHOM

Cneundgunkayma / cooTBeTCTBUE CTaHZapTam

CTekNgHHble (h1aKOHbl OTHOCATCA K | TUNY CTekna, YTo
COOTBETCTBYeT cTaHfapTaM EBponeickoin dapmakonen,
rnaea 3.2.1 «CTeKNSAHHbIE KOHTEHepbI A4S
(hapMaLleBTUYECKOrO MPUMEHEHUS»

MpobKKM 13 31aCTOMEPOB COOTBETCTBYIOT rNnaBe <381>
dapmakonen CLUA «DPU3NKOXMMUYECKME UCCeoBaHUA
3/1aCTOMEPHBIX YNI0THEHWI (NPOBOK)» W rnase 3.2
EBponeiickoii ®apmakonen «PrU3MKOXMMUYECKIE
1ccnefoBaHns Pe3vHOBbLIX YNIOTHEHWIA (NPO60K) 415
KOHTeHepoB, NpeAHa3HauYeHHbIX 415 BOAHbIX pacTBOPOB
019 NapeHTepasibHOrO MPUMEHEHUS.

Teh/IOHOBOE MOKPbLITUE KOHTaKTUPYET C BHELLHENA
CTOPOHOW NPO6KK hiakoHa

5.2. BTopnyHasa ynakoska.

XapakTepuctuka /
KomnoHeHTbl WAK-DEX40-25
BTopuyHasa ynakoska

5.3. MapkunpoBKa.

XapakTtepuctnka / KOMNOHeHThbI
WAK-DEX40-25

MapKu1poBKa (hiakoHa

MapK1poBKa KOpoGKU

Cneynunkaumns / cooTBeTCTBME CTaHAapTam

KapToHHas Kopobka
WAK-DEX40: 25 dnakoHoB, 06beMHOe 3amnosiHeHne 8 mi

B KaXK0M

Cneuundgukayma / cOoTBeTCTBME CTaHAApPTam

CoO0TBETCTBYET CTaHAapTaM:
DIN EN 1041 n
DIN EN 980

Co0TBeTCTBYET CTaHAapTaM:
DIN EN 1041 n
DIN EN 980
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6. FocynapCTBeHHble U MeXAyHapoAHble CTaHAAPThI.

f\CI'IeK_'XI'

CopnepxumMoe (h1iakoHOB:
5 % Bec/o6bem AMCO

50 % o6beM/06beM BOAbI NS UHBEKLMIA
5% Bec/o6beM [ekcTpaHa 40

®1aKOHbI

Mpo6Kkm

MapKMPOBKM 1 MHCTPYKLMK MO NPUMEHEHMNIO

Mpouecc 3arnojIHeHUA B aCenTn4yecKmnx
YCNoBUAX

7. Tpe6boBaHusa 6e30MacHOCTU.

He 1cnonb3oBaTh, EC/IM PACTBOP HEMPO3payHbIiA.

[TocypapcTBeHHbIE nnu MeXAyHapoaHble
cTaHzfapThbl

dapmakoneiHas cTatba Papmakonen CLUA pans
AnmeTtuncynsdokcmaa

dapmakoneiiHas ctaTbs EBponerickoin dapmakonen
ona AvmeTtunncynbpokenia

dapmakoneinHas ctatbs EBponeickoit Papmakoneu
ona Bogbl ons HbEKUMIA

dapmakoneiHas cTatba Papmakonen CLUA pans
JekctpaHa 40
EBponeiickas dapmakores 1naBa 321
«CTeK/IiHHbIE KOHTENHEpPbI AN (hapmaLleBTUYECKOro
NPUMEHEHUSA»

"naBa 3.2 EBponeiickoit dapmakonen
«DUNKOXUMUYECKNE  WUCCNELOBAHNSA  PE3UNHOBbIX
YMNIOTHEHUIA /19 KOHTEMHepoB, npeAHa3HaYeHHbIX
01 BOAHbIX PacTBOPOB A/ MapeHTepasibHOro
NPUMEHEHMNS»

"naBa <381> dapmakornen CLUA
«DPUNKOXUMUYECKME UCCNEAOBaHNS 3M1aCTOMEPHbIX
YMNOTHEHU»

DIN EN 1041 «WHdopmaums, npenocrasieHHas
NPOU3BOANTENEM MEANLMHCKUX U3LEeNUin»

IN EN [ISO 13408 «[pouecc acenTU4ecKomn
06paboTKM U3AENNMIA MEAULUMHCKOrO Ha3HauYeHNs»

MpefoXpaHsTb OT NONafaHMs NPAMbIX COMHEUHbIX Nyyeii.

He nepectepnnn3oBLIBaTE.

He nogsepraTb NapoBoil CTepuIM3aLmun.
He gns nHbeKUMiA.

HajgeBaTb 3alMTHbIE NepyYaTKu.

8. TpeboBaHMA HO OXpaHe OKpYXXatloLlel cpegbl.

Bronornyeckn pacTBOPUMBIA, He OMAaceH A/l OKPY>KatoLLeid cpeapl.
YTVI]'II/I3I/IpOBaTb B COOTBETCTBMN C MECTHBIM PETY/INPOBaAHNEM.
08.11,2013 roga /nognuck/
dnopuaH Mobuuka. JOKTOp MeAULUHCKUX HAyK
PykoBoguTenb OTAeNa KOHTPONSA KayecTsa,
MeauLUVHCKNIA ANPEKTop

MeyaTb KoMnaHun: BAK-Xnmun Meankan MmeX
CumeHcuTpacce, 9, D-61449 LUTaiiH6ax/Tc., MepmaHns
Ten.: +49 61 71/28 43 0, ®akc; +49 61 71/695646

DneKTpoHHbIN aapec: info@wak-chemie.com
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MepeBog C aHrAMNCKOro A3blka Ha PYCCKUA $3bIK BbIMO/HEH MHO, COK0/10BOA J10aMUIION
BsiuecnaBoBHQ,i. TpeboBaHMA K TEKCTY MepeBoja (MakcMMasibHasi TOUHOCTb, MEPEBOA BCEX PEKBU3UTOB,
rpamMoTHOE M3/10XKeHWe, COB/TI0AEHNE TEPMUHOMOMMNA N COKPALLEHUA U T.M.) MHEe pa3bsACHeHbl. MpuHUMao
Ha cebs IMYHYHK OTBETCTBEHHOCTb 3a BEPHOCTb BbIMO/IHEHHbLIX MHOK MEpPeBOAOB LOKYMEHTOB. O653ytoch
cobnojaTb TaliHy COBEPLUEHUS HOTapua/ibHbIX AEACTBUIA M CBEAEHWUI, KOTOPbIE CTa/IM MHE M3BECTHbI B
CBS13U C MepeBOOM AOKYMEHTOB.

Moanwvck

[opog Mocksa.
TpupuaToe pekabpa fBe ThbicAYM TpUHaAZLATOrO roga.
A. MosryHosa HaTanba CepreeBHa, HoTapuyc ropoga MOCKBbI. CBUAETE.NbCTBYIO
MoA.YMHHOCTb noanucu, caenaHHoi nepesoOunko.M  CoOKO.40BOW JTloagMUNOIA BsiuecnaBoBHON B MOEM
NPUCYyTCTBUKU. JINYHOCTD €ro ycTaHoB.ueHa.

3aperncTpuposaHo B peecTpe 3a Ne

pyo6.
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Approved by

Dr. Plorian s/ |ika
MEDICAL GMBH

Siemensstrasse 9

Cl
TeUs#<97%61T-|-284

Medical Director

WAK-Chemie Medical GmbH
Instructions for use CryoSure-DMSO

CryoSure-DMSO

Cryoprotectant for the cryopreservation of cellular and biological materials

in liquid nitrogen

rn] WAK-Chemie Medical GmbH

SiemensstraBe 9 D-61449 Steinbach/Ts
Tel. +49 61 71 /2843 0. Fax +49 61 71 / 69 56 46
e-mail: info@wak-chemle.com « www.wak-chemle.com
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t for the cryopreservation of hematopoietic stem cells to protect cells
Isure-DM SO - Cryoprotectant for

Yy

C freezing injuries during freezing and thawmyg.

i\Contains:> 99,9 %U SIIDD Gra?ie

. . MW; 78,13 Da
Freezing point.

Sterile acc.to EP/USP
Pyrogen-free acc. to EP
Endotoxin-free acc. to EP/USP

Free of Mycoplasma acc. to EP

Combustible at high
temperatures.

Do not autoclave.

Do not use unless solution

WARNING: js clear.
Not for injection.
Store at 20°C to 2
Sterilized by A 30°C
STERILE sterile-filtration 20<-
Protect from
@ Do not re-sterilize strong light

Follow REF
Do notuse if packaging is C a Instructions for
damaged use

WAK-Chemie Medical GmbH
n I Siemensstrageog n-614495te|nba}:@§6‘5
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BMI§8 <%,Jl% water Specific Gravity: 1,095 - 1.FO1 g/cnt3

Use until; see product
labelling

Lot number; see
product labelling

WAK-DMSO-10 (10 X
10 m|2
WAK-DMSO-50 (6 X

50 m|2
WAK-DMSO-70 (6 X
70 ml)



Riization
, Introguction.
.DMSO (Dimethyf Sulfoxide) is a cryoprotectant which penetrates the cell wall and takes its cryoprotectant
effect within the eell. It reduces the osmotic stress on the cells during freezing and thawing and antagonizes the
'osmotie shock. Also DMSO protects the cells by reducing dehydration and shrinkage of the cells during the freezing
process. After thawing DMSO has to be removed from the stem cell suspension by means of wash centrifugation.

The end-volume-concentrations of DMSO in the stem cell suspension applicable for freezing are specified in
literature between 5 % and 10 % of the end volume.

Before freezing and after thawing DMSO is potentially cytotoxic. The cytotoxicity is dependant on the
DMSO- concentration, the time of exposure and the temperature of the stem cell suspension during the time of
exposure to DMSO. Therefore before freezing respectively after thawing the stem cell suspension has to be kept cool
at 2°C whilst CryoSure-DMSO is added to the stem cell suspension, respectively before removal of the DMSO from
the stem cell suspension after thawing.

Immediately after addition of CryoSure-DMSO the freezing process has to be started. Likewise CryoSure-
DMSO has to be washed out of the stem cell suspension immediately after thawing. In case of adequate cooling of the
stem cell suspension during DMSO-exposure in the unfrozen state, no relevant adverse effects on the cells are
observed at end volume concentrations of DMSO between 5 and 10 %. Since DMSO is a strong aprotic solvent,
special care has to be taken to only use DMSO-compatible materials for withdrawal of the DMSO from the vial and
during transition of the DMSO to the target suspension and to minimize the contact time of DMSO with such

materials. All processes related to the application and elimination of CryoSure-DMSO have to be validated by the

user.

2. Addition of CryoSure-DMSO to the stem cell suspension.
CryoSure-DMSO is added to the suspension of hematopoietic stem cells in form of a cryoprotective solution as
the last step before initiating the freezing process of that suspension.

PtMma or PiMiM-lifc* Mhitlon

1
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2.1. Calculation of the composition of the cryoprotective solution and provision of diluent.
One part of CryoSure-DMSO is added to at least one part of autologous plasma or of a plasma-like solution.
Several plasma-like solutions are specified in literature, such as aqueous solutions of human albumin,
"Hydroxyethylstarch, Dextrane or others. The selection and validation of such a solution is the responsibility of the
user.
The cryoprotective effect of CryoSure-DMSO depends on the DMSO-concentration in the cell suspension
after addition of the cryoprotective solution. In literature the applicable DMSO concentration is specified between 5

and 10 % of the end volume.

2.2. Withdrawal of CryoSure-DMSO from the vial and preparation of the cryoprotective solution.

The necessary amount of autologous plasma or of a plasma-like solution is placed in an adequate mixing
vessel. This mixing vessel is placed on an ice-bed.

The applicable amount of CryoSure-DMSO is volumetrically withdrawn from the vial and added to the
plasma or plasma-like solution in the mixing vessel. During mixing of CryoSure-DMSO with autologous plasma or a
plasma-like solution heat is released, which is dissipated via the ice-bed. After the addition of

CryoSure-DMSO is completed, the resulting cryoprotective solution is cooled to 2°C.

2.3. Addition of the cryoprotective solution to the suspension of hematopoietic stem cells.

Before addition of the cryoprotective solution the stem cell suspension is placed on an ice bed and cooled to
2°C. Thereafter the cryoprotective solution, which has also been cooled to 2°C, is added volumetrically at a constant
velocity within a period of 15 minutes to the stem cell suspension until the designated end volume is reached.
Preferably a calibrated syringe pump is to be used for the addition of the cryoprotective solution. The decelerated
addition of the DMSO-containing cryoprotective solution provides for the osmotic tolerance of the hyperosmolaric
DMSO and the cells in the target suspension. During the addition process the target suspension is continuously and

consistently mixed in order to assure a consistent dispersion of the conveyed DMSO within the target suspension.

2.4. Begin of freezing process.

Immediately after addition of the complete designated amount of cryoprotective solution to the target
suspension the freezing process has to be started. Until the beginning of freezing the temperature of the
ready-to-freeze stem cell suspension has to be kept at 2°C. For freezing standard freezing procedures have to be
applied as specified in literature. A freezing rate of I1°C/minute until the final freeze-store temperature is reached

has been described as an applicable freezing rate for hematopoietic stem cells.
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Immediately after the completed thawing process the cryoprotective solution must be washed out of the stem
cell suspension. The washing process is executed in several washing steps consisting of centrifugation, withdrawal of
liquid supernatant and resuspension of the cells with an appropriate wash solution. During the washing process until
the quantitative elimination of the cryoprotectant from the stem cell suspension the suspension has to be kept cool at
2°C. Consequently the wash out process has to be performed by means of a refrigerated centrifuge. The validation of
the elimination process is the responsibility of the user. For performing the wash out process within a closed system

several methods are available.

4. Storage and Transportation.

CryoSure-DMSO s to be stored at 20-30°C in order to assure that the DMSO maintains the liquid aggregate state to
be ready for application.

Since DMSO has its freezing point at 18,3°C, storage below 20°C may lead to crystallization of DMSO.
Consequently DMSO would then not be ready for application. The solidification of DMSO is completely reversible
at exposure to temperatures above the freezing point of DMSO. A repetitive change of the liquid and solid aggregate
state of DM SO does not alter the product quality and functioning of DMSO as a cryoprotectant when applied in the
liquid state.

For this reason the lower limit of the storage temperature does not have to be maintained during
transportation. Therefore a temperature-controlled transportation is not necessary for the transportation of
CryoSure-DMSO.

The vials of CryoSure-DMSO shall be stored protected from light. The storage of the vials in the cardboard

boxes is sufficient for such light protection.
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(Packaging and Labelling.

5.1. Primary Packaging.

1  Characteristic / Component of all Specification / applicable norm
CryoSure-DMSO, Cat-#: WAK-DMSO-10,
WAK-DMSO-50, WAK-DMSO-70

Borosilicate Vials Glass vials are of type I glass according EP chapter 3.2.1 ,Glass
containers for Pharmaceutical Use’

Brombutyl stoppers. Teflon faced Elastomer stoppers compliant with USP chapter <381>
‘Physicochemical Tests for Elastomeric closures’ and
EP chapter 3.2 ‘Physicochemical Test for rubber closures for
containers of agueous preparations for parenteral use’
Teflon coated on the product contact face inside the vial

5.2. Secondary Packaging.

Characteristic / Component of all Specification / applicable norm
CryoSure-DMSO, Cat-#: WAK-DMSO-10,
WAK-DMSO-50, WAK-DMSO-70

Secondary packaging Cardbox
WAK-DMSO-10: for 10 vials of 10 ml filling volume each,
WAK-DMSO-50: for 6 vials of 50 ml filling volume each,
WAK-DMSO-70: for 6 vials of 70 ml filling volume each

5.3. Labelling.

Characteristic / Component of all Specification / applicable norm
CryoSure-DMSO, Cat-#: WAK-DMSO-10,
WAK-DMSO-50, WAK-DMSO-70

Vial label Compliant with norms:
DfNEN 1041 and
DIN EN 980

Box label Compliant with norms:
DIN EN 1041 and
DIN EN 980
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/National and International Standards.
Jtpect National or international standard

Jeontent of vials: DMSO USP Monograph for Dimethyl Sulfoxide
' EP Monograph for Dimethyl Sulfoxide

Vials EP Chapter 3.2.1 ‘Glass containers for Pharmaceutical
use’
Stoppers EP Chapter 3.2 ‘Physicochemical Tests for rubber

closures for containers of aqueous prparations for
parenteral use’

USP chapter <381> ‘Physicochemical Tests for
elastomeric closures’

Labels and Instructions for Use DfN EN 1041 ‘Information supplied by the
manufacturer of medical devices’

Aseptic filling process DIN EN ISO 13408 ‘Aseptic processing of health care
products’

7. Safety Requirements

Do not use unless solution is clear.
Protect from strong light.

Do not re-sterilize.

Do not autoclave.

Not for injection.

Wear protective gloves.

8. Environmental requirements
Biodegradable, not hazardous for the environment.

Dispose in accordance with local regulations.

Dr. med. Florian Pobitschka
Head of Quality Assurance
Medical Director
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MepeBog C aHINNINCKOTO S3blka Ha PYCCKUI A3bIK
YT1BepXXaeHo

dnoprnaHom [Mobuuka

[ OoKTOp MeANLMHCKMX HayK
08.11.2013 roga
/Mopanuce/

[MeyaTb KOMNaHWUK;
BAK-XVIMW MEOANKAJT T'moX
CumeHcLuTpacce, 9

D.61449 LlTaitH6ax/Tc.,
"epmaHus

Ten.:+49 61 71/28 43 0

dakc; +49 61 71/695646
ANEeKTPOHHBIN agpec:
info@wak-chemie.com

MeAULMHCKUIA AnpeKTop
BAK-Xumn Megukan M'moX

NHCTPYKUWNI! MO SKCMNNYATALWNN
PactBopa CryoSure-DMSO

PacTBOp 4151 KPMOXPAHEHUS! KNETOYHOTO 1 6MONOrMYEecKOro
MaTepunasioB B XXWUAKOM a3oTe

doT0

BAK-Xumn Megukan 'meX
CumeHcwTpacce. 9  D-61449 LUTaniHb6ax/Tc., epmaHus
Ten.; +49 61 71/28 43 O dakc; +49 61 71/695646

ANeKTPOHHbIN afpec: inlb/M)wak-chemie.comB
\\ ww.wak-chemie.com
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Pacteop CryoSure- DMSO - KpUOTalWTHBIA PacTBOP A/ KPUOXPAHEHNS TEMOMO3TUYECKMX CTBO/OBbIX

KNETOK [1N51 3aLMThl KNETOK OT NMOBPEXAEHMIA BO BpeMS 3aMOPO3KY 11 Pa3sMOPO3KU.

CocraB: > 99 % AMCO peareHT (hapmako/iorMyecKon YUCTOTbI.
<0,1% Bofpl. OTHOCUTeNbHasA NioTHOCTL: 1.095-1,101 r/cm™.
Temnepatypa 3amep3aHna: 18.3°C. MonekynapHasa macca: 78,13 JanbToH

0482

CrepunbHoCTb B cooTBeTCcTBUM ¢ EP/USP (EBponeiickoii dapmakoneeii/®apmakoneeii CLUA).
Be3 nuporeHoB B COOTBETCTBMM C EP (EBponeickoii dapmakorieeit).
Be3 aHpoTOKCMHOB B cooTBeTCcTBUM ¢ EP/USP (EBponeiickort ®apmakoneei/®apmakoneein CLLA).
Be3 MykonnasMbl B COOTBETCTBUK ¢ EP (EBponelickoin ®apmakoneeil)

BocnnameHsaeTca nNpu BbICOKUX TemnepaTtypax.

He noagBepratb NapoBOi cTepunumlayumn.

BHMMAHWME:

He ons MHbekyni.

CTtepunnsosaHo

METOAOM

CTEPUNN3YIOLLErO w0 c
(hUIbTPOBaHMS.

ISTERILE

He
nepecTepunn3oBbIBaTb.

He ncnonb3oBaTb, eciv .
ynaKoBKa MNoBpexxaeHa

XpaHuUTb npn
Temneparype
+20°C - +30°C

36eratb
nonagaHus
npsIMOro
COJTHEYHOr O
CBeTa.

LOT

Cneposatb
COBeTam
WHCTPYKLUMKN ans
rno/ib30BaTesNs

REF

BAK-Xumn Megukan MmoX

CwnmeHcLuTpacce, 9
Ten.: +49 61 71/28 43 0

D-61449 LWUTainH6ax/Tc., MepmaHus
dakc: +49 61 71/695646

He mcnonb3oBaTb pacTBOp, €C/IN pacTBOP NOMYTHenN.

Wcnonb3oBaTh f0:
CMOTPUTE Ha
SPNbIKE TOBapa

Homep napTum:
CMOTPUTE Ha
Ap/blKe ToBapa

WAK-DMSO-10
(10 gpnakoHoB X 10
M)
WAK-DMSO-50
(6 dnakoHoB X50
M )
WAK-DMSO-70
(6 (prakoHOB x 70
M )

DNeKTPOHHBINA agpec: inro@wak-chemic.com. www.vvak-chernie.com
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1, BeegeHune

-AMCO (OumeTincynbhokena) - 370 KPMOo3aLMTHLIA pacTBop (KPMOMPOTEKTOP), KOTOPbIA NyTeMm
NMPOHVKHOBEHWS Yepe3 KNEeTOYHYH CTEHKY OKa3blBaeT KPUO3alMTHOe AeNCTBME Ha KNETKY U3HYTpW. OH
CMOCOOCTBYET MOHWXXEHUIO OCMOTUYECKOTO [aBMeHMs B K/ETKE B MPOLecce 3amMOpaXuBaHWUA U
pa3'MOpPaXmBaHNA W MNPOTMBOMAENCTBYET OCMOTUYECKOMY LIOKY. Takke AMCO 3allMLIaeT KeTKy
MOCPeLCTBOM OcC/iabneHns NpoLeccoB AernipupoBaHna U OKatua KeTKU Mpu 3amopaxusaHun. Iocne
pasmopaxkuneaHna OMCO pomkeH ObiTb cpa3y yaaleH W3 CYCMeH3UW CTBOMOBbIX KETOK C MOMOLLbHO
npotiecca OTMbIBKW KNETOK.

KoHeuHas o6beMHaa KoHueHTpauum AMCO B cycneH3umn CTBONOBbIX K/IETOK, NOATOTaB/IMBAEMbIX
A1 3aMOPO3KK, MO JaHHbIM Hay4HOI NnTepaTypbl cocTaBnseT o1 540 10% KOHeYHOro o6bema.

[Jo 3amopaxunsaHua 1 nocne pasmopaxueaHua AMCO aBndeTcs NoTeHUUaIbHO UUTOTOKCUYHBIM.
Ero UMTOTOKCMYHOCTb 3aBUCMT OT KOHUeHTpaumn AMCO, BpemMeHW BO3[ENCTBUA U TeMMepaTypbl
CYCMEH3UM CTBOJIOBbLIX KMETOK Ha MPOTSHXKEHUM BCEro BpeMeHu Bo3deincTeus AMCO. MosTomy Kak [0
3aMOpaXuBaHusi, TaK W NOCNe pa3MopaXuBaHWA Temrepatypa K/IETOYHOW CYCMeH3uW  [O/MKHa
noafepXxmeBatbcsa Ha 2”C Ha MPOTSHXKEHUM BCEro BpeMeHu [o6aBneHus v yaaneHus pacteopa CryoSure-
DMSO 13 KNeTOYHOIN CyCreH3unu.

Mpouecc 3amopaXkuBaHUA JO/MKEH ObITb HayaT cpasy nocne fo6aBfieHNs BCEro obbema pacTeopa
CryoSure-DMSO K KOHEYHOI cycreH3un. AHa/IOrMYHO, Moc/ie PasMOpaKMBaHMA KIETOYHOW CyCreH3um
HeobX0oAMMO Ccpa3y HayaTb MPOLECC OTMbIBKW. B cnyyae [OCTATOYHOIO OXIaXKAEHUS CYCrEeH3UM
CTBOJIOBbIX K/IETOK, BO3feicTane MCO B He3aMOPOXXEHHOM COCTOSHUM He MPUBOAMUT K 3HAYUTE/IbHbIM
NOGOYHbLIM BO3AENCTBUSM Ha KETKW, NPU KOHEYHON 06bEMHON KoHUeHTpauun AMCO ot 5 a0 10%. Tak
Kak OAMCO $BNSeTcs CWIbHbIM anpoTOHHbIM PacTBOPUTENEM, HE06XoAMMO CO6NAEHNE 0C060i
OCTOPOXHOCTU MpX MUCMONb30BaHUU MaTepuasios, conpukacawowmxcs ¢ AMCO, B npouecce otbopa
OMCO u3 dnakoHa 1 B npouecce nepeHoca AMCO K KNeTOYHOW CYCNeH3uu, a Takke MUHMMKU3aLmS
BpemeHn Bo3geincTeus OMCO Ha Takue matepuanbl. Bce npoueccbl L0 MPUMEHEHUIO W YAANEHUHO
pacteopa CryoSure-DMSO [0/mKHbI KOHTPOIMPOBATLCA MO/Ib30BATE/IEM.

2. [obaBneHue pacteopa CryoSure-DMSO K cycrneH3un CTBOJIOBbIX KJ/IETOK.
Mpouecc 3amopaxkmBaHUA LO/HDKeH 6bITb HayaT cpasy rnocre gobaBneHUA Bcero obbema pacTBopa
CryoSure-DMSO K KOHeYHOI CyCneH3MN YMEeHbLUEHHOro 06bemMa MyrnoBUHHOM KPOBW.

Plasma or Plasma-like solution

S o
o
>

3

Cell suspension

15 min
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2.1. OnpefeneHuve cocTtaBa KpMo3aLMTHOro pactesopa n ero pasbasrieHue.

OpHa yacTtb pactBopa CryoSure-DMSO go6aBnseTcs, No MeHbLLUEA Mepe, K OAHOM YacTh ayTONorMYHOM
NA~Mbl MW MNa3MasaMeLlarollero pacteopa. HekoTopble nsaMasameruarolme pacTBOpbl YKasaHbl B
Hay4yHO NMTepaType, HanpuMep, BOAHbIA PacTBOpP albbyMMHA YesloBeKa, [UAPOKCUITUIKPaXMall,
[ekcTpaH unu apyrue. Nonb3oBatesb AenaeT BbI6op M 060CHOBaHME MCMNOMb30BaHUS TaKOro pPacTBOpa.

KpunosalmTHblin athekT pacteopa CryoSure-DMSO 3aBUCUT OT KOHUEHTpaumm AMCO B cycneH3mn
KNeTok nocne [o6GaBfeHMs KPMO3alMTHOrO pacTBopa. B HayyHOW nuTepaType MpUMeHsiemMast
KOHLeHTpaums AMCO coctasnsieT oT 5 1 10% KOHeYHOro obbema.

2.2. Ot6op pactBopa CryoSure-DMSO wu3 dnakoHa © TMOATOTOBKA KPMO3aWMUTHOIO
pacTBopa.

HeobxoamMmoe KONM4YecTBO ayTONOrMYHOM MasMbl UK MasMasaMeLLaroLLlero pactBopa pasmecTuTb
B MPUro4HON A1 NepeMeLLnBaHMs eMKOCTU. EMKOCTb AN nepemelumBaHus NMOMELLAETCS Ha efdHyHo
6aHto (cnoii nbaa).

CooTBeTcTBYHOLLEE KOMMYecTBO pacTBopa CryoSure-DMSO 06bEMHbIM METOAOM OTOMpalOT U3
(hnakoHa 1 406aBNAOT B ayTONOrMYHYIO MAasMmy WK naasmasaMeLlatolmnii pacTBop, PacnosioXkeHHbI B
eMKOCTV AN NepemMelLmBaHus. Bo Bpemsi nepemeluvBaHus pactsopa CryoSure-DMSQO ¢ ayTo/orMyHoim
n1asMoin MM nnaasmasaMeLLatoliM  PacTBOPOM BbILENSeTCA Tennao, KOTOpOe CBOAUTCA K MUHUMYMY
nocpefcTBOM nefsHoin GaHw. [Mocne aob6aeneHWs pactBopa CryoSure-DMSO nony4yeHHbIA pacTBop
oxnaxpaaetca ao 2%\

2.3. [obaBneHme KpUO3aL|MTHOrO0 pacTBopa K CYCMEH3UW TFeMOMO3TUYECKMX CTBO/MOBbIX
K/1eTOK.

Mepen pob6aeneHvem pactBopa CryoSure-DMSO cycrieH3ns CTBOMIOBLIX K/IETOK MOMELLAeTCs Ha
nefsHyto 6aH0 1 oxnaxaaetcst Ao 2“C. locne 4ero, npeaapuUTeNbHO OXNaXAEHHbIA Ao 2“C pacTBop
CryoSure-DMSO, o06bemHO [06aBnisieTcsi € MNOCTOSAHHOW CKOPOCTbIO, B TeyeHne 15 MUHYT K
npeaBapuTeibHO  OnpefenieHHOMY 06beMYy  CYCMEeH3MM  CTBOJIOBbIX  K/ETOK. [na  po6asneHus
KpMO3aLMTHOrO pacTBopa MpeanoyvTUTe/lbHee WCMOMb30BaTh  Ka/IMOPOBOYHBINA  LUNPULIEBO  Hacoc.
3amefnieHHoe — po6asneHne  AMCO-cogepxawero  pacteopa  CryoSure-DMSO  obecrieumBaeT
OCMOTUYECKYHO PE3UCTEHTHOCTb runepocmonspHoro AMCO u KeToK B KOHEYHOW cycrieHsun. B
npouecce A06aBNeHNS KOHeYHasi CYCrNeH3usi MOCTOSHHO M paBHOMEPHO NepemelmBaeTcs, obecneyvsast
paBHOMepHoe pacnpegeneHve AMCO B 3TOi CycneH3unu.

24. Hauvano npouecca 3aMmopaxunBaHUA.

Mpouecc 3aMopaXkmBaHUA [O/MKEH ObITb HayaT cpasy nocne fobasneHns BCero obbema pactsopa
CryoSure-DMSO K KoHeuHO cycneH3un. [leped HayasioM npouecca 3amopaXkuBaHusi TemnepaTypa
CYCMEH3UN CTBOJMIOBLIX KIETOK AO/MKHa nojdepxkmsartbca 2“C. Ona npouecca 3aMOpaXkunBaHUSA LO/MKHbI
NPUMEHSATLCA CTaHAapTbl, OMMCaHHble B CneyuanbHOW nuTepatype. B COOTBETCTBUM C OMMCAHHbLIMU
[JaHHbIMW MO0 CKOPOCTM  3aMOPaXKMBAHUA  FeMOMO3TUYECKMX K/ETOK, CKOPOCTb 3amopaXkmBaHUs
1’C/MVHYTY [O/MKHA NOALEPXKMBATLCA [0 LOCTUXKEHWUA TeMrnepaTypbl XpaHeH S .
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3" OT6op Kpuo3aWMUTHOro pacTeopa U3  CYCMEeH3UM  CTBOJIOBbIX  KJETOK  nocne
pasMopamBaHus

OtmbiBKa npn +2°C

OT6op cyr*c waHla

Pnamopoxexuan <yenem*un KneTox

M<iioic i cycru'nanio nsieTok
C KpMONpOTEKTOPOM

BopsHas 6aHs 37°C

MoBTOPATL NOKa KPUOMPOTEKTOP He GyAeT yaaneH u3 KNeToUHOI cycneHsun

OTMbIBKY CYCMeH31K CTBO/IOBbIX K/ETOK OT KPMO3aLMTHOrO pacTBopa HeoGXOAyMO NMPOBOAWTD
cpasy Mocrie 3aBeplLUeHUst MpoLiecca pasMopaxkmBaHus. [POLECC OTMbIBKU BbIMOMHSAETCH B HECKO/bKO
3TanoB, BK/HOYAKOLWMX LIEHTPUDYrMpoBaHMe, OTOOP >XMAKOro CynepHaTaHTa W pecycrneHAanpoBaHue
KMETOK C COOTBETCTBYIOLMM PacTBOPOM A/l MPOMbIBKX. TemnepaTypa CyCMeH3v CTBOMOBbIX KETOK
[O/MKHA noaaepXuBatbest 2°C B TeueHMe BCEro npouecca OTMbIBKU A0 KOMMYECTBEHHOrO YCTPaHeHUs
KPMO3aLLMTHOrO pacTBopa M3 cycreHsuu. [loaTomMy nNpouecc OTMbIBKM HEo6X0AMMO BbIMOMHSATL C
MOMOLLbKO LIEHTPUGYr € oxnakaeHveM. BbiGop mpouecca OTMbIBKM YTBEPXKAAETCS M0/b30BATENEM.
BbINonHeHVe NpoLiecca OTMbIBKM C NMOMOLLbHO 3aKPbIThIX CUCTEM BO3MOXHO HECKONbKUMI METOAAMM.

4. Ycnosus XpaHeHNA N TPaHCNOPTUPOBKMN.

PactBop CryoSure-DMSO xpaHutcsa npn Temnepartype 20 - 30°C gng Toro, 4tobbl NOALEPXKMBATHL
AMCO B XMAKOM COCTOSIHMM, TOTOBOM K MPUMEHEHMIO.

Tak kak Temnepatypa 3ateepgeBaHua AMCO 18,3°C, xpaHeHue npu Temnepatype Hmxke 20°C
MOXeET npueecTn K 3atBepaeBaHuto AMCO. B Takom coctosHum [JMCO 06yaeT HerotoBo K
npumMeHeHnto. 3ateepaesaHne AMCO - 3TO NOMHOCTHLIO 06PaTUMOe COCTOSIHWE, CNY MOMECTUTL PacTBOP
B TeMnepaTypHbIA PeXXMM Bbile TeMnepaTtypbl 3aTBepAeBaHns. MHOroKpaTHOe M3MeHeHWe COCTOSHWSA
OMCO 3 »KNAKOro B TBepA0e He B/IMSET Ha KayeCTBO MPOAyKTa M (PYHKUMOHANbHbIE XapaKTepucTUKn
OMCO, TaK Kak Kpro3aLlMTHBIA pacTBOpP MPUMEHSIETCA TOIbKO B XKMAKOM COCTOSHUM.

Mo fJaHHOW MpUYMHE HWXKHWE OrpaHUYeHns Mo TeMMepaType XpaHeHUs MOryT He NOALepXKMBaTbLCS BO
BpEMA TPaHCMOPTMPOBKWU. [103TOMY TPaHCMOPTUPOBKA C KOHTPOJIEM TemnepaTypHOro pexuma He
ob6sizaTenbHa ans pacteopa CryoSure-DMSO.

®nakoHbl C pactBopoMm CryoSure-DMSO fomXKHblI  XpaHUTLCA B 3alULLEHHOM OT MPAMOro
nonafaHns NPAMbIX COMHEYHbIX JlyYeld MecTe. XpaHeHne (h1akoOHOB B CrieumasibHOM KapTOHHOW KOpoOKe
[OCTaTOYHO, YTO6bI 3alMTUTL PAcTBOP OT MPSMOro MonagaHus NPSMbIX COMHEYHbIX NyYei.
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5. ¥YnakKoBKa N MapKUPOBKa.

XapakTepuctuka / K(J1 MMOHEHTHI

CryoSure-DMSO, Kat.Ne: WAK-
DMSO-10, WAK-DMSO-50,
WAK-DMSO-70

®1akoHbI M3 6OPOCUINKATHOIO
CTeKna

Mpobka 13 6pombyTuNa,
obpaboTaHHasA Teth/10HOM

XapakTepuctuka /
KomnoHeHTbl CryoSure-
DMSO, Kat.Ne: WAK-DMSO-
10, WAK-DMSO-50, WAK-
DMSO-70

BTopuyHasa ynakoska

XapakTepuctnka / KoMMNoHeHTbI
CryoSure-DMSO, Kart.Ne: WAK-
DMSO-10, WAK-DMSO-50,
WAK-DMSO-70

MapknpoBKa (hakoHa

MapK1poBKa KOpo6KM
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Cneundunkaymsa / cOOTBETCTBUE CTaHZapTam

CTeknaHHble (h1lakOHbl OTHOCATCA K | TUNY CTekna, YTo
COOTBETCTBYeT cTaHfapTaM EBponeickoii dapmakonen,
rnasa 3.2.1 «CTeK/siHHbIE KOHTEHEPbI 4N
(hapMaLleBTUYECKOrO MPUMEHEHMUS»

MpobKKM 13 31aCTOMEPOB COOTBETCTBYHOT NaBe <381>
®dapmakonen CLUA «DPU3NKOXMMUYECKME UCCefoBaHNA
3/1aCTOMEPHBbIX YMIO0THEHWI (MPOBOK)» 1 rnase 3.2
EBponelickori ®apmakonen «PusankoXummieckmne
1ccnefoBaHMA Pe3VHOBLIX YNNOTHEHWI (NPO6OK) Ans
KOHTEHEepoB, npeAHa3HauYeHHbIX /1 BOAHbIX pacTBOPOB
[NA NapeHTepasIbHOro NPUMEHEHUS».

TehIOHOBOE NOKPbLITUE KOHTAKTUPYET C BHELLHEN
CTOPOHOW NPOO6KK (hnakoHa

Cneyndunkaumsa / cooTBeTCTBMUE CTaHAapTam

KapToHHast Kopobka

WAK-DMSO-10; 10 thnakoHOB, 06beMHOe 3aro/iHeHve 10

ml B KaXXa0M

WAK-DMSO-50: 6 dhnakoHOB, 06BbeMHOE 3anofiHeHne 50

ml B KaXKA0M

WAK-DMSO-70; 6 thnakoHOB, 06beMHOE 3anofiHeHne 70

ml B KaXXa0M

Cneynunkaumnsa / cooTBeTCcTBME CTaHAapTam

CoO0TBETCTBYET CTaHapTaM:
DIN EN 1041 u
DIN EN 980

CooTBeTCTBYeT CTaHAapTaM:
DIN EN 1041 un
DIN EN 980
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MepeBOo4 C aHIMWIACKOINO A3blka Ha PYCCKMIA $3bIK BbIMNOMHEH MHOW, CoKoMoBoi Jllogmunon
BsiuecnaBoBHOI. TpeboBaHMS K TEKCTY NepeBofa (MaKCMMasibHasi TOYHOCTb, MepeBOj BCEX PEKBU3UTOB,
rpamMoTHOE M3/10)KeHWe, COBMIOAEHNE TEPMUHOMOTUN W COKPALLLEHUA U T.M.) MHE pasbsiCHeHbl. [prHUMato
Ha cebs IMYHYI0 OTBETCTBEHHOCTb 3a BEPHOCTb BbIMO/HEHHbLIX MHOK NepeBOA0B AOKYMeHTOB. O653yoch
cobnogaTh TaliHy COBepLUEHMS HOTapua/ibHbIX JeACTBUIA 1 CBEfEHWUIA, KOTOpble CTa/IM MHE M3BECTHbI B
CBSI3U C MEPeBOLOM [OKYMEHTOB.

Mopgnuck

Mopog Mocksa.
TpupguaToe fJekabpa pfABe ThicAY4M TpUHaAALaATOro roga.
A. MosryHosa HaTanba CepreesHa, HoTapuyc ropoga MOCKBbI, CBMAETENLCTBYI0
MOLMMHHOCTb MOANUCKM, CAe.MaHHOW nepeBofunkn.”, CoOKO.40BOW JllO4.MWUOA Bsyec.4aBOBHOM B MOeM
npucyTCcTBuK. .NNYHOCTD €ro yCcTaHoBNeHa.

3aperucnpupoBaHo B peecTpe 3a Ne

B3bickaHo no Tapudgy 700 pyo.

HoTapuyc
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