ACKNOWLEDGMENT

A notary public or other officer completing this
certificate verifies only the identity of the individual
who signed the document to which this certificate is
attached, and not the truthfulness, accuracy, or
validity of that document.

State of California

County of Orange

on 2-M1 before me Alexandra S. Zambri, Notary Public
(insert name and title of the officer)

personally appeared U

who proved to me on the basis oYsatisfactory evidence to be the person(s) whose name(s)js/are
subscribed to the within instrument and acknowledged to me that he/she/they executed the same in
his/her/their authorized capacity(ies). and that by his/her/their signature(s) on the instrument the
person(s). or the entity upon behalf of which the person(s) acted, executed the instrument.

rcertify under PENALTY OF PERJURY under the laws of the State of California that the foregoing
paragraph is true and correct.

- S
WITNESS my hand and official seal. A COllliljl)?;g,&loJRXMA;I

eviim iifuiiiiH SiiM iififtiiiifiiiir

Signature (Seal)

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHI
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Instructions for Use: Vitrification Straw
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Update: 02.02.2023

Vitrification Straw, variants of execution

INTENDED USE
The vitrification straw is designed to store vitrified
human oocytes and embryos.

INTENDED USER

The product should be used exclusively by professionals
(healthcare professional) specializing in the field of
assisted reproductive technologies (ART).

INDICATIONS FOR USE

+Individuals with conditions and circumstances affecting
fertility, e.g.: lupus, sickle-cell anemia, chemotherapy /
radiotherapy.

* Individuals opting for in-vitro fertilization.

+ Individuals wishing to preserve younger eggs for future
use.

CONTRAINDICATIONS FOR USE
Morphological abnormal oocytes and embryos or
embryos of very poor quality are not suitable for
cryopreservation (vitrification).

SIDE EFFECTS
There are no side effects.

VARIANTS OF EXECUTION

Configurations Color  REF

I. SureStrip

SureStrip - Blue Blue SUS-B
SureStrip - Red Red SUS-R
SureStrip - Yellow Yellow SUS-Y
SureStrip - lvory Ivory SUS-I
SureStrip -White White  SUS-W

Il. SureStrip Weighted

SureStrip Weighted - Blue SUS-B-WT
Blue

SureStrip Weighted- Red Red SUS-R-WT
SureStrip Weighted- Yellow SUS-Y-WT
Yellow

SureStrip Weighted- Ivory SUS-I-WT
Ivory

SureStrip Weighted- White  SUS-W-WT
White

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

LLl. SureLock

SureLock -Green Green SUL-G
SureLock -Blue Blue SUL-B
SureLock -Yellow Yellow SUL-Y
SureLock -Pink.- Pink SUL-P
SureLock -Violet Violet SUL-V

GENERAL DESCRIPTION AND THE PRINCIPLE
OF OPERATION

The vitrification straw consists of two parts: the handle
shaft and the cap. The tip has a marking, the sample is
loaded on the shaft tip in conformity with the marking.
The handle is flat, which provides surface for patient data
recording. The device cap is transparent or
semitransparent allowing hermetic sealing of the shaft
after sample loading.

The vitrification straw is submerged into liquid nitrogen
in order to freeze the biomaterial sample for a certain
period of time, then the straw is stored in the liquid
nitrogen. When the cryopreservation period is over, the
samples are thawed in the thawing solution by
submerging th” tip with the sample into the thawing
solution. Each vitrification device has a handle shaft and
acap, which comprise atight system. This system creates
a temperature differential (T1-T2) between the external
and the internal parts of the cap when it is put into the
nitrogen.

TECHNICAL CHARACTERISTICS

Vitrification straw SureStrip

Cap length 77,00 mm
Tip Length 21,00 mm
Handle length 85,00 mm
Handle and tip length 106,00 mm
Tip width 0,83 mm
Product weight (g) 0,71
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Vitrification straw SureStrip Weighted

Cap length 85,00 mm
Tip Length 21,00 mm
Handle length 85,00 mm
Handle and tip length 106,00 mm
Tip width 0,86 mm
Product weight (g) 0,83
Vitrification straw SurelLock
Cap length 46,00 mm
Tip Length 15,00 mm
Handle length 100,00 mm
Handle and tip length 116,00 mm
Tip width 1,40 mm
Product weight (g) 0,94

MATERIALS NEEDED NOT SUPPLIED WITH
THE DEVICE

Container with fresh liquid nitrogen, Dewar container,
microscope, vitrification and thawing solution,
micropipettes, tweezers, safety glasses (if necessary),
medical gloves.

WARNINGS/PRECAUTIONS

* Do not use the product if the packaging is open or
damaged.

* For vitrification and thawing prior to the procedure,
prepare all necessary materials, tools and equipment.

* Liquid nitrogen can cause serious harm in case of skin
and eye contact. Take the appropriate safety precautions
and use the appropriate safety devices when working
with liquid nitrogen.

* When submerging the SureStrip into LN2, always use
a separate aliquot offresh LN2 for each patient.

* Before loading embryos, verify integrity of the straw
under microscope discarding any with tips cracked,
uneven on wall or abnormal shape

« Single-use device. Not re-sterilizable.

STERILITY
The product is sterilized by gamma radiation and
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delivered in a sterile form.

STORAGE AND TRANSPORTATION

The shelf life of the medical device are three years
after manufacture when stored at 5®C to 30°C°,
protected from (sun) light.

Transport conditions: from -18°C at (Uncontrolled
RH) to 40°C 90% RH up to 24 hours.

QUALITY CONTROL

One-cell MEA: > 80% embryos expanded to blastocyst
at 96 hours.

Bacterial Endotoxins (LAL) < 2 EU/device.

METHOD AND OPERATION PROCEDURE
Freezing (vitrification)
1. Open the sterile pack with the Vitrification Straw and
write necessary information about a patient on the fiat
surface ofthe handle ofthe Straw.
2. Fill 90% of a container with fresh liquid nitrogen
3. Prepare sample for vitrification according to laboratory
protocol.
SureStrip. SureStrip Weighted
4. Take the cap ofthe Straw and plunge it into the fresh
liquid nitrogen.
5. Place the SureStrip tip under the microscope and adjust
the focus on the black mark ofthe SureStrip. The flat side
on the handle should be facing up.
6. Gently and precisely place the sample besides the black
part of SureStrip with a minimal volume of vitrification
solution using a suitable pipette.
(Notes: The recommended load of the SureStrip is up to
4 sample.)
7. Quickly plunge the Straw into fresh liquid nitrogen.
Hold the straw cap with tweezers and insert the Straw in
it. Fit the Straw with the cap by hand with screwing
tightly.
8. Put the Straw in a cane and store it in a tank for long-
term storage cryogenic container
SurelLock
4. Using a micropipette, load a maximum of2 specimens
on the concave surface ofthe tip (same side ofarrow) and
about 3mm from edge oftip eliminating any extravolume
of solution present and leaving as minimum vitrification
solution as possible. (<IpL).
5. Carefully insert tip into cap ensuring the tightness and
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immediately immerse SureLock in LN2.
Note: Perform steps 3 to 5 in less than a minute

Store the specimens in cryogenic containers for long-
term storage (Dewars) following the laboratory protocol.
Always store straws with caps facing down.

territories of urban and rural settlements, for water
bodies, potable water and potable water supply, air, soils,
living quarters, operation of industrial, public premises,
organization and implementation of sanitary and anti-
epidemic (preventive) measures. Use, expired and
unused product is classified as Class B and disposal

After vitrification, the Straw must be kept in liquid should happen according to the requirements of SanPin
nitrogen at all times till the thawing) 2.1.3684-21. Packaging of the product after use of the
Thawing product belongs to waste of class A and is disposed of
1 Prepare the thawing media according to laboratory with household waste.

protocol.

2. Remove the straw from the liquid nitrogen tank.

Verify with the information about the
patient on the handle.

3. Place a drop ofthaw solution under the microscope.

4. Carefully unscrew and separate the cap from the straw
body in the liquid nitrogen.

5. Quickly immerse the straw tip into the thawing
solution. It should not take more than 5 seconds

6. One minute after immersing into the thawing solution,
gently aspirate the sample using a suitable pipette.
SureLock

4. Using forceps hold at the neck region provided body
keeping the neck region upwards and tip downwards and
quickly take it out from the LN2. ¥x/[ 3305 E Miraloma Ave, Suite 176, Anaheim, CA
5. Using forceps carefully separate the square cap from LU 92806 (CLWIA). Ten.:+1 714-572-1709

the body. email: info@allwinmedical.com | website:

6. Quickly immerse the SureLock tip into the thawing www.allwinmedical.com

solution with specimens facing up.

7. Under microscopic observation, gently move the until

specimens are released from the tip.

8. Continue the thawing procedure according to thawing

media instructions.

WARRANTY LIABILITY

The manufacturer guarantees that the product is
compliant with the requirements declared by the
manufacturer, if the instructions for use, storage and
transport are followed.

For questions regarding the quality of the product,
you must contact the authorized representative: LLC
"Gera", Russia, Ekaterinburg, Karla Marks str., d. 8
of 416, e-mail: gera.cat96@mail.ru.

Manufacturer: Allwin Medical Devices Inc.

(NOTE: Transition between steps 4 to 6 should not take
more than 5 seconds)

Upon completion of the procedure, dispose of the straw.

SUPPLY KIT

The vitrification straw is supplied to end users in sterile
packages of 10 units of one design variant, along with 1
copy of the instruction for use.

PROCEDURE OF UTILIZATION

When using this product, waste classified as class A and
B is formed, which should be disposed ofaccording with
the requirements of SanPin 2.1.3684-21 "Sanitary and
epidemiological requirements for maintenance of the

Oalaaf Use Do kN Do not WWABGKW
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C-mal: Info*aMwiInmediceL.com | ww* e iwl tw clicel com
f Fege

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



NepeBoa c NUIrNMIACKOTo A3bIKA UM PYCCKUI A3bIK

NOATBEPXAEHUE

HoTapuyc unu wnHoe [AO/MKHOCTHOE nMuo, odopmastlee
HacTosllee CBUAETENLCTBO, NPOBEPSET TO/IBKO IMYHOCTb MLA,
nognucasBllero [OKYMEHT, K KOTOPOMY npwunaraeTca 3ToT
cepTugukaT, a He BEPHOCTb, TOYHOCTb UNWN AENCTBUTENbLHOCTb
3TOro AOKYMEeHTa.

WTat KanndopHusa
Okpyr OpuHOX

28.02.2024 ropa, Ko MHe, HoTapuycy AnekcaHape C. 3amb6pu

(YKaKUTE MMSA 1 AO/HKHOCTb AO/IKHOCTHOTO N1ua)
NINYHO obpaTmnncs Ournw MexTa

KOTOpbIi, nNpuBeas yb6epuTenbHble foKa3aTenbCTBa, MNOATBEPAW/, UYTO OH sBAAETCA
NNLOM, Ybe NMA yKasaHo B NpuiaraeMoMm AOKYMeHTe, a TakXe To, YTO OH cOCTaBW/ €ero
B pamMkax CBOWX MOSIHOMOYMUIA, W UYTO ero MOAMUCbI Ha [JOKYMEHTE /WULO uUn
opraHmsauns, oT UMeHWN KOTOPOW OH AelicTBYeT, 0hoOpMAAeT HACTOAWMA oL ManbHbli
LOKYMEHT

Mopg ctpaxom OTBETCTBEHHOCTW 3A MPEAOCTABAEHWE 3ABEAOMO JTOXHbIX
CBEAEHWN B COOTBETCTBMM C 3aKOHOZATEe/NbCTBOM wraTa KanugopHusa
noATBeEpPXAal, 4YTO BbiWENPUBEAEHHbIV ab3al ABNAETCA NOAIMHHLIM U BEPHbIM.

BACBUWAOETENBbCTBOBAHO moeli nognucbio M opuymManbHOi nevaTbto.

ANEKCAHAPA C. 3BAMBPU
NUNUEH3UWA Ne 2471170
HOTAPUYC - KAIMN®OPHUA
OKpyr OpuHAX
CpOK MOUX MosIHOMOUMii nctekaeT 13/11/2027

Nognuck {nognucs! (Meyvartnb)

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



"BOf,C aHTIMIACKOT 0 A3blKa Ha PYCCKUIA A3bIK

MHCTPYKLNA NO NPUMEHEHNIDO MEAULMHCKOTO
n3nennsa:

Hocutenb anda Butpucpumnkaymm

YTBEPXAEHO

Allwin Medical Devices Inc.
(OnBuH Meaunkan Oesalicec UHK.), CLLUA

MeHe[xep No pa3BuTUO 6U3HECA

Digish Mehta
(Auruw MexTa)

blognucyo!

«13» 02 2024 .
(«aeHb» Mecsua (Umcnamu))

[Kpyrnas neyaTb: Allwin Medical Devices Inc.
(OnsuH Megukan flesaiicec MHk.) * CLUA]

Allwin Medical Devices Inc. (OnBuH Meaukan [esalicec VHK.)
3305 McT-Mupanoma-ABeHto. ogp. 176 AHaxaiim, KanudopHusa 92806 CLUA
Ten.: +1 714-572-1709 « info@allwinmedical.com ¢ www.allwinmedical.com

WITH ALLWIN, WE ALL WIN.
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KUTENb ANnAa BVITpVI(*)VIKaLI,VIVI, BapuaHTbl NCMOSTHEHUA

M3HAYEHNE

oS BUTPUMKAUMM  MpefHasHayeH — Ans  XpaHeHus
VPOBaHHbIX OOLIMTOB 1 3MBPUOHOB YesoBeKa.

LWMNONATAEMBbIY MOMBb3OBATE/b

BEVe [OMKHO WCMOMb30BATLC UCKMIOUMTENBHO  MpotheccoHanamu
WWAHCKUMKM  paGOTHUKaMK) B MEAULMHCKMX  flabopaTopusix,
KaHaM3vpytoLLMxcs B 061acT  BCMOMOTaTeNlbHbIX  PEMPOAYKTUBHBIX
KHosoruii (BPT).

FOKA3SAHNA K MPUMEHEHWNIO

JWaC COCTOSAHNAMM 1 06CTOATENLCTBAMY, BAMSIOLLMMUW Ha PepTUIbHOCTb,

WMPAMEP:  BO/MYaHKa, CEprioBUAHOKNETOYHAA aHemus, XumuoTepanus /

WEEaA Tepanus.

‘Snug, BbIGUPAOLLME SKCTPaKOPNOpasibHOE ON040TBOPEHNE.

'Nig, XenatoLLyie COXPaHUTb AALIEKNETKN AN AanbHeNLLIero
MoMb30BaHMS.

OPOTUBOIMNOKA3AHVA K MPUMEHEHUNIO
Mopthornormiecki  aHoMarnbHble  0OLUTbI 1 3MOGPUOHBI UMW 3MGPUOHI
KIOXOrO KauecTBa He MoAXoAaT AN KPUOKOHCepBaLmy (BUTpUGMKaLIA).

bOBOYHbLIE Q®PEKThI
Mo6o4HbEe 3(EKTbI OTCYTCTBYHOT.

bpHaHTLI UCNONHEHNA:

BapuaHTbl UCNOTHEHNA | et | Homep no katanory

I. SureStrip

SureStrip-Blue CwHwi SUS-B

SureStrip -Red KpacHbiii SUS-R

SureStrip -Yellow YKeNTbIi SUS-Y

SureStrip -lvory CnoHoBas SUS-I
KOCTb

SureStrip -White Benblit SUS-W

Il. SureStrip Weighted

SureStrip Weighted - Blue CuHwuiA SUS-B-WT

SureStrip Weighted- Red KpacHbilii SUS-R-WT

SureStrip Weighted- Yellow  YXentbiii SUS-Y-WT
1 SureStrip Weighted- Ivory CnoHoBast SUS-1-WT

KOCTb
SureStrip Weighted- White Benbiii SUS-W-WT
LLI SureLock
'SureLock -Green 3eneHsblii SUL-G
SureLock -Blue [ony6oii SUL-B
SureLock -Yellow XenTblin SUL-Y
SureLock -Pink P030BbIiA SUL-P
SureLock -Violet CvipeHeBblii  SUL-V

OBLUEE OMMNCAHUME N MPUHUWIMN PABOTbI MEANLMNHCKOIO
V3OENNS

Hocutenb s BUTPUGIMKALMKM COCTOMT U3 [ABYX YacTeil: CTepXeHb ¢
PYKOSITKOI 1 Konna4yok. KOHUMK CTepXXHS MapKMpoBaH, 06paseL) 3arpyaeTcs
BCOOTBETCTBUM C M KMPOBKOI Ha KOHUMK CTEPXHS. PyKOSTKa Niockas, 4to
06ecrieunBaeT NOBEPXHOCTb /18 3aMUCK MHEOpMaLMn 0 NaumeHTe. Konnayvok
YCTPOICTBA NPO3PayHbIiA AU NOYNPO3paYHbIiA, OH MO3BOASET rePMETUYHO
3arnevaratb CTEPXeHb Moc/e 3arpy3ku obpasLia.

Hocutens Ans  BUTPUGMKAUMU MOTPYXKAOT B OKUAKUA @30T, 4TOoObI
3amMopo3unTb 06paseL, Gruomateprana Ha onpefeneHHOe BPeMS, a 3aTeM XPaHsT
B HocuTensx. Mo MCTeYeHUM BpeMeHU KPUOKOHCEpBauun 3T 06pasupbl
pasmMopaXvBaloT B OTTaMBalOLLEM PacTBOpPe, MOTPYXasi HaKOHEYHWK C
006pasLoM B OTTanBatoLLmiA pacTBOp. Kaxkgoe yCTPONCTBO A1t BUTpUGMKaLmm
UMEET CTEPXKEHb C PYKOSITKOW 1 KOMMA4OK, KOTOPbIE CO34At0T FrepMETUYHYH)
cucteMy. 13roT cucTema cosgacT pasHuuy B Temnepatype (T1-T2) mexay
BHELLHe 1 BHYTPEHHER YacTAMU KOMNayka, Korfa oOH MOMeLLeH B a30T.

TEXHUNYECKUE XAPAKTEPUCTUKN

Hocutenb gns Butpudmkalmm SureStrip

[nunHa Konnavuka 77,00 Mm
[n1Ha HakoHeYHMKa 21,00 mm
[lnnHa cTpeXHs ¢ pyKOATKOM 85,00 mMm
[nuHa cTepxHs 106,00 Mm
LLINpyHKa KOHUYMKa 0,83 Mm
Macca nsgenmsa (r) 0,71
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NHCTPYKUMS MO NPUMEHEHUI0O MEAULLMHCKOTO U3AEeNUS:
HocuTenb ans Butpudunkaymu

HocwuTenb ans sutpudmkauyun SureStrip Weighted

[/ MHa Konnayka 85,00 mm
[n1Ha HakoHeYHMKa 21,00 mm
[lnnHa CTpeXHs ¢ pyKoSITKON 85,00 mm
[nuHa cTepxHa 106,00 Mm
LLIMpMHKa KOHYMKa 0,86 Mm
Macca nsgenus (r) 0,83
[/MHa Konnayka 46.00 mm
[31Ha HaKOHeYHMKa 15,00 mMm
[invHa cTepXHs ¢ pyKOSTKOW 100,00 Mm
[nnHa cTepXxHs 116,00 mm
LLInprHKa KOHUYMKa 1.40 mm
Macca n3genus (r) 0,94

HEOBXOAVWMbBIE MATEPUANbLI, HE TMNOCTABAAEMBIE C
N3OENTVNEM

KOHTelHep ¢ XWaKAM a30ToM, cocys [btoapa, MUKPOCKOM, PacTBopbl Ans
BUTPUMKALMM W Pa3MOPaXKMBAHMS, MUHLET, MUKPOMWMETKY, 3aliUTHbIe
04KU (NpY HEOBXOAMMOCTU), MEAVLIMHCKIE MEpUaTKi.

NPEAYNPEXAOEHWE/ MEPBI MPEAOCTOPOXHOCTW

* He vcnonb3yiiTe n3genme, ecnv ynakoBKa OTKPbITa UM NOBPeXaeHa.

o [ind BUTPUGMKALIMM 1 Pa3MOPO3KY Mepe Havaiom NpoLiegyp NoAroTosbTe
BCe HeoOXoAMMble MaTepuaibl, MHCTPYMEHTbI 1 060pyf0BaHue.

o XKngkuii a3oT MOXET NPUYMHUTL CepPbe3HbI BPes NPy KOHTaKTe C KOXel

Unu rnasamy. Mcnonb3yiite COOTBETCTBYHOLLYE MePbl NMPeAOCTOPOXHOCTU

1 3alLMTHble YCTPOIACTBA NpY paboTe C XUAKAM a30TOM.

Morpyxas SureStrip B LN2, Bcerga 1cnonb3yite OTAeNbHYIO anuKBOTY

cBexero LN2 f1a kaxaoro naupeHra.

Mepen 3arpyskoii aMOGPUMOHOB MPOBEpbTE LIENOCTHOCTb HOCWUTENS MOA

MMWKPOCKOMOM, He WCrnofb3yeTe /obble HOCUTENM C TpelmHamy Ha

HaKOHEeYHWKe, HEPOBHBLIMY CTEHKaMU UK HeNpaBu/bHOW opmbl

W3genve ofHOPa30BOro UCMO/b30BaHWM 1 NMOBTOPHOW CTepUAM3aLymn He

NOANEXUT

.

CTEPUNIBHOCTb
M3nenve CTepUNN30BaHO ramMma  W3Ny4eHreM 1 NOCTaB/ISeTCA B CTEPU/LHOM
BULE.

YCNnoBma  XPAHEHWA, TPAHCIMOPTUPOBKA W  CPOK
roAHOCTU

CpoK rogHOCTVM MeAMLMHCKOrO M3genvs 3 roga c faTbl MPOM3BOACTBA Mpu
XpaHeHun oT 5BC Ao 30°C®), B 3aLLMLLEHHOM MeCTe OT (CONHeYHOro) ceeta

Ycnosus  TPAHCMOPTMPOBKW:  Mpu  TemnepaType oT  -18®C . npu
HEKOHTPOIMPYEMOV OTHOCUTENbHOM BAAXHOCTM 40 40®C npy OTHOCUTENBHOIA
BnakHocTn 90% [0 24 Yacos.

KOHTPOJ/Ib KAYECTBA

WccnenosaHue Ha amopuoHax mMblwm (MEA) > 80% paclumpeHHbIX 6iactoumcT
nocne 96 u.
bakTepuanbHble 3HZOTOKCUHLI (LAL) < 2 E3/ usgenve.

METOAVKA N MOPAAOK PABOTbI

3amopaxusaHue (BUTpudmKaLms)

1 OTKpOIAiTe CTEPUNBHYIO YNaKOBKY C HOCWUTE/NEM U HanMLLINTe HEOOXOANMYHO
VH(OpMAaLMIo 0 NauWeHTe Ha NAOCKOM NMOBEPXHOCTU PYKOSITKN HOCUTENA.

2. 3anonHuTe KOHTelHep Ha 90% CBEXVM XWAKUM a30TOM.

3. lMogrotoBbTe 06pasubl AN  BUTPU(UKALMW B  COOTBETCTBUM C
NabopaTopHbLIM NMPOTOKO/OM.

SureStrip. SureStrip Weighted

4. CHUMMTe KONMauyoK C HOCWUTENS W MOrpy3nTe ero B CBEXUI XUAKWIA a30T
C MOMOLLbIO MUHLIETA.

5. TMomecTuTe HaKOHEYHWK SureStrip Nog MUKPOCKON M OTperynvpyite
(hoKyC Ha YepHOV MeTke. MnocKass CTOPOHA PYYKW LO/MKHA ObITb 06palLeHa
BBEPX.

6. AKKypaTHO ¥ TOYHO MOMecTWTe 06paslibl PAAOM C YepHOW METKOW C
MUHUMa/IbHBbIM  06BEMOM  pacTBopa ANf  BUTPUUKALMM C  MOMOLLIO
NOAXOAALLEA MUNETKW.

(MpumevaHve: PekoMeH.*emas Harpyska SureStrip cocTasnsetr go 4
06pasLoB).
7

NVHLUETOM W BCTaBbTE B HEro HocuTeNb. BpyuHylo nioTHO 3a(’.bVIKCTyl7ITe

BLICTPO NOrpy3uTe HOCUTENb B CBEXMIA XUAKNIA a30T. Bo3bMUTE KOM(LLL



SpeBaz C aHrNACKOro A3blKa Ha PYCCKUM A3bIK

MHCTPYKUUA NO NPUMEHEHNIO MEAULNHCKOTIO U3genuna:

(1
a//Wm Hocutenb gns BUTpUGMKaLUK

Medicai Devices

Ma4oK Ha HocuTene.
bmecTuTe HocUTeNb B KPMOEMKOCTb W XpaHuTe ero B pesepByape /1A
NeNbHOrO XpaHeHus.

feLock

Vicrions3yst MMKpOMUNeTKY, MOMEeCTUTe MakcuMyM 2 06pasLia Ha BOTHYTYHO
«EPXHOCTb HAKOHEYHMKa (C TOV e CTOPOHbI, YTO W CTPeiKa) 1 NPUMEPHO
3MM OT Kpas HaKOHeYHWKa, YCTpaHsas 060l AOMONHUTENbHbIA 06beM
NIKYTCTBYIOLLIErO PacTBOpa W OCTaBNAA Kak MOXHO MeHbLLe pacTBopa A
npugmKauyn. (<1 Mk).

OCTOpPOXHO ~ BCTaBbTe HAKOHEYHWK B KONMA4yoK, obecreunsas

PMETUYHOCTb, U HeMef/ieHHO norpy3nTe SureLock B LN2.

pyMeYaHIe: BbINOMHWTE LUarK ¢ 3 Mo 5 MeHee YeM 3a MUHYTY.

paHvTe 06pasLipl B KOHTeHepax [ibtoapa B COOTBETCTBUM C 1ab0PaTOPHBLIM
HOTOKOMIOM. Bcerfia xpaHuTe HocuTeNb 06paLLieHHbIM BHU3 KOMMaYKoM,
OC'E BUTPUMKALM HOCUTENb HEO6XOAMMO MOCTOSHHO EePXKaTb B XWUAKOM
LLe 40 MOMEHTa Pa3MOpPaXKMBaHWS.

NMopaXxviBaHHe

-4 [purotoBbTe pacTBOpbl AN PasMOPaXMBAHWSA B COOTBETCTBUU C
LUPaTOPHbIM MPOTOKO/IOM.

M3BreknTe HOCWUTENb W3 EMKOCTU C XKUAKUM a30ToM. CsepbTech C
AdopmaLmein 0 NauneHTe Ha PyKOSITKE HOCUTENS.
MomecTuTe Kannto pacTeopa AN pasMopadK1BaHWA Nog MUKPOCKO.

ireStrip.
.OCTOpPOXHO packpyTuTe W OTAeNMTe KOMNa4oK OT Kopryca HOCWUTENs B
WIKOM a3oTe.
' BbICTPO  nOrpysWTe  HaKOHEYHWK HOCUTEeNd B pacTBop  A/1a
HOMOPaXXVBaHNS. 3TO He [JOMKHO 3aHATb 60nee 5 ceKyHa,
| Uepes MUHYTY MOCne MOTPY>XeHUs B PacTBOp A1 pasMopaXmBaHus,
CTOPOXHO 3axBaTunTe 06paseL, C MOMOLLbIO NOAXOAALLEV MUMETKW.
Krebock
1Vicronb3ys NWHLET, 3aXBaTWUTe HOCUTENb B 06/1aCTU BbIEMKW, U yJepKuBas
KCUTE/b KOHLOM C BbIEMKOI BBEPX, @ KOHUMKOM BHW3, ObICTPO M3B/EKUTE
rocuTers 13 LN2.
5C nomoLiblo MUHLIETA OCTOPOXHO OTAENWUTE KOMMauoK OT Koprmyca
«cutens.
t BbICTPO NOrpy3unTe HAKOHEUHWK HOCUTENS B PacTBOP fi/19 OTTaMBaHWA Tak,
N06b1 06pa3Lbl OblK 0BpaLLLeHbI BBEPX.
1Mog HabntogeHeM B MMKPOCKOMNE OCTOPOXHO MNepemMeLLiaiite HOCUTeNb 0
TXop, NMoka 06pasLipl He ByAyT 0CBOGOXAEHbI OT HAKOHEYHUKA.
|. MpogomkaiiTe pasmMopaxuBaHVe B COOTBETCTBUW C WHCTPYKLWeA no
VCTO/b30BaHVIO CPEfbl [/19 Pa3MOPaXKVBaHWS.

S
MPUMEYAHWE: Mepexof mexay Lwaramm ¢ 4 no 6 He JO/MKEH 3aHUMATb
tanee 5 cekyHf)

CQooe 3aBepLUEHUS NPOLeAYPbl YTUAU3NPYITE HOCUTENb.

KOMI/IJIEKT MOCTABKU

Hocumerb Ans BUTPUGMKALMK NOCTABNSETCH KOHEYHbIM MOTPeGUTeNsM B
TePUIbHLIX YNakoBKax Mo 10 LWTYK OAHOFO BapuaHTa WCMOMHEHUS B
OMI/IEKTE C UHCTPYKLMEN MO NPUMEHEHWIO B KOMMYeCTBE 1 LUIT.

MOPAJOK YTUNN3AL NN

MM uncnonb3oBaHUM JaHHOTO M3Aenus 06pasyroTCs 0TX0AbI, Knaccos A 1 B,
toTOpble CNefyeT yTUAM3MPOBaTb B COOTBETCTBUM C TpeboBaHMAMM CaHMMH
1.1.3684-21 "CaHUTapHO-3NMAEMMONOTYECKME TPEBOBaHUSA K COLEPKaHNo
reppuTopuin  TOPOACKUX U CeNbCKUX MOCENeHUiA, K BOAHbIM OObeKTaM,
MWTLEBOI BOfiE W MUTLEBOMY BOAOCHAGXEHWIO, HaceneHWs, atMocqepHoMy
BO3/yXy, MOYBaM, XW/bIM MOMELLIEHVAM, 3KCMTyaTaumy NPou3BOACTBEHHBIX,
O6LLIECTBEHHbIX MOMELLEHNIA, OpraHM3auunm 1 NPOBEAEHWIO  CaHWTLLOHO-
NPOTUBO3MMUAEMUYECKUX (npodhunakTUyecKux) MeponpusTHiA”.
cnonb3oBaHHOe, BbllleALlee MO CPOKY TOAHOCTM W HEWCroNnb3oBaHHOE
u3fenve OTHOCWUTCA K Knaccy B, u yTunusupyrotcs B COOTBETCTBUM C
~rpeboBaHusMy  CanlMuH  2.1.3684-21. YnakoBka w3genvs  nocrne
UCMOMb30BaHNS MO Ha3HAYEHWIO MPUHAANeXMT K 0TXofam Knacca A
YTUIN3NPYETCA Kak 6bITOBbIE OTXOAbI.

FAPAHTUVHBIE OBA3ATENLCTBA

M3rotoBuTenb rapaHTUpyeT, 4TO W3Aenne COOTBETCTBYET TpeGoBaHWAM,
3as1BMIEHHbIM  M3rOTOBUTENEM MPU YCNOBUM COBMIOAEHUS WMHCTPYKLMW MO
MPVYIMEHEHVIIO, TPAHCTOPTUPOBKE Y XPaHEHNIO.

b BOoMpocam, KacalowyMcs KayecTsa ToBapa, HeobXoAMMO 06paLaThes K
yMoHOMOYeHHOMY npeacTasmTento; OO0 "epa", Poccus, . EkaTepuHOypr,
w1 Kapna Mapkca, 4. 8 odp. 416, anekTpoHHas noyrta: gera.cat96@mail.

MpounsBoauTens:

Allwin Medical Devices, Inc. (OnsuH Megukan [esavicec, VHK.)
3305 E Miraloma Ave, #176 Anaheim CA 92806, USA (3305 VcT-
Mupanoma-ABeHto, of. 176 AHaxaiim, KanugopHus 92806, CLLA)

LU Homep no katasory
Kog naptumn

LOT

] M3roTtoBuTenb

J[aTta n3rotoeneHus
Nnar|

TemnepaTypHbIii nanasoH

OGpaTnTeCh K MHCTPYKLUUM MO

G-I-I NPUMEHEHNIO

Vicnonb3oBatb fo....

3anper Ha NOBTOPHOE MCMO/b30BaHe

He cTepunusosaTtb NOBTOPHO

IR PagpaumoHHas ctepununsaums
niijj|ii

He ncnonb3oBaTb npu NOBpPeEXAEeHNN
YNaKkoBKu

OcTopoxHo! Obpatutech K
VHCTPYKLMM MO MPUMEHEHNIO
He gonyckaTtb BO3geicTBIS
(conHeuyHoro)ceeTa

Bepeusb OT Bnaru
He copepXnT HaTypa/ibHbI naTekc

Xpynkoe

V3aenve He TOKCUYHO

[ Epmakosa Hage>kpaa AnekceesHa, KBal'IVI(*)I/ILI,VIpOBaHHbIVI nepesogyunk aHrMIncKoro u PYCCKOro A3blKOB, nogTBep>Kaakw, 4TO
BbllLeNpMUBEAEHHOE ABNAET CA eepi/KM M TOYHbIM NepeBoaoM OPUTMHaNbHOIo AOKYyMEHT a.
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Poccuinckaa degepauyms
Nopog ExkaTtepuH6ypr CBepAnoBCKO o6nacTu
OauHHaguaToro mapTa fBe ThiCAYW ABajLUaTb YeTBEPTOro roga

A, NMoHomapeBa PaHbs PaBenbeBHa, BPEMEHHO UCMOMHAKOLWAA 0643aHHOCTU HOTapuyca
ropofa EkatepuHbypra ®wununnosoii Onbru BnagMmMumpoBHbI CBUAETENLCTBYH MOA/UHHOCTb
noanucu nepeeojunka Epmakosoii Hagex bl AneKceeBHbl.

Moanuck caenaHa B MOEM MPUCYTCTBUMN.

JIn4yHoOCTbL NognucaslLero LOKYMEHT YyCTaHOB/IEHa.

3apernctpuposaHo B peecTtpe: Ne 66/201-H/66-2024-2-797.

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



