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intended Use
Ovum Pickup Needle is used for retrieval and flushing of oocytes in
ovarian follicles in the assisted reproductive technologies programs.

Intended user
The product should be used by professionals in medical laboratories
specializing in the field of assisted reproductive technologies

Application area
The medical device is used in the assisted reproductive technologies
programs in specialized laboratories.

Configuration and characteristics :
1) ACE Single Lumen Ovum Pickup Needle

Instructions For Use

Ovum Pickup Needle

Ensure that the ultrasound unit has good resolution for better visibility.

Warning/ Precaution;

Do not use if package is opened or damaged.

Test the system to ensure ail connections are sound and flow can
be achieved. Failure to test the system may result in failure to
obtain the required sample and/or tissue damage.

Failure to use ultrasound to locate the follicles may result in failure
to obtain the required sample and/or tissue damage.

Dispose in accordance with recognized medical practice and under
observance of applicable law and regulation.

This device is supplied sterile and intended for single use only.
Attempt to resterilize a single use device may compromise Its
structural integrity and/or lead to device failure which may result in
patient injury or illness.

Only experienced qualified specialist should use this device.

The procedure should be carried out under aseptic conditions. Use
sterile surgical clothing (gloves, robe. mask).

Method and operation procedure:

Ultrasound Guided Procedure

REF 1Outer Needle A.bpiratioQ ~ Vacuum
Diameter Length, Line, ram Line, mm
G/mm (006 mm@E2 (Homm)  (HBm)
A-OVM-SL16/35 16/1,60 350 990 395
A-OVM-SL17/35 17G/1.40 350 990 395
A-OVM-SL18/35 18G/1.30 350 990 395
REF Nﬁgagtl;er Needle  Aspiration vacuum Flushing 3,
G/mm {20.05 Length, Line, MM |jne mm Line,mm
mim) MMz @O @emm)  (@5mm)
A-OVM-
SL16/35-FL 16/1,60 350 990 395 130
A-OVM-
SL17/35-FL 17/1,40 350 990 395 130
A-OVM-
SL18/35-FL 18/1.30 350 990 395 130
REF Needle Outer Needle Aspiration Vheif Flushing
G}D'angros Length, Line, mm Line. mm Line,mm
mm (3. mm@E2  (F0mm ’ +61
e 0T emmy GO
OVM-DL16/35 16/ 1.60 350 1000 395 750
OVM DL17,35 17/1.50 350 1000 395 750

Package contents; 10 individually packaged sterile disposable products

of one configuration in a box. instructions -1 pc.

Quiality control
One Cell MEAi 80% embryos expanded to blastocyst at 96 hours
Bacterial Endotoxins (LAL) < 20 EU/device.

Materials not included with the device
Vacuum pump, sterile syringe, oocyte collection tube, transvaginal
ultrasound transducer, laparoscopic equipment (If needed)

Indications for Use
Retrieval and flushing of oocytes in ovarian follicles in the assisted
reproductive technologies programs

Contraindications:
Ovum pick-up needle should not be used:
* Inthe presence of or after recent pelvic inflammatory disease
« For intra-fallopian procedures
« Inthe presence of active vaginal or intrauterine infection
* Inthe presence of sexually transmitted disease
* In case of recent uterine perforation

Possible complications:
¢ Hematuria
«  Extravasation of urine
¢ Infection
e Vaginal bleeding
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The procedure should be performed under either
anesthesia or analgesia.

Position the patient in the lithotomy position. Introduce the
ultrasound transducer into the vagina and scan the pelvis to
establish the position of the uterus, the development of the
endometrium and the number and position of follicles to be
aspirated.

Remove the Ovum pickup needle from its packaging and insert the
needle into the needle guide of the ultrasound transducer, ensuring
that there is smooth movement along its length. Ensure no kinks in
the tubing.

Connect vacuum pump to the connector on the vacuum line and a
sterile collection tube to the silicone bung designed to fit 15ml
Falcon type tube. The vacuum pressure required varies with the
gauge and the type of needle. The vacuum pressure selection is at
the discretion of the performing clinician but should not exceed -
500mm HG.

If Flushing is required :

For configuration 2 - Connect 10ml syringe containing flushing
media to the connector of flushing line, and flush the follicle. Then
conduct the aspiration of the follicle.

For configuration 3 - To activate flushing line, turn the 3 way
stopcock valve and attach a syringe containing flushing media to3*"
face of stopcock and perform flushing.

Insert the ultrasound transducer with the needle into vagina and
direct the probe towards the posterolateral aspect of the vaginal
fornix. Manipulate the probe until the follicles appear in close
proximity to the needle.

Advance the needle into the nearest follicle. If the ovaries are
mobile apply pressure suprapubicaliy and enter the follicles with a
stabbing movement. When the tip of the needle can be seen in the
follicle, aspirate the contents until empty.

Repeat for ail follicles within the ovary. To minimize trauma and
possible bleeding keep the needle tip within the ovary between
aspirations.

Remove the collection tube from the silicon bung when full.

Replace it with a new sterile collection tube.

When all the follicles in one ovary have been aspirated, repeat the
procedure with the other ovary.

At the end of the procedure ensure to rinse the needle with flushing
solution and discard as per standard procedure.

general

Laparoscopic Procedure

1

2.

3.

Position the patient in the lithotomy position. Follow steps 3 as
previously described.

Connect a vacuum unit or a syringe as described in steps 4-5
above.

Using standard laparoscopic procedure and the necessary
laparoscopic equipment advance the needle Into the follicle.
Aspirate and/or flush the follide to obtain the oocyte (step 5 above)
When the desired number of oocytes has been aspirated, remove,
flush and discard the needle.

Do not reuse, reprocess & resterilize:

Reuse. Reprocessing & resterilization may compromise the structural
integrity, can also create risk of contamination & may not give desired
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result or create complications, infections which may result In injury,
iliness or death.

Transportation and storage

» Store between 5-30°C in dry place

* Keep away from sunlight

« Shelf life: 5years from date of manufacture

* Do not use after expiry date

» Transport stability: maximum 24 hours at temperature -30t0 at
uncontrolled RH to +60X at 15% RH {+5% RH)

Procedure of utilization

When a waste classified as class A and B is formed during the use of the
product, it should be disposed of according with the requirements of
SanPin 2.1.3684-21 "Sanitary and epidemiological requirements for
maintenance of the 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 should happen

Baldi Oauof
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Instructions For Use

Ovum Pickup Needle

according to the requirements of SanPin 2.1.3684-21. Packaging of the
product after use of the product belongs to waste of class A and is
disposed of with household waste.

Warranty liability

The manufacturer guarantees that the products are In accordance with
the requirements declared by the manufacturer, if abide by the rules of
use, transportation and storage during the shelf life.

If there are questions regarding of the quality of a medical product, you
must contact to the authorized representative: Gera Ltd, Russia,620026
Ekaterinburg, Karla Marks str., d. 8 of. 416, e-mail; gera.cat96@mail.

Manufacturer:

Allwin Medical Devices Inc. 3305 E Miraloma Ave. Suite176, Anaheim, CA
92806 (USA)

Tel.;+1 714-572-1709

E-mail; info@all\Mnmedical.com j website: vwvw.allwinnmedical.com

Do not Oonot

ra-uae Ra-Stankze  Non-toxic lanxn”lcol
allwm*
of sunlight D N
«wv>ee

Altwin MMlical Devices, Inc.

3305 E. MifstomaAve., Suto 176 Anaheim. CA 92806 (USA)
Tbl ;*1 714-572-1709

E -mal: info@aewinme<6cal.oDm \ www.alwinmarical.cam

Uﬁgeratu re

Stickers for the patient's card, warehouse accounting, financial accounting are used when necessary in accordance with the laboratory
regulations (they are placed in the patient’s card, documents of warehouse or financial accounting, respectively)
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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 7 before me, ALEXANDRA S. ZAMBRI, NOTARY PUBLIC
A (insert name and title of the officer)

personally appeared____ O i"sSK (y\le & 1. bl —--memmmemmeeoeee - =

who proved to me on the basis of satisfactory evidence to be the person(s) whose name(s) is/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.

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

WITNESS my hand and official seal. ST :

é ocaxcE(XLLIY ;
FiiaifiiAriT d Afiir

Signature (Seal)
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alzwin*' Mrna gna acnupauuy oouuToB

Medical Devices

MHCTPYKLUNSA MO NPUMEHEHUID MeANLMWHCKOTIo n3aenns:
Wrna gns acnupauum oounTOB

YTBEPXAEHO

Allwin Medical Devices Inc.
(OnBuH Meawnkan fesaiicec, NHK.), CLUA

MeHegxxep no passuTuio 6msHeca
(BOMKHOCTD)

Digish Mehta (Auruw MexTa)
(nms)

/nognuce!
(nognwce)

MeyarTsb

30 nong 2024 .

[Kpyrnas neyaTb: Allwin Medical Devices Inc.
(OnenH Meaykau esaiicec MHK.), CLLIA]

Aliwin Medical Devices Inc. (OnBuH Meankan [eaiicec VIHK.)
3305 WNcT-Mupanoma-AseHto, Ocnc 176, AHaxalim, KanndopHua 92806, CLUA
Ten.: +1 714-572-1709- info@ allwinmedical.conn-www.atlwinmedical.conn
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Medical Devices
Mrna gnsa acnupauun ooumToB

JaTa o6HoBNEeHMA_26.06.2024

Ha3HauyeHune

Mrna gns acnupaumy oouUTOB NpeaHa3HaveHa anis acnmpauum u
NPOMbIBAHNSA OOLIMTOB B (DOJIIMKYAX SUYHUKA MPU UCMO/b30BaHNN
BCMOMOraTesIbHbIX PEenpPOAYKTUBHbIX TEXHO/OMMIA.

Mpeanonaraemblii nonb3oBaTesb

M3aenve JO/MKHO UCMO/b30BaTLCA NPOEeccHoHaIaMy B MEAULIMHCKUX
nabopatopusix, creLyuanu3upyowmxcs B 06/1acTy BCOMOraTe IbHbIX
penpoayKTUBHbIX TEXHOJOTWIA.

O6nacTb NPUMEHEHUS
M3aenne npumeHsieTcs npy NpoBeAeHWM NPorpaMm BCrOMOraTesbHbIX
PEenpoAYKTUBHBIX TEXHOOTWIA B CELMAIM3MPOBAHHBIX S1a60paTopusix

KoHdhurypaumm n xapaktepucTmku

Yy oouutos OQOHO™
Howmep no HapyxHblii  OnuHa  Acnupaum BakyyM.
Kkaranory anameTp Urnbl, MM OHHasna NnHusA,
nrabl G/IMM  (£2 MM)  NUHWS, MM,  MM(£6MM)
(+0.05 mm) (x10Mmm)
AOWMIIEB  16/1,60 350 990 395
AOMIIL7H  17/1,40 350 990 395
AOMSLIBL  18/1.30 350 990 395

2) Wrna gna acnupauun oounTOB OAHONPOCBETHASA C
NpoMbIBOYHOI nuHuei ACE-FL

i Bakyym
HapyxHblii  [OnuHa Acnupauu yy YHas

Tgiﬂ:npo?; AameTp  urbl,  oWHas MR Lo
Wbl GIMM - MM (22 mrvsmm MM sy
(£0.05 MM)  MM)  (x10mm) (X6MM)
A-OVM- 16/1,60 350 990 m 395 130
SL16/35-FL
A-OVM- 17/1,40 350 990 395 ~T
SL17/35-FL
ai 18/1,30 350 990 395 130
SL18/35-FL
':Z:;%p; HapyxHblit  OnavHa  Acnupal, W T i
AnameTp  urnbl, WOHHAA  npnma, T T
urnsl O/MM - MM (F2  NUHUA,  ym # T+ T
(+0.05 mm)  MMm) MM, (£10 MM) Wy ¢ aT
w
OVM-DL16/35 16/1,60 MM 350 1000 395 750
OVM-DL17/35 17/1,50 mMm 350 1000 395 750

KomnnekT noctasku: nocraenserca no 10 wWr. nHaMsuayansHo
ynakoBaHHbIX CTEPU/IbHBLIX OJHOPA30BbIX U34E/NWiA OAHOro BapyaHTa
MCMOSIHEHWSI B KOPOOKE, MHCTPYKUMA -1 LT,

KoHTponb KavecTBa

TecT MEA Ha 1-K1eTOYHbIX 3MOprOHax Mbilum r 80% pacluvpeHHbIX
6nactoumcT nocne 96 yacos

BakTepuanbHble 3HAOTOKCKHDBI (I_AL) s 20 E3/ nsgenve.

Martepuansl, He MocTaBAseMble C U3genmemM

BaKyyMHbIli HAacoc, CTEPUbHbINA LINPWLL, NPoGYPKY Ans c6opa oouuTOoB,
TpaHcBarnHanbHbI ybTPa3ByKOBOI faTUMK, 060pyaoBaHue st
nanapockonuu (Npu HeobXxoaMMoCcTH)

lMoka3aHusa K npuMeHeHuto
Acnumpauus 1 NpoMbIBaHWe 0OLMTOB B (DOMIMKYNaxX ANYHUKA NpK
1CMO/b30BaHWM BCMIOMOTaTesbHbIX PENPOAYKTUBHbLIX TEXHOMNOMMIA

MpoTuBoONoOKasaHus:

Wrna gns acnvpauyy 0oLMTOB He JOKHA UCMO/b30BaTLCS:

Mpy Ha/IMYMKM NN NOCNE HEAABHErO BOCMA/IMTENILHOTO 3a60/1eBaHust
OpraHoB MaJioro Tasa

[ns nHTpadhannonvesbix Npoleayp

MpU HANMYNMKM aKTUBHOMN BarvHasIbHOM UMK BHYTPUYTPOGHOW UH(DEKLMM
Mpu HannumMy 3a6oneBaHuUi, NepeaatoLLMXCs NOJOBbLIM NyTeM

B cnyuae HefaBHeli nepdopaumm mMatkv

B0O3MOXHbl€ OCNOXHEHUS:

Fematypus
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Wrna gns acnupauum oouuToB

NHCTPYKUMS NO NPUTMEHEHNIO

OKcTpaBasaumsa Moun
WHdmumposaHmne
BarnHanbHoe KpoBoTeueHue

MpumMeuaHue:
Y6eauTech, UTo yNbTPa3BYKOBOI annapaT MMeeT XopoLlee paspeLleHre
NS Nydwein BUuauMocTy.

MpeapynpexaeHne/ Mepbl NPeAOCTOPOXXHOCTU:

* He vcnonb3yiite, ecnn ynakoBka OTKpbITa WX NoBpexaeHa.

« [lpoTecTupyiite cuctemy, 4Tob6bl y6eauTbCs, UYTO BCE COEAUHEHUs
UcnpasHbl U n3genne paboTocnocobHo. OTCYTCTBUE BO3MOXHOCTU
npoTecTUpoBaTb CUCTEMY MOXET MNPUBECTM K HEBO3MOXHOCTU
nonyyeHust Tpedyemoro o6pasua Uunm NOBPEeXAEHNI0 TKaHel.

e Hewucnonb3oBaHue Y3 Ansi  onpefeneHus  MecTOMOOXKEHUs
hONNMKYNIOB  MOXET NPUBECTM K HEBO3MOXHOCTW  MOMYunTb
HeobXo4UMbIN 0bpaseL, /N K NOBPEXAEHNIO TKaHel.

e YTunuaupyiite B COOTBETCTBUM C OOLLENPUIHAHHOW MEAMLIMHCKOM
MPaKTUKOWA 1 C COBNI0AEHNEM NPUMEHUMbIX 3aKOHOB W NpaBus.

*  W3pgenve noctaBnsieTcs CTEpPW/bHBIM ¥ NpegHa3HayeHo TONbKO Anst
0/IHOPa30BOro MCMoJIb30BaHNS.

* TMonbiTKa NOBTOPHOI CTEPWUAM3ALMM OHOPA30BOI0 M3AENA MOXET
HapyLUMTb ero CTPYKTYPHYH0 LLeIOCTHOCTb W/WWM NPUBECTW K OTKa3y
M3nenusl, 4YTo MOXeT NpWBECTM K TpaBMe WM 3abosieBaHuio
nauyeHTa.

e W3penve [OMKHO 1CMNOb30BaThCS TO/IbKO OMbITHBIMU
KBa/IMPULMPOBaHHbIMY cneuyaimcTamm.

« [lpouedypa pfAo/kHa MPOBOAUTLCS B acenTUYecKWX YC/OBUSIX.
Vcnonb3yiiTe cTepU/IbHYIO OnepauyoHHy0 oae>edy (nepyaTku, xanar,
Macky).

MeToguka 1 nopsafokK paboTbi:
Mpoueaypa nog KoHTponem Y3

1 Tlpouepypa [O/MKHA MPOBOAMTLCA MOf O6LWei aHecTesneid wm
aHasbresueil.

2. Pa3mectute nauueHTKy B /IMTOTOMWYECKOE MOSIoXeHve. Beegute
yNbTPa3BYKOBOW AATUMK BO Bfiarasvile 1 NnposBeanTe uccnefoBaHue
M&a/ioro Tasa, 4TOObl YCTAHOBWUTb MOJMIOXEHUE MaTkW, pasBuThe
JHAOMETPMA, a TawkKe KOMYECTBO W MONOXeHWe ChOsVKY/OB,
nognexalumx acnmpaujm.

3. W3Bnekute uray gna acnvpauyn OOLMTOB M3 YNakOBKW W BCTaBbTe
Ury B Hanpasnsiolwyl NS UMbl yNbTPasByKOBOrO AaTyuka,
o6ecneynB MIaBHOE ABWKEHME MO BCEI ero AnvHe. Yb6eanuTtech, YTo
TPYOKMN HE nepekpyyeHb.

4. TlofcoeAnHUTe BaKyyMHbIi HACOC K pa3bemy Ka BakyyMHOW MHAK,
a CTepwIbHyl NpoGuMpKy A/si cbopa - K CUIMKOHOBOW Npobke,
npegHa3Ha4eHHol Ans npobupkn Tuna Falcon o6bemom 15 mn.
Tpebyemoe fasneHne Bakyyma 3aBuCUT OT AyameTpa v Tvna Urbl.
Bbi6Op [faBneHns BakyymMa OCTaeTCs Ha YCMOTPEHWe Jflievalliero
Bpaya, HO He Ao/MKeH npesbiwartb -500 MM PT.CT.

5. Ecnu TpebyeTcs npoMbiBaHUeE:

a) [Ana koHdurypauum 2 - [NoacoefuHuTe Wnpuy, o6bemom 10 wmn,
cofepxalyii NPOMbIBOYHYHO Cpeay, K pasbemy NMpPOMbIBOYHON IMHUN
M BbINOMHUTE NpoOMbIBaHue onnvkyna. [Janee npov3sBeguTe
acnupaumio onnmkyna.

I:) Ana koHdmrypauym 3 - YTo6bl aKTMBMPOBaTb MPOMbIBOYHYHO JIMHWIO,
noBepHWTE 3-XO0BOI 3aMopHbIi KNanaH 1 NOACOoeAVHUTE LINPUL, C
MPOMbIBOYHOW Cpefoli K 3-/i CTOPOHE 3anopHOro KpaHa W BbINofHUTe
MPOMBbIBKY.

6. BeeguTe ynbTPa3BYKOBOM JaTuMK C WO BO BrRaraiwe w
HanpaBbTe AaTuuK K 33AHenarepasbHOl YacTu CBOAA BRaranvwa.
MaHunynmpyiTe 30HAOM A0 Tex Mop, noka oMKy bl He OKaXKyTCS
B HENnocpefCcTBEHHON 6/M30CTY OT UMb

7. Mposeaute wrny B OGnwkaiwwii  donamkyn. Ecim  anyHuKu
NOABWKHbI,  HaJaBuTe HaA/I00KOBYID 006M1acTb U KOMIOLWMM
[OBWKeHVeM BBeauTe uriy B donnvkyn. Korga KOHUMK urnbl 6yaeT
BUAeH B ponnukyne, acnupupyiite cogepxvmoe A0 MOMHOro
onycToLleHns donnvkyna.

8. [osTOpUTE Mpoueaypy 415 BCex (hONMKYOB B ANUHMKE. YTOGbI
CBECTW K MVHUMYMY TPaBMVPOBaH1e 1 BO3MOXHOE KPOBOTEYEHNe,
MeX/y acnnpauusaMmn yaepXnBaiTe KOHUMK UMbl BHYTPU AUYHMKA.

9. OtcoeauHuTe TPY6Ky A8 c6opa OT CUTMKOHOBOW MPOGKM, Korga
OHa HanonHuTcs. MoacoeAnHUTE HOBYIO CTEpUbHYI0 NPOBUPKY Anst
cbopa.

10. Korga Bce dhonnmnKysbl B OAHOM SIMYHUKE acnvpypoBaHbl,

NnoBTOpMTE NpoLEeaYPY C APYTUM SNYHUKOM.

11. B KoHUe npoueaypbl 06513aTe/lbHO MPOMOITE MY NPOMbIBOYHBLIM
pacTBOPOM Y YTUN3UPYIATE B COOTBETCTBMN CO CTaHAAPTHOMN
npoueaypoi.

Jlanapockonnyeckas npoueaypa

1. Pa3mectuTte naumeHTa B IMTOTOMUYECKOE MOJIOXKEHNE.



Mepesop C NHOMNCKOTO M?bIKN UN PYUYCKUW A3blK
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MJA()AR T T|-A§nncaHHbIi Bbilwe.
2. TopcoeaunHNUTe BaKyyMHbI HACOC UM LUMPWL, KaK OMMCAHO B Llarax-
4-5 BblWwe
3. Vcnonb3ys MeToh CcTaHfapTHOW mpoueaypbl fanapockonuu u
HeobXxoAMMoe nanapockonnyeckoe obopygosaHve, BBeAWTe UMy B
donnvkyn.
4. AcnupupyiiTe wam npomoiite donamkyn {war
nosly4YeHunn AiLeKneTKu.
5. Korga Hy)XHOe KonnyecTBO AiiLekneTok 6yaeT nosyyeHo, U3Bnekute,
NPOMOTe W yTUNN3NPYIATE UrNy.

5 Bbllle) Ana

He ncnonb3yliTe NOBTOPHO, He NnepepabaTtbiBaiite U He
cTepunnayinTe:

MoBTOpPHOE NCMONb30BaHNE, NOBTOPHAs 06paboTka 1 NosBTopHas
cTepunusaumsa MoryT HapyLWnTb CTPYKTYPHYIO LLeNOCTHOCTb, a Takke
MOTYT CO3/aTb PUCK 3apPaXEHNS U MOTYT He [laTb Xe/laemoro pesysbrara
WK BbI3BaTb OC/IOXHEHWUS, MHAIEKLMM, KOTOPbIe MOTYT NMPUBECTM K
TpaBmam, 3a60/1eBaHUAM UAN CMEpPTU.

YcnoBusi xpaHeHUs 1 TPaHCNOPTUPOBKU

e XpaHuTb nNpu Temnepatype ot 5 go 30“C B cyxom mecTte

* W3b6eratb BO3AECTBMA CONMHEYHOTO CBETA

* Cpok rogHocTu: 5 neT ¢ gatbl N3roTOBAEHUS

* He ucnonb3oBaTtb Nocne OKOHYaHMsi CpoOKa rogHoOCTH

*  CTabunbHOCTL MpY TPAHCMOPTUPOBKE: MakcumyM 24 yaca npu
Temnepartype ot -30“C (+3“C) npu HEKOHTPOIMPYEMOWA
OTHOCUTENbHON BNaxHOCTUN) A0 +60“C (+2“C) 1 0THOCUTE/bHOW
BNaxHoctn 15% (+5%).

Mopagok ytunusaunm

[W ] Homepno I1qjlKog n NWcnonbmean,
eaTanory * 1 N4)Tun XKA-0TOUTEHU H n
r |~ O6pamkTecs: He Bcponbacmty A OcTopoxso.

nHcTp>'uaan DO O6paTtutecs K

NG

HHCTpYXXuw DO
>113X0X131
He COXIOPSKT +3Cre
HaTypanbHbl i
naTtekc

BepeuboT

Bnaru +5%c

Nrna gns acnupauuy oouuToB

TemnepaT>-pwT

AnanasoH

NHCTPYKUMA NO NPUMEHEHMIO

Mpu ncnonb3oBaHNW M3AeNUA 06pa3yoTCA 0TXO0Abl, OTHOCALMECS K
knaccam A un b, yTnnmsnposaTb KOTOpble criefyeT B COOTBETCTBUM C
TpeboBaHnsamu CaHluH 2.1.3684-21 «CaHWTapHO-3NMA4eM1onornyeckmne
TpeboBaHNA K CoepXKaHNo TEPPUTOPUIA FTOPOACKMUX U CeNbCKNX
HacefleHHbIX MYyHKTOB, K BOAHbIM O0ObEKTaM. . NUTbeBas Boja u
X039MCTBEHHO-NUTbEBOE BOAOCHAOXeHWe, aTMocepHbIli BO34yX, NOYBbI,
XUnble NOMeLLeHns, aKcnayaTauma NpoM3BOACTBEHHbIX, OOLLECTBEHHbIX
NOMELLEHUNIA, OpraHn3aumsa n NpoBeAeHne caHUTapHo-
npoTMBO3NUAEeMUYECKNX (MPONIAKTUYECKNX) MEPONPUATIIA
Mcnonb3oBaHve, NPOCPOYEHHBIA Y HEMCNONb30BAHHbIA NPOAYKT
OTHOCUTCA K Knaccy b nytunmsaumns gos/mKHa npoucxoauT B
cooTBeTCTBUN € TpeboBaHnsamMM CaHlMvH 2.1.3684-21.YnakoBka n3genus
nocsie UCnosib30BaHnA U3Aenna OTHOCUTCA KoTxodaMm Kiacca A n
YyTUM3npyeTcs € BbITOBBIMU OTXO4amMMu.

rapaHTMﬁHaH OTBETCTBEHHOCTb

M3roToButenb rapaHTMpyeT COOTBETCTBME NPOAYKLMN TpeboBaHNAM,
3asB/IEHHbIM U3rOTOBUTENEM, NPU COGNI0OAEHUN NpaBu 3KCnyaTaumu,
TPaHCNOPTUPOBAHNSA U XPaHEHWUS B TEYEHME CPOKa roOHOCTH.

Mpn BO3HWKHOBEHMUMN BOMPOCOB MO Ka4ecTBY MeAWNLMHCKOro usgenus
HeobxoAnMo obpallaTbCs K ynoiHoMo4YeHHOMY npeactasutento: 000
«[epa», Poccusa, 620026 r. EkatepuHbypr, yn. Kapna Mapkca, 4. 8, od.
416, aneKTpoHHaAa noyta: gera.cat96@mail.

MpousBoanTens:

Aliwin Medical Devices Inc (OnsuH Meawnkan esalicec, VHK.)

3305 UcT-Mupanoma-AseHio, odp. 176 AHaxaliMm, KanudopHusa 92806
CWA Ten.; +1 714-572-1709

3n.nouta: info@allwinmedical.com | caiitT: www.allwinnmedical.com
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allwin
Quamllemven aavoee. ws.
3316 I/Erﬁlz%nv&m 176 Ave@ivi Karf'dop'ivi
PABALA Te.: *1 71452—?7%9

AA-nouTa; m4oamaiM>e cal.coall wvw.allwinmedical.cofTi

CTuKepbl 4NA KapTbl NauneHTa, 418 CKNafackoro yyeTa, AN (OMHAHCOBOrO yyeTa NPUMEHSIIOTCA NpU HE06XO0AMMOCTU B COOTBETCTBMM C pernaMeHTamu
naﬁopaTopmm (I'lOMeLLlaK)TCFI B KapTy nayuneHTa, B 4OKYMEHTbl CKNafCcKoro unam CbI/IHaHCOBOFO ydyeTa COOTBeTCTBeHHO)
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MNepeBon c aHINMNCKOro A3blka HAa PYCCKUM A3blK

NMOATBEPXAEHNE

HoTapuyc wnaM  uHOe  [O/MHKHOCTHOE fiMuo,  Oodhopmsioliee
HacTosillee CBUAETENIbCTBO, NPOBEPSIET TO/IbKO JIMYHOCTL /MLA,
noAgnucaBLIero  [AOKYMEHT, K KOTOpoMy npuiaraetcss  3ToT
cepTudukat, a He BEPHOCTb, TOYHOCTb WM AEeiCTBUTENLHOCTb
3TOro AOKYMEHTA.

WTat KanndgopHus

Okpyr OPUHAX

18.09.2024 ropga, ko mHe. HOTAPUYCY AJIEKCAHAPE C. SAMBPU
(YKaxxnTe umMsa 1 LO/HKHOCTb AO/HKHOCTHOrO finua)

NINYHO obpartuncsa Auvrnw Me>cra

KOTOpbIA, MpuBeas ybeanTesibHble AOKa3aTe/NbCTBa, MOATBEPAWUI, UYTO OH ABASIETCA JIMLUOM, Ybe UMS
yKasaHo B npuiaraeMoMm [OKYMEHTE, a TakXe TO, YTO OH COCTaBW/ ero B pamMkKax CBOMX MOTHOMOYWiA, U
YTO ero NOAMMCLI0 Ha AOKYMEHTE NULO WKW opraHn3aums, oT MMEHU KOTOPOI OH AeicTByeT, ohopmnseT
HacToALWMNIA ohrLnanbHbIi AOKYMEHT.

C yyetom OTBETCTBEHHOCTW 3A TMPEAOCTABJ/IEHVE 3ABEAOOMO JIOXHbIX CBE,EI,EHI/II7I B
COOTBETCTBMU C 3aKOHOZATE/IbLCTBOM LWTaTa KanmdopHust noaTBepxaato, YTo BbilENpPUBEAEHHbI ab3aly
ABNSETCA NOASIMHHBIM U BEPHBIM.

3ACBUAETE/IBCTBOBAHO moeit nognucblo n ogouymanbHON neyarbio.

Mognuck /mognuce! (Meuats)

ANNEKCAHAPA C. 3AMBPU
JIMUEH3UA Ne 2471170
HOTAPWYC - KAJTNPOPHNA
OKPYT" OPUHIK
CpoK MOMX MosiHoMouniA uctekaet 13.11.2027

f, EpmakoBa Hagexga AnekceeBHa, KBa/M(PUUMPOBaHHLIA NepeBOAYNK aHF/INMACKOTO M PYCCKOro
A3bIKOB, MOATBEPXAAl, YTO BbIlENpUBEAEHHOe SABMSeTCS BepHbIM U  TOYHbIM NEPEBOAOM
OpUrMHaNbLHOTO AOKYMEHTa.

Moanucek nepesogyvnka

r.ExatepuH-
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-6ypr

Poccuiickaa ®epepauuns
Fopopg ExatepuHbypr CBepanoBckoili o6nacTu
ABaguaTb TpeTbero okTA6pA ABe ThicAYM ABajLuaTb YeTBEPTOro roja

A, ®ununnoea Onbra BnagumupoBHa, HoTapuyc ropofja EkaTepuHbypra
CBUAETENbCTBYHO NOANMHHOCTL NOANMCK NepeBofymka EpmakoBoit Hagexabl ANeKCeeBHbI.

Mognuck caenaHa B MOEM NPUCYTCTBUM.
JInyHOCTb NOANMCABWENO AOKYMEHT YCTaHOB/IEHA.

3apeructpmpoBaHo B peecTtpe: Ne 66/201-H/66-2024-9-414.
YnnayeHo 3a coBeplleHne Hoxap|lanbHoro gelictsja: 850 py6. 00 kon.

O.B. ®dununnosa
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