3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX M3REMM
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Zetmlr. 15,53359 fAinbadi, Germioy
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Geechifafifrer

Lutf«r Herv*f T1ton|« Nelutdu
HRB10593rAOBmi
81*--2228716IM1135
1$(PNerOEB123«4275

Srarfaw KohBom ISwOCodi Ca6OE33LL
SAN [>£5037950199 0005 4M92S
RiNettfib«iiiVofnfeU Swift-Cade GENOOEOIRSC
BAN OE9S 3700$027 0035« 30 15
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Remove the capillary
out of the coloured
holder - ready to starti

Voltifcank Born IW O iet f SoiftCede QBKIOEOIeRS
CANCE39 3906 01800700 $23012
KieisspariiK»K6hfSirifl-Ccide CCKSOE33XXX

BAN Ce33 3705029$0045 843809
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e Create a mechanical slit or slits in zona pellucida of the cell using PZD pipette;
< Remove pipette from tool holder of micromanipulator and discard it.

While using the holding pipette fitted into tool holder of micromanipulator, the operating pressure
inside a pipette is not more than 10 kPa.

7.5. Soft Denudation tip

e Attach the Soft Denudation Tip to the compatible adjustable handle;

« Denudation of oocytes: aspirate oocyte in and out of the tip. Repeat the procedure until the
cumulus cell layers are completely removed. Gently withdraw tip from dish;

» Manipulations with oocytes and embryos: aspirate oocyte/embryo into the tip for manupulation

(transfer from one dish to another, etc.). Gently aspirate oocyte/embryo out of the tip and
withdraw tip from dish;

< Remove Soft Denudation Tip from holder and discard it.
While using the soft denudation tips together with the adjustable handle the pressure generated for

moving a plunger of the handle is not more than 5N. The created operating pressure in a soft
denudation tip - not more than 35 kPa.

8. Production process & Quality control. Compliance with international
standards

Micro Instruments for assisted reproductive technoiogies are made from cleaned borosilicate glass
(borosilicate glass 3.3 Schott Duran) and polycarbonate (Makrolone-2099). Reproline medical GmbH
administrates a quality management system according to DIN EN ISO 13485:2016 for the production

and the distribution of products for reproductive medicine and laboratory needs and guidance in
medical technology.

All products of Reproline medical GmbH are manufactured in a certified clean room of ISO class 7 and

have to pass manifold quality controls during the production-processes, so that each product that
leaves the production site has undergone a 100%-control.

Computer technologies, laser optics and computer assisted production processing not just deliver a
high number of product data, but also a precision and accuracy reflecting in the quality and
reproducibility of the products. The assurance of the permanently highest quality standard is
monitored consistently, confirmed by the end control and documented in a quality protocol.

The quality control system for the final products complies with the Annex V of the MDD 93/42/ECC
Directive.

Additionally the production lot of each product listed here is tested for mouse embryo toxicity (MEA)
and is released for sale not before having passed this test.

9. Requirements of Environmental protection

Micro Instruments for assisted reproductive technologies during use, transportation and storage do

RefitoSne medical GmbH GeschaRxluhmf

Spariasae KhinBonn (Sw*-Code COLSDE33)«X Volksbank Bonn Rhem*Sieg/StinfbCode QE>IOOEDIBRS
Ze*Msb. 15.53359 Rhehibach, sentu«y Ludgaf Hoppe I Thomas Willuaki (BAN DES6 3705 0198 0005 <W9 26 18ANOE383806 0186 0706 923Q12
Tel: .49(0)2226-9005-0 HRB 10589.1AGto e RaSfciaenbai* Voieilal | Saaft-Codi GB<ODEDIRBC Kreiseporitacee KSn/Swift-Code COKSOE33XXX
Fax: 49(0)2226-9005-55 StNr.:2225715m35 SAN OE96 3706 9627 0035 4330 15 m iDE3837051U 00455438€9
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I NON-fox1c]  Non-toxic

Not re-use

@ Do not use if package is damaged

Consuit instruction for use
J‘$ C Temperature range
5*cl

Q £ 0481 Complies with EU directives and identification number of notified body

i REPROUNfI

.o Logo of the manufacturer
Products with this symbol can be used for human sperm.

Products with this symbol are tested for mouse embryo toxicity (MEA).

This symbol indicates that raw materials used for production were tested for
endotoxins.

Product with this symbol are sterilized by gamma irradiation using a validated
process according to DIN EN 1SO 11137.

13.Transportation and Storage. Shelf life

Transportation of Micro Instruments for assisted reproductive technologies can be made by all
means of transport in roofed transport facilities. The optimized packing enables Micro Instruments
for assisted reproductive technologies to be resistant to the vibrations and bumps which appear
naturally during transportation.

Transportation and storage of Micro Instruments for assisted reproductive technologies is
recommended to be performed in original packing at +5°C - + 35°C and 85% RH.

During transportation and storage of Micro Instruments for assisted reproductive technologies it is
necessary to observe precautions and avoid excessive physical impact, high temperature, high
humidity and direct sunlight.

The shelf life of the device is 3 years after sterilization. Do not use the device after expiration date
indicated on the package.

Reprafawnedicai OmNe /S«i&Co4»COLSDE33XXX VolksfcankBamRhe«H8i4f8«fbCode OENOOEDIBRS
Zeosstf. 15,5356 Rhcinfeac), Germany U47er Hoppe/ Thomets Wz 0£$ 370501300005.404920 BAN DE35 3805 01060706623012
T Y2690/ KR 10569 AGBern fUSMenbenk Vorcife]/ Swifi-Cod*NOOEDIRBC  KietsspKfceseLll fSifiodtCOKSDE33m

SNEZSIH BW DE96 37069627 0035433015 BAN DE33 37050299 0045 6436 69
USHDNKi X 012344275
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Die wortliche Ubereinstimmung der vorstehenden Abschrift mit der mir
vorliegenden Urschrift beglaubige ich hiermit.

Rheinbach, den 29. Januar 2019

Dr. Leitzen, Notar
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JlepeBof, ¢ aHTIMIACKOTO 1 HEMELIKOTO f3bIKOB Ha PYCCKMIA A3bIK /Wramn: 3aBepeHHas konus/

NHCTPYKUMSA N0 aKcnayaTaumm
MeANLUNHCKOro nsaenuns

«MWKPONHCTPYMEHTbI NS BCIOMOTaTe/IbHbIX
PENPOAYKTUBHbIX TEXHOIOM NI

MpoussoacTtea «PenponaitH megnkan Mm6X» / Reproline medical GmbX, MepmaHuns
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5. [lpoTnBoOnoOKasaHuA

He BbISIBNIEHbI.

6. lNoTeHUMasIbHble OC/IOXXHEHWUST / NOOOUHBbIE APPEKTbI

Mo60ou4HbIe 3thdheKTbl OTCYTCTBYHOT

7. Mepbl NpeaocTopoXXHOCTA

Mepen wucnonb3oBaHWEM, MOXanylhcTa, O3HAKOMbTECb C WHGOPMAaLUMEN, pasMELLEHHON Ha
3TUKeTKax M3L4eNnii N ynakoBKe, a TakxKe B MHCTPYKLMMW MO 3KCnayaTauun.

He wncnonb3oBaTb ANS Ueneid, OTANYHbLIX OT Ha3Ha4YeHWs N0 MCMO/Ib30BaHUIO, OMUCAHHOIO B
[aHHOM PYKOBOZCTBE MO 3KCnayarauuu.

yYpocTtoBepbTeCh B MPaBWIbHOCTM BblbOpa MapameTpoB (BHYTPEHHErO W BHELUHEro Aunametpa,
yrna) nuneTkn nepeg ee OTKPbITUEM.

Mepes NpYMEHEHMEM NPOBEPbTE HA COBMECTUMOCTb C APYTUMU MeULUHCKUMU U3LENUSMU 1
obopyaoBaHveM, KOTopble ByayT MCNO/b30BaTLCA COBMECTHO.

Mepen Havanom npoueaypbl, NOXanyhcTa, 03HAKOMbTECb C MHOPMALMENR, Pa3MELLEHHON B
WHCTPYKLMUK MO 3KCNyaTaunum n3genunin, Ncnosib3yemMbiX COBMECTHO.

Bcerga npoBoAuTe BM3yasibHbIA  OCMOTP  M3A4eNnst nepej €ro  UCNofb3oBaHWEM  AS1s
MaHuNynAauni.

B cnyyae, ecnn ynakoska usgenvs Obina HapylleHa Wiy camo u3genve 6b110 NOBPeXAeHo [0
WK Nocne OTKPbITUA YNakOBKW, HE UCMO/b3YiTe ero.

He unHunte nsgenue.

Mcnonb3yiiTe cpasy nocne BCKPbITUSA YNakoBKM.

He ucnonb3yitte nsgenve nocne UCTeYeHUsi CPOKa rogHOCTU.

Mpy Mcnonb3oBaHUKM cob0AalTe acenTnyeckme Mepsl 4na NpegoTBpalleHns KOHTaMuHaLumu.
N3nenve sBnsietca XPynkMMm, MpuM paboTe C HUMMK Ccob/ogaliTe OCTOPOXXHOCTb W BCe
MaHMNynAauuyM NPOBOAUTE B COOTBETCTBUM C MONOXKEHMSMU PYKOBOACTBA MO 3KCM/yaTauumn.
N3penve npegHasHayeHO TOMbKO ANSi OAHOKPATHOrO MUCMo/fib30BaHMs. He ucnonb3yihte n He
CTepUN3yiTe n3genne NoBTOPHO.

YTunusnpyiTe nsgenvie cpasy nocnie Ucnonb3oBaHus.

XpaHute u3genvie BAanv OT AENCTBUS C/ULLIKOM BbICOKMX Temnepatyp, BbICOKOW BIaXKHOCTM K
AeNCcTBMA NPAMbIX COMTHEYHbIX NTyYei.

Reprollne medical GmbH/ «Penponaiii meaukan MoeX» [AvpekTop Cnapkacce KénbH BoHH / Swift-kopa: COLSDE33XXX Ponbkc6aHk BoHH PeitH-3ur/Swift-kos: GENODED1BRC
Zeissstr. 15, 53359, Rheinbach, Mepmanns Nyarep Xonne/Tomac Bunnioukn I6AN OE56 3705 0198 0005 4049 29 IBAN DE38 3806 0186 0706 9230 12

Ten.: +49(0)2226-9005-0 HBR 10589/AG BoHH Paiichchaiizen BaHk ®opsiichens/Syyllr1-Hoa: GENODEOIRBC Kpeiiccnapkacce KénbH / Swift-koa: COKSDE33XXX

;, 000 LMPMH @ |NFD@C|RM]&[T@§WWW GOSZDRAVNADZOR RU StNr: 222/5716/1135 IBAN DE96 3706 9627 0035 4330 15 IBAN DE38 3705 0299 0045 8438 69

USt-ID Nr.: OE 812344275
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8. TexHuyeckoe onucaHue n XapPaKTepucTtnkmn

6.1. MuneTkn 4NA MUKPOUHDBEKLMWNA

MunNeTkn AN MUKPOMHBEKUMIA  UCMONMb3YHOTCS AN UMMOOUIM3auumu, 3abopa W BBEAEHMS
cnepmMaro3oMoB B uuTOoniasMmy - AiilekneTkn  (MHTpauuTonnasmatmyeckas — MHbekuus
cnepmaro3ongos - MKCK). MuneTkn n3roToBfieHbl U3 Kanuiispos M3 OUULLEHHOTO 60POCUINKATHOTO
cTekna (bopocunukatHoe crekno 3.3 Schott Duran) u fOCTYMNHbI Kak CO Cnaikom (LUMMNOM) Ha KOHLLe,

To
-S|
20", 267,
I\ 307, 35",
407
Tak u 6e3 Hero.
Yron 0 BHYTpPeHHUN 0 BHEWHNI cnaiu (wwun)
0" 5 MKM 7 MKM HeT
0" 5 MKM 7 MKM aa
20’ 5 MKM 7 MKM HeT
20° 5 MKM 7 MKM na
25’ 5 MKM 7 MKM HeT
25’ 5 MKM 7 MKM na
30’ 5 MKM 7 MKM HeT
30° 5 MKM 7 MKM aa
35’ 5 MKM 7 MKM HeT
35° 5 MKM 7 MKM aa
40’ 5 MKM 7 MKM HeT
40’ 5 MKM 7 MKM na
HomunHanbHasa o6uwas annHa nuneTtky - 60 Mmm
[nvnHa paboueli yactu (Nneya) NMNETKN - 1 MM
Reproline medical GmbHI «Penponaii wemman M6 [WpeKTop Crapiacce Kenuw Bow ] Swiftop: COLSDESGROX omexcasK o Peii-3ur | Swifto: GENODEDIBRC
zeissir. 15, 53259, Rbeinbach, epuana fyarep Xonneflowac Bunmowes  IBAN DES6 3705 0196 0005 4049 29 IBAN OF38 3606 0186 0706 9230 12

Ten.: +49(0)2226-9005-0 HBR10S89/AG BoHH i i Bark ®opaii Ift-non: GENOOEOIRBC

Kpeiiccnapkacce KénbH / Swift-koa: COKSOE33XXX
dakc: +49(0)2226-9005-55 St.Nr.: 222/5716/1135 IBAN DE96 3706 9627 0035 4330 15 IBAN DE38 3705 0299 0045 8438 69
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YCOBEpLWEHCTBOBaHHAs YnakoBKa o06ecneurBaeT CTePUIbHOCTb M COXPAHHOCTb B mpouecce
TPAHCMOPTUPOBKM, a TaKXKe NPOCTOe U 6e30MacHoe M3BeYEHNe NUNETKN.

6.2. lMunetkn ygepxusaiouine

YpepxuBatoL,ue nuneTkn 13rotoB/ieHbl U3 6OPOCUANKATHOIO cTekna (6opocunmkatHoe crekno 3.3
Schott Duran) v Ucnonb3yrOTCA AN (UKcauUy 1 yaepaHus B Ornpese/ieHHOM MOJIOXEHUN oouuTa
nnm amopuoHa B npoueaypax MKCW, BcnomoratenbHOro XeT4ymHra, 61uoncum noasipHoro Tenbla uin
6nactomepa.

FnagKuin, OTNONMPOBaHHbIA MNNOCKWUA KOHYMK MO3BOMSET HAAEXHO 3a(uKCMpoBaTb OOLUT WK
AMOPMOH 1 n3bexartb NoBpexaeHns bnectaryeii 060104KN KNETOK.

\
20", 25%,
30*. 35",
o
Yron 0 BHYTpEHHMUIA 0 BHeLWHMUI
0 15 MKwm 75 MKM
0° 15 MKMm 100 mMKm
20° 15 MKwm 75 MKM
20° 15 MKwm 100 MKm
25° 15 MKM 75 MKM
25° 15 MKMm 100 MKm
30° 15 MKwm 75 MKM
30° 15 MKwm 100 MKm
35° 15 MKM 75 MKM
35° 15 MKM 100 MKM
40° 15 MKM 75 MKM
40° 15 MKM 100 MKm

Reproline medical GmbH/ «Penponaiii meaukan Mv6Xs [JvpexTtop CnapHacce KénbH BonH / Swift-koa: COLSOE33XXX ®onbkcbaHk BoHH PeiiH-3ur / Swift-kog: GENODED1BRC
Zelssstr. 15, 53359, ftheinbach, Mepmanus Nyarep Xonnesiomac BUN/IoLUKM I6AN DES6 3705 0198 0005 4049 29 IBAN DE38 3806 0186 0706 9230 12
Ten.: >49(0)2226*9005-0 H6R 10589/AG BoHH ! i BaHk i b/Swlft-koa: GENODEO1IRBC

Kpeiiccnapkacce KénbH / Swift-kog: COKSDE33XXX
®dakc; f49(0]2226-9005-55 St.Nr.:222/5716/1135 IBAN DE96 3706 9627 0035 4330 15 IBAN OE38 3705 0299 0045 8438 69
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0 BHYTpeHHMUIA

80 MKMm
100 MKm
125 MKm
130 MKm
135 MKm
140 MKm
145 mMKm
150 MKm
155 MKm
165 MKm
170 MKMm
175 MKm
200 MKMm
275 MKM
300 MKMm
550 MKM

HomuHanbHas oblas gfmMHa HakoHeyHmKa - 90 Mm

Reprolin* medical CTbH/«Penponaiih megukan MeX»
Zeissstr. 15, S33S9, Rheinbach, Fepmanus
Ten.; *49(0)2226*9005-0

dakc: 449(0}2226-9005-55

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

[AvpekTop Cnapkacce KénbH BoHH / Swift-koa; COLSDE33XXX

Nyarep Xonneflomac Bunnwoukn IBAN DES6 3705 0198 0005 4049 29
HBR 10589/AG BOHH Palithipaiizer Bank dopaiidiens / Swift-kos: 6ENODEDIRBC
St.Nr,: 222/5716/1135 IBAN DE96 3706 9627 0035 4330 15

USMD Nr.: OE 812344275
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®onbkcbaHk BoHH PeiiH-2ur/ Swift-koa: GENOOEO1BRC
IBAN DE38 3806 0186 0706 9230 12

Kpeiiccnapkacce KénbH / Swift-kog: COKSOE33XXX
IBAN DE38 3705 0299 0045 8438 69
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17. TapaHTuns

MpousBoauTeNnb  rapaHTMpyeT  KayecTBO  «MMWKPOMHCTPYMEHTOB

ans

BCnomMoraTtesibHbIX

PenpoAYyKTUBHbIX TEXHONMOTWIi» B TEYEHME BCEr0 CPOKAa rOLHOCTM A0 AaTbl, YKAa3aHHOW Ha 3TUKETKE.
B cootBetrctBum ¢ DIN EN ISO 11137 cpok rogHocTM u3genus coctasnser 3 roga C Aarel

crepunusaumnin.

Mpon3BoamnTenb He HeceT OTBETCTBEHHOCTb 3a NI060V YPOH, BO3HUKLLNIA BCEACTBME HENPABUIbHOIO
NCNOMb30BaHUA WM HEeCOOMAEHNA YyKasaHuii M Mep NpefoCTOPOXXHOCTEN, cofepXawuxcs B

VHCTPYKLMM MO 3KCnayaTaumu.

18. Peknamauuu

Mpn BO3HUKHOBEHWM NpPETeH3Uii Mo MOBOAY KadyecTBa MeAMLMHCKOro u3aenust obpauaiitech K
npov3BOANTENHO U/ UK YNONHOMOYEHHOMY NPeACTaBMTENO NMPOU3BOAUTENS.

MpoussoamnTens:

«PenponaiiH megmkan 'm6X» / Reproline medical GmbH
Zeissstrasse 15, 53359 Rheinbach, Germany

Ten.: +49(0)2226-9005-0

®dakc: +49(0)2226-9005-55

E-mail: info(5)reproline-ivf.de

YNONMHOMOYEHHbI I npenctaBuTenb:

000 «demuHa»

119530 Poccus, . Mockea, OuakoBcKoe Lwocce, 4. 32, ctp. 15
Ten.: +7 (495) 744-68-70

E-mail: info@mcfemina.ru

Moanuck n nevyartb

_/Mopgnuce/_

Nyprep Xonne
FeHepabHbIA ANPEKTOP
«PenponaitH meankan m6X» / Reproline medical GmbH

/lWLramn: PenponaiiH Meaykan MeX
Zeissstr. 15
53359 Rheinbach
FepmaHus
Ten.:+49/(0)2226/9005-0
(hakc: +49/(0)2226/9005-55/

Reproline medlol GmbH/ «Penponaii meavkan MGXa [vpexTop Crapkacce KenbH Bont / Swift-kopt: COLSDEZROX

Zeissstr. 15, 53359, Rheinbach, Fepmanms Nyarep Xonne/Tomac Bunnioukm IBAN DE56 3705 0198 0005 4049 29

Ten.;+49(0)2226-9005-0 HBR 10589/AG BoHH BaHk ®opaii ift:

A; GENOOEDIRBC

dakc; +49(0)2226-9005-55 St.Nr.; 222/5716/1135 iBAN OE96 3706 9627 0035 4330 IS

USH-ID Nr.; Ob 812344275
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Kpeiiccnapkacce Kénbh / Swift-kog: COKSDE33XXX
IBAN OE38 3705 0299 0045 8438 69
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[MepeBof 4AHHOIO TeKCTa BbINOMHEH nepeBogyunkom KpannTbiM eHncom AnekcaHaposuye.

Poccuiickas qyénepaums

"opog MockBa.

UeTBEpTOro heBpans fBe TbiCAYN [eBATHAALATOrO roja.

A, NpokoweHkoBa EneHa EBreHbeBHa, HoTapuyc ropoga MOCKBbLI, CBUAERTENLCTBYIO
NOAMIMHHOCTbL NOANMUCK NepeBOoAYMKa KpannnHa LeHnca AnekcaHapoBuua.

Moanuchb caenaHa B MOeM MPUCYTCTBUMK.

JInyHOCTb NOANUCABLIEro AOKYMEHT YCTaHOB/IEHA.

3apernctpupoBaHo B peecTtpe: No 21/86-H/77-2019

B3biCKaHO rocyjapcTBeHHOW nownuHbl (Mhapmu”™y
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Poccuiickas depepaups
l'opog, Mocksa

LWecToro chespans A eTTUAEBTHAALIOrOroa3

NiogmMuna BanepueBHa, BPEMEHHO WCMOMHsIOWAS
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BiA1ckaHo rocyggpcTeHHon MWUVHbIno Tapudy): v .
YnayeHo 3a 0Ha3akHe N5 47 r 1 oM™ 1 TEXHUYECKOTO XapakTepa'.
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