MegmuuHckoe nsgenve: Habop rpagneHToB MI0THOCTY A/1A MOArOTOBKMN
cnepmbl Sil-Select Plus, REF: SIPO0SPRG
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MeanumHckoe nsgenve: Habop rpagmMeHToB NIOTHOCTU A/15 MOATOTOBKM
cnepmbl Sil-Select Plus, REF: SIP008
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MeanunHckoe mn3agenve: Habop rpagmMeHToB MA0THOCTM Ans nogrotoBku criepmbl Sil-Select Plus, REF: SIP050
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MeanunHckoe mn3genve: Habop rpagmMeHToB NAOTHOCTM AN noarotoBku criepmbl Sil-Select Plus, REF: SIP 100
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MeauuunHckoe nsgenve: Habop rpagueHToB NJIOTHOCTU A1 NOArOTOBKM
cnepmbl Sil-Select Plus, REF: SIP016PRG
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MeaununHckoe nsgenve: Habop rpagueHToB MA0THOCTU ANA MOArOTOBKM
crnepmbl Sil-Select Plus, B1EP: SIP016
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Layout of the labels for the medical device:

Sil-Select Plus - Density gradient kit for sperm preparation

Labels on the device and its packaging

- Bottles labels
Sil-Select Plus Upper layer XXXMIN
pagveHTee|8Uiere otos
C<wxKTK«»|WwHbe«wlpHW 11Ww, rkxpboirbeatNeoy  «,*

L*3, XEN1CAdep, HYexr»e<ukapinCHaawloyHbl1Alaiiywx
FACA)2.2r4mT|i
MEAU«TBTPWMN-55T"80% '3Haewwl«e . 5EQNT

N e sipxxxup PD i
N (K3 FPXXSIPXXU s XXXX-XX

ml «gH7HBBC AT B e Boms

Sil-Select Pius Lcm”r layer
rpagvexTMmKHerp coq

Cagepxkr KowwoagHble 4acTpH WTUEOT, NOKpbTbe CTaH<LL,

CNe3, XEMNEC-eychep. Yenoseueckuii OS0pOTOUMbIA AbOYMIH
?1CA)0.4rInTp

MEA He TecncpouH - SST r 80% - O»«oTorall<0,5 Eqwl

5 ® SIPxxxLO CB
& E | g XXXX-XX D

m | ®epnrfTpo H.B., UhayclpueTapk Hofvi LLBOBapwem, bensrusa

Washing/ Insemination medium XMA
Mp(vib B<Tas/LLCBLLHA1 L (a1 Cpeiia
Ccapeporur: CCP3, XEMEC-Byep, UenoseyecHuin
CbIBOpOTOUHbIA AnbOymuH (UCA) 4 riwiTp

MEA| 80% - He ncnonbitoBath npy noMyTHekuml
"0TOBa K 1CMO/Mb30BaHNIO r-

® WASHxxx 0
S FPXXFLxx 2 XXXX-XX

o ‘
" .
DN S 2RO () Pt

m I ®BpnCbo H.B., U] «yclprenap«Hopa X, 8730 BupHL, BeTbiMa

wyY [5&

| TKLKY. &

Washing/ Insemination medium XM/
[poMblaoyHas/MHCEMUHALMOHHANA cpeja
Copepxut: CCP3, XEMEC-6ydep, Yenoeaueckuii
CbIBOPOTOYHBI Ab6yMUH (UCA) 4 r/nmTp,
theHoNoBbIi (hacHbIi, reHTaMuumH 10 mrinntp
MEA T 80% - He ucnonb3oBath Npu noMyTHeHMN!

['oTesa K UCMONb30BaHMIO Eésupl
@ WASHxxxPRG cuw
..w.l FPXXFLXXPRG 2 XXXX-XX* n
®y3'MMpo H.B.. U»yii®T|MMne|x Hopa M. I O BupHem, Benbrus VA2,.Rns
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Boxes labels

Sil-Select Plus

( p Habop rpwyiemoe nw Tio cTa Ans
rKVirMtrroBRH cnep w

CocTaB: ex2.SNe iS»SelectP tail®
layers FpanuenTBapBew cTa
BxZStaiSl-SaiBctPKs Lower

layer-Tpasuenrniia krocnos

IM SanVIM iiniy bxaelllna6on
fneclum - MpombiBouHER™

j'l r LI MHCeWHaLNonHm ¢ p A

C_j CawwlrYrrr»T

[}» 1 TyTatheccaonanveeo TyTUMEHEHN
0 ® N N V.A2 Rus

LFPastPxx A K Y xm-xx

N O ATANHEe llﬂﬂd!}Oleena|mHopu32,873a
B|doHem, B«Y%rus

YNCnkkXBHHbIA npencxanmNe B Pocax
000 <deppETacTl, KKOOrB, . ExatepuHbypr, yn.

Kapna Mapka A.8 o411
PY» or

Sil-Select Plus

iiF | Sipcoe
FPxxSIPxx

d K SSIATTIMIPEX

®epn/lpo B4 AT ecTpTLX HOJAX,
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"fi  Sil-Select Plus
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mn Sil-Select Plus
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mjrt Sil-Select Plus

% I# Ne [6oprpaii)(lL (»nxnHocragns
[T 1 D Mwrorasm cnepteii

Cocmx Zx20wiSiideledFtad)p»
\a/T-Tpw>TWwWkKkrToaT
2x20i« Sl*eteci Plus Uww

TpaATKrHWeKrocnos

"0 ENeWsit HaveSn

mdum - MpombIBouHas/
MHOBMMMAYMHT cpefa
{c tharonosibIH «paenbM M
ratae/iLiuHoMm)

AN | Cepapsar, Lle,gonep,samﬁ
p CbIBOPCKMHI Am>6|/IMH (UCA)

Nrnpodo wbioollpwlwTs
Oasg™ X ® ==
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YNOBHOMOUEHHb IV NpeeATaBLuanb a Pocoe:
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Kepn3Megaka f.80cp411
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Sil-Seiect Plus Upper layer XXXMJT

Hageg ha/LLHTO* NAOTHOCTI AN151 MOSTOTOBKY U»P«SH - [paefKKT BapkHeroans
COIBPXKI KONNONAHBIE YacTLibI CUIMKOHA, NOKPLITbIE CUNAHOM,
CCP2, XEMBCOYyap, YUsnoseueck*i CbIBOPOTOUHbI AbOYMUH

{UCA)2.2r/nutp
MEA He TecTupoB» - SST 1 80% - HA0TOKCMH < 0,8 ES/MN
[lns npochaccuxansinao LCUMMHBHUS

@ SIPxxxUP w flxxxx-xx LU j
n FPxxSIPkxU 2 xxxx-xx |uBw {g |

la | «Mptafpo mmwycrpmmmpk Hopp 3’,*mﬁmpucm. EwbTtna
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MepeBof C aHrMMNCKOTo A3bliKa Ha PYCCKUIA A3bIK

MakeT 3TUKEeTOK Ha MeNLUNHCKOoe nsgenuve:
Habop rpagneHTOB NNOTHOCTU AN noArotoBku cnepmebl Sil-Select
Plus

STUKETKM Ha U3LeNun 1 ero ynakoeke
+  JTWKETKM ANs PNakoHOB

B.91P016PKO. SIPO50. S IP 16~ ;;M /"N 'm

Sii-Select Plus Upper layer X30an
rpafiMeHT BEPXHEro onos
CopepxuT: KonnouaHble YacTuLbl CUINKOHA, IOKPb/IbB CUaHOM, #
CCP3, XEMNEC-6ydhep, Yenoseueckuii CbBOPOTOUHBIA AnbOYMUH

N {UYCA)2.2rinnTp
MEA He TecTupoBaH - SST >80% - HgoTokeuH < 0,5 E3/mMn

I .
o* kesl S|PxxxUP
o
lflb FPxxSIPxxU XXXX-XX
«I ®An~lpo H.B., Hopa 32.B730 BeTbrua VA3 Rus

Sil-Select Pius Lower layer

I PaINEHT HIXHErO Cost

Cogepxut KonnomaHble YacTuLbl CUMKOHA, NOKPb/IbB CUMIAHOM,
CCP23, XENEC-6ydhep, Yenoseyeckuii CbIBOPOTOUHbIA ANbOYMUH
|4CA)0.4r1nutp

MEA He TecTpoBaH - SST > 80% - SHAOTOKCKH < 0,5 EAmA

G B  SIPxxxLO cl

LLbrl FPXXSIPXXL 2 XXXX-XX

8
g
| SMEET 03 4 VNN N Purbibl.

&

m | ®eptulcdoH.B,NepycTpu«lap« Ho"p 32,8730 *pHem. berbws
a»* k(Sipooa.w n w

Washing/ Insemination medium XM1
MpoMbIBOYHAA/MHCEMUHALMOHHAA cpefa
Copepxut: CCP3, XENEC-6ydep, Yenoseuecknii
CbIBOPOTOYUHbIA AnbbymuH (UCA) 4 rinuTp

MEA 1 80% - He ncnonb3oBatb npu NoOMyTHeHUK!

mjS [0TOBa K MCNO/Ib30BaHMNIO i -
a ® WASHxxx oH N1/

¢ W1 FPxXFLXx S XXXX-XX * 4*-N

" ®e~r»Clpo H.B., UHpgycTpmenapk Hopa32.874 Benbrus

Y.A2 Rus
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MepeBop, C aHI IMNCKOTO A3blKa Ha PYCCKUIA A3bIK

Washing/ Insemination medium XM
MpoMmbIBOYHasA/MHCEMUHALMOHHAA cpeja
Copepxut: CCP3, XEMEC-6ytep, Yenoseueckuii
CbIBOPOTOUHbIA AnbByMuH (UCA) 4 r/nnTp,
(heHONOBbIA KpacHbIiA, reHTamuumH 10 mr/nutp
MEA > 80% - He ncnonb3oBaTb Npu nomMyTHeHUK! .-
ijL ['oTOBa K MCNO/Ib30BaHUIO bnsmg* | =

e [eec l-— ="
in

U. |W] FPXXFLXXPRG 2 XXXX-XX

ml G o8 UnapesiH FDBre EtnA

A washxxxprg Q1]

STUKETKU ANs KOpoBOK

"M Sil-Select Plus

Q) Habop rpafieHToB NI0THOCTM AN1A
MOAFOTOBKY CriepMbl

Cocras; 8x 2.5mn Sil-Select Plus Upper
layer - FpagyueHT BepxHero cnos
8x 2.5mn Sil-Select Plus Lower
layer - TpavieHT HikHero cnos
8x 5mn Washing/ Insemination
medium - MpombIBOYHas/
VMHCEMUHaLMOHHas cpefa

o '2
CopepxuT: Yenoseyeckuii
CbIBOPOTOUHbI AnbBYMUH (UCA)

[Lns NPOcHeCCHOHANEHOTO MPUMEHEHIS

0,

0
[Hi] NM=*I ¢ VA2 Rus

SIPO08 [tOT| FPXxSIPxx 7 XXXX-XX " XXXX-XX

m OGepTulpo H.B., NkaycTpuenapk Hopg 32.8730
afl BupHem, Benbrua

YNoNHOMOYEHHBIA NpeacTaBuUTeNb B Poccum:
000 «®eppoTpaa», 620026, r. EkatepuHbypr, yn.

Kapna Mapke3 4.8 och.411
PYNe or

Sil-Select Plus

SIP008 2

||-OT| FPxxSIPxx

XXXX-XX (01} 0 5411967 00257 3 (17) 999999 (10) FPXxSIPxx

®eptulpo H.B., UHpycTpuenapk Hopp 32,

8730 BupHem, benbrus V.A2 Rus
T m KLY LAVA
L i li— - -—Lim
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MepeBOoA, C aHT/INACKOI0 A3blKa Ha PYCCKUI A3bIK

"T:  Sil-Select Plus

Cp Ha6op rpafiMeHToB NI0THOCTM AN1A
MOAFOTOBKY CriepMbl

Cocras: 8x 2.5mn Sil-Select Plus Upper
layer - TpazveHT BepxHero cnos
8x 2.5mn Sil-Select Plus Lower
layer - FpaaueHT HmKHero cnos

mN5
8x 5Mn Washing/ Insemination
medium - MpombIBOYHas/
MHCEMMHALWOHHas cpefa
(c theHONOBLIM KpacHbIM 1
reHTaMULIMHOM)

CopepxuT: UenoBeueckuit
CbIBOPOTOUHbII AnbGYyMUH (UCA)

15 npochecc1oHanbHOro NpUMEHeHNs
W s 3 ~ .. W R

|REF|sIPO0SPRG 110 TI#PxxSIPxxPRG (Wf] Xxxx-xx |

_J ®eptulpo H.B., MugycTpuenapk Hopg 32,8730
BupHem, benbrus

YNoMHOMOYEHHBIA NpeacTaBunTeNb B Poccum:
CHOO «deppoTpact», 620026, r. ExatepuHbypr, yn.

Kapna Mapkca 4.8 o¢h.411
PYNe or

Sil-Select Plus

|REF| SIPOOBPRG 2 XXXX-XX

[|-°T| FPxxSIPxxPRG

d ] XXXX-XX (01)0 541196700257 3 (17)999999 (10) FPxxSIPXXPRG

AJj  ®eptulpo H.B., UHpycTpuenapk Hopa 32,
8730 bupxem, benbl'na V.A2 Rus

EPIILLIBA %
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MepeBop, C aHI IMNCKOTO SA3blKa Ha PYCCKUI A3bIK

"T1  Sil-Select Plus

q:) Habop rpafiMeHToB NOTHOCTY ANs
MOAFOTOBKY CriEpMbl

Cocras; 2x 20mn Sil-Select Plus Upper
layer - [paguaHT BEpXHero cros
2x 20mn Sil-Select Plus Lower
layer - T'pagmaHT HUXHero cnos
5x 20mn Washing/ Insemination
medium - MpombIBOYHas/
MHCEMMHALWOHHaA cpefa

CopepxuT: Yenoseyeckuit
CbIBOPOTOUHbIit AbGYMUH (UCA)

[N NPOhECCHOHANBHOTO NPUMEHEHNS!

V.A2 Rus

na ™~ 3 # JT 'W

|REF| SIP016  |LOT| FPxxSiPxx xxxx-xx 2

1 ®eptulpo H.B., NHaycTpuenapk Hopg 32,8730
BupHewm, benbrus

YNoHOMOYeHHbII NpescTaBuTeNb B Poccum:
CHOO «®eppoTpact», 620026, r. ExatepuHoypr, yn.

Kapna Mapkca 4.8 och.411
PYNe ot

Sil-Select Plus

|REF| SIP016 2
|t-OT| FPxxSIPxx
XXXX-XX (01) 05411967 00258 0(17) 999999 (10) FPXXSIPxx

®epTufpo H.6.. UHaycTpuenapk Hopa 32,
8730 BupHem. benbrus v.A2 RuS
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MepeBop, C aHINMIMINCKOTNO A3blKa Ha PYCCKUIA A3bIK

"M  Sil-Select Plus

Ha6op rpasveHToB NoTHOCTU A/1st
MOATOTOBKY CrepMbl

Cocras: 2x 20mn Sil-Select Plus Upper
layer - TpagueHT BepxHero cnos
2x 20mn Sil-Select Plus Lower
layer - [pagyeHT HuxHero cnos

u d 5x 20mMn Washing/ Insemination
medium - MpombiBoYHas/
VHCEMMHALWIOHHasA cpefia
(c cheHon0BbIM KpacHbIM 1
reHTaMULMHOM)

CopepxuT: Yenoseyeckuii
CbIBOPOTOUHbII AnbBYMUH (UCA)

[ns npocheccnoHanbHoro NpUMeHeHns
c® T *

] SIPO16PRG |to T| FPxxSIPxXPRG XXXXXX 2 X»«-XX

m Oeprulpo H.B., NHaycTpuenapk Hopg 32,8730
M il BupHem, Benbrus

YnonHoMoueHHb Il npegcTasuTens B Poccum:
CHOO «®eppoTpact», 620026, r. EkatepuHoypr, yn.
Kapna Mapkca 4.8 och.411

PYNe or

Sil-Select Plus

|REF| SIPO16PRG 2 **m

||-OT| FPxxSIPXxPRG

XXXX-XX (01) 05411967 00258 0 (17) 999999 (10) FPXXSIPXXPRG

®epTulpo H.B., MHpycTpuenapk Hopg 32,
8730 BupHem, benbrus V.A2 Rus

Sin-Select PlueUpper layer (SIP050, SiPI0O0)

Sil-Select Plus Upper layer XXXMII
Habop rpafneHToB NAOTHOCTM 4151 MOATOTOBKM CNepMbl - [pafneHT BepxHero cnos
Cogepxut: KonnonaHble 4acTuLbl CUIMKOHA, MOKPbITbIE CUNAHOM,

CCP3, XEMNEC-6ydep, Yenoseueckuii CbIBOPOTOUHbI ANbBYMUH

(4YCA) 2.2 r/nutp

MEA He TecTpoBaH - SST 1 80% - SHA0TOKCUH < 0,5 E3/MA

Ons npoheccoHanbHOro NPUMEHEHN —p_ IY+e°C

N siexxxup fdllxooxxx Ll

| ra FPxxSIPxxU 2 xxxx-xx [srati® A]

>:—|-2°

m | ®ep-wfpo H.B.. UuaycTpuenapk Hopp 32, 8730 bupHem, benbrus

YnonHoMoueHHbI it npeacTaButens B Poccun: 000 «deppoTpact». 620026, 1.

Ekatepuubypr, yn. Kapna Mapkca 4.8 op.411. PY No oT v.A2_Rus

SH-~tP lw s Lower layer<SIP050. SiPIOO)
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MepeBOf C aHI/INIACKOI0 A3biKa Ha PYCCKUI A3bIK

Sil-Select Plus Lower layer XXXMI
Ha6op rpagveHToB nnoTOOCTM AN151 NOATOTOBKY CNEPMbI - MPAJMEHT HUXHETO Cost
Cogiep>iolr: KonnongHble 4acTuLbl CUMKOHA, MOKPbITHIE CUAAHOM,

CCP3, XEMNEC-6ychep. Yenoseuecknii CbIBOPOTOUHbIH AnbGYMIH

(YCA) 0.4 rinn'ch

MEA He TecTupoBaH - SST r 80% - SHAOTOKCUH < O /‘W
[.ns npocheccMoHanbHOro NpUMEHeHNs

SIPxJcxLO I XXXX-XX
M FPxxSIPxxL 2 xxxx-xx |sthM *|

jJJ m | ®Bptulpo H.B., UuaycTpuenapk Hopa 32, 8730 BupHam, benbrus

YnonHomoueHHblii npeacTaButens B Poccun: 000 «PeppoTpact», 620026. 1,
Exatepunbypr, yn. Kapna Mapkca 4.8 op.411. PY Ne oT

3TnKeTKa ANs TPAHCMNOPTHOR KOPOBKM

Sil-Select Plus

CTEPUNBHO

Sil-Select Plus EPoSIP d ]
Habop rpagveHToB NIOTHOCTY AN NOATOTOBKM CNEpMbI

ol
TpaHcnopTMpoBKa it KPATKOCPOUHOE
XpaHeHue npu Gonee BbICOKOH Temnepatypax (40 5 aweit
npu 3rc).

KonuuectBo Ha6opos - XX J
Macca HeTTo TpaHCNOPTHOM YK 0BKM > XX Kr LLL
Macca 6pyTTo TpaHCNOPTHOIA ynakmkkn - XX w " .

Macca ng oAl;oro Hapﬂopa—yxx rpamm \jlIA deptulpo H.B., UuaycTpuenapk Hopp 32,8730 BupHem, benbrus

4

<=7
=

YnonHoHouBHMA npeacTaBuTens a Poccum:

-
I t P ? 000«®eppoTpact<,62002€,r. Exatepunbypr, yn. Kapna Mapkca 5. 8 ocp.411 Aol
e | I I O C [ ] PYNe ot

MpesngeHT; ;
Moanuce: FertiPronv. (®eptulpo Hs.)

. WHpycTprenapk 32
Meyatb: 1noanucs
HaTb: o ' B-8730 BupHem/benbrug
NAEHTUDUKALMOHHBIA HOMep
nnarenswmka HAC: BE 0448 767 035

CseH Komxaupa

[Wramn:]  Hwkenognucaswmniics HoTapuyc ropoga AnTep
Poans MoHfenaepc HacTOALMM CBUAETENLCTBYET,
YTO MOAMUCbL, MOCTaBNEHHaA B €ro MpucyTCTBUW,
NPUHaSIEXNT

[Kpyrnas neyaTb: Poanb MoHpgenaepc, HoT apuyc *9880 AnTep] lnognucel

MepeBOoj C aHTNMUCKOTO A3bl Ka Ha PYCCKMUIl A3bl K BBINONHEH MHOW, NepeBOofUYNKOM EpmakoBoil Hagexxk goi

ANnekceeBHON. MaeHT NYHOCT bnNnepeBoda NOATBEPIX falo.

Mopgnuce nepeBoAYMNK

r.ExarepviH-
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-6ypr

Poccuiickas depepauyuns
Mopoa EkaTtepnHbypr CBepAn0BCKON 06/1acTH
[BajuaTb BOCbMOIro UKOHSA Be ThiCAYM ABaALaTb MepBOro roga

a, dununnosa Onbra BnagumupoBHa, HoTapuyc ropoga EkatepuHbypra
CBUAETENbCTBYI MOAJIMHHOCTL NOANMUCK NMepeBoAYnKa EpmakoBoil Hagexabl ANeKCeeBHbl.

Moanuch chenaHa B MOEM NMPUCYTCTBUN.
JInyHOCTbL NOANMCABLUErO JOKYMEHT YCTaHOBEHA.

3aperncTpuposaHo B peecTpe: Ne 66/201-H/66-2021-9-761.
YnnayeHo 3a coBeplleHne HoTapmnanbHoro gerictausa: 730 py6. 00 kon.

O.B. dununnosa
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