POTOTPACPHYECKHE H30BPAXKEHUA
MEJHIIHHCKOI'O H3AEJIHsA

Marepuan suacnii smGonusupyromuit SQUIDPERI
(Liquid Embolic Agent SQUIDPERI)

“ IIponiBoaHTe B!

Embo-Flilssigkeiten AG (3mGo-®Pnoccurkenten AN
Route des Avouillons 30, 1196 Gland, Switzerland
(PyT ne Asynnnonc 30, 1196 I'nana, lllseituapua)

Penaxkuma aokymenra; 2

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHIA



1.06wwmin BMA NOTPEOUTENLCKOW YNAKOBKN N3AENNS:
MaTepuan Xungkuii améonusmpytowmii SQUIDPERI
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2.Bnja noTpedbuTenbCKol ynakoBKU COOKY M3Aenus:
MaTepuan xugkuiti ambonusnpytowmii SQULDPERI
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3.06wmit euA H3EANR HA NpHMEpE:
Marepuan xnaknit smMGonnsupyroww SQUIDPERI (Liquid Embolic Agent SQUIDPERI), BapHaHT HCTIONHCHUA:
SQUIDPERI34LD_3, B cocrane:
1. Marepran xumnit smGonuzupyrommit SQUIDPERI 3,0 ma (3,0 mL Liquid Embolic Agent SQUIDPERI) -1 da.
2. Dumeruncynspoxcus DMSO 3,0 ma (3,0 mL Dimethy! Sulfoxide DMSO) - 1 .
3. HuausuoyaibHAN YREKOBKA ¢ HIACHMAMH OAHOKPATHONO NPAMEHCHRA, CTEPHALHBIMA, B COCTABE:
- Hinpuu 3 s ps SQUIDPERL (3 ml Syringe for SQUIDPERL), Genwtil nopurens — | .
- lnpuu 1 ma ans DMSO (1 ml Syringe for DMSO), ronyGoi nopuoicre — 1 .
- Azanvep ans wnpuua (Syringe Adapter)- | urr.
4, Haxneliky
5. UHCTpyxuua no NpHMEHEHEoO*

* IIpu nocmasre 6 PP, & KoMmrexmy HOCIMABKY NPUAGZAEMCR UHCIPYKYUR HA PYCCKOM RIBIKE.
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3.1.MapkupoBKka NoTpebmTeNbCKOM YNaKoBKMW, Ha MpUMepe:
MaTepuan xunakuin améonusvpyowmnin SQUIDPERI (Liquid Embolic Agent SQUIDPERI), BapuaHT
ncnonHenmsa: SQUIDPERI34LD 3*

* Ka>kgas noTpebuTenbckas ynakoBka npu nocTaske B P®, LONONHUT eNbHO MapKupyeT Ca CTUKEPOM
C UHpopMauneit Ha pycCKOM f3blKe
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Marepnana sugrnli smGomaupyowit SQUIDPERI. Bapuant ncnoasenna: SQUIDPERI___

Cocram:
I.Marepuan X A am6onuzn ﬁ SQUIDPERI 3.0ma-1¢n.

nuemncynﬂom kowg DMSO 3, 3
3 HAWBHAYANbHAEA YIAKOBKA C memmu OAHOKPETHOTO NPUMEHEHHA, CTEPHILHLIMM, B
cocTase:
- Winpuy, 3 mn ana SQUIDPER), Geapi nopwens — 1 w.
- lllnpuu, 1 mn ans DMSO, rony60ﬁ noplieHb - 1 wr.

ANA WNpuLa— 1uwr.

4 amle KK
S.UHCTPYHUMA DO NPUMEHEHNIO

Ycaosua xpasasua:
XpaHWTb B CYXOM MecTe, BAANH OT NPAMBIX CONHEMHbIX AY4ell, NPM Temnepatype or +19 °C
A0 +25 °C » BAaHOCTM BO3AYXa He bonee 80%.

‘Cnmun O NAPTIN, CPOKE FORMNOTTH, NPOHISORNTRNE, MPAPUMECKHE CHMBOAD! YKABANGI
na noTpebinTenvcroii ynaxkosxe.

3.2.MakeT MapKHPOBKH CTHKEpa 118 AOTIONHUTENbHON MapKHPOBKH NOTPeOHTENBCKOM YITAKOBKI
MERWLMHCKOro Hazenus «Martepunan snakuit sm6ommupyromui SQUIDPERI (Liquid Embolic Agent
SQUIDPERI)», papuautel ucnonuenna: SQUIDPERINS_3, SQUIDPERIISLD_3, SQUIDPERI12_3,
SQUIDPERI12LD_3, SQUIDPERI34_3, SQUIDPERI34LD 3
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3.3.06wWwuii BUA MHAVBMAY&IbHON YNaKOBKU C U3LENUAMW OJHOKPATHOTO NPUMEHEHNS,
CTEPULHLIMW, B COCTaBE;
LWnpuy 3 mn gns SQUIDPERI (3 ml Syringe for SQUIDPERI), 6enblli nopLueHb - 1.
- Wnpwuy 1mn gng DMSO (1 mi Syringe for DMSQO), rony6oii nopweHb - 1 wr.

- ApanTep gns wnpuua (Syringe Adapter)- 1 wT.
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3.4.06wWKnii BUg;
Wnpwuy 1mn gng DMSO (1 ml Syringe for DMSO), rony6oii nopLieHb
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3.5.06uu#t Bux:
IInpuu 3 ma ans SQUIDPERI (3 m} Syringe for SQUIDPERI), Gensidi nopwies
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3.6.061wWuiA BKA;
ApanTep ans wnpuua (Syringe Adapter) - 1 wr.
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instruction for use

ppn

Liquid EmboHcAgent

% nbollH

4-O0LwmiA BAL M3LENs Ha NPUMEpE:
Matepuan >xwmgxuii améonusmpytowmin SQUIDPERI (Liquid Embolic Agent SQUIDPERI), BapyaHT MCMOTHEHWS:
SQU1DPER134:
1 Marepvian xugkuin ambommsvpyrowmia SQUIDPERI  sui(1”“mL Liquid Embolic Agent SQLTOPERI)-1 dy.
2. Oyvetwncynbthokenn DMSO - mn (1,5 mL Dimethyl Sulfoxide DMSO) -1 g
3 VikovBiW"yarbHas yriakoBKa C M3LeMMsIMM OAHOKPATHOTO MPUMEHEHVS, CTEPWIbHBIMI, B COCTABE:
-LWnpuy! mnana SQUIDPERI (1 ml Syringe for SQUTOPERI), 6ebiid MOpLUeHb-2 LLT.
- Winpyu, 1mn gns DMSO (1 mi Syrit™e for DMSOX rony6oii ngxucHb - Lurr.
- Aarrep ana Lwnpuua (Syringe Adapterb 2 wir
4. Haknelikm

5 VHCTpyKUMA Mo MpUMEHEHMIO™

*[pu nocTaBke B P®, K KOMNJIEKTY NOCTaBKN NpUiaraeTCcs UHCTPYKLNUS HAPYCCKOM f3bIKe.
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4.1.061Wwuin BUA NOTPEOUTENLCKOM YMaKoBKU Ha NPUMEpE:
Matepuan xuakuii amoonuampytowmii SQUIDPERI (Liquid Embolic Agent SQUIDPERI), BapuaHT UCMO/MHEHNS;
SQUIDPERI34*

*Ka>kpgasa noTpebuTensckas ynakoBka npu nocTaske B P®, 4ONONHUTENbHO MapKUpyeTCca CTUKEPOM C
MHGopMauneil HapycCKOM fA3blKe

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



Martepwuan xxnakmin amoonunsnpytowmin SQUIOPERI. BapuaHT ncnonHeHusi: SQUIOPERI__

Cocras:
1. Martepuan xxngkuii améoonusnpytowmin SQUIOPERI 1,5 mn -1 dn.

2. Ounmetuncynbokemng OMSO 1.5 mn -1 dn.
3. WNHpauBmnayanbHas ynakoBka ¢ U34eNUsMN OJHOKPATHOTO NPUMEHEHUS, CTEPUNIbHBIMMU,

B COCTaBe:
- Wnpwuy, 1 mn gns SQUIOPERI, 6enblii noplieHb- 2 Wwr.

- Wnpwuy, 1 mn gns DMSO, rony60i nopieHs -1 wr.
-Apantel gns wnpuya- 2 wr

4. Haknenku

5. VIHCTpyKUMsA N0 NPUMEHEHUIO

YcnoBusa xpaHeHus:
XpaHuTb B CyXOM MecTe, BAaan OT NPSAMbIX COMIHEYHbIX lyveld, Npyu Temnepartype o1 +19 °C
[0 +25 1 BNaXHOCTN BOo3ayxa He bonee 80%.

*CBeleHUs 0 NapTuun, CPOKe roHOCTU, MPOU3BOANTENE, FPaivecKe CUMBO/IbI yKa3aHbl
Ha NOTPebUTENbCKON yNaKoBKe.

4.2.MakeT MapKUpOBKW CTUKePa 15 JOMOMHUTENbHON MapKMPOBKU NOTPeOUTENbCKON YNaKoBKK
MeAMLMHCKOro n3aenus «Matepuan xugkuii amoonusmpyrowmiin. SQUIDPERI (Liquid Embolic Agent
SQUIOPERI)», BapuaHTbl ncnonHenns: SQUIDPERI 18, SQUIDPERI 18LD, SQUIDPERI 12,
SQUIDPER112LD, SQUIDPERI34, SQUIDPER134LD

13

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



4.3.006LWWmnin BUA M3ennid, BXOALLMIA B KOMMIEKT NOCTaBKM MeAWLIMHCKOr0 U3genus, Ha npumepe:
MaTepuart xuakuii améonusnpytowmii SQUIDPERL (Liquid Embolic Agent SQUIDPERI), BapuaHT
ncnosHenna: SQUIDPER134:
1 Martepuan xugkuii amoonmsnp>-toupii SQUIDPERI 1,5mn(1,5wE Liquid Embolic Agent SQUIDPERI)- 1
tn.
2. Oumetuncynstokeng DMSO 15 mn (1,5 mL Dmethyl Sulfoxide DMSO)-1 dn.
3. Wnpuy Imngna*UIDPERI(] ml Syringe for SQUICFERI), 6enbiii MOpLUEHb-2 L.
4. Wnpuy 1mn gns DVASO(I ml Syringe for DVISO). rony6oii nopLieHsb- | wwir.
5.AganTtep ana winpuma (Syringe Adapter)- 2 wit
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NMPHJIOXEHHE
(cnpasounoe)

BAPHAHTHI HCTIOJIHEHUA MEAMIIHHCKOTO H3AENAA

Marepran xuaxnli mGoamupyoumsit SQUIDPERI  (Liquid Embolic Agent SQUIDPERI).
Bapuanti ucnoamesun: SQUIDPERIIS, SQUIDPERIISLD, SQUIDPERI12, SQUIDPERII2LD,
SQUIDPERI34, SQUIDPERI34LD, SQUIDPERII8 3, SQUIDPERIISLD_3, SQUIDPERII2_3,
SQUIDPERIN2LD_3, SQUIDPERI34_3, SQUIDPERI34LD 3

L Cocras ana sapuantos ucnoanenus SQUIDPERINS, SQUIDPERIISLD, SQUIDPERI12,
SQUIDPERI12LD, SQUIDPERI34, SQUIDPERIJMLD:

1. Marepuan xnaxuii amGoawsupyiomu#t SQUIDPERI I,5 mn (1,5 mL Liquid Embolic Agent
SQUIDPERI) - 1 ¢n.

2. Humernncynapdoxcua DMSO 1,5 ma (1,5 mL Dimethyl Sulfoxide DMSO) - I ¢

3. WUnausnayansHan ynakoBKa ¢ H3AENHAMY OAHOKPATHOIO IIPHMEHEHHS, CTEPHIILHBIMH, B COCTABE:

- tinpuy 1 mn ans SQUIDPERI (1 ml Syringe for SQUIDPERI), Gensiii nopwexs— 2 wr.

- Winpuu 1 Mn ang DMSO {1 ml Syringe for DMSO), ronyGoit nopwens — | wr.

- Anantep amna wnpHita (Syringe Adapter)- 2 wr

4. Haknelixn

5. MHeTpyxuus no NpUMEHeHo

IL. Coctap aas BapuanTos ucnoanenns SQUIDPERIIS 3, SQUIDPERIISLD 3, SQUIDPERI12_3,
SQUIDPERI12LD_3, SQUIDPERI34_3, SQUIDPERI4LD _3:

1. Marepuan xuaku#f amGonusupytommit SQUIDPERI 3,0 wmn (3,0 mL Liquid Embolic Agent
SQUIDPERI) - 1 ¢,

2. dumernacyavporcun DMSO 3,0 mn (3,0 mL Dimethyl Sulfoxide DMSO) — 1 ¢n.

3. MHauBnayansHan ynakoBKa ¢ H3AETHAMK OAHOKPATHOrO MPUMEHEHHA, CTEPHALHLIME, B COCTaRe:

« Uinpru 3 Mn ans SQUIDPERI (3 ml Syringe for SQUIDPERI), 6enwift noptuenn — 1 wir.

- Winpuy 1 mn gas DMSO (1 ml Syringe for DMSO), ronyGo#i nopuenn — 1 wi.

- Anantep ans wipHua (Syringe Adapter)— 1 wr.

4. Hakneiixu

5. HncTpykusa no npUMEHEHHIo
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Bcero npowmnTo, NPOHYMepOBaHO U CKPenIeHo nevarbio
I5(*-rruolguatfe) _ JIICTCB
] JLipek.TOp___
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