YTBEPXOAIO YTBEPXAAKO

Anpektop OO0 «AHrMonamH» [npekTop
000 «AHLLUONAWNH PECEPY»

-H. KyapsLios

2021 r.

doTorpaunyeckme n3obpaxeHns oouiero snga MeguUnHCKOro n3genms
KaTteTep acnnpaumoHHblii BHYTpucocyauctblii ADELE 0gHOpPa3oBblii CTEpUIbHBINA C
acnmpaumMoHHbIM wnpuyom no TY 32.50.13-019-83540797-2020

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCMbITAHII W PETMCTPALIMI MEAHLMHCKWX H3DENHIA



wnpuuom no TY 32.50.13-019-83540797-2020

KaTeTep acnunpaymoHHbIid BHYTprcocyaucTblii ADELE ofHOPa30BbIil CTEPUbHBIN C aCNpaLNOHHbIM

NHamBUayanbHas KapToHHas Kopobka

KateTep acnupaunoHHbli 4 TN'C'T T7

KOQ/VEP: DL60
NOTN.OT: 20070734

Py XiXXXXXXXX oT Eﬁm E

HOTY 32.50 1M1»-83Ma78T-20r0

Cpenaro 8 Poccim
Wk Made in Russia
00O "Auraonaiit”, Poccust
830559. Hoaocnbupacas 06:., p.n. KonbLoso
yn. TexHonapkosasi, A. 6, och. 218
Tenedpakc: (383) 38347-21

Ansjolime

nte<v*r>cional
COBMECTUHOCTb:
- C BHYTPUCOCY/MCTbIM SIBTBTBPOM C BHEUMLU .nneyn
AvamMeTpom Ha Gonea ' %' '
WC aHYTPUCOCYAMCTbIM KATETEPOM C BHYIPEKHUM , ,nnQl'l
[MaMeTPOM He MeHee " '

MakcumasibHoe fonyctumoe aasnenve uxgysum 0,32 MMNa

[ara nsrertoananus: 2020-07
S TeuweH go: | Ueed by: 2025-07

X0a

HETOKCUYHO

el o« o«

REF HapykHuili AnaMeTp v mouiuflakamatp  ShAKITUBIA ANMHA LOT 20070734
ADELE DL60 1.80 Mm 152 Mm 1320 Mm S 202507
(54F) [0Bed~)
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KaTeTep acnunpauuoHHbIin BHYTprcocyaucTblii ADELE 0gHOpa30BbIii CTEPUbHBIV C aCNMPaLYOHHbIM
wnpuyom no TY 32.50.13-019-83540797-2020
NHamBmayanbHas kKapTOHHas KOpobKa kateTepa

Yencsan! xpaHeHui v TPaHCTopTpoakm

Tp MibnTup i npn iM naptiypt o> *S0
Ro«5(FCuo'Hocnl«nbimii anmmoctin Hiw w * rs%.

X0annk mpu >«MAppuyp» 0< *5 A0 <40 *C ¥ OTMOCUMMLIMi
*iiMEHOCraH« MM 604.

Mpaaxna ytunnsaumum

ApYTMM - GMONOrauACKHM  auwocrMw  ntiitmitrin - oihocdtc* k.
CMMH OTXCHM ¥ NOANEXar yTuaHMUAN 1

00OtMtcnMt ¢ ipotoaiiiwMi Kk ooauuano e
Mag»»unuc«>uM onoMamH mocs bB. ycraHognaHHbin CaHMH
2.1.3664 U UHLIMM >« akTam Mxcwit
+i0apamu.  Hauri IIMM  KaraTapb! HMbia (Ha
IAMNIV  KOHTAKTa C GMOMONXCKAMM wwalocTnuii NALMAHTOR)
oTMCaTCa a anyaMHONoNrMCIoT OB3aNaCHBIM OTXOAAM (KNace A No
Camlbll 2.1.3664). Hamcrnonbaoaambia «atarapbl acNMPauMOHMbIa
AOManbl  Gblfb  paspesabi  C  vanb

o wy

6biTOabIa OTHAAB.
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X
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CrapuniisoasHo OKOUOM aTunavia.
Swibaa uang athytona ouda.

Ha CTapunvaoaars noatopHo

Do nol raatarUza.

Ha *CrioN1b30aaTh. eC/M yTUMOaKa ackpbITa U
noapasaama.

Do not uae opan or oamagee packagea

Ha Aonyckarb a03AalicTana ConHauoro caara.
Kaap away fromaunighl

Bepeub OT anarn
Xaapay., -
Noipyraganc.

OGpaTUTECh K MHCTpYVam W
Consult «Tttructena tor naa

to-



KateTep acnupaumoHHbIi BHyTpucocyaucTbii ADELE ogHOpPa30BbI CTEPUSIbHBIN C aCNUPaLMOHHbIM
wnpuuom no TY 32.50.13-019-83540797-2020
CTepunu3aumoHHbIA KOHBEPT BMECTE C KaTeTepoM
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KaTeTep acnunpaumoHHbIiA BHYTpucocyancTbiin ADELE oaHOPa30BbIi CTEPUIIbHBINA C aCNUPaLMOHHbIM
wnpuuom no TY 32.50.13-019-83540797-2020
KaTteTep NOMELLEHHbIN B 3alUMTHbIA NNACTUKOBbLINA KOXYX (AMCNeHcep)

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



KaTeTep acnupauuoHHbI BHYTpUcoCyancTblii ADELE 0f4HOpPa30Bblii CTEPUNbHBIA C acrnupauyvioHHbIM
wnpuruom no TY 32.50.13-019-83540797-2020
O6Lwumin Bug

[neTanuwblii KOHew, KaTeTepa
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KateTep acnupaumoHHbIin BHyTpucocyauctolin ADELE oaHOpa30BbIii CTEPUIIbHBIN C acnpaLMOHHbIM
wnpuuom no TY 32.50.13-019-83540797-2020
JlyepHbIii pasbeM kaTeTepa

~ DL60
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KateTep acnmpaunoHHbIin BHyTprcocyamcTblii ADELE ogHOpPa30BbI CTEPUIIbHBIN C aciMpalMoHHbIM
wnpuuom no TY 32.50.13-019-83540797-2020
VHamBuayanbHas KapTOHHas KOpobka acnupauyoHHOro wnpuua A

ACnVpauUmMOHHbI LLINPWILY Ansjoline

JNMyAWIONat

M3OKEI SYOt

nOT/LOT; 19100645 (LlI . r. ’ 1 ) ,r . 1.

PY X1000000CXX OT XXXXXX =
HomuHanbHeli 00b*M M MM

I»rr8
M iiaiM inww sIBnyCTIMM aHnu«m «iyma 0.52 Ma
Ciim««|Poecam
M | MMtmRuu»
O0O’AHraonMH*. Pecema
10668. HMOMBMPEOs 0BA.. pr\. «OMbIAMO
W [-8.8*.214

YCr0BYS XpaHaHa 1 TPaHCTIOPTVPOMA

|sre+a]eo]
OB+sere norHOONMM it UIUMCM X [bin« 75%.
oT 'S W >40 *C » DonetraiHratt
wLLHOCL/VIVEOH

Mpasunaytunnaaye! Do/Mum man a>OamagMpu iam

1<<X1bI0|MT.MUM.

nwybi' w6

X
[a
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A'areTep acnupaumoHHbI BHyTpucocyanctbii ADELE 0aHOpPa3oBbIii CTEPUSIbHBIN C acrupauoHHbIM
wnpuuom no TY 32.50.13-019-83540797-2020
C repunusaunoHHbIi KOHBEPT acivpaLlyoHHOr O wnpuua

AcCnupaymMoHHbIN WNpuL, Ansjoline

O6LWMiA BXA acnypaLyoHHOrO LWNpUUa

f 8 Q 1

nifAimitimimilimlimliiiifimiinil - mill
+ , P
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10
KateTep acnupaunoHHbIin BHyTprcocyamcTblii ADELE oaHOpa30BbI CTEPUSIbHBINA C acnMpaLMOHHbIM
wnpuuom no TY 32.50.13-019-83540797-2020
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NPOLIHYPOBAHO W MPOHYMEPOBAHO

m/O ( eenTb /NucTtos

JOupektop
Kygpsawos A.H.
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YTBEPXOAKO YTBEPXOAIO

[Jvipektop 0P 9 «AHTMONANH PECEPUY»

KyapsLuos

2021 .

STUKETKA (npoeKT)
MeanuMHCKoe n3aenune

«ACMMPaLMOHHbIN LWNPUL, 04HOPAa30BbIN CTEPU/IbHbIN

no TY 32.50.13-019-83540797-2020»

2021
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STUKeTKa NHAMBUAYAbHON KapTOHHOW YNaKOBKW MeAULMHCKOTO M3aenus
«ACNUPaLMOHHBIN LINPUL, 04HOPA30BbIA CTEPUIIbHBIN
no TY 32.50.13-019-83540797-2020x»

AcCnmnpaunmoHHbIN WNnpuy

KOM/REF: SYO01
NOTN.OT: XXXXXXXX |

Py XXXXXXXXXX 0T XXXXXX
KaTeTep ecTpaunoHHbI il eHyTpucocyancTblit ADELE
0liHOpadoebii CTEPMNENX il C AC/IMPAUNOHHLIM LLNPULIOM

no TY 32 50.13-01»«M40797-2020

LI CpenaHo B Poccuun
ANWN Made In Russia
OO0O "AHTOnaliH*. Poccua
630559. HoBocnbupckas 06.. p.n. KonbLoBo
yn. TexHonapkoaas, g. 6, ogp. 218
Tan./cmc: (383) 363-97-21

acnupaunoHHbIN WNpuL,

YcnoBwst XpaHeHWs! 1 TPaHCMOPTUPOBKU

TpaHcr)oprupoBaTs acnupauMoHHblil WNpUL Npu Temnepatype oT -50
A0 «50X 1 OTHOCUTENBHON BNAXHOCTU HE Bblwe 75%

XpaHuTb npu Temnepartype oT «5 fgo >40 X W OTHOCWTENbHOMN
BIAXHOCTU He ablue 60%.

Mpasuna ytunusaumm

AcCNUpaLNOHHbIE WNPHULbI, MMEBLIME KOHTAKT C KPOBbIO /MAN APYrMMU
61onorMmMeckuMu KUAKOCTAMN NaLneHToB. oTHOCATCS K
3NNAEMNONOTMYECKN ONAcHBLIM OTXO4AaM W MOAMEeXaT YTUAu3auum v
YHWUTOXEHNIO B COOTBETCTBUM C TPeGOBaHUSMU K OGpalleHnio ¢
MejuUMHCKUMU  oTXxoaamu  knacca b, ycTtaHosneHHbiMu CaHMuH
2.1 3684 U MHLIMM HOpPMaTMBHO-NPaBOBLIMK akTamn Poccuiickoii
®denepauun  Hencnonb3oBaHHble — acnuMPaLMOHHbIE  WNPULbLI  (HE
VMeBLIME KOHTaKTa C GWONOTMYECKAMU XKMAKOCTAMM NalneHTos]

OTHOCATCA K 3nuAemuonornyeckn GesonacHelM oTxcgam (knacc A no )K
CaHnluH 2 13684) Heucnonb3oBaHHble ar.nMpayvoHHble WNPUTA
AO/DKHBI 6bITb YTUAIM3NPOBAHbI Kak TBEP/ble GbITOBbIE OTXOAb!

1 Kog n3genus;

2. [Jata nsrotosneHus (rrrr-mMm);
3. Cpok rogHoctu (rrrr-mMm);

4. Homep nota;

ISTERILE EO™

interventional
device

Ansjoline

VU I 1y

HomMuHanbHbIA 06bam 60 mMn

MakcumanbHoe gonyctumoe gasnenve nhHdysum 0,32 MMNa

[laTa U3roTOBNEHUA: XXXX-XX

| STERILE EOI A TopeH fgo: / Used by; xxxx-xx
HETOKCUYHO

LOTIXXXXXXXX

HomnHanbHblii 06bem

SYo1 60 mn XXXX-XX

CTepI/IIWISOBaHO OKCMAO0M 3TUNeHa.
Sterlued using ethylene oxide.

He cTepunnsosaThb NOBTOPHO.

Do not resterilue.

He ncnonb3oBatk, €CAM yNakoBKa BCKpbITa U
noBpexaeHa.

Do not use open or damaged packages
3anpeT Ha NOBTOPHOE NPUMeHeHne

Do not reuse

hie ponyckatb BO3aeiicTBME CONHEYHOTO CBETA
Keep away from sunlight.

Bepeub oT Bnaru.
Keep dry.
AnuporeHHo

Not pyrogemc.

O6paTnTech K MHCTPYKLUN N0 NPUMEHEHNIO.
Consultinstructions for use.

5. LUTpux Kof (apTWKy/, HOMep N10Ta, CPOK FOAHOCTY).
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OTUKeTKa CTEPUIN30BAHHOIO KOHBEPTa MEAMLMHCKOro 13aenms
«ACMUPaLNOHHBIN LLNPUL, 04HOPA30BbIA CTEPU/IbHDIN
no TY 32.50.-13-019-83540797-2020»

AcnmnpaynoHHbIW WNpuL Ansjoline

Jntarwncional
evice

KOO/REF: SYO1
NOT/LOT: XXXXXXXX | -

1 n Uwn y:'f

PY XXXXXXXXXX 0T XXXXXX o
HoMWHaNbHbLIA 06Bbem 60 mn

KateTep acnupaumnoHHblit aHyTpucocyancTblit AO EtE
ONHOpaXeblil CTEPUbHbI C acCNUpaLMOHHbIM W NPULLOM
fw TY 32 50 134)1973540797-2020
MakcumasnbHoe fonyctuMoe aasnexnve nHdysum 0,32 MMa
m CpgenaHo B Poccumn
H H Made in Russia
OO0O "AHrnonaiiH”. Poccusi

630559. HoBocubupckas 06.1., p.n. KonbLoso JlaTe U3roTOB/IEHNA: XXXX-XX

yn. TexHonapkosas. 4. 6. og. 218 ‘ STERILE |e O] N TopeH fo; / Used by: XxXXXXX
Ten./cakc; (383) 963-97-21 HETOKCUYHO
REF HoMWHanbHbI 06BeM LOT XXXXXXXX |
acnupauMoHHbIM WNpuy, SYO01 60 mn N xxxx-xx

A903030-MA

1 Kopg vnspenus;

2. [ata n3rotoBneHuns (rrrr-mm);

3. Cpok rogHocTu (rrrr-mm);

4. Howmep nota;

5. LLTtpux Kopg (apTukyn, HOMep N10Ta, CPOK FOAHOCTN);

A903030-30 X
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YTBEPXJAIO vV

OvpekTop OPp «AHIMONANH PECEPY»

H. Kygpswios

2021 .

STUKETKA (npoekT)
MeauunHckoe nsgenuve

«KaTteTep acnnpaumoHHbIiA BHYTpucocyancTbii ADELE

0[JHOPa30BbIN CTepUNbHbLIN Mo TY 32.50.13-019-83540797-2020»

2021
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| STMKeTKa MHAMBUAYAIbHON KAPTOHHOW YNakoBKN MeAMLIMHCKOro n3genus «Karetep
acnupauuoHHbIA BHyTpucocyaucTolii ADELE ofHOpa3oBbIi CTEPUSIbHBINA C
acnupayymoHHbIM wnpuyom no TY 32.50.13-019-83540797-2020» *

KateTtep acnupaynoHHbii g 'TA17T T7

BHYTPUCOCYANCTbI

KOL/REF: DLXX
NOT/LOT: xxxxxxxx1

PY XXXXXXXXXX 0T XXXXXX
KaTeTep acnupaynoHHblii BHyTpucocyanctelit ADELE
0X"0pasoeblii CTEPUNbHbINA C aCMUPALMOHHBIM WNPULOM

no Ty 32 50.13-019-83540797-2020

m CpaenaHo B Poccuu
Made in Russia
OOO "AHrmonaiH". Poccus

630559, HoBocubupckasa 06n., p.n. Konbuoso

CiLji Ansioline

incervencional
device

1320 mm

CoBMECTUMOCTb:

- C BHYTPUCOCYAUCTbLIM KaTeTepoM C BHELLUHUM

avameTpom He 6onee XXX MM XXX X™

* C BHYTPUCOCYANCTLIM KAaTeTepoM C BHYTPEHHUM

AnamMeTpomMm He MeHee XXX MM XXXX &

MakcumasnbHoe fonycTuMoe aasnieqne nHdysum 0,32 Mla

[AaTta n3rotoBneHns; XXXX-XX

yn. TexHonapkosas, 4. 6. od. 218 ISTERILE IEOI n FopeH go: / Used by; XXXX-XX
Ten./dpakc: (383) 363-97-21 HETOKCUYHO
L240)OLXX(LOXXXHXXXX(LTIXHKXXXX
REF HapyxHblii guametp BHyTpeHHWi1 gnameTp  SppekTnBHAN AnHA LOTIXXXXXXXX
FrnT n i
-'E#vum “”EL?!;ZEZ”C?ZE??L‘.“S“‘” DLXX XXX MM XXX MM 1320 Mm d XXXX-XX
XF XXXX A903030-20A

YCNoBusi XpaHeHns 1 TPaHCMNOPTUPOBKN

TpaHCnopTMpoBaTh kaTeTep acnupaluoHHbIii Npu Temnepatype oT -50
10 *50°C 1 OTHOCUTE/IbHOI BNIAXHOCTYN He Bbllle 75%.

XpaHuTb npu TemnepaType oT *5 pgo *40 *C M OTHOCUTENbHOW
B/IAXHOCTM He Bbilwe 60%

Mpasuna ytunmsaymm

KaTeTepbl acnupauuoHHbie, WMEeBLWNEe KOHTAaKT C KPOBblO M/MaK
APYTMUMU  GUONOTNYECKUMU KUAKOCTAMMU NALMEHTOB, OTHOCATCA K
3NMAEMNONOTNYECKN ONAcHbIM OTXOAaM UM noAnexar yTuausauum n
YHUUYTOXEHWNIO B COOTBETCTBUW C TpeGoBaHWAMM K obGpalleHnto ¢
MeANNHCKUMN OoTXoAaMu knacca bB. ycTaHOBAeHHbIMM CanMuM
2.1.3684 M WHLIMM HOPMATMBHO-NPaBOBLIMW akTamu Poccuiickoi
denepauun. Heucnonb3oBaHHble KaTeTepbl acnupayuoHHbio (He
MMeBlIMe KOHTakTa C GWONOrNYECKUMM KUAKOCTAMN NaLueHToB)
OTHOCATCA K 3nuAemuonoruyeckn GesonacHbiM oTxogam (knacc A no
CanlunH 2.1 3684) Heucnonb3oBaHHbIE KaTeTepbl acnuparTMoHHble
AOMXKHBI  GbITb  paspesaHbl C  leNblo  NpejoTBpaueHns  ux
HEeHaANnexaulero nNPUMEHeHUs U  yYTUIU3NPOBAHLI Kak TBepAble
6bITOBbLIE OTXO/bI.

Koz n3genus;

[ata nsrotoneHus (rrrr-mMm);
Cpok rogHoctu (rrrr-mw);
Howmep nota;

Hapy>kHbli1 anameTp;

©O NDU AWM
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CTepunun3oBaHO OKCUAOM 3runeHa

STERILE EOQ|
Sterilized usirtg ethylene oxide

He ctepnnusosaTb rl0BTOPHO

Do not resterilize.

He ucrionb3oBaTh. €Cnu ynakoska BCKpbITa Uan
noepexaeHa

Do not use open or damaged packages
3anpeTt Ha NOBTOPHOE NPUMEHEHNE.

Do not reuse.

He gonyckaTb BO3/1e/iCTBMO COTHEUYHOIO CBeTa
Keep away from sunlight.

Bepeyb o1 BRaru.
Keep dry.

ANUPOTBHHO.
)K Not pyrogenic.

O6paTuTech K MHCTPYKL NN NO NPUMEHEHWNIO.
Consult instructions for use.

-

—

LLTpux Kop (apTuKyn, HOMep N0Ta, CPOK FOAHOCTK);
HoMWHaNbHbI BHYTPEHHWIA ANaMETP;

MakcrManbHbIA BHELUHWIA AMamMeTP BHYTPUCOCYANCTOTO KaTeTepa;
. MVHVMa/IbHbIV BHYTPEHHWI AameTp BHYTPUCOCYAMCTOrO KaTeTepa.



ATNKeTKa CTepnIn3oBaHHOI0 KOHBepTa
MeAUUMHCKOro usgenus «Kartetep acnupaunoHHbldi BHyTpucocyamctolii ADELE
0fHOPa30BbI CTEPWUSIbHBIN C acnMpaunoHHbIM Wwnpuuom no TY 32.50.13-019-83540797-
2020»

KaTteTep acnupauynoHHbIi [ 17T T7

BHYTPUCOCYAUCTbI A n S i O I i ne

interventional
device

KOZVREF DLXX
NOT/LOT; XXXXXXXX i

1320 mm
Py XXXXXXXXXX 0T XXXXXX

K |urt«p acrmpauvounvblii mmyTpucocysucrblii ADELE COBMECTUMOCTb;

0aMC<»aaQ»W CTEPHITKMbIN C aCIMpPaMUCMULM UPUAOM C BHYTPUCOCYANCTbIM KATETEPOM C BHELL kil

1 XXX MM XXXX

no TY 32 50 134)19-a3540797-2020 AvameTpoM He 60noo
* C BHYTPVCOCYANCTbIM KaTeTePOM C BHYTPeHHUM! Yy y yyyv

m CpenaHo B Poccun ANamMmeTpoM He mMeHee ... 9
H B “tade in Russia MakcumasibHoe AonycTUMoe AaseHne uHpysum 0.32 MT13
00O *AHrnonaiH'. Poccus )
630559. Hoeocnbupckas o6n . p n Konbuoeo [laTta N3roToB/IeHNA XXXX-XX;
yn TexHonapkoaas. g 6. oc 218 ISTERILE |[EO{ Fogen oo / Used by XXXX XX
Ten./pakc: (383) 363-97-21 HETOKCUYHO

REF HapyxHblii gnameTp BHyTpeHHWiA anapvetp  SdhdheATrBHaA AnvHa LOT XXXXXXXX
- Ur*T«p «CNUP*<|10111bI1|
ADEL1-: 7' DLXX XXX MM XXX MM 1320 mm XXXX XX
XF XXXX"

Kog n3genus;

[lata n3rotoeneHuns (rerr-mm);

Cpok rogHocTtu (rrrr-mm);

Homep nora;

LLITpux Kog, (apTUKy/, HOMEP /10Ta, CPOK rOAHOCTH);
HoMWHaNbHbIA BHYTPEHHUIA AnameTp;

Hapy»Hbli1 gnameTp;

MakcrMasbHbIA BHELUHWIA AMaMeTp BHYTPUCOCYAUCTOrO KaTeTepa;
MUVHMUMaNbHbIV BHYTPEHHWI AMaMeTp BHYTPUCOCYAUCTOrO KaTeTepa.

©ONOTEWN

A903030-29 X
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