dotorpadmueckme  MeguuuHckoe m3genune: MmnnaHTaT BA3KO3NaCTUUHbIM  [ata: 15 oKTa6ps

n306paxeHus CTepU/bHbIA AN BHYTPUCYCTaBHOM  MHbeKuun 2023 T.
obLwero Buga ®JIEKCOTPOH®, rmanypoHat Hatpua 2,5%, 25
MeAULIMHCKOTO Mr/Mn, B BapuaHTax  WCMOMIHEHUS,  NPOM3BOACTBA

n3genus ALBOMED GmbH, N'epmaHus

PXXOAK»
bIli AMPEKTOP
T NmnopT»

.M. K0gmH

POTOINMPAPNYECKUE U3OBPAXEHNA OBLLEITO BUOA

MEONLUWVHCKOIO N3AENTNA

MMnnaHTaT BA3K03/1aCTUUYHbIA CTEPU/IbHBIA ANA BHYTPUCYCTAaBHOW MHBEKLUN
PNEKCOTPOH®, rnanypoHat Hatpua 2,5%, 25 mr/mn, B BapmaHTax UCMNOJIHEHNA

1. ImnnaHTaT BA3KO3NACTUYHBIA CTEPUbHBIA A1 BHYTpUCycTaBHOW MHbekuun ®JTIEKCOTPOH®
YnbTtpa (FLEXOTRON® Ultra), ruanypoHat Hatpusa 2,5%, 25 mr/mn, 4,8 mn.

2. imnnaHTaT BA3KO3NaCTUYHbIM CTEPUNbHBIA ANs BHYTPUCYCTaBHOW MHbeKUMN ®JTIEKCOTPOH®
Ynetpa M (FLEXOTRON® Ultra M), rmanypoHat Hatpus 2,5%, 25 mr/ms, 3,0 mn.

IMEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHUI 1 PETUCTPALIMH MELMLIMHCKUX U3AEMM



MepeyeHb oTorpaduii:

1 WmnnaHTat BA3K031aCTUYHbIA CTEPW/IbHbIN NS BHYTPUCYCTaBHOM
nHbekunn GIEKCOTPOH®, rnanypoHaT Hatpua 2,5%, 25 wmr/mn, BapuaHT WCNOJSIHEHUS
MmnnaHTaT BA3KO3NACTWYHbIA CTEPUNbHbIAN AN BHYTPUCYCTAaBHON WHbEKLUM
ONEKCOTPOH® YnbTpa (FLEXOTRON® Ultra), ruanypoHaT HaTpusa 2,5%, 25 mr/mn,
4.8mn:

1.1. Monb3oBaTtenbckas KOPOOKa: (hPOHTaNbHbIA BUA - CTP. 3

1.2. Monb3oBaTenbckas KOpobka: 060poTHas CTOpoHa - CTp. 4

1.3. MNonb3oBaTenbckas KOPoOKa, BEPXHAA TOpLEBas CTOPOHa - CTP. 5

1.4. Monb3oBaTenbckasi KOPO6Ka, HKHAA TOpLEeBas CTOpOHa - CTp.6

1.5. Monb3oBatesibckas KOpobka, npasas v nesas TOPLLEBbIE CTOPOHbI - CTP. 7

1.6. banctepHas ynakoBsKa C npefBapuTenbHO 3aroHEHHBIM LUNPULLEM, BUZ cniepeau - cTp. 8

1.7. BnucTepHas yrnakoBKa C NpefBapuTe/ibHO 3ano/IHEHHBIM LWNPULEM, BUA €3a4M - CTp. 9

1.8. MpepfBapuTeNbHO 3anOHEHHBIA Wnpuy, - cTp. 10

1.9. BHewHWii BUA UMNAAHTALMOHHBIX CTUKePOB - cTp. 11

1.10. BHewHwWiA BUA 3TUKETKN TPaHCMNOPTHOWM YyNakoBKM - cTp. 12

2. WmnnaHTat BA3K03M1aCTUYHbIN CTEPUNbHbIN Ans BHYTPUCYCTaBHOIA
nHbekunn ®JIEKCOTPOH®, rnanypoHat Hatpus 2,5%, 25 wmr/mn, BapuvaHT WCMOJSIHEHUS
MimnnaHTaT CTEepPUnbHbIA ANS BHYTpuUcycTaBHoON nHbekuun ®JIEKCOTPOH® YnbTpa M
(FLEXOTRON®UItra M), ruanypoHaT HaTpuda 2,5%, 25 mr/mn, 3,0 mn:

2.1. Monb3oBaTenbCcKas KOpooKa: (PPOHTaIbHLIA BUA - CTp. 13

2.2. Monb3oBaTenbckas KOpobKa: 060pOTHaA CTOpoHa - CTp. 14

2.3. Monb3oBaTenbCcKas KOPoOKa, BEPXHsSA TOpLeBas cTopoHa - cTp. 15

2.4. Tlonb3oBarenbckas KopobKa, HUXHAA TopLeBas CTOpoHa - CTp. 16

2.5. Monb3oBaTtenbckas KOPobKa, Npasas U ieBas TOPLEBble CTOPOHBI - CTp. 17

2.6. bnuctepHas ynakoBKa C npefBapuTe/IbHO 3aro/HEHHBIM LUMNPULIEM, BUA cnepeam - cTp. 18

2.7. bnucTtepHasa ynakoBKa C npeABapuTeNbHO 3ano/IHeHHbIM LUNPULEM, BAZ C3a4m - cTp. 19

2.8. MpeaBapuTenbHO 3aMoHEHHbIA Wnpuy, - ¢Tp. 20

2.9. BHelHWIi BUS UMMIaHTaLMOHHOIO CTuKepa - cTp. 21

2.10 BHewwH WA B 3TUKETKN TPAHCMOPTHOM yNakoBKM - cTp. 22
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NeKCOoTpPOH
YnbTpa

MMnnaHTaT BA3KO3MACTUYHbLIY CTEPUNBbHBI
ONA BHYTPUCYCTABHOW MHBEKLUN.
rmanypoHnat Hatpusa 2,5%, 25 mr/mn, 4,8 mn.
OAVH NpeaBapuUTesIbHO HANOJTHEHHbI WNpuL,

t
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®JIEKCOTPOH® Y nbtpa (FLEXOTRON® Ultra), ruanypoHat HaTpus 2,5%), 25 Mr/mn, 4,8 MA
1.2. Morb30BaresibcKas KopobKa: 060p0oTHasA CTOPOHA

CrtpaHuua 4 us 22
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YNonHOMOYeHHbI NpeacTaBnTeNlb NponssoanTens B Poccun

000 «MKHT UImnopT»

Appec Poccus, 119071, Mocksa, yn. OpgxoHukuase 4. 12, ctp. 2.
Ten.: +7 495 786-39-63

e-TaH: regiJationiSmcnt.ru

Peructpamm»**» ynocrtosepeHuie B Poccun
Ne P3H 202010124 ot 29.04.2020 r

eHodo1o segandol ssHxdag :exgodoy Bexddualeaoeqauol] ‘€'

U 8% ‘UIN/IWN GZ ‘05G'g sudieH teHodAurend ‘(ejn @NOYLOX314) ediar £ @HOdLOOMIAU d



1 ml solution contains /1 mn pacTtsopa COAEPXKUT:
Sodium hyaluronate 25.00 mg
Sodium chloride 6.50 mg

Disodium hydrogen phosphate 2 HD  0.563 mg
Sodium dihydrogen phosphate 2 HHO  0.045 mg
W(dter for injection d-s-

22 ¥ 9 enuHedL)

NHBbeKUuMsi BbINONMHAETCA MeANLMHCKAM PabOTHUKOM
Injection to be applied by medical doctor

LB
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®JIEKCOTPOH® ynbtpa (FLEXOTRON® Ultra), ruanypoHat HaTpus 2,5%, 25 mr/mMn, 4,8 MA:
1.5. Monb30BaTensCKas KOpooKka, npasast 1 fieBast TOPLIEBbIE CTOPOH

CrtpaHuua 7 u3 22
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PNEKCOTPOH* ¥YnbTpa (FLEXOTRON® Ultra), rmanypoHat HaTpusa 2,5%, 25 mr/mn, 4,8 mn:

1.10. BHEWHNA BN 3TUKETKN TPAHCNOPTHOW yNnaKoBKMN

MMnnaHTaT BAKO3/1aCTUYHbIA CTEPWIbHBIN A1 BHYTPUCYCTaBHOW nHbeKUmn GJIEKCOTPOH® Ynbtpa (FLEXOTRON®

Ultra), rmanypoHat HaTpusa 2,5 %, 25 mr/mn, 4,8 mn
BybH1WI1N1K MHBbEKLMAra apHaytaH cTapunb!, TYTKblp co3binrbitl ®JIEKCOTPOH® YrbTpa (FLEXOTRON
Ultra) nmnnaHTaTsl, HAaTpWiA tmastypoHaTtbl 2,5 %, 25 mr/mn, 4,8 mMn

ot @

Content: 250 sterile single-use syringes with 4.8 ml solution.

as

CopnepxuT 250 yrnakoBOK C 04HOPAa30BbIMW NPEeABaAPUTENBEHO 3aro/THEHHBIM LLNPULAMA OGLEMOM 4,8 M.

Albomed GmbH, Hildebrandstrasse 11, 90592 Schwarzenbruck, Germany

J (FrepmaHus)

YNONHOMO4EHHbIV NpeacTasuTes npoussogutens: OO0 «MKHT MmnopT, yn. OpmkoHvkngze, 4. 12, c1p. 2, Mockea,

119071, Poccus.
Ten. +7 495 786-39-63. E-mail: info@mcnt.ru.

Transportand storage conditions:

= between 2*C and 25*C in the original package,
relevant humidity: 30-60%,
protect from light,
do not freeze,

= avoid shock.
Keep out of the children reach.
This medical device is transported by all types of transport in
covered vehicles in accordance with cargo transportation
requirements, rules and laws applicable on each type of
transport Conditions of use are ambient temperatures
between 2*C and 25*C and sterile conditions with the

application.

04769

Ycnosusi TPAHCMOPTUPOBKU U XPaHEHWS:
*0T 2 *C 0 25 BC B OpUNH&/TEHOW YTaKOBKE,

[PV OTHOCUTE/TLHOM BNaXKHOCTU 36-60%;

*3allyILLATL OT CBETA,

= He 3aMOopavkVBaTD;

= y30erarb yAapoB 1 Pe3KMX BCTPSXVBAHWN.

XpaHuTb B HEAOCTYNHOM 4151 AeTel MecTe.

JaHHoe MeoyuyHCKoe wu3genve  TPaHCTopPTUPYeTCs  Bcemn
BOAMN TpaHCTopTa B KPbITbIX TPaHCTOPTHLIX CpeacTtsax B
COOTBETCTBAN C TPEBOBaHVAMK, NpaswiamMn 1 HOPMaTVBHbIMA
[JOKyMEeHTaMM MepPeBO3KM rPy30B, AEVICTBYIOLLMX Ha TpaHCropTe
Ke>KA0ro BUAA.

4250311910260

UMULITI- - 9. .-Si
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NeKCOTPOH
YnbTpa M

MMnNnnaHTaT BSA3KO3/1aCTUUYHbIN CTEepUNbHbIA
ONSE BHYTPUCYCTAaBHOW VHbBEKLUMN.
rmanyponat natpus 2,5%, 25 mr/mn, 3,0 mn.
OpuVH NpepBapuUTeNlbHO HaMOMIHEHHbIV WNpuy,.

75 MI
3.0 M

® :exgodoy sexoqualeaosdauol] T ¢
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ONTEKCOTPOH® Ynbtpa M (FLEXOTRON® Ultra M), ruanypoHat HaTpusa 2,5%, 25 mr/mn, 3,0 mn
2.2. Mornb3oBartesbCKas Kopooka: 060poTHasi CTOPOHA

CrtpaHuua 14 n3 22
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ATEKCOTPOH® Ynbtpa M (FLEXOTRON® Ultra M), ruanypoHat HaTpusa 2,5%, 25 mr/mn, 3,0 mn:
7.3. MNonb3oBaTtenbckas KOpobKa: BEPXHSs TOpPLEBasi CTOPOHA

CrtpaHuua 15 uns 22
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1 ml solution contains / 1 M pacTBOpa CoOaepPXuUT
Sodium hyaluronate 25.00 mg
Sodium chloride 6.50 mg
Disodium hydrogen phosphate 2 HD  0.563 mg
Sodium dihydrogen phosphate 2 HD  0.045 mg
Water for injection q.s.

NHBbekunsa BbINOSIHAETCA MeAULUHCKUM PaboTHUKOM
Injection to be applied by medical doctor.

eHO0d010 KeasndoL BEHXMH :eMgodoy KeMIdLa1ed0saLol | 7'g
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/EKCOTPOH* ¥ nbtpa M (FLEXOTRON* Ultra M), rnanypoHat HaTpua 2,5%, 25 mr/mn,
B M/1
,5, lMonb3oBaTesibcKas K0p06Ka, npaBsad v nesas TopueBbIE CTOPOHDI

101 VAG1SM
Ave | Ssii'W
(i LIPM O,
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NEKCOTPOH® YnbTpa M (FLEXOTRON® Ultra M), ruanypoHar Hatpus 2,5%, 25 mr/mn, 3,0 mn
5. BncTepHas ynakoBka C npefBapuTe/ibHO 3aroHEHHBIM LUMPULEM, BUZ, Criepea

CrtpaHuua 18 us 22
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®JIEKCOTPOH® Y nbtpa M (FLEXOTRON® Ultra M), ruanypoHat HaTtpus 2,5%, 25 mr/mn, 3,0 mn
2.7. bnvcTepHas ynakoBKa ¢ MpeaBapuTe/IbHO 3ano/IHEHHbIM LLMPULIEM, BIAZ C3aau

Pool here
OTKpbIBaTb 34€Chb
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OJTEKCOTPOH" ¥nbTpa M (FLEXOTRON® Ultra M), ruanypoHat HaTpus 2,5%, 25 mr/mn, 3,0 Mn
2.8. MpeaBapuTeNbHO 3aM0HEHHbIN LLNPAL,

CrtpaHuua 20 us 22
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OPNEKCOTPOH* ¥Ynbtpa M (FLEXOTRON® Ultra M), ruanypoHat Hatpua 2,5%, 25 mr/mn, 3,0
M

2.9. BHeWwHMIA BUA UMNIaHTaUMOHHOIO CTUKepa

0S036
®JIEKCOTPOH® YnbTtpa M

2.5 %, 3,0 mn
[LOIIVAOI 51-02

av]] 2022-04
2 2025-10

05036
®JIEKCOTPOH* ¥YnbTpa M
Z5 %, 3.0 mn

Lol A0151-02
N 2022-04

2 2025-10

05036
PNIEKCOTPOH® Ynbtpa M
2.5 %, 3,0 mn

ILQT|VA0151-02
N 2022-04
2 2025-10
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SNEKCOTPOH* YabTpa M (FLEXOTRON® Ultra M), rnanypoHat HaTpusa 2,5%, 25 mr/mn, 3,0 mn:
2.10. BHewHMnBna >TnKencu " ?aHcl
MMnnaHTaT BA3KO3/1aCTUYHBbIN CTEPUSbHBIN A1 BHYTPUCYCTaBHOW MHBbeKun ®JIEKCOTPOH® YnbTpa M
(FLEXOTRON® Ultra M), rmanypoHart Hatpus 2,5 %, 25 mr/mn, 3 mn

BybH1WINIK MHbEKUMAra apHauiraH ctepunbg!, TYTKbIp co3blnrbilw ®IEKCOTPOH® YnbTpa M (FLEXOTRON® Ultra
M) nmnnaHTaTbl, HATPUIA rTManypoHatbl 2,5%, 25 Mmr/mn, 3 mMn

1™ M1 I_O .25*C I:] a

Content: 250 sterile single-use syringes with 3 ml solution.
CopepxuTt: 250 ynakoBOK C 04HOPa30BbIMY NMPeAsapuUTesibHO 3ano/IHEHHbIM LUNPULAMA 06BEMOM 3 MJ1.

Albomed GmbH, Hildebrandstrasse 11, 90592 Schwarzenbruck, Germany
(Fepmanuns)

YNoNHOMOUYEHHbI NpeacTaBuTesib NpomsBoanTensi: OO0 «MKHT Mmvnopt», yn. OpmkoHuknase, a. 12, ctp. 2, Mocksa,

119071, Poccusi.
Ten. +7 495 786-39-63. E-mail: info@mcnt.ru.

Transport and storage conditions: YCNoBUsA TPAHCMOPTUPOBKY U XPaHEHWSI:
» between 2°C and 25°C in the original package, * 0T 2 °C go 25 °C B OpUIMHa/IbHOW YMakoBKe,
* relevant humidity: 30-60%, * NPV OTHOCUTESBbHOI BNaxHOCTN 30-60%;

* 3alMLLATb OT CBET3;

* He 3aMOpaxuBaTh;

* n36eraTb yAapoB ¥ PE3KUX BCTPSIXVMBAHWIA.

XpaHuTb B HEAOCTYMHOM [/1s1 AeTeli MecTe.

[laHHOe MeauUMHCKoe M3paenne TPaHCMopTUpYeTCs BCeMU
BUZAMM TPAHCMOPTA B KPbITbIX TPAHCMOPTHbLIX CPeACTBax B
COOTBETCTBMM  C  TpebGOBaHWAMW,  NpaBunamMn "
HOPMAaTVBHLIMA  [OKYMEHTaMW  MEepeBO3KM  TPYy30B,
[EeCTBYIOLLMX HA TPAHCMOPTE KaXAoro Buaa.

» protect from light,

e do notfreeze,

» avoid shock.
Keep out of the children reach.
This medical device is transported by all types of transport in
covered vehicles in accordance with cargo transportation
requirements, rules and laws applicable on each type of
transport. Conditions of use are ambient temperatures between
2eC and 25€eC and sterile conditions with the application.

M3

05036 4"250311"911 61

o—b. -,,.4911

CrpaHvua 22 u3 22
& 000 LIUPMU 2] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU
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