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1. HawumeHoBaHue U3fennsa, nHPopmaLnus o NPoN3BOAUTENE,

Knaccunpumnkauns

dunnep BHyTpuaepmanbHblii Princess® VOLUME PLUS Lidocaine o6bemom 1.0 mn [2,5%
nonepevyHo-CLUMTOro rumanypoHarta Hatpua + 0,3% nuaokanHa ruapoxnopuaal, B cocrase:
-LWnpuy, o6vémom 1,0 mn, npoussBoAcTea ‘Teppecxalimep broHae MTm6X”, MepmaHus,

PY NedC3 2011/10770, 3an0NHEHHbIV FefieM Ha OCHOBE rManypOHOBOW KUCMOTbI U NMAOKanHa -
1wr.;

-Wrna 27G 1/2” (0,4 x 12 mm), npounssogmTens “TEPYMO HOpon H.B”, bBenbrug,

PY NeP3H 2018/7086 - 2 wrT.,;

-OTNKeTKa CbeMHas 419 KapTbl naumeHTa -1 wr.;

-VHCTpYKLMA NO NpUMeHeHMIo

[anee no tekcty - dunnep, unnep Princess® VOLUME PLUS Lidocaine, Princess® Volume
Plus Lidocaine, nsgenune, qunnep BHYTpUAEPMaibHbIi Ha OCHOBE TMaslypOHOBON KWUCNOTbI C
nnaokanmHom Princess® VOLUME PLUS Lidocaine, ¢unnep BHYyTpMAepMasbHbIA Ha OCHOBE
r1MasypoHOBOI KUCMOTbI C nfoKanHoM Princess® Volume Plus Lidocaine.

MpoussoanTens

Croma-Pharma GmbH («Xpoma-®apma M'M6X»), ABCTpus.

Industriezeile 6, 2100 Leobendorf, Austria

TenedoH: 0043-2262-68468-0

E-mail: office@croma.at

MecTOo Npon3BOACTBA

Croma-Pharma GmbH («Xpoma-Papma M'M6X»), ABCTpus.

1 Cromazeile 2, 2100 Leobendorf, Austria

2 Industriezeile 6, 2100 Leobendorf, Austria.

2. HasHayeHne U NpUMeHEHNA U3genunsa

Ha3HaueHue

W3penve npefHasHauyeHo 4718 MHTpajepMasibHbIX MHBEKUMIA C LieNbio BOCCTAHOB/IEHUS NOTepU
rMalypoOHOBOI KUCNOTbI, CBA3AHHOW C BO3PACTHbIMU U3MEHEHUSMU. [oKa3aHO ANS WHBLEKUMIA B
MOBEPXHOCTHbIE W TNyBOKMe CNoM KOXM, CynpanepuocTasbHO, ANs MOBbILEHWUS TOHyca U
3NaCTUYHOCTU U/MNWN B KaYECTBE HAMOSIHUTENS 411 MOPLUUH Pa3HOW Ty6UHBI.

Bua KOHTaKTa c opraHuamMom

[JonroBpemeHHbIli KOHTaKT (60onee 30 CYTOK) C MATKMMU TKaHAMU (reb), KPaTKOBPEMEHHbIN
KOHTaKT C MAFKAMU TKaHAMU (Mr/bl), KPaTKOBPEMEHHbIA OMOCPEAOBaHHbIA KOHTAKT C
HENOBPEXAEHHOW KOXel (LunpuL, ynakoBka).

YcnoBus npyMeHeHus

neyebHble 1 neyebHO-NPOMUNAKTMYECKME MEAVULMHCKME YUPEXEHUS, TONbKO MO Ha3HaYeHWo
Bpaya-creLmanmucra.

W3genve [OMKHO WMCNOMb30BaTLCA TOMBKO Bpayamu, MNPOLUEALIMMU CreumansHoe 06yyeHue
TEXHWKE BbINOMHEHUA UHBEKLUWI A1 3aM0/IHEHWUSA MOPLLMH N BOCCTaHOB/IEHNS 06beMa uua.
NMoTeHuManbHbIe NOTPednTeNn MeaANLMHCKOro n3aenvs

B3pocsble noan (0T 18 neT) ¢ fetheKTamMu KOXU U IMLEBLIX MATKMX TKaHel
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3- Ocobble cBOWCTBA N3genns

MpuHUMN gencTBuUA

dunnep BHyTpuaepManbHbli Princess® VOLUME PLUS Lidocaine o6vémom 1.0 mn [2,5%
nonepeyHoO-CLUATOro ruanypoHata Hatpus + 0,3% nupokavHa rugpoxnopugal npeacrasnser
C060WA CTePUNbHBINA, BUONOTMYECKM pPa3pyLLAeMbIi, BA3KO3NACTUYHBINA, NPO3paYyHbIil, 6eCLIBETHbIN,
M30TOHNYECKUIA, TOMOT€HN3MPOBaHHbIA MHBLEKLMOHHBIWA TeNeBblil UMNNaHTaT.

dunnep coCTOMT 13 NOMEPEUHO-CLUNTON rManypoHoBoit kucnotbl (FK), nonyyeHHOW 13 6akTepuii
Streptococcus equi, KoTopas B KOHUeHTpauuu 2,5 % (25 mr/mn) cofep>XuTcsa B (PU3M0N0rM4ecKom
Oytepe M [ononHeHa NMAOKaMHOM TUAPOXNOPUAOM B KOHUeHTpaumm 0,3 % (3.0 mr/mn).
BcnomoratenbHas (OyHKUMA NMAOKaMHa rvMapoxiopuaa 3aknoyaeTcs B ob6sieryeHun 6onu npu
BbIMO/IHEHUN VHBEKLMIA.

OnwucaHve u3genvs

B ka0l KOPOOKe C U3[eNMeM CoLepXXaTcs: OAMNH LLNPUL, NpPeaBapuUTebHO 3ano/IHEHHbIA 1,0 Mn
rens (MMnnaHTara), jpe 04HOPa3oBble CTEPUIIbHbIE UTJbl Kanmbpom 27G /1™ (0.4 MM), MHCTPYKLMA
Mo MPUMEHEHUO. JDTWKETKa C HOMEpOM napTuuM, CepuiHbIM HOMEPOM W YHUKa/bHbIM
NOEHTUUKATOPOM U3AENNA HAXOLUTCS Ha 3afHell CTOPOHe KOPOOKM. DTy 3TUKETKY HEO06X0AMMO
OTK/1IENTb W NMPUKPEnUTb K Mo/t «patient label» (aTnkeTka naumeHTa) Ha «implant card» (kapTouke
MMMNNaHTaTa) B KOHLE MHCTPYKLMY NO NpUMeHeHWI0. KapTouky MMnnaHTaTta Heo6xoaumMo BblaaTh
naumeHTy, 4To6bl 06ecneynTb BO3MOXHOCTb OTC/IEXXMBAHUS.

3nenve BBOAUTCA B CPEAHIOKD 30HY NMLIA B 0611aCTW CKY/, NepeaHeMenabHON 061acTu LEK 1
MOACKYM0BOI 06nacTu. M3aenve BBOAUTCS B MOBEPXHOCTHBIE U TTyGOKME CIION KOXKMU.

PucyHok 3.1 - BHewwHuiA Bua n3aenwms
VHhopmaums 06 urnax:
Mpownssoautens: "TEPYMO HOPOIM H.B.", benbrus. PerncrpauynoHHoe yaoctoeepeHue Ne P3H
2018/7086 ot 26.04.2018. (Urna nHbekuMoHHaa ofHopasosasa ctepunibHad K-Pack Il Needle, B
ncnonHeHun: KN-2713RBKT, HapyXHbii gnameTtp urnbl 27G (0,4 MM), AnvHa Wbl 12 Mm,
JOJIMHHBIVA cpe3 nog yrnoM 12°, TOHKas CTeHKa)
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PycyHOK 3.2 - BHELWHWI1 BUA UMbl B 3aLLMTHOM Koinayke
VH(opmaums o wnpuue:
MpownssoanTens: ‘Teppecxaimep BroHae MM6X», MepmaHus. PernctpaumnoHHOe yaoCcTOBEPEHNe
NedC3 2011/10770 ot 28.02.2013. LLUNpuLbl CTEKNSHHbLIE, CTEPW/bHbIE W HECTEPU/IbHbIE,
o6bemoM 0T 0,5 Ao 5,0 M1 C NPUHAANEXHOCTAMWN N 6€3 HUX, BapuaHT UCNonHeHus: 4. LLnpuubl
CTEK/sAHHble, HECTePUbHbIE, 06beMoM 1,0 Mn 6e3 NpUHALNEXHOCTEN.

4. O6wumne nokasaHWda, MNPOTUBOMNOKAa3zaHUA U MNO6GOYHbIE

AP heKTbl

Noka3aHuA:

[eVicTBre M3[enns HanpaB/ieHO Ha KOPPEKLMIO CTPYKTYPHbLIX WM3MEHEHWIA KOXMW, CBA3aHHBIX C
npoLieccamy CTapeHws: 3amno/HeHre MOPLLMH M CKNaLoK KOXW, BOCCTaHOB/EHWe 06beMa. V3aenve
npescTaBnsieT CcO60M WHBLEKLMOHHBIA MMNNaHTaT, npefHa3HauyeHHbIA 1 BOCCTAHOBNEHMS
06bEMOB M KOHTYPOB /MLia C MOMOLLbI0 MHBEKLUIA B NMOBEPXHOCTHbLIE W TNyBOKME CNOU KOXMU,
cynpanepuocTaibHO. Hannuve B MMNMaHTaTe /MfoKavHa 06ecrneynBaeT  yMeHbLUEHWE
601€3HEHHDBIX OLLYLLEHWA Y NalMeHTa BO BPeMsi MPOLEAYpbI.

MpoTunBONOKa3aHUA:

W3penve He crnieflyeT BBOAUTD:

- ina KoppeKLy NOBEPXHOCTHBLIX MOPLLVH.

- B nepuop6utanbHyto (BeKu, «ryCuHbIe Nanku», Kpyrv nog rnasamun) n MexxbpoBHyto 061actu, a
TaKkXxe B 061acTb ry6.

- B KpoBeHOCHbIE COCYfpbl.

- B MbILwLbL.

- B yqacTku KoXu, Kyza paHee 6bl/1 BBEEH NMOCTOAHHbLIA UMMNIaHTAT.

- C Lenbio KOppeKLun pe3ynbTaToB NpeabLuyLmnx npolesyp.

- MNpwv BBEEHWN HEOOXOAMMO M36eraTb M3OLITOYHON KOPPEKLMM

3penve He JOMXHO MCMO/b30BATLCA A1

- MauUMeHTOB CO CK/IOHHOCTbIO K (DOPMUPOBAHMIO TMNepTPOdnYecKuX py6LOB, C HapyLUeHWUAMU
MUrMeHTauMn UM YyBCTBUTENbHOCTBIO K KETOUAHbIM 06pa30BaHNsAM;

- NaLMEHTOB C ayTOMMMYHHbIMU 3a60/71€BAHMAMMN U NOMYHAOLLMX UMMYHOTEPanuio;

- NauyMeHToB C W3BECTHOM rUMEPYYBCTBUTENIbHOCTLIO K TManypoOHOBOW KWCNOTE, NNAO0KauHY
TMAPOXNOPUAY WM MECTHbIM aHEeCTETUKaM aMUAHOro TUNa;

- NauueHTOB, KOTOPbIM paHee OblM  YCTaHOB/IEHbl MEPMAaHEHTHble HanofHWTeNM B
obpabaTbiBaeMoli 061acTu;

- MaLMEHTOB, CTPaAAIOLLMX ANUeNCcueld, KOTopas He KOHTPONIMPYETCS NeYeHneM;

- NaLMEHTOB C Nopgupuei;
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- NaLMEHTOB, Y KOTOPbIX B aHaMHe3e Oblfi MHOTOKPaTHbIe aHTUHbI, MPUBEALIME K PEBMATUYECKOIA
NNXopagKe c NnopakeHem cepaua;

- 6ePEMEHHDBIX U/IN KOPMSALLMX XKEHLLVIH;

- NayMeHToB Mnagwe 18 nier.

W3penve Henb3s MCMonb30BaTh B 30HAX C KOXHBIMU BOCMAIMTENIbHBIMU U/MIN MH(EKLMOHHBIMU
npoueccamu (TakMMKU Kak yrpeBast Cblirb, repnec...).

WN3penne Henb3s MCNOMb30BaTh NapainenibHo C Nas3epHON Tepanuei, XMMUYECKAM MUANHIOM,
Aepmabpasuneli unm MesoTepanuen.

MoTeHUnasIbHble OC/IOXHEHUA

Bpaun 06s3aHbl MH(OPMUPOBATL MauUMeHTa O BO3MOXHbLIX MOOOYHBbIX [AEACTBUAX W/
MPOABNEHNAX HECOBMECTUMOCTH, CBA3AHHbIX C MMMNNaHTaLMel JaHHOro U34enns, KOoTopble MOryT
BO3HVKHYTb Cpa3y WUnv BNOCNeACTBUMN.

Mpun NCNONb30BaHUW MU3AeNNA MOTYT HabM4ATLCA CleAyHoLLMe ABNEHNS U peakLmni:
BocnanuTtenbHble peakuun KOXMW (NMOKpacHeHWe, OTeK, 3puTeMa W [p.), KOTOpble MOryT
COMPOBOXAATbCA 3YAOM, a Takke 60/e3HEeHHOCTbIO NpY HajasnvBaHuW. [MogobHas peakuus
MOXET COXPaHATbCA B TeyeHue OAHOW Hefenu. B pegkux cnyuvasx (1,6 % nauueHTos, wim 1
nauveHT 13 61, N0 AaHHbIM KAMHUYECKOr0 UCCMef0BaHMA) He3HAYMTe IbHble CMOHTaHHble 60/
nnm 6011 NpY Nanbnaumy MoryT COXPaHATLCA LO/bLLUE OAHON Heaenu.

B03HWKHOBEHWE TeMaToMbl.

OkpalumBaHue Unm o6ecLBeYnBaHNe KOXM B MECTE MHBEKLMN.

-HepoctaTouHas aghheKTUBHOCTb NpoLesypbl UK €nabo BbIPAXKEHHBIA 3 (EKT 3arnoHEHNS.
CrMWKOM NOBEPXHOCTHOE pasMeLleHVe uanepa WM HepaBHOMEPHOe pacnpefenieHne
BBOZAMMOrO (Pu/iiepa MOXET MPUBECTU K 3aMETHbIM aHEMUYHbLIM Y3e/IKaM B KOXe. [103ToMy Tak
B&)KHO YUYMTbIBATb 3TV BO3MOXHbIE OC/IOXHEHMS.

Mocne MHBEKLUMIA rManypoHOBOI KUCMOTbI U (UNK) TMA0KanHa OTMEeYeHbl Clly4an BO3HUKHOBEHUS
HEKpo3a KOXM B MeXOPOBHOW 06nacTu, abCueccoB, rpaHyneM W aniepruyeckmx peakLunii
HEME/IEHHOr0 U 3aMef/leHHOro Tuna. Heob6XoAMMO MPUHMMATL B pacyeT MOTEHLUaIbHYHO
OMacHOCTb PasBUTUSA MOAO0BHBIX OCNOXHEHWIA.

MauneHTbl AO/MKHbI Kak MOXHO CKOpee MpPOuH(OPMMPOBaTL Bpaya O Nt0ObIX BOCMANUTENbHbLIX
peakuuax, He NPOXoAsLLMX 6onee OAHOM Heaenu, Unm NK6OM APYrom No60YHOM AeicTBUK. Bpau
[O/MKEH YCTPaHWUTL 3TV NOGOYHbIE AeliCTBMA HaanexalyM 06pasom.

WNHopmaumio 0 Apyrux HexxenatenbHbIX MOBGOYHbIX [AEACTBUSAX, CBA3AHHLIX C WHbEKLMEN
n3genus, cnefyet coobLWMTb ANCTPUOLIOTOPY W/UN NPOU3BOAMUTENIO.

5. MpegynpeXaeHna n Mmepbl NPpeAoOCTOPOXHOCTH
MpepynpexaeHns

Mepen NCNonb3oBaHNEM NPOBEPANTE LIENOCTHOCTb LUNPULA U CPOK FrOAHOCTM.

He ucnonb3ylite WNPWL, €CAN €ro HaKOHEYHWK Oblfl OTKPbIT WAW CABWHYT BHYTPW 3aLLIMTHOMN
YMaKOBKM.

He MCﬂOﬂbByﬁTe HUKakKne Apyrnue wurnbl KU WNpuubl BMECTO TEX, KOTOPbIE MpPeaocTaB/IEHbI
NpPoOn3BOANTENEM.

He moaudmumpyiite 1 He crnbaiiTte urny.
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He ncnonb3yiiTe NOBTOPHO; KayeCTBO M CTEPUIbHOCTb MOTYT ObITb FapaHTUPOBaHbl TOMLKO ANA
LUINpMLA B OPUTMHAIBHOW YMaKoBKe.

lMOBTOpPHOE WUCMOMb30BaHUE WU3LENNA  MOXET MPUBECTU K 3apPaXKeHWU0 MauueHToB  Wu
rnosnb30BaTesne.

Ecnn urna 27G %" okaxeTcst 3a6110KMPOBaHHOW, HE YCUIMBAWTE HAXKUM Ha MOPLUEHb LINPMLA, a
OCTaHOBUTE UHBLEKLMIO U 3aMEHUTE UrNY.

KnuHnueckne aaHHble (30hEKTMBHOCTb M MEPEHOCMMOCTb) 00 MHBLEKUUWM W3AenVs B 061aCTb,
KOTOpas y>ke 6blsia NoOABEePrHyTa IeYeHNI0 C MOMOLLIO APYTroro usinepa, OTCYTCTBYHOT.

He BbINOMHAWTE MHBEKUMIO B KPOBEHOCHbIE COCY[bl, KOCTW, CYXOXWWS, CBS3KW, HEPBbI WK
MbILLILLbI.

He BbINOMHANTE UHBbEKUMWN (hninepa B pOAUMOE NATHO.

M36eraiiTe M3NMLLIHEA KOPPeKLMN.

MaumeHTam crefyeT MOPEKOMEHA0BaTb BO3MEPXaTbCA OT HAHeCeHWA MakusaXa B TeyeHue 12
4acoB NOC/e MHBEKLMM, a TaKXKe M3beratb NPOAOMKMNTENLHOIO BO3AENCTBISA COMTHEYHOTO CBETa U
YNbTPaMoNeToBbIX Ny4yeld U MOCELLEHNS CayHbl UAM GaHW B TeyeHWe OAHOW Hefdenu nocne
NHBEKLMW.

Bo n36exkaHre BO3MOXHOI0 pyCKa CMeLLeHns unnepa, NauneHTy crefyeT NopeKoMeHLoBaTh He
MaccupoBaTb MeCTO /le4eHUs B TeUeHNE HECKONbKUX AHel Noc/e MHBbeKLMUN.

"ManypoHaT HaTpUs HECOBMECTWMM C YETBEPTUYHLIMU COEAMHEHUAMU aMMOHUSA, TaKUMWM Kak
pacTBop 6eH3ankoHWA xopuga. MoaToMy (uinep HUKOrga He JO/MKEH BCTYNaTb B KOHTAKT C
3TUMKW  BewecTBaMnU UM MEAULMHCKUMW  XUPYPrUYECKUMU  UHCTPYMEHTaMK, KOTOpble
KOHTaKTUPOBa/IN C 3TUMW BELLECTBaMM.

MepbI NpefoCcTOPOXHOCTN

N3penve [OMKHO WUCMONb30BaThCA TO/MbKO BpadaMu, MPOLUeALMMA CreunanbHoe 06ydeHue
TEXHWUKE BbINOMHEHWS MHBEKLMIA ANS 3an0THEHMS MOPLLMH M BOCCTAHOB/IEHUA 06beMa L.
[na BbINONHEHMS MHbBEKUMIA B 06MacTb BOKPYr rna3 (BKAKYas Cne3Hyt 60po3fy, BEPXHIOK
Ha[IKOCTHULLY rnasa v BeKMn), MeXX6poBbe M Kpbl/ibs HOCa TPebyeTcs Haanexatlee 0byyeHve.
UyBCTBUTENbHYKD  KOXY MOXHO nNpeABapuTeNnbHO 06pabotaTb € MOMOLLBbO  MECTHOrO
aHecTe3VpytoLero nNiacTbIps UAnM Kpema.

Mocne NPUMEHeHWs WNPWL, OCTaBLUMIACA Feflb U UMY CneayeT YTUAM3MPOBaTb B COOTBETCTBUM C
CanlNlunH 2.1.3684-21 pna otxonos knacca b.

6. WVHCTPYKLUUMN MO NPUMEHEHUNIO

JepxuTe agantep ¢ 3aMKOM JT03pa wnpuua, Kak nokasaHo Ha pucyHke (1).
UT0Obl CHSATb HAKOHEYHWK, NOBEPHUTE (2) U OCTOPOXHO MOTAHUTE (3).
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CnepoBaHve NpuBEAEHHBbIM Bbllle WMHCTPYKUMSM MO3BOMSET NpPeAoTBpaTUTL 06pasoBaHme
BO3AYLLUHbIX My3bIPbKOB.

Jep>xuTe WNpuL, Kak nokasaHo Ha pucyHke (4).

OTKpoWiTe KONNAYoK NpuaaraeMoi urnbl U NNOTHO BCTaBbTe uray (5) (He ncnonb3yinte apyrve
Urnbl).

3akpenuTe Urny, NOBEPHYB ee Mo YacoBoii cTpesnke (6).

BbIMOMHANTE NHBEKLMIO PABHOMEPHO B HY)XXHYHO 06/1aCTb.

PekoMeHAyeMble TEXHWUKN BBELEHUS:

DJInHeliHO-peTporpagHas

Wrna BBOAWMTCA B MOPLUMHY Ha BCHO A/MHY, 4TO6bI 06pasoBasics KaHan. BBog dunnepa
OCYLLECTB/ISIETCA B NPOLLECCE BbIXOAa UMbl U3 KOXKM (peTporpagHo).

MTpaBl’IeHVIB nrnbl BO
Bpems BBedanuns

2) MyikponanynbHast
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Kak npaBunio, peKkoMeHAylTCs WHAMBUAYaNbHbIE NPOrpaMMbl NlEYeHUs, Y4WUTbiBaKOLLME
COCTOSIHME MauyeHTa, KOXMW 1 MOTPe6GHOCTU. Bbl6op METOAA MHBLEKLMM 3aBUCUT OT MOKa3aHWiA,
MecTa BBe/IeHMs 1 OMbiTa Bpaya

Mocne NPUMEHEHVS LLUMPWULL, OCTABLLWIACS Tefb U UMY CReayeT YTUAN3MPOBaTb B COOTBETCTBUN C

CaHllnH 2.1.3684-21 ana otxofos Knacca b.

7. TexHMYyecKkasa cneympumkaums

MaTepunanbl N3roToB/1IEHNA U34eNna

MaTepuanbl U3roTOBNEHNA U3aenna npueegeHsl B Tabnuue 4.1,

Tabnuua 4.1 - MaTtepuanbl, U3 KOTOPOTO U3rOTOBMIEHO MU3aeNNe*

* Brabnuue mMaTeprasioB npefocTaB/ieHa KOHLEHTPaLUWs BELLECTB, BXOAALWMNX B COCTaB rens-
nmniaHTaTa. Tak Kak 4aCTb KOMIMOHEHTOB PacTBOPAOTCA B BOAE B MpoLiecce npov3BOACTBa, TO
CYMMMPOBaHNE KOHLEHTpauuii B Tabnuue matepranos ana nonyyeHms 100% (1000 mr/1 mn)
SBNAETCS HEKOPPEKTHbIM, (CM. PapmMakoneliHas ctatbs OPC. 1.2.1.0005.15 PacTBOPUMOCTb)

KomnoHeHT HasHauyeHue KoHUeHTpayus
KOMMOHeHTa
Bopaa ans nHbekumit PactBoputens  977.2 mr/mn
Xnopwug Hatpus Bydep, 7.9 mr/mn
perynupyet
OCMONANIbHOCT
b
OvHaTtpuindocatogekarngpa  bydep 2.3 mr/mn
T
Ourngpar aurngpodgocdara Byep 0.5 mr/mn
HaTpus
JlnpgokanHa rugpoxnopuz AHecTeTuK 3.0 mr/mn
MmanypoHat Hatpus AKTUBHOE 25.0 mr/mn
BELLECTBO
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KoHCT pyKUua nsgenuvs

1- HakoHeuHUK
2- AgpanTep ¢ 3amKkoM J1yap
3 MpeaBapuTebHO 3aMoHeHHbIA 1,0 M

refa LWNpWLL, C rpaay poBKOiA
4- Ynop gna nasnbLes
5 MopLueHb

6- LLiToK

Mrna B 3alMTHOM KOMMayke

Tabnuua 7.1. - TexHUYecKne XapakTepUCTUKN UMMNaHTaTa
Cneungukaymsa
Npo3payHbIli BA3KWIA refb

HanmeHOBaHMe XapaKTepuCTUKM

BHeLwHwWi BYA

3HaueHue pH

OcmonanbHOCTb, MOCMON/Kr

Mogynb ynpyroctn G’**, mlMa

CreneHb petukynaunu, %

13Bnekaemblii 06bEM, M

O6beM rens, Mn

YcuneHve seefeHmns, H

CofiepXXaHus HaTpus rmanypoHara, Mr/mn*
CofepxaHue nuokanHa, mr/r*

Ocrato4Hoe cofepxaHue A3, u/MaH (Mr/mi)
CofiepXXaHue 3HA0TOKCUHOB, E3/Mn
OcTaTtouHoe cofep>kaHne NPOTENHOB
MonekynsipHas macca rvanypoHOBOA KUCNOTbI

*B cOOTBETCTBUU C N3BMEKAEMbIM 0OBLEMOM
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6,7-7,3
280-340

245000-650000

15
09-1,1
1,0£0,1
10-25
22,5-27,5
2,70-3,30
<2 (0.002)
<2

<0,1%

MoneKkynsipHas macca
BbICOKOMO/IEKYNSIPHOI  rvianypoHOBOA

K1CNoTbl
JanbToH

coctaBnger 2,5-3,2 x 1
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PeructpaunoHHoe yaoctosepeHue urn: Ne P3H 2018/7086 ot 26.04.2018
PerncTpaunoHHoe ygoctosepeHue wnpuua: NedC3 2011/10770 ot 28.02.2013

dunnep BHyTpuaepManbHbiii Princess® VOLUME PLUS Lidocaine o6bémom 1.0 mn [2,5%
nonepevyHo-CLUMTOro ruanypoHata Hatpua + 0,3% nupokamHa rugpoxnopugal sensercs
MMNIAHTaTOM, T.K. 3TO U3[eNne, HaXOAMTCA B MeCTe BBEAEHWS Noc/e NpoLeaypbl He MeHee Yem
30 gHein.

Mepuog BbiBefeHNA MMNNAaHTaTa U3 opraHnsma: 6-18 mecsues.
MyTw BbiBeAeHMA uUMNAaHTaTa W3 opraHusma: bGuogerpajauus rvanypoHMason, 3aTem
peabcopbums.

CpoK coxpaHeHns KOCMeTUYeCcKoro adtpekTa: 6-18 MecaueB B 3aBUCUMOCTU OT
MHAMBUAYANbHBIX 0CO6EHHOCTEN opraHu3Ma nauueHTa. Ha cpok 6uogerpagauuy BAUSIOT
CTeneHb Aerpajauuns TKaHei, BblbpaHHas 30Ha KOPPEKLMM U CKOPOCTb CUHTE3a MMaslypoHnaasbl B
opraHu3mMe naupeHTta. 310 MHAMBUAYaIbHaA 0CO6EHHOCTb OpraHmM3mMa. Ecnm y yenoseka
ObICTPbIN 06MEH BeLLEeCTB, TO AEKT OT BBEAEHWNSA npenapara NPOrAeT paHbLUe CPoKa.
MakcumanbHbI peKOMeHAYyeMblii 00beM rens AN BBeieHNs 3a O4HY npoLesypy:

MakcrmManbHasa 4o3a, BBOAMMAA 38 OAUH CeaHc fiedeHns, octasnseT 10 ma. He BBoguTe ogHoMy
nauueHTy 6osbLue 20 M B o4

CBefleHNs 0 BO3MOXHOCTW yfaneHUs n 3aMeHbl (Npy Kakux YCnoBUAX, €CNIM BO3MOXHO):
B0O3MOXHOCTb M3B/IEKaTb Y 3aMeHsATb UMMNIaHTaT OTCYTCTBYeT. 34en1a BbIBOAMTCS U3 OpraHu3Ma
nyTem 6uogerpagauumn ruanypoHngason, 3atem peabcopomm.

CBefileHMs 0 B3aMMOLENCTBMM MaTepuasoB MMMaHTaTa € Apyrumu matepuanamv u
BelllecTBaMu:

"ManypoHaT HaTpMs HECOBMECTUM C YETBEPTUYHLIMU COEAMHEHUAMM aMMOHUSA, TakUMW Kak
pacTtBop 6eH3ankoHus xnopuga. Moatomy unnep HUKOrAa He AO/DKEH BCTyNaTb B KOHTAKT C
3TUMM  BELLECTBAMM WM MEAVUMHCKUMU  XUPYPTUYECKUMU  MHCTPYMEHTaMu, KOTOpble
KOHTaKTMPOBa/IN C 3TUMK BeLLeCTBaMu

AHTVKOArynsiHTHbIE N aHTUTPOMOOLMTapHbIE NEKAPCTBEHHbIE NpenapaTbl MOTyT YBENNUNTL PUCK
KPOBOTEYEHUA U/IN KPOBOMOATEKOB, MO3ITOMY C/leAyeT YTOUHUTL Y MauueHToB, UCMOMb3YHT /N
OHW Takue npenapatbl, a TaKXXe NPOKOHCY/bTUPOBATLCA C IevallMM BpayoM, YTOObI NPaBusibHO
OLLeHWTb YPOBEHb PUCKA.

CeefleHns 0 MeTofax, C TMOMOLLbIO KOTOPbIX BO3MOXHO OMPeLeNnUTb MOJI0XeHWe
MMMAaHTaTa: He NPUMEHUMO K JaHHOMY WU3LEeNNto

KomnnekT nocTaBku nsgenus

dunnep BHyTpuaepmanbHbli Princess® VOLUME PLUS Lidocaine o6bemom 1.0 mn [2,5%
MonepeyHo-CLUMTOro rnmanypoHara Hatpusa + 0,3% nmMaokanHa rmgpoxiopugal, B coctase:
-LWnpuu o6bémom 1,0 mn, nponsBoacTea “Ieppecxalrimep broHae Tm6X”, MepmaHms,

PY NedC3 2011/10770, 3an0/iHEHHbIV reneM Ha OCHOBE TaslypOHOBOI KUCNOTbI U NIMLOKaNHA -
lwr.;

-Nrna 27G 1/2" (0,4 x 12 mm), npomssogutens “TEPYMO HOpon H.B”, Benbrus,

PY NeP3H 2018/7086 - 2 wr.;

-OTUKETKa CbeMHas /19 KapTbl nayueHTa -1 wr.;
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-NHCTPYKUMA NO NPpUMEHEHUIO - 1 1WT.

8. MapknpoBKa 1 ynakoBKa

Kaxmoe wusgenve (nNpeaBapuUTenbHO 3amofiHeHHbI wnpuy, 1,0 mMa rens, [ABe 0[HOPa30Bble
CTepunbHble Urabl Kanwépom 27G /1" (0.4 mm) ynakoBaHO B GAMCTEPHbIV N0TOK, KOTOpbINA
3aneyarbiBaeTCcs 6/IMCTEPHON KPbILLKORA. 3aneyaTaHHbI 6/IMCTEP U MHCTPYKLUMS NO NPUMEHEHWIO,
YMaKoBbIBAKOTCA B MNOTPeOUTENLCKYH KOPOOKY. MoTpebuTenibckas Kopobka umeeT nepgopaumto
O0N1 KOHTPONA MepBOro BCKPbITUA KOPOOKM W 3TUKETKY CbEMHYHK [/1F KapTbl MNauueHTa C
YHUKaNnbHbIM ngeHTUrkatopom umsgenns (UDI). 3TuKeTKa CbeMHas A/ KapTbl nauueHTa C
HOMEpPOM MapTWUK, CEepUHbLIM HOMEpPOM, HOMEPOM MO KaTtanory, CPOKOM TOLHOCTW, [ATOi

M3rOTOBMIEHNS W YHUKaNbHbIM WAEHTU(MMKATOPOM U3LeNNA HaxXOAUTCA Ha 3afHell CTOpPOHe
KOPOOGKW.

=
CE 2wOg
E

O

PrcyHok 8.1 - BHelLHW BUA NOTPe6UTENLCKOM YNakoBKy

Ha Kaayto noTpeduTenbCKyto KOPOOKY HakneeH CTUKepP C MapKUPOBKON. MpoeKT MapKMpoBKU
KOPOOKN n3aenns 1 CTukepa nNpeacTaBieH Ha pucyHke 8.2a 1 8.2.b

»
dunnnep BHyTpuaepmanbHbin Princess® VOLUME PLUS Lidocaine 06beMom 1.bu'
Mn [2,5% nonepevyHoO-CLLIMTOrO rmanypoHarta Hatpusa + 0,3% nungokanHa
rngpoxnopugal
d)mnnep COCTOUT n3 I'IOI'IGp(-)'-IHO-CLIJVITOVI rmanypOHoson KUCNOTbI

6aKTepnasibHOTO MNPOMCXOXAEHWUS KOHLUEHTpauueir 25 Mr/mMa v nugokavHa
rMapoxnopua B KOHUeHTpauuu 3 mr/mn B msnonoruyeckomM bydgepe

LOT

1X1,0mMmn

Croma-Pharma GmbH («Xpoma-®apma M6X»), ABCTpus
Industriezeile 6, 2100 Leobendorf, Austria
Ten.: +43 2262/68468-0
E-mail.: office@croma.at
YNOnNHOMOYEHHbIA NpeAacTaBuTeNb NPOU3BOAMTENS HA TeppuTOopum
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MecTo npon3BojcTBa: Po:

1) Cromazeile 2, 2100 Leobendorf, Austria O6LLECTBO C OrpaHNYEHHOI OTBETCTBEHHOCTbLIO
2) Industriezeile 6, 2100 Leobendorf, Austria «KomnaHusa «BnBu»

129085, r. Mocksa, MpocnekT Mwupa, gom 101, ctp. 1, nom. 17
VHH 7722385440

PervctpauvoHHoe ygoctosepeHme Ne oT
PucyHok 8.2a- NpoeKkT MapK1pPOBKKM CTUKepa

1.0
OTbI
aliHa
PrcyHOK 8.2b- MpOoeKT MapKMpOBKN KOPOOKY M3aenus
MapKknpoBKa NoTpPebuTeNbCKOR yNaKoBKN COAEPXKUT CNeLyoLLYH0 MHGOPMATrLLO.
-HanmeHoBaHue nsgenns
-WHdopmauuio o nponssoguTene
opuu
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-Mapkuposka CE C€

-O6paTUTECh K MHCTPYKLMW N0 MPUMEHEHNIO

-bepeys oT Bnaru

-TemnepaTtypHbIii AnanasoH XpaHeHus ip-»

-He ponyckatb BOSAGVICTBVIH COJTHEYHOr O CBETa

-He ncnonb3osatb npn noBpexxaeHmnmn ynakoBkn

-3anpeT Ha NOBTOPHOE MPUMEHEHME

-He cTepnnm3oBatbs NOBTOPHO

-He coepXuUT HaTypasbHbIi naTekc

mCrepunusauma napom Wam Cyxmm Tensiom (404 Wnpuua ¢ refem)
mCrepunmsaums oKCuaom stuneHa (ans urn) MAH
ml/H(hopmaLmo 0 NPOM3BOAUTESNE, KONMYECTBE U Kaimbpe urn

r n
-Kog naptuu, LOT
-Homep no karanory REF
SN
-CepuiiHblii HOMep
r %
-[lata n3rotosneHns
UD1

-[laTa MCTeYeHNs CpoKa roHoCTH,

- YHUKa/bHbIV naeHTugukatop usgenuns (UDI)

-KonnuecTeo n3genuii 1 06bem rens B LINPULE

14
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- CocTaB ¥ KOHLEeHTpauuio nsgenms

-UHpopmavuio 06 YNONHOMOYEHHOM npeacrasuTene
Npou3BOAMTENS Ha TeppuTOopUn PO

-PernctpaumoHHoe ygoctoeepeHue Ne ot

BHeLHWiA BN KOMMEKTa 3TUKETOK C HOMEPOM NapTuK MNMpeacTaB/ieH Ha PUCYHKE 8.2.8

PfiiHtit . HT
mmimsismmm
TANTWTLW
TT\WT

enr-bFT
AN24K03r874

PucyHok 8.2.B - KOMMNJIEKT 3TUKETOK C HOMEpPOM MapTuu
BHeLwHWiA Bug, 61MCTEPHO YNaKOBKM NPeACTaBieH Ha pUCyHKe 8.3

PrCYHOK 8.3- BHelWHWiA BUA 6MCTEPHO YNaKoBKK
MapkupoBKa 6AMCTepHO YNaKOBKN U3AENNS COAEP>KUT CNeAyHOLLYI0 MH(hopMaLuto,
-HanmeHoBaHwve u3genus,
-ToproBsyo MapKy,
-MHhopmauuio 0 nponssognTene

+CVIMBON «3anpeT Ha NOBTOPHOE NPUMEHEHUE.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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-CMMBO/ «He CTEPU/IN30BATL MOBTOPHO»,
-Cumeon «OcTopoXxHo! O6paTmTeCh K MHCTPYKLMKX MO NPUMEHEHWNHO, Q

-CumBon «He 1cnonb3oBaTb Npy NOBPEXAEHUN YNAKOBKU»,

-CvmBon «O6PaTUTECH K MHCTPYKLMM MO MPUMEHEHUIO» Cl/l

A TaKXKe Ha 6n1MCTep HakneeH CTUKep C LOMOHUTE/IbHON MapKUPOBKOW. MPOEKT MapKUpOBKY U
CTUKepa NpefcTaBieH Ha pucyHke 8.3a

dunnep BHyTpugepmanbHblh  Princess® VOLUME PLUS
Lidocaine o6bemom 1.0 mn [2,5% nonepevyHoO-CLUMTOrO

rmanypoHarta Hatpua + 0,3% nuagokanHa rugpoxnopuaal

®unnep COCTOMT W3 MOMEPEYHO-CLUMTON TManypOHOBOM KUCIOTbI 1x10 MN
6aKTepuanbHOro  MPOMCXOUCAEHUS KOHUEeHTpaumeid 25 wMr/ma wu

AMAoKavHa  rugpoxnopuga B KOHUeHTpauum 3 Mr/mn B
thmsmonornyeckom 6ycepe

CTukep 61mcTepa CoAepXNT:
-HanmeHoBaHune nsgenus,
- COCTaB M KOHLEHTpauuio nsaenns

MapKu1poBKa n3aenus (NpeaBapuTeibHO 3ano/IHEHHOTO LWNpULA) NpeacTaBieHa Ha pUcyHKe 8.4

PucyHok 8.4 - MapkupoBKa mnsfenvs (npejsapuTensHO 3anosIHEHHOTO LWNpULa)
MapkupoBka n3genvs (npeLBapuTenbHO 3aro/IHEHHOTO LUMPULLA) COLEPXKUT:
-CokKpallieHHoe HavMeHOBaHWe u3aenus,

-HanmeHoBaHMA npoussoanTens,

-Koa naptuu,
A nap LOT

-[laTa ncTeyeHust cpoka roaHocTH,

-Mapkuposka CE C€

-O6beM rens B LINPULE

MapKu1poBKa Ur/ COLEPXKUT CNEAYHOLLYI0 UH(OPMALMIO:
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-HanmeHoBaHue n3genus,
-HanmeHoBaHue npoussoauTend, cTpaHa
-Pa3mep mrnbl

-Mapkuposka CE C€

-[aTa ucteyeHms cpoka rogHocTu

LOT
- Homep napTtun

-/H(hopMaLuto 0 CTEPUNBHOCTL

-He ncnonb3oBaTh NOBTOPHO
-CumBon «Rx Only» (TonbKO ANns Bpayeid)

KH.I Terumo Europe N.V., Belgium
K-Pack Il Neacfta CC 0197
270X  TW(@O" 1 12nm)
<01)0S4i3a0605I03e  Rxonly

bl (17) yymmdd EXP/ § ywy-mm-dd
00)yymmxxx  iLOTIwmmxxx

ISTERILEIEOI Do not mu$e ®

[N TPaHCNOPTMPOBKYM M3A€eN1s YNAKOBbIBAKTCSA B TPAHCMOPTHYHO YMaKOBKY U3 ropUpOBaHHOIO
KapToHa (cM. PucyHok 8.5). Kaxgas TpaHCMopTHas ynakoBKa COAEPXMT 168 noTpeGUTenbCKmx
KOpPOGOK C n3genvem.

PucyHok 8.5 - TpaHcnopTHasa ynakoeka nsgenms
MapK1poBKa TPaHCMOPTHON YNaKOBKM COLEPXKUT:
-HanmeHoBaHve nsgenus,

-VHgopmauuio o nponssoguTtene

-Maccy 6pyTTO,

-Homep pernctpaloHHOro yaocToBepeHus,

-NHdopmauuto 06 ynosHOMOYeHHOM NpescTaBuTeNe NPoV3BOANUTENS
-LTpnxkos

-CnmBON «BBEPX» r
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9. CooTBeTCTBUE CTaHgapTaM Poccuinckon degepaynm

FOCT P NCO 14630-2017 «MmnnaHTaThl XMPYpPruyeckrie HeaktusHble. O6LLMe TpeboBaHNA,
FOCT P WNCO 15223-1-2020 «W3penna MeauumHCKME. CUMBOAbLI, MPUMEHSEMbIE  PU
MapK/MpOBaHUM Ha MeAVLUMHCKUX W3LennsaX, 3TUKETKaX U B COMPOBOAMTENbHON [OKYMEHTaLUuN.
YacTb 1 O6wue TpeboBaHMA»,

FOCT I1SO 11607-1-2018 «YnakoBKa Ansi MEAMLMHCKUX W3AEeNWiA, NoAnexalimx UHULIHON
crepunmsaummn. Yactb 1 TpeboBaHus K maTepuanam, 6apbepHbIM CUCTEMaM A1s CTepUIM3aLnn u
YNaKoBOYHbIM CUCTEMAM>,

FOCT 31214-2016. «W3pgenusi meauuMHCKue. TpeboBaHMs K o6pasuaMm M AOKYMEHTaumu,
npefocTaBnseMbiM Ha TOKCMKO/IOTUYECKME, CAaHUTAPHO-XMMUYECKUE UCTIbITAHWUSA, UCTIbITAHNA Ha
CTepPU/IbHOCTb U NMUPOreHHOCTbY.

FOCT P 52770-2016. «3genna MmegmumHckme. TpeboBaHus 6e3onacHOCTU. MeToabl CaHUTapHO-
XUMUYECKMX U TOKCUKOMOTUYECKNX UCTIbITAHNIA».

FOCT 31209-2003 «KoHTeiHepbl A1 KPOBM M ee KOMMOHEHTOB. TpeboBaHUS XMMMWYECKOA U
61oNornYecKoin 6e30NacHOCTN U MeTOAbI UCMbITaHN».

MeToanueckoe nocobue J1.I'. MoayHoBoA

FOCT 31870-2012 «Bopa nutbeBas. OnpeaeneHne cofepXXaHus 3NeMeHTOB MeTOAaMMn aTOMHOM
CMeKTpOMETPUM» M. 4»

FOCT 4011-72. «<Boga nutbeBasi. MeToabl M3MEPEHUS MaCCOBOI KOHLEHTpaLM 06LLErO Xenesa
(c NameHeHnaMM N 1,2) ».

MYK 4.1.3166-14 «["a3oxpomartorpagmyeckoe onpefeneHne rekcaHa, rentaHa, auetanbiernaa,
aueToHa, MeTunaueTaTa, aTuiaLeTara, MeTaHona, M30NponaHona, akpuUNoHUTPKIa, H-NponaHona,
H-nponunaverTaTa, 6yTunaueTara, n3o0ytaHona, H-6ytaHona, 6eH30na, Tonyona, aTunbeHsona, M-
, 0- W M-KCW0/0B, M30MponunbeH3ona, CTMpona, a -MeTUICTUPONa B BOAE U BOAHBIX BbITSHKKAX
13 MaTepnasioB pasIMYHOro cocTaBar.

FOCT P 55227-2012 «Bopga. MeToapbl onpefeneHns cogepXxaHusa gopmansaernga» n. 5

FOCT ISO 10993-1-2021. «W3genms MeauumHckme. OueHKa 6MON0rMYeckoro [AeicTBums
MeAMLMHCKNX n3genmii. Yactb 1. OueHKa 1 nccnesoBaHus».

FOCT P MCO 10993-2-2009. «W3penus meguumHckue. OLeHKa 6MONOrMYecKoro AeicTems
MeAMLMHCKNX n3aenmin. YacTb 2. TpeboBaHWs K 00paLLeHNIO C XKUBOTHbLIMM.

FOCT ISO 10993-5-2011. «W3pgenusi meauumHckue. OueHKa OGMONOrMYECKOro AeicTBumS
MeJNLMHCKMX n3genunina. YacTs 5. MiccnefoBaHme Ha UMTOTOKCUYHOCTb: METO/bI invitro».

FOCT ISO 10993-6-2021. «W3pmenus meauumHckue. OugHKa OMONOrMYecKoro AeiCcTBUS
MeAVLMHCKMX n3gennii. YacTb 6. ccnefoBaHye MECTHOIO AeNCTBUA MOCe UMMNIaHTaLum».
FOCT ISO 10993-10-2011. «WM3pgenusa meguumHckme. OLUEHKa OGMONOrMYEcKoro [aencTaus
mMeauumMHCKUX mn3gennidi. Yacte 10. ViccnefoBaHUs pasfpakarollero 1 CeHCUOUIN3UPYHOLLEro
[lenCTBUS».

FOCT 1SO 10993-11-2021. «W3genus wmeauumHckmne. OueHKa 6MOM0rMYeckoro [AeicTema
MeAnUMHCKMX n3genuin. Yactb 11. ViccnegoBaHue 06LLETOKCUYECKOTO AeACTBUA.

FOCT ISO 10993-12-2015. «W3pgenus meguumHckme. OueHKa 6MONOrMYeckoro AencTeus
MeANLMHCKMX n3genuin. Yactb 12. MpurotoBieHne Npob U KOHTPO/bHbIE 06pasLibi».

® PP nspgaHne XIV. OPC.1.2.4.0003.15. CTepunbHOCTD,
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roct EN 556-1-2011 «CTtepunuzaums MeauLMHCKUX WU3aenunin. TpeboBaHUs K MeAULIMHCKAM
n3genusM Kateropum ctepusbHble”. Yactb 1 TpeboBaHMA K MeSUUMHCKUM  U3JENUsM,
noanexaiimm GUHULLIHOM CTepUnmn3aLumn»

O®C. 1.2.4.0006.15 bakTtepuasibHble 3HAOTOKCUHbI

O®C. 1.2.4.0003.15. CTepunbHOCTD.

O®C. 1.2.1.0004.15 NoHomeTpUA.

10. TpaHcnopTMpoBaHUe, XpaHeHUe U aKcNyaTaymna

W3genusa TpaHCnopTMpYyOTCS BCEMW BUAAMU TPaHCMOPTa B KPbITbIX TPAHCMOPTHLIX CPeACcTBaxX B
COOTBETCTBMU C NpaBuiaMn NepeBo3KM rpys3os, AeMCTBYHOWMMN Ha aHHOM BuAe TpaHcnopTa B
COOTBETCTBUW C YCIOBUAMM:

YcnoBms TpaHCNOPTMPOBaHMA: TemnepaTypa Bo3gyxa 0T+2°C go +25°C npu OTHOCMTENbHON
BnaxHocTn He 30-60% (HEKOHAEHCUPYIOLLLAsics)

Ycnosusi XpaHeHus: TemnepaTypa Bosfyxa oT +2°C go +25°C npyu OTHOCMTENbHOM BAXKHOCTU
30-60% (HeKOHAeHCUPYHOLLAACA).

XpaHUTb n3genne B ynakoske MPeanpuaTUA-U3roTOBUTENS B CYXOM, YMCTOM MECTE, BAAIN OT
WCTOYHMKOB Temnaa M MPAMbIX COMHEYHbIX Nly4eil, Npu KOHTpoAupyemoin Temnepatype. Cpok
XpaHeHMs YKa3aH Ha 3TUKEeTKe KaXKAoro nsfenus.

Ycnosus akcniyataumm: Temnepartypa ot +32°C go +42°C npy OTHOCUTENbHON BNIXKHOCTU He
6onee 100% (HEKOHAEHCMPYHOLLAACSH).

11. CBefEHUS 0 CTEPUNBLHOCTU N3AENNS

W3genvie nocTaBnseTcs CTEPUIbHLIM.

Cofiep>kumoe LUNPULEB CTepun3yeTcs BNaXKHbIM TeNom npu Temnepatype 131®C B TeveHue 50
CeKyH[,

Mpun cTepuamn3aLmm CoLePXXUMOro LWNpULeB Obi1 JOCTUIHYT YPOBEHb 06eCneyYeHns CTePUIbHOCTI
SAL=10-"

Bug ctepunusaummn urni - CTepunmsauma ¢ NPUMeHeHNeM OKucK atuneHa no MCO 11135.

12. CBegeHunsa 06 ytunmsaumm

YTunusaumio ngenusa nposouTs B cooTseTcTBUM ¢ CaHlMnH 2.1.3684-21 ana oTxof0B Kiacca b
(anupemmonornyeckn oracHble 0TXoAbl). [locne annapaTHbIX CrocoboB 06e33apaXuBaHUs C
NPUMeHeHNeM (PU3NYECKUX METOAOB W W3MEHEHWS BHELUHEro BMAA OTXOAO0B, WCK/HOYAKOLLEro
BO3MOXHOCTb MX MOBTOPHOIO NPUMEHEHUS, OTXOAbI K/1acCoB b MOryT Hakan/mBaTbCs, BPEMEHHO
XPaHWUTbCH, TPaHCMOPTMPOBATLCA, YHUUYTOXATbCA W 3aXOPaHMBaTbCA COBMECTHO C OTXOAamu
Knacca A (3nuaemMmonornyecky 6esonacHble OTXOAbl, MO COCTaBy npubamkeHHble K TBO).
YnakoBka 00e33apaXXeHHbIX MeAWLMHCKMX OTXOLOB K/laccoB B [O/mMKHA MMETb MapKMpOBKY,
CBUAETE/BCTBYHOLLYIO O NPOBEEHHOM 06e33apakMBaHUN OTXOJ0B.

13, lapaHTuUwu

310 n3genve CMNPOEKTUPOBaHO, U3roToBNEHO, UCMNbITAHO M YNakoBaHO B COOTBETCTBMK CO BCEMU
npMMeHNMbIMN Tp66OBaHI/IFIMI/I. lMpousBoauTeNs  rapaHTUPYeT  COOTBETCTBUE  U3[enus
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TpebOoBaHMAM BCEX HOPMATMBHbIX W TEXHUYECKMX AOKYMEHTOB. KauecTBO M 6e30MacHOCTb
U3NEeNWNIA rapaHTMPyeTcs B TeyeHMe YCTaHOBMEHHOrO CPOKa FOAHOCTM B COOTBETCTBUMM C
YCNOBUAMUN XpaHeHWst / TpaHCNOpPTMPOBKW. He ucnonb3yinte usgenne 6e3 MapKUpPOBKW WU B
Cy4ae MoBPEeXAeHNA MapKUPOBKM / YaKOBKW.

"apaHTWIHBIA CPOK XpaHeHus -36 MecsLEB, CPOK COXPaHEHWS CTEPUIbHOCTY - 36 MecsLEB.
lNpounssoguTens:

Croma-Pharma Gmb («Xpoma-®apma 'M6X»), ABCTpuS.

Industriezeile 6, 2100 Leobendorf, Austria

TenedoH: 0043-2262-68468-0

E-mail: office@croma.at

YNONMHOMOYEHHbIA NPeacTaBUTENb MPOM3BOAMTENS HA TeppuTopumn PO:
O6LLeCTBO C OrpaHNYEHHON OTBETCTBEHHOCTbIO «KoMnaHua «buBu»
129085, r. Mocksa, Mpocnekt Mupa, 4. 101, ctp. 1, nom. 17

WHH 7722385440

TenedoH: +7 (499) 281-67-68
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Beurkundunasreaisterzahl: 1389/2023

Die Echtheit der Firmazeichnung des Herrn Magister Gerhard Prinz, geboren
am 28.04.1940 (achtundzwanzigsten April neunzehnhundetivierzig), 2100
Leobendorf, Industriezeile 6, als GeschaftsfOhrer fOr die Croma-Pharma GmbH
mit dem Sitzin Leobendorf, wird bestatigt.
Welters bestdtige ich, dass die Partei erkidrt hat, dass sie den Inhalt der
Urkunde kennt und deren Unterfertigung (Signierung) frei von Zwang erfoigt.—
Nach heutiger vorgenommener Einsichtnahme in das Firmenbuch des
Landes- als Handelsgericht Korneuburg bestatige ich, dass nach dem
derzeitigen Stand dieses Buches Herr Magister Gerhard Prinz als
GeschaftsfOhrer berechtigt ist, die im Firmenbuch des Landes- als
Handelsgerichtes Korneuburg zu FN 92329d eingetragene Croma-Pharma
GmbH mit dem Sitz in der politischen Gemeinde Leobendorf selbststandig zu

Korneuburg, am 28.09.2023 (achtundzwanzigsten September zweitausend-
dreiundzwanzig).

Die Gebuhr von Euro 14,30 wurde entrichtet.

Mag. Berrra Tschugguel
Substitut des offentlichen Notars
Dr. Wolfgang Battinl
2100 Korneuburg
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MepeBoj C aHTNMIACKOTO 1 HEMELKOTO A3bIKOB Ha PYCCKMIA A3bIK
Crp. 1
OpobpeHo
eHepanbHbIM JUPEKTOPOM
MarucTp tapm. MpurHL
/nognucaHo/

wramn: r. KopHolibypr 28 ceHTA6psa 2023 T.

Cmp. 21

Howmep B peecTpe HOoTapuanbHbIX AeincTenin: 1389/2023

HacTtoswum  nogTBepXAaetca  MOAAMHHOCTb  MOAMWUCW,  CLENAaHHONW  OT  UMeHU
ropugnyeckoro nuua, r-Ha Maructpa lepxapga lMpuHua, 28.04.1940 rofa poxkaeHus
(oBafuaTb BOCbMOro anpens Thicsya [LeBATLCOT COPOKOBOro roga), 2100 Jleo6eHaopd,
MHaycTpuuainne, 6, B KauyecTBe YNpaBnswLWEro kKomnaHum Xpoma-®Papma [m6X
(Croma-Pharma GmbH), c mecToHaxoxeHuem B JleobeHfopde.

Kpome TOro, f moATBepXfaw, 4YTO CTOPOHA 3asBwW/a, 4YTO eMYy W3BECTHO COAepXKaHue
NOKYMEHTa, U OH Obln noagnucaH A06poBONLHO. locne NpPoBeAeHHO CerofHs MPOBEPKM
peecTpa lOpULMYECKUX NUL, 3eMeNbHOro cyfja B KauyecTBa cyfga Mo TOProBbIM Aenam T.
KopHoibypr, s nogTeBepXpjakw, 4YTO B COOTBETCTBMM C TEKYWMM CTaTyCOM [AaHHOrO
peectpa r-H Maructp [epxapg [puWHL B KayecTBe YMpaBasdlOLWLero WUMeeT TMpaBo
CaMOCTOATENbHO MpefcTaBNAaTb KommnaHuto Xpoma-dPapma mM6X (Croma-Pharma
GmbH), 3aperncTpupoBaHHy0 B peecTpe HpULNYECKUX NNL, 3eMe/IbHOro cya B KayecTBa
cyaa no ToproebiM aenam r. KopHoinbypr 3a Homepom FN 92329 d, ¢ MeCTOHaX0XaeHNEM
B MO/IMTMYECKOM OKpyre JleobeHaopd.

KopHoibypr, 28 ceHTa6psa 2023 roga (cegbMoe WKOHA ABe TbiCAYM ABafUaTb TPETbEro

roga).

B3bickaHO rocnowwinHel B pasmepe 14,30 espo

Meyatb: A-p Bonbranr bEymns*HoTtapnyc*
ABCTPUNCKAS PECMYBJ/IMKA*r.KopHoii6ypr, HuxHas ABcTpus™ 11*

/nognuncaHo/

Mar. bepHg Yyrryen
3aMecTuTenb HOoTapuyca
[-p Bonbranr b&ymnb
2100 r.KopHonbypr

Ctp. 22
Mevatb: O-p Bonbgranr béymnb*HoTtapnyc*
ABCTPUNCKASA PECNYB/TNKA*r.KopHoii6ypr, HuxHas ABcTpus*! 1*
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MepeBof faHHOTO TeKCTa BbINOMHEH LepeBoguypkom 10auHbIM KO prem KoHCTaHTUHOBUYEM.

/
i

Poccuiickasa egepaums

Nopoa Mocksa.

[eBATOro HOA6GPA ABe ThiCAYMN ABajLAaTb TPeTbero roja.

A, Maromegosa AHTOHMHA [IBaHOBHA, BPEMEHHO MCMOMHAOLLAA 0053aHHOCTM HOTapuyca

ropoga MockBbl [1poKoweHKOBOW EneHbl EBreHbeBHbl, CBWAETENbCTBYH MOAJNHHOCTb
nognucu nepesogunka KO anHa KOpns KoHCTaHTMHOBKUYA.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JlnuHoCTb NognucaBLLEro 4OKYMEHT YCTaHOB/IEHa.

3apeructpupoBaHo B peectpe: Ne 21/86-H/77-2023- o2 A
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