IFU for Russian Market

NmrnanTat a1st BHyTpuaepMaiibHOro BBeAeHus, ¢ injgokannoM ART FILLER,
BapHaHThI UCIIOTHEHUS
HNMmianTaT 1 BHYTPUAECPMAJIBLHOT0 BBEICHHUS, € JIUTOKAMNHOM
ART FILLER LIPS

I/IHCTPYKI_[I/IH 110 MIPUMCHCHUIO
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1. HawmMeHOBaHHE MEIUIIMHCKOT'O U3IEIUI

1.1. HaumeHoBaHuEe MEIUIIMHCKOTO U3aenus — «IMIIanTar ajis BHyTpUAEPMAIbLHOTO
BBefeHus, ¢ JupokauHoM ART FILLER, BapuaHTbl HCHOJHEHHS» — Jajee «U3ICITUCY,
«umrianTat LIPSy.

Bapuant wucnonnenus: MWMIIaHTaT I BHYTPHAEPMAJIbHOrO0 BBeJdeHHS, C
gaupoxkanaoM ART FILLER LIPS B cocrase:
MMILIAHTAT B IImpuiax 1 mi (2 1T, ), Uriasl CTepuiibHbIC (4 MIT.), HAKICHKH UACHTU(GUKAITMOHHBIC
(4 mIT.), UHCTPYKLMS 110 IPUMEHEHUIO.

2. CaeneHust 0 MPOU3BOIUTENIC MEAUIIMHCKOTO U3ICITHS
Laboratoires Fill-Med Manufacturing S.A., Bd Paepsem 18, 1070 Anderlecht, BELGIUM

Tel: +32 2 893 47 00
Fax: +322 522 86 33

E-mail: contact@fillmed.com

(«JIabopatyap ®umi-Men Manydakaypunr C.A.», bx [lenicem 18, 1070 Aunepiexr,
benprus

Ten: +32 2 893 47 00

dakc: +32 2 522 86 33

E-mail: contact@fillmed.com)

3. CaeneHus 0 MPOU3BOJICTBEHHOM IJIONIAIKE
Laboratoires Fill-Med Manufacturing S.A., Bd Paepsem 18, 1070 Anderlecht, BELGIUM

Tel: +32 2 893 47 00
Fax: +32 2 522 86 33

E-mail: contact@fillmed.com

(«JIaboparyap ®unn-Men Manydakuypunr C.A.», bx Ilencem 18, 1070 Annepnexr,
benbrus

Ten: +32 2 893 47 00

dakc: +32 2 522 86 33

E-mail: contact@fillmed.com)

4. Csenenus 00 ynmoJaHOMOUYEHHOM MpejacTaButene PO
OO6mmecTBO ¢ orpanndeHHOM oTBeTCTBeHHOCTHI0 «TICEH»

109147 Poccuiickas ®enepauusi, Mocksa, yi. Taranckas, 1.17-23,
atax 2, 0¢.10-27, 30-39 4/1-14

Ten. (495) 258 54 00

®daxkc (495) 258 54 01

E-mail ipsen.moscow @ipsen.com
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5. Ha3znaveHue MeIMIIMHCKOTO W3/IEIHs, YCTAHOBICHHOE MTPOU3BOIUTEIICM

NmMmantar ajis MHTpaJepMaibHBIX HWHBEKIHMN C I1EIbI0 BOCCTAHOBJICHHS IOTEPH
THATYPOHOBOM KHCJIOTHI, CBSI3aHHON C BO3PACTHBIMH M3MEHEHHAMU. [loka3aH Juisi MHBEKIMA B
MOBEPXHOCTHBIE U TIYOOKHE CJIOM KOXKH, CYNpParepruoOCTAIbHO, IS TOBBINICHUS TOHYcCa U
3JIACTUYHOCTH W/WJIM B KAUECTBE HAIMOTHUTEINS JIJII MOPIIUH Pa3IMYHON TTyOHHBI.

Hanwuue B coctaBe numoKanHa MPEeIyCMOTPEHO JUISl CHYDKEHHUsI OOJIEBBIX ONIYIICHHHA Y
MaIMeHTa BO BPEMS MTPOIICTYPHI.

HNmnnanTaT 11 BHYTPUAepMaibHOro BBeaeHus, ¢ Jugokaunom ART FILLER LIPS
- 9TO UHBEKIIMOHHBIN UMILJIAHTAT, TPeAHA3HAYECHHBIHN /IS YBETUYCHHUS 00beMa U / WJIH U3MEHEHUS
KOHTYpa ry0, a TaKKe JUIs CTIIAXUBAHUS CPETHUX W ITYOOKHX CIIEIOB Ha KOXKE.

5.1.  YcnoBus mpuMeHEHUs

N3penue npuMeHseTcst B MEAUIIMHCKUX YUPEKICHUSIX.

6. Ilepedyenn nokazaHuii K MPUMEHEHUIO MEIUIIMHCKOTO U3EIINsI, MPOTHBOMOKA3aHUM K
MIPUMEHEHUIO, BO3MOXKHBIX MOOOYHBIX JEHCTBHI:

6.1. Iloka3aHus K IPUMEHEHUIO:

JleficTBue W3/eNvs HANpaBIE€HO HAa KOPPEKLMI CTPYKTYPHBIX HW3MEHEHUM KOXH,
CBS3aHHBIX C IMPOLIECCAMU CTApPEHMS: 3all0OJHEHHE MOPILMH M CKJIAJ0K KOXXHM, BOCCTAaHOBIIEHUE
o0bema.

Wmnnanrar  BHyTpuaepManbHbli ¢ saupokauHom LIPS  mpencraBnser  coboit
WHDBEKIIMOHHBIN UMIUIAHTAT, IPEAHa3HAYCHHBIN I yBeNIndeHus: 00beMa U / Ui MOAYepPKUBaHUS
KOHTYpa T'y0, a TakXKe JUIS CTIIa)KMBaHUS CPETHUX WM TITyOOKHX CIIEIOB Ha KOXKe.

Hannuune B wuMIUtaHTaTte JMaoKamHa OOECIIEYUBAET YMEHBIICHHE OO0JIE3HEHHBIX
OILYILIEHUH y MalMeHTa BO BpeMsI IPOLIETyphbI.

6.1.1 IIpoTuBOMOKa3aHUs K IPUMEHEHUIO:

Nmnnanrar LIPS He ciaenyeT BBOIUTS:

- JInst KOppEKIMH MOBEPXHOCTHBIX MOPIIUH.

- B nepuopburtanbHyto (BeKH, «I'YCHHBIE JIAKWY», KPYTH MOJ IJla3aMi) U MeXOPOBHYIO
obnacTH.

- B xpoBeHOCHBIE COCYIBI.

- B yyacTku xoxu, Kysa paHee ObUT BBE/IEH TOCTOSHHBIN UMILIAHTAT.

- C 1enplo0 KOPPEKIMH PE3yIbTAaTOB NMPEABIAYLIINX IPOLEAYD.

- Ilpu BBegeHMU HEOOXO0AMMO M30€TaTh N30BITOYHON KOPPEKIUH.

WNmmnanrar LIPS He cnenyeT npuMeHsTS:

- ¥V nmanueHToB € M3BECTHOM THIEPUYYBCTBUTEIBHOCTBIO K THATypOHOBOM KHCIOTE,
JTUJ0KAUHY ¥ AMHUIHBIM MECTHBIM aHECTETHUKAM.

- ¥ nauueHToB, y KOTOPBIX B aHaMHe3€ ObLIM ayTOMMMYHHBIE 3a00J1€BaHMsI UJIK KOTOPBIE
MOJIy4aJIi UMMYHOTEPAIUIO.

- Y manueHToB, CTpaJarolInX dIUJIEIICUEN, KOTOpas He KOHTPOJIUPYETCS JICHEHUEM.

- ¥V nauueHToB ¢ noppupuei.

- Y manueHToB ¢ TeHJAEHIUEN K Pa3BUTHIO TUIIEPTPOPUUECKUX PYyOIIOB.

- V MmanueHToB, Y KOTOPBIX B aHaMHe3€ OBbLTM MHOTOKPATHBIE aHTHHBI, MPUBEAIINE K
PEBMATHYECKON JIMXOPAJKE C IOPAKEHNUEM CepaLia.

- Y GepeMeHHBIX WM KOPMSIIUX KEHIIIHH.

- Y neren.

- B Tex obOmactsx, B KOTOPBIX HaONIOAaeTCs BOCMAICHHE M / WIM HHPEKINOHHBIE
MOPAKECHUSI KOXKH (aKHE, TepIIeC U T.1I.)

- Cpazy mociie uian nepes Bo3IAeHCTBHEM Jlazepa, IITyOOKOr0 XMMUYECKOTO MUJIMHTA HITH
nepmabpasum.



6.1.2 Bo3MoOxHBIE TOOOYHEIE JENCTBUA

Bpau nomken nponHpopMHpPOBATH NAIIMEHTa O BO3MOXHOCTH BO3HUKHOBEHUS ITOOOYHBIX
pEaKIii, CBSI3aHHBIX C BBEJCHWEM JAHHOTO MMIUIAHTATA U CIIOCOOHBIX PAa3BHTHCS HEMEJICHHO
WIN CITYCTSI HEKOTOPOE BpeMsl.

K HUM oTHOCSTCS (IIPHUBEACHHBII CIMCOK HE SIBJISICTCS HCUEPIIBIBAOIINM):

- BocnanurenbHble peakiuy KoK (TIOKpacHEHUe, OTEeK, S)pUTEMa U JIp.), KOTOPbIE MOTYT
CONPOBOXKIATHCS 3y/IOM, a Takke OOJEe3HEHHOCTHIO NpH HajgaBnuBaHuu. llomoOHas peakius
MOJKET COXpaHAThCSA B T€UEHHE OJHOHN Henenu. B peaxux ciaywasx (1,6 % nauuenros, unu 1
nanueHt u3 61, o TaHHBIM KIMHUYECKOTO MCCIIeIOBAaHMs) HE3HAUYNTEIbHbBIE CIIOHTAHHBIE 00K
WK O0JIM TIPY MaJbIAUU MOTYT COXPAHATHCS JOJIBIIE OTHOW HENIENH.

- Bo3HukHOBEHHE reMaTOMBI.

- OkpamuBaHue Wik 00eCBEYNBAaHUE KOKU B MECTE MHBEKITUH.

- Bo3HMKHOBEHHUE YILIOTHEHUH MK Y3€JIKOB B MECTE HHBEKIIHU.

- Henmocrarounas »s¢dexkTuBHOCT, Tpoueaypsl WM cIa00 BBIPAKECHHBIA APPEKT
3aI0JTHEHHUS.

- Tlocie WHBEKIMIA THATYPOHOBOW KHCIOTHI M (WJIHM) JHIOKaWHA OTMEYEHBI CIIydau
BO3HHMKHOBEHUS HEKPO3a KOXKH B MEXOPOBHOI 0011acTH, abCIIecCoB, rpaHysIeM U ajuIeprHYeCKUuX
peakiuii HEeMEUIGHHOTO M 3aMEJICHHOTO Tumna. HeoOXomumMo TNpUHHMATh B pacyer
HNOTCHIUAIBHYIO OIIACHOCTh PA3BUTHS MTOJJOOHBIX OCIIOKHEHUH.

- [TaneHT MOJHKEH B KpaT4yaiiie CPOKM U3BECTHTH Bpada 000 BCeX CIIydasx COXpaHEHUS
y HEr0 BOCHIAJIMTEIbHOM Peaklny B TeYCHUE OO0JIee OHOM HEeIeNH MOCiIe BBEACHUS pernapara uiu
BO3HUKHOBEHUS JIOOBIX NIpyrux moOouHbIX 3¢dexToB. [Ipu 3TOM Bpau MOmKEH 00ecreduTh
IPOBE/ICHUE MAIIMEHTY COOTBETCTBYIOIIETO JICYCHUSI.

- O0o0 Bcex ciydasx BO3HHKHOBEHHUS APYTHMX IMOOOYHBIX A(PQEKTOB, CBA3AHHBIX C
BBeZieHHeM wummiantara LIPS, HeoOxoauMo mnpouHpopMupoBaTh IUCTpUObIOTOpa U (MIIH)
IIPOM3BOIUTENS TIpenapara.

7. Omnwucanue, mapaMeTpbl U XapaKTEPUCTUKH METUIIMHCKOTO U3/ICITHS

7.1. Onwucanne

Nwmmnantar LIPS npencrasiser co6oii BI3KOIIACTUYHBIN, MEJICHHO PAcCachIBAIOIIHIACS,
OeCIIBETHBIN, MPO3payHbIA, CTEPHIIbHBIN, AMUPOTCHHBIN (U3NOIOTUYECKUN Telb Ha OCHOBE
HaTpus THaypoHaTa HEXUBOTHOIO NPOUCXOXKJeHus, coaepxamuidi 0,3% numokamHa
TUAPOXJIOPH/IA, U3BECTHOTO CBOMMHU 00€300JIMBAIOIIUMU CBOMCTBAMHU.

l'enb oO6bemom 1 M1 HaxoIWUTCS BHYTPH TpPaAyUpPOBAHHOTO IIPEIBAPUTEITHHO
3aII0JIHEHHOTIO LIIPHUILIA I OJHOPA30BOr0 UCIIOIb30BaHU.

COCTAB U3JEJIUA

[TonepedHO-CIIMTBIN I'eslb HA OCHOBE HATPUs THAlypOHAaTa — 25 Mr
JInnoxanHa THAPOXJIOPUT — 3 MT

®docdatnsriii Oydep pH 7,2 1o koHewHOTro Beca Ha 1 M1



7.2.  IlapameTpsl U XapaKTEPUCTUKHU

B cnenytomeii Tabauie npeacTaBieH COCTaB.

Bapuant
KommnoneHr

HNMnuianTaT BHYTPUAEPMAIbHBIN €
JupoxkanHoM ART FILLER LIPS

OO0t 00bEM TeNs B IIPHLIC

1 My / mmpwg

Macca rend B mnpuiie

> 1 r* / mmpwur

Harpus ruaaypoHar

23 — 27 mr/t

JIngoxanu

2.7—-33 Mmr/r
(0.27 - 0.33%)

Harpuii-pocharubrii 6ydep, pH 7,2
(Cocrag: NaCl, NaH,PO4, Na,HPO,, H,0)

molr

* JIDOTHOCTH TeIsl CUYMTAETCS SKBHUBAJIEHTHOH CANHULEC, II0OOTOMY Cro 00beM B
MUJUIMJIUTPAX paBCH €ro Maccc B rpaMmMax.

[IpuBenen nonuelii xumuyeckuit cocraB umiuiantatoB ART FILLER ¢ yxazanuem
METO/I0B OOHAPYKEHUSI.

Bapuant

KoMmnonenr

NMnuianTaT BHyTpHAEPMAJIbHBIH €
JuaoxkauHoM ART FILLER LIPS

Harpus ruaayponar

23 — 27 mr/t

Metoa o0Hapy:KeHUs1

BanmnpoBaHHBI BHYTPEHHUNA METON
KaJIbLIUHUPOBAHUS

JInpoxkauu

2.7 =33 Mr/T
(0.27 - 0.33%)

Metoa o0Hapy:KeHUs1

BanuaupoBaHHbIN METO
BricokoapekTHBHON HKUAKOCTHOM
xpomarorpahuu

Hartpuii-docdarusiii 0ydep, pH 7,2

(Cocras: NaCl, NaH,PO4, Na,HPO4, H>O)

molr

Meton oOHapyKeHUst

OcMmomsuibHOCTB, pH

Xa

paktepuctuku I'K

3HayeHue

MounekyJIsIpHBIN BeC

1 M1a u 4 M/1a (cMech)

Konuentpanus I'K 23 mr/r < [NaHA] <27m/T
Petukymsiust 7.7 % (u3MepeHHOe 3HaUeHUue, sl HHPOpMAaIIHH)
pH 6.5<pH<75

Junamuyeckas Bs3kocTh (Pas)

121+ 10% (npu cxopoctu cusura 1 c!)
(M3MepeHHOoe 3HaUEHue, ISl HHPOPMAIIIH)

OcmMmounsipaocTh, MOCMOITB

290< ocmomsipHOCTB <350

Cpoxu Ouojaerpaganuu

6-18 MmecsreB

7.3.  U3nenue ABaseTcs 0JHOPA30BBIM.




8. YkazaHus no NpUMEHEHUIO

8.1.  Ilepen mpuMeHeHHEM OOpaTUTECH K Bpady 3a KOHCYJIbTAIUEH.

8.2.  Jlns BHYTpHAEpMAIbHBIX UMIUIAHTATOB WK «(PHIIEPOBY HE CYIIECTBYET MOHITHS
«CTaH/JAPTHOI» J103bl, TIOCKOJBKY JKENAaeMbIil pe3ynbTaT JiedeHus Hu o00beM (uiepa,
HEOOXOUMBINA 711 JJOCTUKEHHS ATOr0 pe3ysibTara, MOTYT 3HAYUTENbHO OTIMYAThCA Yy Pa3HBIX
nanueHToB. J{03bl Takke MEHSIOTCS B 3aBUCUMOCTH OT o0JiacTé BBeaeHus. [lo 3Toil mpuunHe
pelieHue o HeoO0Xo0UMOM 00beMe BBOAMMOTO (usliepa IPUHUMAETCS BpAauOM.

MakcumanbHoe konudectBo umiuiantata ART FILLER nnsa namuenta Becom 70 Kr He
JIOJIKHO TIPEBBIILIATH 15 MJI B TOJ, NpUHUMAas BO BHUMaHUE CIEAYIOIINE CUTYallUH:

- B cnyuae, xorma He TpeOyeTcss BOCCTaHOBIEHHE KOHTypa JHIa, o0beM Quiniepa,
BBOJIMMBIM 32 OJIHY HPOLELYPY, COCTABISET OKOJIO 5 MJI U 0XKHMAAETCS, YTO OH TAKKE MOMKET
BBOJIUTBHCS B XOZI€ IBYX JOIOJHUTEIIBHBIX CECCUM;

- B cinyuyae paboTel o Bcell MOBEPXHOCTH JiMIa (BKJIIOYAsi BOCCTAHOBICHHUE KOHTYpPOB
CpeIHel 4acTu JIHIa), MaKCUMaJIbHBIH 00bEM BBeZieHus coctaBisieT 10 M. B mogo6HOM citydae
HE CJIeIyeT MOBTOPSATH JaHHYIO MPOLEAYPY B T€UCHHE TOa, JONOTHUTENbHbIC BBECHUS (puiiiepa
JIOJKHBI OBITH OTPaHUYCHBI ApyTruMu 30HaMu. OO01uii 00bEM BBeICHHS (DHILIEpa B TOJ] HE JOJDKCH
npeBbIaTh 15 M.

[epen paboToii ¢ u3aeMTMEM 03HAKOMBTECh C MHCTPYKIIMEH 110 IPUMEHEHHUIO.

Mepsl IpejoCTOPOKHOCTU

- UmnnanTar LIPS nomkeH BBOAUTH Bpay, B0 HHBEKIIMOHHBIMU METOIUKAMH.

- Ummanrar LIPS npeaHa3HaueH MCKIIOYUTENBHO [JIi BHYTPUKOXKHOTO BBEACHUS U
BBEJICHHS B CJIIM3UCTYIO 000JI0UKY T'YO0.

- He BBOAMTH B KPOBEHOCHBIE COCY/1bl, KOCTU, CYXO0KWJINS, CBA3KHU, MBIIIIIbI 1 TUTMEHTHBIE
pOAMMBIE TIATHA.

- OTCyTCTBYIOT KJIMHUYECKHE [aHHbIe, TMOATBEepXkAamue d3(PPEeKTUBHOCTL U
MEePEHOCUMOCTh HBEKIMK uMIianTata LIPS nmanuentamMu, nMeronmMy B aHaMHE3€ MTOBTOPHBIE
TSDKEJNbIE aJUIEPrHUeCKUe Peakuy Wi aHadUIaKTHUYEeCKHU oK. B kKak/10M KOHKPETHOM cllydae
Bpad JIOJDKEH PEUIMTh BOIPOC O BO3MOKHOCTH HCIIOJIB30BaHHUs Ipenapara B 3aBUCUMOCTH OT
XapakTepa HMEIOIIeNcs ajlieprud, a Takke 00ecleyuTh CTPOroe HaONIoJeHHE 33 TaKUMU
MAMECHTAMM, HAXOJAIMMHCS B TpYIIE pHCKAa. B YacTHOCTM, OH MOXET IpPEeAJIOKUTh
MpeBapUTENLHO MPOBECTH JBOMHYIO MPOOY C MpemapaToM MM Ha3HAYUTh COOTBETCTBYIOIIEE
po(UIAKTUYECKOE JIeUEHUE Mepe] KaXKIbIM €r0 BBEJIEHUEM.

- Wmmnantar LIPS nomkeH HCHONB30BaThCs € OCTOPOKHOCTBIO y TALMEHTOB C
HapyLIECHUSMH CEpACYHON MPOBOANMOCTH.

- Mmmnanratr LIPS cnenyer mpuMeHsATh ¢ 0co0OM OCTOPOKHOCTBIO Yy MAIMEHTOB C
MIEYEHOYHOM HETOCTATOYHOCTBIO ¢ HAPYLIEHUSIMHA CBEPTHIBAEMOCTH KPOBH, 4 TAK)KE y ITALIUEHTOB,
MPUHUMAOIINAX MEANKAMEHTBI, CHUKAIOIINE WIIM HHTHOUPYIOIIHE TIeYeHOYHbI MeTab0Iu3M, 4TO
MOYET MPUBECTU K HAPYILICHUSM CBEPTHIBAEMOCTH KPOBH.

- [TarteHTH! TOKHBI TOMYYUTh CIEAYIONINE PEKOMEHIAIINH:

* [Ipexparuts npuem acnupuna 1 ButamuHa C u (win) E B OBBIILIEHHBIX J]03aX 32 HEJIETI0
J10 UHBEKIUU.

* JlanmeHTOB, MOJyYAOIIMX AHTUKOATYJSIHTHYIO TEPANMIO, CIEIYET NPEIyHIpeauTh O
MOBBIIIEHHOM PUCKE BO3HUKHOBEHHS T€MAaTOM U KPOBOTEUEHUM BO BpEMsI UHBEKIUH.

* He HaHOCHUTB MakusIK B T€U€HHE 12 4acoB MOCIE NHBEKIIHH.

* M36eraTh BO3ACMCTBUS SKCTPEMAIIbHBIX TEMIIEpaTyp (CHIIbHBIN XO0JIO/, CayHa, XaMMaM),
a TaKKe JJINTEIbHOIO BO3JEHCTBHSI COJIHEYHOIO CBETA, YIbTPaduOIETOBBIX JyUyell B TeUeHue 2
HEJIENb I10CIIE€ UHBEKIINH.

- B ciydae 3aKkynopku MHbEKLIIMOHHOM UTJIBI HE CIEAYET YBEJINYMBATh CUIIy JABJICHUS HA
MOPIIEHD ITPUIA; CIETYET IPEKPATUTh HHBEKIIUIO U CMEHUTH UTJTY.

- Bpauy cnemyer mpuHMMarb BO BHUMAaHHE, 4YTO IpenapaTr COACPKUT JIMIOKAaWH, U
YUUTBIBATh 3TOT (DaKT.



- HeoOxoanmo mpeaynpexaaTh CIOPTCMEHOB O TOM, YTO Hpenapar COIEPKHUT aKTUBHOE
BEIIECTBO, CIOCOOHOE BBI3BATh IIOJIOKUTEIBHBIC PE3YJNbTAaThl AHAIU30B TPU TPOBEICHUH
AQHTUJOTIMHTOBOT'O KOHTPOJISL.

BAYKHO!

CiydaifHoe momnajaHie UMILIAHTaTa B KPOBEHOCHBIE COCY/IbI JIUIA BO BPEMsI HHBEKIUH
MOYET TPUBECTH K PEIKUM, HO CEPbE3HBIM NOOOYHBIM I(PQeKTaM, KOTOpPbIE MOTYT BBI3BaTh
HSMOOJIM3aIHUIO COCYIOB, YXYAIICHUE 3pPEHUS, CIICNOTY, alOIUIEKCHUECKHH yaap, MOBPEXICHUE
W/WIIN HEKPO3 KOXKH, a TaK)Ke yacTei JIMIa, MOBEPKEHHBIX JACUCTBHUIO Mpernapara. ITH peaKue
cltydan SMO0JIM3alui KPOBEHOCHBIX COCYIOB Yallle BCEro HadI0AaeTcs B 00JIaCTH T1a0esuibl, Ha
HOCY, BOKPYT HOCA, JI0a ¥ B OKOJIOTJIA3HUYHOM 00J1aCTH NPY UCTIONIBb30BAaHUH UTIIBI JIsl BBEIACHUS
UMILIaHTA.

8.3.  B3AUMOJIEMICTBUE C APYTUMHU U3JIEJINSIMU U TIPEITAPATAMU

XOpomo H3BECTHA HECOBMECTHMOCTb MEXIy THATypOHOBOW KHCIOTOW U COJSIMH
YEeTBEPTHUYHOTO aMMOHHUSI, TAKUMH, HAIIPUMED, KaK XJIOPH]] OCH3aJIKOHUS. Y UUTHIBAsI 3TO, HUKOTIA
HE CJeIyeT JOIyCKaTh KOHTakTa umIniantara LIPS ¢ Takumu coequHEHHsIMH, a TaKkKe C
MEIUIUHCKUM U XUPYPTrUUIEeCKUM HHCTPYMEHTapueM, 00paboTaHHBIMU UMH.

9. VYcraHoBKa 1 Ha4ajao0 MPUMEHEHUS

He ucnonp3oBaTh n3enue o UCTEYEHUIO CPOKa FOJHOCTH, YKa3aHHOT'O Ha YIIAKOBKE;

W3nenue npenHazHavyeH TOJIBKO AJIS OAHOPA30BOr0 UCIOIb30BaHUS;

W3nenue He NOJICKUT TOBTOPHON CTEPUITU3ALINM;

[ToBTOpHOE MCMOJIIB30BaHUE H3JCIUS MOXKET IMPEJICTaBIATh ONACHOCTb JAJIS IalUMeHTa (B

YaCTHOCTH, NIEPEKPECTHOE NH(PHUITPOBAHNUE).

B citydae ecnu ynakoBka OTKpBITA, JINOO IOBPEKCHA, HE UCIIONB30BATh €€ COAEPKHUMOE.

e [locie ucnonp30BaHus ILIPHUI] U OCTATKU Mpernapara BbIOPOCUTH. VCIOIb30BaHHbBIE WIJIBI
JIOJDKHBI  OBITH TIOMEIEHBl B CHEIHMAIbHO NpEeAHA3HAYEHHBIM IS 3TOro KOHTEHHep.
PykoBosacTBOBaThCS TpeOOBaHUSIMH JEHCTBYIOIIUX MHCTPYKIMM 110 YTUIIM3ALNH.

e He nbITaThCsl BBIIPSAMUTH W30THYTYIO UTJIy; €€ HEOOXOAUMO BBIOPOCHUTH WM 3aMEHUThH Ha
HOBYIO.

e UmmuanTar LIPS BBoguTCS BpauoM B CIM3UCTYIO 00OJOYKY I'y0 M B CpelHUE U IIyOOKue
CJIOM JIepMBbl JUJIsl KOPPEKIUH KOXKHBIX 3CTETHYEeCKHX JedekToB. TexHHMKa HpoBeIeHUs
IpoLEeAYypbl UMEET BaXXHOE 3HaueHUe AJs €€ 3P(PEeKTUBHOCTH U MPOPUIAKTUKN TOOOUHBIX
peakuuii. [Ipenapat 10keH BBOAUTHCA BpauoM, NPOLIEAIINM CIENUAIBHYIO IOATOTOBKY IO
JTAHHOMY UHBEKIIMOHHOMY METOJy KOPPEKIIUH.

e [lepex HauamoM mpoueaypbl HEOOXOIUMO MPOMH(OPMUPOBATh MAIMEHTA O MOKA3aHUIX U
IIPOTUBOMNOKA3aHUAX K IPUMEHEHHUIO IIpernapara, €ro HECOBMECTUMOCTH C APYyTHMMHU
npernapaTamu, a TaK’kKe 0 BO3MOKHOCTH Pa3BUTHS HEXKeNaTeNIbHbIX MTOOOYHBIX PEaKIHil.

9.1. Tlopsmok HCTIOJIB30BAHUS

e [lepen HayamoM WHBEKIMH WMIUIAHTaTa HEOOXOAWMO TIIATENBHO TMPOJAE3UHPHUIIMPOBATH
KOXKY B MECTE €ro BBE/ICHUSI.

e Ucnons3yiite uriay 27G%, nocTaBiseMylo B KOMIUIEKTe co ImmpuieM. CHUMHUTE cO IIIpUIa
KOJITIAYOK, TIOTSTHYB €ro, Kak 1moka3aHo Ha puc. 1. [IpaBHIbHO M OCHOBATENBEHO 3aKPEIUTE
UTJy Ha HAaKOHEYHHUKE 3alOJIHEHHOTO IMpernaparoM LINpHIlA; aKKypaTHO TOBEPHHUTE WIIY,
YTOOBI YOEIUTHCS, UTO OHA YCTAHOBJIEHA JOJKHBIM 00pa3oM (cM. puc. 2 u 3). CHUMHTE ¢
UTTBl 3alIUTHBIA  KoJmayok (puc. 4) W MEIJIEHHO BBEOUTE B JIEPMY, HCIIOIB3Ys
COOTBETCTBYIOIIYI0O TEXHUKY WHBEKIMU. KonuuecTBO BBOAMMOroO Ipenapara 3aBHCHUT OT
pa3mepoB 0bsacT Koppekuuu. [locie BbImomHeHUs UHbEKIUU BaXKHO CJIETKa TOMacCHPOBATh
o01acTh BBEIEHU Npenapara Ajisl ero pABHOMEPHOTO PACIPEEICHHUS.



BHUMAHME! I'panyupoBka HaHeceHa Ha STHUKETKY INNpHIa Ui yAo00CTBa Bpaua,
BBIIIOJIHSIOLIETO MHBEKIMIO, U HE MOXKET pacCMaTpUBAThCS B KAayeCTBE H3MEPUTEIIBHON

HIKaJbI.
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e PexoMmeHayemas TEXHHKA BBEACHHUS

JIuneiinasa texnuka (MeToa «IIpoLIMBaHUS):

[Ipyn nuHEHHON TeXHHWKE WIa BXOIUT B KOXY MOJ OCTpbIM yrioMm (<90°) m nanee
MIPOBOAMTCS JIaTepalibHO. BBeieHne MOXeT ObITh aHTEPOTPAJAHBIM (HAYMHATHCS C MOMEHTA BKOJIA
U TIPOJIOJDKATHCS TI0 MEpe TMPOJIBMXKCHHS WTJIBI) WM PETPOTPAJHBIM (HAUMHATHCS C MOMEHTA
00paTHOTO X0/1a UTJIbI C CAMOM JJalbHEN TOUKH BKOJA).

AHTeporpagHOE BBEJICHUE TTO3BOJISET MPUMEHUTD THIPO-IUCCEKITNI0 TKAHEH, YTO MOXKET
00JIerYnTh BBOJ WIJIBI, B TO BpPEMsS KaK pPETpPOrpagHOe BBeIAcHHE obecrednBaeT Oe30macHoe
BBeJIeHUE (QIILIepa B 3aIJIAaHUPOBAHHOM MECTE.



Cpe3 urisl JODKeH OBITh HAINPaBIICH BBEPX NMPHU BBEJACHUU B CPEIHHE W TIIyOOKH CIIOH
JICPMbI U BHH3 MIPH BBEICHUH B TIOBEPXHOCTHBIC CJIOU JCPMBI.

Texnuka nenoHupoBanust (00JFOCHOTO BBEICHUS)

Texnuka OOJIFOCHOTO BBEACHHS pEIIACT IMOAOOHYIO 3a7ady, HO COBCEM IO-IPyromy.
BwmecTo Toro, 4To0bl paccenBaTh QHUIUIEP B MOBEPXHOCTHOM IOJKOXHOM CJIO€, IIPH OOJIFOCHOM
BBEJICHUU co3MaéTcst neno ¢uiuiepa Tiyooko B meHTpe nedekra. [lamee ans paBHOMEPHOTO
pactipeniesieHust  Qriuiepa HCHOJIb3yeTcss pydyHOM Maccax. TexHuka OOJOCHOTO BBEICHUS
IperoiaraeT ¢IMHCTBCHHYIO HHBEKIIUIO B 30HY MHTEpEca, U MOKET YMCHBIIUTh OOJIC3HEHHBIC
OIIYIICHUS, KPOBOUBIIUSHHS U MAIBIIUPYEMble KOXKHBIC y3enku. OHaKo, 1eno Gpuuiepa MOKET
pacTeKaThCsl, BbI3bIBass 00JIb ¥ KPOBOM3IMSHUSA. [103TOMY, TEXHUKA MHOKECTBECHHBIX BBEJICHHI
HEOOJIBIINX KOJTMYECTB (PUILIepa MOXKET OBITh MPEAIOYTUTECIHLHOM.

Jlpyrue MeToAuKH BBeACHUs (uiuiepa MOTYT BBIOMPATHCS BPauyOM HMHIMBHIYaabHO, Ha
OCHOBE COOCTBEHHOTO OIIbITa, B 3aBUCHMOCTH OT COCTOSIHHS KOXXH ITallACHTa M JKEJIAeMOTO
pe3yibTara.

e [yOuwna BBenenus: Crnusucras 000s109Ka ry0, CpeHIe U ITyOOKHE CIIOU JICPMBI.

9.2. HHcTpyKuus MO U3BJICYEHUIO U 3aMEHE

MeauumHckoe uznenue «MinanTar s BHyTpUAEPMaIbHOTO BBEICHMS, C JINJOKaUHOM
ART FILLER, BapuaHTbhl HCHOJHEHHS» SBISETCS WHBEKIMOHHBIM HMIUIAHTaTOM Ha OCHOBE
HOTIEPEYHO-CIIUTON THaTypOHOBON KUCIIOTBI, KOTOPbIM HE MOXKET OBbITh M3BJICUEH WIN 3aMEHEH
II0CJIE BBEICHMUS.

10. MeTob! ¥ YCIIOBUS CTEPUIU3ALUN

TepMuHanbHasi crepuiIn3anys IpeIBapUTEbHO 3al0IHEHHbBIX HIIPULIEB OCYLIECTBIIAETCS
C IPUMEHEHHUEM IPOLecca CTEPHIIN3ALUH BIAXKHBIM KapOM.

Crepunnzauus urit: Paguanuronnas crepunusanus. Jloza: Ot 25 xkunorpeid (MUHUMAJIBHO)
1o 50 kumorpeit (MakCUMambHO).

11. Texunuyeckoe oOCIyKUBaHUE, TEKYITUI PEMOHT
11.1. W3penue sBISIETCA OAHOPA3OBBIM.
11.2. Texuuueckoe oOcayKUBaHUE HE MpeaycMoTpeHo. He peMoHTONmpHUroiHO.

12. KoMIueKTHOCTh

Wmnnanrar ans BHyTpuaepManbHoro BeeneHus, ¢ nupokauHom ART FILLER LIPS B
COCTaBe:

- IMIUTAHTAT B mmpunax 1 mo (2 mr.),

- UTJIBI CTEpUIIbHBIE (4 MT.),

- HaKJICHKH UeHTU(DUKAITMOHHBIE (4 1IT.),

- UHCTPYKIMS 110 IPUMEHEHUIO

13. YnakoBka

NunuBuayanbHas ynakoBKa: OJMcTepHasl yIakoBKa, B KOTOPYIO YIIaKOBBIBAETCS MITIPHIL C
ART FILLER, ¢ urnamu — 2 mmir.

[ToTpeburtenbckas ymakoBKa MpecTaBieHa KapTOHHOW KOPOOKOiA.

TpancnopTHast yrakoBKa MpeCTaBIeHa KapTOHHOW KOPOOKO#, B KOTOPYIO MOMEIIAIOTCS
110 moTpeOuTeNbCKUX YyIIaKOBOK.

14. VYcnoBus 3KCIuTyaTanuu

14.1. Temmneparypa 3KCIuTyaTalMy (BHYTPH OpraHHU3Ma MOCJIE€ UMILIAHTALUH )— OT IUIIOC
35 °C o nmmoc 42 °C.

14.2. He ucnonp30BaTh MO0 OKOHYAHUH CPOKA TOTHOCTH W/HIIH TIOBPEIKIEHHON yIIaKOBKE.
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14.3. He ucnosib30BaTh Npy HAPYIICHUU TEPMETUYHOCTH U3IECITHUA.

15. TpancnoptupoBaHue
VYrnakoBaHHOE W3JENHE TPAHCIOPTUPYIOT BCEMHU BUJAMHU 3aKPBITHIX TPAHCIOPTHBIX
CPEICTB, KpPOME HEOTAIJINBAEMBIX OTCEKOB CaMOJIETOB 1 MOPCKOT'O TPAHCIIOPTa, B COOTBETCTBUU
C IIpaBUJIaMH NIEPEBO30K I'PY30B, JIEHCTBYIOIIUMH HA JAHHOM BUJIE TPAHCIIOPTA.
VYcnoBus TpaHCIIOPTUPOBAHUS:
e TeMIieparypa: oT mioc2 1o mioc 25 °C;
e BJAXHOCTH: He Oonee 85%;
e nasnenue: (84,0-106,7) xIla (630-800 mm.pT.CT).
[Ipu TpaHCIOPTUPOBAHUU BBIACPKUBACT U3JIEIHE B TPAHCIIOPTHON Tape YCTOWYUBO K
MEXaHUYECKHUM Harpy3Kam:
BuOpatnronHbie Harpy3Ku:
- nuamna3od yactoT: 10-55 I'n;
-ammuintya nepemeruenus: 0,35mm.
VY napHsle Harpy3Ku:
- mIKoBoOe yapHoe yckopenue: 100 (10)? g;
- JUIMTEJIbHOCTD JEMCTBUSI yAApPHOTO YCKOpeHus: 16 Mc.

16. Xpanenue

B TeueHue Bcero cpoka roJHOCTH M3JIEIHS XPAHATCS B KPBITBIX CYXUX HMPOBETPHUBACMBIX
MOMCIIEHUSX Ha PACCTOSHUM HE MeHee | M OT OTONHTENBHBIX MPUOOPOB, JOKHBI OBITH
3alIMIICHBI OT COJTHEYHBIX Jy4Yel U aTMOC(HEPHBIX BO3JICHCTBHIA MPH TEMIIEPATYpe OT ILTIOC 2 10
witoc 25 °C 1 oTHOCUTENBHOU BIaxkHOCTH He Oosiee 85 %, naBnenue — (84,0-106,7) xI1a (630-800
MM.pT.CT).

17. TapanTuiiHble 0053aTENBLCTBA

17.1. IlpomsBoauTenb  TapaHTUPYET  COOTBETCTBUE  H3JECIUS  YCTAHOBJICHHBIM
TpeOOBaHUSAM Ha WU3JAEIMEe MpPU COONIOJCHUM YCIOBUS TPAHCIOPTHUPOBAHHUSA, XpPaHEHUS,
AKCILTyaTaluu.

17.2. T'apaHTHUIHBII CPOK XpaHEHUs — 24 MecsLa.

18. ITopsinok OCyIIECTBIECHUS] YTHIIM3ALMA U YHUUTOKEHUS MEAUIIMHCKOTO U3/IENHS

YTunusupyiite MmNpunsl U OCTaTKM HPOAYKTAa IOCIE HCHOJb30BaHUA. Wbl HYXHO
YTWIN3UPOBaTh B KOHTEHHEPBI, INPEAyCMOTpPEHHbIE A 3ToM nenu. CMm. JeHCTBYOIIKE
PYKOBOJICTBA 10 UX yTHJIU3ALIUU.

He BriOpacsiBaiiTe BMecTe ¢ OBITOBBIM MYCOPOM.

Hcnonb30BaHHBI MIMpUIl M OCTaTKU NPOAYKTa CIEAyeT YTHIM3UPOBaTh Kak
NOTEHLIMAJIBHO ONACHblE MEOUIMHCKUE OTXonbl. [loxkanyiicTa, HW3yuynTe HalMOHAJIbHBIE
PEKOMEHIallul M CaHWTapHble HOPMBI, Kacaloliuecs KiacCU(PHUKauu OMOJIOTMYECKH OIMAaCHBIX
OTXOJI0B ¥ OOpaleH!s] C HUMU B KJIMHUYECKUX JJaO0paToOpHsIX.

MenuuHckie paOOTHUKU JIOJDKHBI COONIO/AaTh HAIMOHAIbHBIE / BEIOMCTBEHHBIE
PEKOMEHIalliu MO OOpAaIlEHUI0 ¢ MEIULIMHCKUMU OTXOJIaMU M YHUBEpCaJbHbIe PEKOMEHIAINH,
CBSI3aHHBIE C MEPaMH NPEAOCTOPOKHOCTH. HocHuTe 3aluTHYIO 0K Y.

[Ipenynpexnaenue: U3nenue 1i1st OJHOKPATHOTO UCIIOJIb30BAHMUS.

Heuncnonp3oBaHHbIE TPOAYKTHI WM IPOAYKTHI C UCTEKIIUM CPOKOM T'OJHOCTH CJIELYET
YTUJIN3UPOBATh KaK OObIYHBIE MEIUITMHCKUE OTXO/IBI.

19. KonrakTtHas uadopmarus
19.1. Tlo BompocamM KadecTBa MEOUUUHCKOTO wu3aenus  ««Wmmianrar  ams
BHYTpUJIEpMAIBHOTO BBeAeHUs, ¢ ugokauHoM ART FILLER, BapuanThl HCTIOJTHEHUSD.
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BapI/IaHT HCIIOJIHEHMA: VMIMItanTaT AJI BHYTPUACPMAIbHOIO BBCIACHUSA, C JIMJOKANMHOM

ART FILLER LIPS»,

npou3BojicTBa Jlaboparyap ®umi-Men Manydakuypunr C.A., benbrus,

obpamatecs o agpecy: Bd Paepsem 18, 1070 Anderlecht, BELGIUM (bx Ilenicem 18,
1070 Annepnext, benbrus),

Ten. +32 2 893 47 00, dakc: +32 2 522 86 33, e-mail:contact@fillmed.com)

20. Caenenus o MaTepuanax
20.1. TTPOU3BOJIUTEJIb HATPUA TMAJTYPOHATA

[IpousBoauTenn HTL SAS
p A La Boitardiere, Z.1. de L' Aumaillerie, 35133 Javené, ®pannus
[~ co,Na OH |
0.0 J:
i o_ |oH
Xumuueckasi CTpyKTypa lo
uu popmyna e Ho O
HacT NH

L o —n

Homep CAS 9067-32-7
dapmarieBTHUYECKasg CyOCTaHIUsI METUIIMHCKOTO Ka4eCTBa

Ceptudukanus B cootBercTBUU ¢ Monorpadueit EBpomneiickoii @apmakornen

1472

Nudopmanus o
peructpauuu B Poccun

Bxmroueno B I'PJIC: @C-000226 ot 01/11/2011
Hopwmartusnas noxymentarus: ®C 000226-011111 ot 2011

20.2. TIPOU3BOJUTEJIb JINMJAOKANHA

IIpousBoauresnn

Swati Spentose Pvt. Ltd. (Swati Spentose Private Limited)
Anpec: No. A-1/2102, 2103, Phase-III, G.I.D.C. Vapi, City:
Vapi - 396195, Dist: Valsad, Unnus

XuMu4eckas CTpyKTypa
win popmyia

CH,
§
AN
\(\N CHs , HCl , H,O
o L
CHs CHa

Homep CAS 6108-05-0
dapmarneBTHUECKas CyOCTaHIIUS METUIIMHCKOTO KauecTBa
Ceprudukanus B cootBercTBuu ¢ Monorpadueit EBporneiickoii @apmaxornen

#0227

HNndopmanus o
peructpauuu B Poccun

Bxiroueno B I'PJIC: ®C-001422 ot 06.06.2016
HopmatusHnas nokymentanus: ©@C 001422-060616
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20.3. TIPOM3BOJIMTEJb HATPUU-®OCDATHOI'O BYDEPA

[IpousBoauTenn

Bioluz Laboratory
3aBox: Z.1. Jalday 64500 Saint-Jean-de-Luz, ®panius

XuMH4eckasi CTpyKTypa
wi popmyia

Harpuii-dhocdarnsiii 0ydepnsiit pactsop, pH 7,2
(NaCl, NaH2PO4, NaHPO4, H,0)

Kon mpoxykra/Toprooe

92264F
HAaUMEHOBAHUE
Homep CAS He npumenumo
Cepruduxanus JlaGopaTopHast XuMus (aHATUTHIECKOTO KaueCTBa)

Nudopmarnus o
peructpauuu B Poccun

JlaGopaTopHast XxuMus (aHATUTHYECKOTO KaueCcTBa)
Nsrorosien no TpeboBaHuIO, perucTpaius He Tpedyercs

20.4. TIPOM3BOJIMTEJb XJIOPUJIA HATPUS, UCIIOJIb3YEMOT'O B HATPU-
DOOCOPATHOM BYDEPHOM PACTBOPE

[TpousBoauTenb

ESCO — European Salt Company GmbH & Co. KG
Karlstrasse 80, D-47495 Rheinberg, ['epmanus

XuMHYeckasi CTpyKTypa

NaCl
wm Gopmyrna
Homep CAS 7647-14-5

dapmaneBTHUECKas CyOCTaHIUS METUIIMHCKOTO KauecTBa
Ceptuduxanus B cootBercTBru ¢ Monorpadueit EBponeiickoii @apmakonen

#34

Hudopmarnus o
peructpaunu B Poccun

Bxmroueno B I'PJIC: @C-000779 dated 20.02.2014
Hopmatushas noxymentanus: @C 000779-200214
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HaunMeHoBaHHue CHMBOJIA

[IpousBoaurens

Z[aTa HU3TOTOBJICHU S

Wcmone3oBarts 10 ...

g’ Kon maptun
LOT
—
Crepuinzanuus napom
L -
257 TemneparypHbIil 1Hana3oH

3anpeT Ha MOBTOPHOE IPUMEHEHHE

- He nomyckaTth BO3OeHCTBUS COJTHEYHOIO CBETA
iy
A\
)
L =
r A o
@ He ucnonp3oBaTh npy MOBPEkKACHHOMN yIaKOBKe
L .
r A o
OcropoxHo! OOpatuTtech K  COIpPOBOJUTEIBHOMN
JOKYMEHTAITU!
| - |
r a
I:'EI OO6paTtuTech K HHCTPYKIIUH 110 TPUMEHEHHUIO
L .
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