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1. HawumeHoBaHMe METUIIMHCKOTO U3EIUs

1.1. HawummeHnoBaHue MeIUUUHCKOTO u3Aenus — « IMIIaHTaT sl BHYTPUAEPMAIBHOTO
BBegeHus, ¢ JupokauHoM ART FILLER, BapuaHTbl HCHOJHEHUS» — Jajee «U3ICITUCY,
«ummianTat LIPSy.

Bapuant wucnonnenus: MWMIUIaHTaT A0 BHYTPHAEPMAJIbHOrO0 BBeJdeHHS, C
aupoxkanaoM ART FILLER LIPS B cocrase:
MMILIAHTAT B Impuiax 1 mi (2 1T, ), Uriasl CTepuiibHbIC (4 MIT.), HAKJICHKH UACHTU(GUKAITMOHHBIC
(4 mT.), UHCTPYKLMS 110 IPUMEHEHHUIO.

2. CBCI[GHI/ISI O POU3BOAUTECIIC MCAUTTUHCKOI'O U3CIIUA
Laboratoires Fill-Med Manufacturing S.A., Bd Paepsem 18, 1070 Anderlecht, BELGIUM

Tel: +32 2893 47 00

Fax: +32 2 522 86 33

E-mail: contact@fillmed.com

(«JTaboparyap ®umn-Men Manydakuypunr C.A.», bx ITercem 18, 1070 Annepiexr,

bensrus

Ten: +32 2 893 47 00

daxc: +32 2 522 86 33
E-mail: contact@fillmed.com)

3. CaeneHus 0 MPOU3BOJICTBEHHOMN IIJIOIIAJIKE
Laboratoires Fill-Med Manufacturing S.A., Bd Paepsem 18, 1070 Anderlecht, BELGIUM

Tel: +32 2893 47 00

Fax: +32 2 522 86 33

E-mail: contact@fillmed.com

(«JIaboparyap @unn-Men Manydakuypunr C.A.», ba ITerncem 18, 1070 Aunepnexr,

benwbrus

Ten: +32 2 893 47 00

daxc: +32 2 522 86 33
E-mail: contact@fillmed.com)

4. Caenenus o0 yrnoJIHOMOYEHHOM IipeacraButene PO
OO6mmecTBO ¢ orpanndeHHON oTBeTcTBeHHOCThI0 « UTICEH»

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

Ten. (495) 258 54 00

dakc (495) 258 54 01

E-mail ipsen.moscow@ipsen.com



mailto:contact@fillmed.com
mailto:ipsen.moscow@ipsen.com

5. Ha3nadeHne MEIUIIMHCKOTO U3JIEIHsI, YCTAHOBJICHHOE MTPOU3BOAUTEIICM

NmMmiantar ajis MHTpaJepMalbHbIX HWHBEKIHUN C I1EIbI0 BOCCTAHOBJICHHS TOTEPHU
THATYPOHOBOM KHCJIOTHI, CBSI3aHHON C BO3PACTHBIMH M3MEHEHHAMU. [loka3aH /uisi MHBEKIMH B
MOBEPXHOCTHBIE U TIYOOKHE CJIOM KOXKH, CYNpParepruoOCTAlIbHO, IS TOBBINICHUS TOHYcCa U
3JIACTUYHOCTH W/WJIM B KAUECTBE HAIIOJTHUTES JIJII MOPIIUH PA3IMYHON TTyOHHBEI.

Hannuue B coctaBe nuaoKanHa MPEeIyCMOTPEHO ISl CHYDKEHHUsSI OOJIEBBIX ONIYIICHHHA Y
MaIMeHTa BO BPEMS MPOIICTYPHI.

NmnnanTaT 11 BHYTPUAepMaibHOro BBeaeHus, ¢ Jugokannom ART FILLER LIPS
- 9TO UHBEKIIMOHHBIN UMILIAHTAT, MPEAHA3HAYEHHBIHN SIS YBETUYCHHUS 00beMa U / WJIH U3MEHEHUS
KOHTYpa ry0, a TaKKe IS CTIIAXUBAHUS CPETHUX WM TTyOOKHX CJIEIOB Ha KOXKE.

5.1.  VYcnoBus nmpuMeHEHUS

N3penve npuMeHseTcst B MEAUIIMHCKUX YUPEKICHUSIX.

6. IlepedeHp Moka3aHWi K IPUMEHEHUIO MEIUITMHCKOTO U3JICTIHS, IPOTUBOIIOKA3aHUH K
MIPUMEHEHUIO, BO3MOXKHBIX MOOOYHBIX JEHCTBHI:

6.1. Iloka3aHHs K MPUMEHEHHIO:

JleiicTBre u3MeNMs HANpPaBICHO HAa KOPPEKLIHIO CTPYKTYPHBIX HW3MEHEHUH KOXU,
CBSI3aHHBIX C MPOIECCAaMU CTapeHUs: 3allOJHEHWE MOPIIMH M CKJIAJO0K KOXKH, BOCCTAaHOBJICHHE
o0Bema.

Wmnnantar  BHyTpuaepManbHbId ¢ nupokauHoM LIPS mpencrasmser  coGoit
WHBEKIIMOHHBIN UMIUIAHTAT, IPEAHa3HAYCHHBIN I yBeNIn4YeHus: 00beMa U / UiTu MOAYePKUBaHUS
KOHTYpa T'y0, a Tak)Ke JUIA CTIIaKUBaHUS CPETHUX WM TITyOOKHX CIIEIOB Ha KOXKe.

Hannuune B wuMIUiantate JuaokanHa oOECIeYUBAaeT YMEHBIICHHE OO0JIE3HEHHBIX
OIIYIICHUH y TIAIIMEHTA BO BPEMSI TIPOLIECYPHI.

6.1.1 IIpoTuBOMOKa3aHMsI K IPHUMEHEHHIO:

Wmnnantar LIPS He cienyer BBOIUTS:

- JInst KOppEeKIMK MOBEPXHOCTHBIX MOPIIUH.

- B nepuopburtanbHyto (BeKH, «I'YCHHBIE JIAIKWY», KPYTH MOJ IJla3aMH) U MeXOPOBHYIO
obnacTH.

- B xpoBeHOCHBIE COCY IBI.

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

- C 1enplo0 KOPPEKIMH PE3YJIbTaTOB NMPEABIAYLIINX IPOLEAYD.

- [Ipu BBegeHMU HEOOXO0AMMO M30eTaTh N30BITOYHON KOPPEKIUH.

Wmnnantar LIPS He cienyer npuMeHsTh:

- YV DanuMeHTOB € M3BECTHOM T'MIEPUYYBCTBUTEIBHOCTBIO K THaypOHOBOM KHCIIOTE,
JUJIOKaNHY U aMHUJIHBIM MECTHBIM aHECTETHKAM.

- V nauueHToB, y KOTOPBIX B aHaMHe3€ ObLIM ayTOMMMYHHBIE 3a00J1€BaHMsI UJIM KOTOPBIE
NOJTy4aI UMMYHOTEPAIHIO.

- ¥ nanueHToB, CTpaJarouX MUIIENICHEl, KOTopasi He KOHTPOJIUPYETCS JIEUEHHUEM.

- ¥V nmauueHToB ¢ noppupuei.

- Y nanueHToB ¢ TeHAEHIMEN K Pa3BUTHIO TUIIEPTPOPUIECKUX PYOIIOB.

- YV nanueHToB, y KOTOPBHIX B aHaMHe3€¢ ObTM MHOTOKpAaTHbIE aHTHMHBI, MPHUBEIIINE K
pEeBMATHUECKOHN JINXOPAJKE C MOPAKEHUEM CEPALIA.

- Y OepeMeHHBIX UM KOPMSAIINX >KEHIIHH.

-V neren.

- B Tex obmacTsaX, B KOTOPHIX HaON0OgaeTcs BOCHaleHHE M / WIM HH(EKIMOHHbIE
MOPAKECHUSI KOXKH (aKHE, TepIeC U T.1.)

- Cpazy mociie uian nepes Bo3IeHCTBHEM Jiazepa, IITyOOKOr0 XMMHUYECKOTO MUJIMHTA HITH
nepmabpasui.



6.1.2 Bo3MoOxHBIE TOOOYHEIE JEUCTBUA

Bpau nomken nponH(popMHpPOBATH NAIIMEHTa O BO3MOXHOCTH BO3HUKHOBEHUS ITOOOYHBIX
pEaKLMid, CBSI3aHHBIX C BBEJICHHMEM JAHHOIO MMIUIAHTATa U CIIOCOOHBIX Pa3BUTHCS HEMEIJICHHO
WIN CITYCTSI HEKOTOPOE BpeMsl.

K HuM oTHOCSTCS (IPUBEAECHHBIN CIIUCOK HE SABJISETCS HCUEPIIBIBAIOLINM):

- BocnanurenbHble peakuy KO (TIOKpacHEHUe, OTEeK, I)pUTEMa U JIp.), KOTOPbIE MOTYT
COIIPOBOXKIATbCSA 3yJIOM, a TaKkkKe OOJIE3HEHHOCThbIO IpHU HajgaBnuBaHuu. IlogoOHas peakuus
MOJKET COXpaHAThCSA B T€UEHHE OJHOM Henenu. B peaxux cnywasx (1,6 % maumenrtos, niam 1
HalMeHT U3 61, Mo JaHHBIM KJIMHUYECKOI'O MCCIIEOBAaHUS) HE3HAUNTENIbHbIE CIIOHTaHHbIE 00JIU
WK O0JIM TIPY MaJbIAUU MOTYT COXPAHATHCS J0JIbIIE OTHOW HENIENH.

- Bo3HUKHOBEHHE TeéMaTOMBI.

- OkpamuBaHye Wik 00ecBEYNBaHUE KOKU B MECTE MHBEKIUH.

- Bo3HUKHOBEHME YIIIOTHEHNUH WU Y3€JIKOB B MECTE€ UHBEKLIUU.

- Hepmocrarounas »s¢ddexkTuBHOCTE Tpouenypsl HIM caa00 BBIPAKEHHBI APPEKT
3aIl0JTHEHHUS.

- Tlocie WHBEKIMIA THATYPOHOBOW KHCIOTHI M (WJIHM) JHIOKaMHA OTMEYEHBI CIIydau
BO3HMKHOBEHUS HEKPO3a KOKU B MEKOPOBHOM 00J1acTH, aOCLIECCOB, TPaHyJIEM U aJUIEPTUYECKUX
peaKkuii HEeMeUIGHHOTO M 3aMeJICHHOTO Tumna. HeoOXomumMo TNpUHHMATh B pacyer
HOTEHIMAJIBHYIO ONTACHOCTh Pa3BUTHS MO0OHBIX OCI0KHEHU.

- [TaneHT MOJDKEH B KpaT4yaiiie CPOKU U3BECTHTH Bpada 000 BCeX CIIydasx COXpPaHEHUS
y Hero BOCHAJINTENIbHON peakiMy B TeUeHHe 0oJiee OHOM He/leNH 1ociie BBEJCHUS Npernapara uin
BO3HUKHOBEHUS JIOOBIX NIpyrux moOouHbIX 3¢dexToB. [Ipu 3TOM Bpaud M0mKEH 00ecrednTh
IPOBE/ICHUE NMAIUEHTY COOTBETCTBYIOIIETO JIEUCHHUS.

- O60 Bcex ciayyasx BO3HUKHOBEHHUS JpYrMX MOOOYHBIX 3(Q(EKTOB, CBSI3aHHBIX C
BBeZieHHeM wummiantara LIPS, HeoOxoanMo mnpouHpopMupoBaTh IUCTPUObIOTOpAa U (MIIH)
MIPOM3BOIUTENS TIpernapara.

7. Omnwmcanue, TapaMeTPhl U XapaKTEPUCTHUKN MEIUIIMHCKOTO U3/EITHS

7.1. Onwucanue

Nwmmnanrtar LIPS npencrapiser co6oii BI3KOAIACTUYHBIN, MEJICHHO PacCachIBAIOIIHIICS,
OeCILIBETHBIN, MPO3payHbIA, CTEPHIIbHBIN, AaMUPOTCHHBIH (U3NOIOTUYECKUN Telb Ha OCHOBE
HaTpus THaypoHaTa HEXUBOTHOIO NPOUCXOXKJeHus, coaepxamuidi 0,3% nupokamHa
TUAPOXJIOPH/IA, U3BECTHOTO CBOMMHU 00€300JIMBAIOIIUMU CBOMCTBAMHU.

l'enb oO0bemom 1 wMJI  HaxoOWUTCS BHYTPH TPaAyUpPOBAHHOTO IIPEIBAPUTEITHHO
3aII0JIHEHHOTIO LIIPHUILIA I OJHOPA30BOr0 UCIIOIb30BAHUS.

COCTAB U3JEJIUA

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

®docdatnsiii Oydep pH 7,2 1o koHewHoTro Beca Ha 1 M



7.2.  TlapameTpsl 1 XapaKTEPUCTUKH

B cnenyromieit Tabnuiie mpeIcTaBiIeH COCTAB.

Bapuant
KommnoneHt

HNMnuianTat BHYTPUAEPMAIbLHBIN €
aupoxkaunoM ART FILLER LIPS

OOt 00bEM TeNs B IIITPULIC

1 M / mmpwig

Macca rend B mnpuiie

> 1 r* / mmpwur

Harpus ruaaypoHar

23 - 27 mr/t

JIngokanu

2.7—-33 mr/r
(0.27 - 0.33%)

Harpuii-pocharusbrii 6ydep, pH 7,2
(COCTaBi NaCI, NaH2PO4, Na;HPOy,, HQO)

molr

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

[IpuBenen monHblii xumudeckuii coctaB umiuiantatoB ART FILLER c¢ ykazanuem
METO/I0B OOHAPYKEHUSI.

Bapuant

KoMmnonenr

NMnuianTaT BHyTpHAEepMAJIbHBIHN €
JupoxkauHoM ART FILLER LIPS

Harpus ruaayponar

23 —-27 mr/t

Metoa oOHapy:KeHUs1

BanmnpoBaHHBI BHYTPEHHUNA METOL
KaJIbLIUHUPOBAHUS

JIngoxkauu

2.7-3.3 mr/T
(0.27 - 0.33%)

Metoa oOHapy:KeHuUst

BanuaupoBaHHbIN METO
BricokoapekTUBHON HKUAKOCTHOM
xpomarorpaduu

Hatpuii-¢ocdarubiii 6ydep, pH 7,2

(Cocras: NaCl, NaH>PO4, Na2HPO4, H,0)

molr

Meton oOHapykeHUst

OcMmomsuibHOCTB, pH

Xapakrepucruku I'K

3HauyeHue

MounekyJIsIpHBIN Bec

1 M1a u 4 M/1a (cMech)

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

Junamuyeckas Bs3kocTh (Pas)

121+ 10% (mpu ckopoctu capura 1 ct)
(M3MepeHHoe 3HaueHue, 111 nHpopMaIun)

OcMmounsipaocTh, MOCMOJTB

290< ocmomsipHOCTB <350

Cpoxu Ouojaerpaganu

6-18 mecsres

7.3. W3penue sBIsICTCS OTHOPA30BBIM.




8. VYkazaHus 1o npuMeHEHHUIO

8.1. Ilepex mpuMeHeHHEM 00paTUTECh K Bpady 3a KOHCYJIbTAIHEH.

8.2.  Jlns BHYTpuAEpMaIbHBIX UMILIAHTATOB WIH «(UILIEPOB» HE CYIIECTBYET IMOHSATHUS
«CTaH/JAPTHOI» J103bl, TIOCKOJBKY JKENAaeMbIi pe3ynbTaT JiedeHus Hu o00beM (uiepa,
HEOOXOUMBINA NIl JJOCTUKEHHS ATOr0 pe3ysibTara, MOTYT 3HAYUTENbHO OTIMYAThCA Y Pa3HBIX
nanueHToB. J{03bl TakKe MEHSIOTCS B 3aBUCUMOCTH OT oOyiacTé BBeaeHus. [lo 3Toil mpuunHe
pelieHue o HeoO0Xo0UMOM 00beMe BBOAMMOTO (usliepa IPUHUMAETCS BpAuOM.

MakcumanbHoe konudectBo umiuiantata ART FILLER nnsa mamuenTta Becom 70 Kr He
JOJIKHO MIPEBBIIATh 15 MII B roJl, MPUHUMAsi BO BHUMAHHE CJIEIYIOLIUE CUTYallHH:

- B cnyuae, xorma He TpeOyeTcss BOCCTaHOBIEHHE KOHTypa JHIa, o0beM Quiniepa,
BBOAMMBIN 32 OJHY HPOLEAYPY, COCTABISAET OKOJO 5 MJI U OXKUAAETCSA, YTO OH TaKKE MOXKET
BBOJIUTHCS B XOJI€ JIBYX JIOTIOJTHUTEIBHBIX CECCHIA;

- B cnyuyae paboThl o Bcell MOBEPXHOCTH JiMIa (BKJIIOYasi BOCCTAHOBICHHUE KOHTYpPOB
CpeIHEe! 4acTu JIHIa), MaKCUMaJIbHBIH 00bEM BBeZieHus coctaisier 10 M. B mogo6HOM citydae
HE CJIeIyeT MOBTOPSATH JaHHYIO MPOLEAYPY B TE€UCHHE IO, JONOTHUTENbHbIC BBeCHUS (puiiiepa
JIOJKHBI OBITH OTpaHUYCHBI ApyTruMu 30HaMu. OO01mii 00bEM BBeCHMS (DHILIEpa B TOJ] HE JOJDKCH
npeBbIaTh 15 M.

[epen paboToii ¢ n3aenueM 03HaKOMBTECh C MHCTPYKIMEH 0 IPUMEHEHHUIO.

Mepb! IpeocTOpOKHOCTH

- UmmutanTar LIPS nomkeH BBOOUTH Bpad, BIAACIOMINN HHBEKITHOHHBIMU METOTUKAMH.

- Ummnanrar LIPS mpenHasHaueH HCKIIOUUTEIBHO AJIE BHYTPUKOKHOTO BBEACHHS U
BBEJICHHS B CIIM3UCTYIO 000JI0UKY TYO.

- He BBOAUTH B KPOBEHOCHBIE COCYIbI, KOCTH, CYXOXKHUJIHSI, CBSI3KH, MBIIIIIBI U TUTMEHTHBIE
pPOIUMBIE TISITHA.

- OtTcyTcTBYIOT KJIMHUYECKHE JaHHble, MOATBEpKAaomue >PPEeKTUBHOCTh U
NePEeHOCUMOCTh MHBbEKINH nMIutanTara LIPS nanmentamu, nmerommvu B anHaMHe3€ TTOBTOPHBIE
TSDKEJIble aJUIePTUYecKre Peakliuy WM aHaUIaKTUYECKUH oK. B KaX/10M KOHKPETHOM ciydae
Bpau JOJDKEH PElIUTh BOMPOC O BO3MOXKHOCTH HCIOJB30BaHUS Iperapara B 3aBUCHUMOCTH OT
XapakTepa HMMeEIoLIecs amiepruy, a Takke O00eCHeuuTh CTporoe HaONI0/eHHE 33 TaKUMHU
NalMeHTaMH, HaXOISMIIMMHUCS B TpPYyNIeE pHCKa. B YacTHOCTH, OH MOXET MpPEIOKUTh
IpeBapUTENbHO MPOBECTH JBOWHYIO MpoOy C MpernapaToM WM HAa3HAYUTh COOTBETCTBYIOIEE
npoUIAKTUYECKOE JIeUEHUE Mepe] KX IbIM €ro BBEJIEHUEM.

- HWwmmmantat LIPS ngomkeH uCHoOnb30BaThCS C OCTOPOKHOCTHIO Yy TMAIMEHTOB C
HapyIIEHUSIMH CEPJICYHON TPOBOTUMOCTH.

- Mmmnanratr LIPS cnenyer mpuMeHsATh ¢ 0co0OM OCTOPOKHOCTBIO Yy MAIlMEHTOB C
MEYEHOYHON HEJOCTaTOUYHOCTHIO C HAPYILIEHUSIMU CBEPTHIBAEMOCTH KPOBH, a TAK)KE Y MAIlHEHTOB,
IPUHUMAIOIIUX METUKAMEHTBI, CHUKAIOIUE WIX MHTHOUPYIOIINE TeYeHOUYHBIH MeTab0Iu3M, YTO
MOYKET MTPUBECTH K HAPYIICHUSM CBEPTHIBAEMOCTH KPOBH.

- [TareHThl JOKHBI MOTYYHUTh CIEAYIOUINE PEKOMEH IAINH:

* [Ipexpatuts npuem acnupuna 1 BuramMuHa C u (win) E B MOBBIIIEHHBIX J]03aX 32 HEJIETI0
JI0 UHBEKIINH.

 [lanueHTOB, MOMyYarOMUX AHTHKOATYJSHTHYIO TEpamnuio, cleAyeT NpeayNnpeauTb O
MOBBIIIIEHHOM PUCKE BO3HUKHOBEHHS T€MAaTOM U KPOBOTEUEHUI BO BpeMsI HHBEKIIHH.

* He HaHOCHUTB MaKusIK B T€UeHHE 12 4acoB MOCTIE NHBEKIIHH.

* M30erath BO3/1EHCTBHS SKCTPEMAIbHBIX TEMIIEPATYp (CHUIIbHBIA X0JI0/, cayHa, XaMMaM),
a TaKKe JJIMTETbHOIO BO3JACHCTBHSI COJIHEYHOTO CBETA, YIbTPadUOIETOBBIX JyUyell B TeUeHHe 2
HEJeNb M0CTIe HHBEKIIHH.

- B ciyuae 3akynopku HHbEKIIMOHHOM MIJIBI HE CIIEelyeT YBEIUUYUBATh CUITy IaBJICHUS Ha
MOPILEHb IIPULA; CIEAYET IPEKPATUTh HHBEKLUIO 1 CMEHUTD UTITY.

- Bpauy crnenyer mpuHHMMaTh BO BHHMAaHME, YTO Mpenapar COACPXKHUT JHJIOKauH, U
YUUTBIBATh 3TOT (DaKT.



- HeoOxoanmo mpeaynpexaaTb CIIOPTCMEHOB O TOM, YTO Ipenapar COIEPKHUT aKTUBHOE
BEIIIECTBO, CIOCOOHOE BBI3BATh IOJIOKUTEIBHBIC PE3yNbTaThl AHATU30B IPH TMPOBEICHUU
AQHTUJOIMHTOBOT'O KOHTPOJIS.

BAKHO!

CydaifHoe mornajaHie UMILIAHTaTa B KPOBEHOCHBIE COCY/IbI JIMIA BO BPEMsI HHBEKIIUH
MOYKET TPUBECTH K PEIKUM, HO CEPbE3HBIM NMOOOYHBIM I(PQeKTaM, KOTOpPbIE MOTYT BHI3BaTh
HSMOOJIM3aIHUI0 COCYIOB, YXYAIICHUE 3pPEHUS, CICNOTY, alOIUIEKCHUECKHH yaap, MOBPEKICHUE
U/WIIN HEKPO3 KOXKH, a TaK)Ke yacTei JIMIa, MOIBEPKEHHBIX JACUCTBHUIO Mpernapara. ITH peaKue
cityyan SMOOJIM3alui KPOBEHOCHBIX COCYIOB Yallle BCEro HadI0AaeTcs B 00JIacTH T1a0esuibl, Ha
HOCY, BOKPYT HOCA, JI0a ¥ B OKOJIOTJIA3HUYHOM 00J1aCTH IPY UCTIONIb30BAaHUH UTJIBI JIsl BBEICHUS
UMILIaHTa.

8.3. B3AUMOJIEMCTBUE C JPYTUMM U3JIEJIMSIMU U TIPEITAPATAMU

XOpomo H3BECTHA HECOBMECTHMOCTh MEXIy THATypOHOBOW KHCIOTOW U COJSMHU
YEeTBEPTUYHOT'O AaMMOHHUSI, TAKUMH, HAIIPUMED, KaK XJIOPH]] OCH3aJIKOHUSA. Y UUTHIBAsI 3TO, HUKOTJA
HE CIeIyeT JOIyCKaTh KOHTakra umIniantara LIPS ¢ Takumm coequHeHHsIMH, a Takke C
MEIUIUHCKUM U XUPYPTrUUIECKUM HHCTPYMEHTapHueM, 00paboTaHHBIMU UMH.

9. VYcraHOBKa M HAa4aJI0 MPUMEHEHUS

He ncnone3oBath u3zenue 1o NCTEYEHUIO CPOKA FOJHOCTH, YKa3aHHOTO HA YIIAKOBKE;

W3pnenue npenHasHa4YeH TOJIBKO IS OAHOPA30BOTO UCIIOIL30BAHYS,

W3nenue He NOJIEKUT TOBTOPHON CTEPUITU3ALINH;

[ToBTOpHOE MCIOJIIB30BAaHUE H3JCIUS MOXKET IMPEICTaBIATh ONACHOCTH JJIS IalUMeHTa (B

YaCTHOCTH, NTEPEKPECTHOE NHPUITPOBAHNUE).

B cimydae ecnu ynakoBka OTKpBITa, JINOO IOBPEKECHA, HE UCTIONB30BATh €€ COAEPKHUMOE.

e [locne mcmonp30BaHUs MINPHUI] U OCTATKH TIperapaTra BHIOPOCHUTH. VICTIOIh30BaHHBIE HIJIBI
JIOJDKHBI  OBITH TIOMEIEHBl B CHEIHMAIbHO NpEeAHA3HAYEHHBIM IS 3TOro KOHTEHHep.
PykoBoacTBOBaTHCS TPEOOBAHUSMH JIEHCTBYIONIMX HHCTPYKITUH MO YTHIIH3AIHH.

e He npITatbes BBRIPSAMUTH HM30THYTYIO UTITY; €€ HEOOXOAWMO BBHIOPOCHUTH WIJIM 3aMEHHTH Ha
HOBYIO.

e UmmuanTar LIPS BBoguTCs BpauoM B CIM3UCTYIO0 000JOYKY I'y0 M B CpelHUE M IIyOOKue
CJIOM JIepMBbl JUJIsl KOPPEKIMH KOXKHBIX 3CTETHYEeCKHX JedeKkToB. TexHHMKa NpoBeIeHUs
IpOLEAYpbl UMEET BaXXHOE 3HaueHUe AJs €€ 3P(PEeKTUBHOCTH U MPOPUIAKTUKN TOOOUHBIX
peakuuii. [Ipenapart gomkeH BBOAUTHCSA BPayoM, ITPOLIEIIINM CIIEUATIBHYIO MOJTOTOBKY 110
JTAaHHOMY MHBEKIIMOHHOMY METOJTy KOPPEKITUH.

e [lepex HauamoM mpoueaypbl HEOOXOIUMO MPOMH(OPMUPOBATH MAIMEHTA O MOKA3aHUIX U
IPOTHBOINOKA3aHUAX K IPUMEHEHHIO IIpernapara, €ro HECOBMECTUMOCTH C JPyTUMH
npernapaTam, a TAkKe 0 BO3SMOKHOCTH Pa3BUTHS HEKENATEIBHBIX TTOOOYHBIX PEaKIuii.

9.1. TlopsaoK HCITOTB30BAHMS

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

e Ucnons3yiite uriay 27G%, nocTaBiseMylo B KOMIUIEKTe co ImmpuieM. CHUMHTE CO IIIpUIa
KOJITIAYOK, TIOTSHYB €ro, Kak Mmoka3aHo Ha puc. 1. [IpaBMIbHO M OCHOBATEIBHO 3aKPEIUTE
UTJy Ha HAaKOHEYHHUKE 3alOJHEHHOrO IMpernaparoM ULINpHIlA; aKKypaTHO JOBEPHHUTE HIIY,
YTOOBI YOEIUTHCS, UTO OHA YCTAHOBJIEHA JOJKHBIM 00pa3oM (cM. puc. 2 u 3). CHUMHTE C
UIJIbl  3alUTHBIA KONMayok (puc. 4) M MEUIGHHO BBEIUTE B JE€PMYy, HUCIOJbB3Ys
COOTBETCTBYIOIIYI0O TEXHUKY HMHBEKIMU. KonuuecTBO BBOAMMOrO Ipenapara 3aBHCHUT OT
pa3mepoB 0bsacT Koppekuuu. [1ocie BbImoMHeHUs UHbEKIUN BaXKHO CJIETKa TOMacCHpPOBATh
001acTh BBEIEHU Npenapara Ajisl €ro pABHOMEPHOTO PACHIPEETICHHUS.



BHUMAHME! I'panyupoBka HaHeceHa Ha STHUKETKY INNpHIA Ui yA00CTBa Bpaua,
BBIIIOJIHSIIOLETO MHBEKIMIO, U HE MOXKET pacCMaTpUBAThCS B KAayeCTBE H3MEPUTEIIBHON

HIKaJbI.
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e PexoMmeHayemas TEXHHKA BBEACHHUS

JIuneiinas texnuka (MeToa «IIpoLIMBaHUS):

[Ipyn nuHEHHON TEeXHWKE WIa BXOIUT B KOXY MOJ OCTpbIM yrioMm (<90°) m nanee
MIPOBOAMTCS JIaTepalibHO. BBeieHne MOXKeT ObITh aHTEPOTPAJAHBIM (HAUYMHATHCS C MOMEHTA BKOJIA
U TIPOJIOJDKATHCS TI0 Mepe TMPOJIBMXKCHHS WTJIBI) WM PETPOrPaJHBIM (HAUMHATHCS C MOMEHTA
00paTHOTO X0/1a UTJIbI C CAMOMU JJalbHEN TOUKHU BKOJA).

AHTeporpaHOE BBEJICHUE TTO3BOJISET MPUMEHUTD THIPO-IUCCEKITNI0 TKAHEH, YTO MOXKET
00JIerYnTh BBOJ WIJIBI, B TO BpPEMS KaK pPETpPOrpagHOe BBeIACHHE obecrednBaeT Oe30macHoe
BBeJIeHUE (IILIepa B 3aIJIaHUPOBAHHOM MECTE.



Cpe3 urisl JODKeH OBITh HAINPaBIICH BBEPX NPHU BBEACHUU B CPEIHHE W TIIyOOKH CIIOH
JICPMbI U BHH3 MPH BBEICHUH B IOBEPXHOCTHBIC CJIOH JICPMBI.

Texnuka nenoHupoBanust (0OJFOCHOTO BBEICHUS)

Texnuka OOJIIOCHOTO BBEACHHS pEIIACT IMOAOOHYIO 3a7ady, HO COBCEM IO-IPYromy.
BwmecTo Toro, 4To0bI paccenBaTh QHIUIEP B MOBEPXHOCTHOM IOJKOKHOM CJIO€, IPH OOJIFOCHOM
BBEJICHUU co3maéTest neno ¢uiuiepa Tiiyooko B meHTpe nedekra. [lamee anst paBHOMEPHOTO
pacripeniesieHusl  Quiuiepa HCHOJIb3yeTcsl pydyHOW Maccax. TexHuka OOJIOCHOTO BBEICHUS
nperoiaraeT ¢IMHCTBCHHYIO HHBEKIIUIO B 30HY MHTEpEca, U MOKET YMCHBIIUTh OOJIC3HEHHBIC
OIIYIICHUS, KPOBOUBIUSHHS U MAIBIIUPYEMble KOXKHBIC y3enku. OHaKo, 1eno Gpuniepa MOKET
pacTeKaThCsl, BbI3bIBass 00JIb M KPOBOM3IHSIHUSA. [103TOMY, TEXHUKA MHOKECTBECHHBIX BBEJICHHI
HEOOJIBIINX KOJTMYECTB (PUIuIepa MOKET OBITh MPEAIOYTUTECIHLHOM.

Jlpyrue MeToAuKH BBeAeHUs (uiuiepa MOTYT BBIOMPATHCS BPauyOM HMHIMBHIYadbHO, Ha
OCHOBE COOCTBCHHOTO OIIbITA, B 3aBUCHMOCTH OT COCTOSIHHS KOXXH ITalACHTa U JKEJIAeMOTO
pe3yibTara.

e ['ny6una BBenenus: Crnusucras 000s049ka ry0, CpeiHHAE U TITyOOKHE CIIOU IEPMBI.

9.2. MHCTpYKIMS 1O W3BICUCHUIO U 3aMEHE

MeauuuHckoe uznenue «MmnanTar s BHyTpUAEPMaIbHOTO BBEICHMS, C JINJOKaUHOM
ART FILLER, BapuaHTbl MCHOJHEHHS» SBISETCS MWHBEKIMOHHBIM HMIUIAHTaTOM Ha OCHOBE
HOTIEPEYHO-CIIUTON THaypOHOBON KUCIIOTBI, KOTOPBIM HE MOXKET OBbITh M3BJIECUEH WIN 3aMEHEH
II0CJIE BBEICHMUS.

10. Meronbl U ycI0BUS CTEPUIIU3ALIU

TepMuHanbHas crepuIn3anys IpeIBapuUTebHO 3a0IHEHHBIX HIIPULIEB OCYILIECTBIIAETCS
C IPUMEHEHHUEM ITPOIeCcCca CTEPHIIN3ALUH BIAXKHBIM KapOM.

Crepunnzauus uri: Paguanmronnas crepunusanust. Jloza: Ot 25 xkunorpei (MUHUMAJIBHO)
1o 50 kunmorpeit (MakCUMambHO).

11. Texuuueckoe 0OCITy)XKMBaHHE, TEKYIIMA PEMOHT
11.1. Wznpenue sBISETCS OJHOPA30BBIM.
11.2. Texuuueckoe oOCIyXHBaHHE HE IPEeycCMOTpeHo. He peMoHTOmpUroHo.

12. KoMmiekTHOCTb

WmnnanTar ans BHyTpuaepMainbHoro BBeaeHus, ¢ nmuaokanHoM ART FILLER LIPS B
COCTaBe:

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

- UTJIBI CTEpUIIbHBIE (4 1MT.),

- HaKJICHKH UIeHTU(DUKAITMOHHBIE (4 1IIT.),

- UHCTPYKIMS 110 IPUMEHEHUIO

13. VmnakoBka

NunuBuayanbHas ynakoBKa: OJMcTepHasl yIakoBKa, B KOTOPYIO YIIAKOBBIBAETCS MITIPHIL C
ART FILLER, ¢ urnamu — 2 1mir.

[ToTpeburenbckas ymakoBKa MpecTaBieHa KapTOHHOW KOPOOKOiA.

TpancnopTHasi yrakoBka IMpeCTaBIeHa KapTOHHOW KOPOOKO#, B KOTOPYIO MOMEIIAIOTCS
110 moTpeOUTENHCKUX YITAKOBOK.

14. VYcnoBus 3KCIUTyaTaluu

14.1. TemmepaTypa dKCILTyaTanuu (BHyTpU OpraHM3Ma MOCIe UMILIAHTAIIMHN )— OT TUTIOC
35 °C go mmoc 42 °C.

14.2. He ucnonb30BaTh M0 OKOHYAHUHW CPOKA TOTHOCTH U/WJTU TMIOBPEKACHHON YITAKOBKE.
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14.3. He ucnonp30Bath Npu HAPYIICHUU TEPMETUYHOCTH U3ICITHSI.

15. TpancnopTupoBaHue
YrnakoBaHHOE W3JIEINE TPAHCIOPTHPYIOT BCEMH BHJIAMHU 3aKPBITBIX TPAHCIIOPTHHIX
CPEICTB, KPOME HEOTAININBAEMBIX OTCEKOB CaMOJIETOB 1 MOPCKOT'O TPAHCIIOPTA, B COOTBETCTBUU
C TIpaBUJIAMH TIEPEBO30K TPY30B, NECHCTBYIOIIUMHU Ha IAHHOM BHJIC TPAHCIIOPTA.
YcnoBus TpaHCIIOPTUPOBAHUS:
e Temmeparypa: ot mioc2 1o mwioc 25 °C;
e BIAXHOCTH: He Ooee 85%;
e nasnenue: (84,0-106,7) xIla (630-800 mm.pT.CT).
[Ipu TpaHCHIOPTUPOBAHUU BBIACPKUBACT U3JIEIHE B TPAHCIIOPTHON Tape YCTOWYUBO K
MEXaHUYECKUM Harpy3KaM:
BubpatnrionHbie Harpy3Ku:
- nuamna3od yactotT: 10-55 I'n;
-amruintya nepemeruenus: 0,35mm.
VY napHsle Harpy3Ku:
- IIKoBOE yaapHoe yckoperwue: 100 (10)2 g;
- JUIMTEJIbHOCTD JEMCTBUSI yAAPHOTO YCKOpeHus: 16 Mmc.

16. Xpanenwue

B TeueHue Bcero cpoka roJHOCTH M3JIEIHS XPAHATCS B KPBITBIX CYXHUX HMPOBETPHUBACMBIX
NOMCIICHUSAX Ha PACCTOSHHM HE MEHee | M OT OTONMHUTEIbHBIX MPUOOPOB, IOJDKHBI OBITH
3alIMIICHBI OT COJHEYHBIX Jy4Yel U aTMOC(HEPHBIX BO3JICHCTBHIA MPH TEMIIEPATYpe OT ILTIOC 2 10
witoc 25 °C u 0THOCHTENBHOM BIakHOCTH He Ootee 85 %, nasnenue — (84,0-106,7) xI1a (630-800
MM.pT.CT).

17. T'apanTuiiHble 00s3aTEILCTBA

17.1. TlpousBoauTenb  TapaHTHPYET COOTBETCTBME  M3JENUS  YCTAaHOBJIEHHBIM
TpeOOBaHUSAM Ha WU3JAEIMEe MpPU COONIOJCHUM YCIOBUS TPAHCIOPTHUPOBAHHUSA, XpaHEHUS,
HKCIIITyaTaIiH.

17.2. TapanTuiiHblii cpok xpaHeHus — 24 mecsua.

18. Tlopsiok ocyliecTBICHHUS YTUIN3AMUA U YHUUTOXKEHUS MEAULIMHCKOTO U3/IeNTUs

YTunuzupyiite mnpunsl ¥ OCTaTKM NPOAYKTAa IOCIE HCHOJb30BaHUA. Wbl HYXHO
YTWIN3UPOBaTh B KOHTEHHEPBI, INPEAyCMOTpPEHHbIE A 3ToM neau. CMm. JeiCTBYOIINE
PYKOBOJICTBA 10 UX yTHJIU3ALIUU.

He BriOpacsiBaiiTe BMecTe ¢ OBITOBBIM MYCOPOM.

Hcnonb30BaHHBI MIMPUIl M OCTaTKU NPOAYKTa CIEAyeT YTHJIM3HpPOBaTh Kak
NOTEHLMAJIBHO ONAcHblE MEOUIMHCKUE OTX0onbl. [loxkanyiicTa, HW3yuynTe HalMOHAJIbHBIE
PEKOMEHIallii M CaHWTapHbIe HOPMBI, Kacaloluecs KiacCU(PUKauu OMOJIOTMYECKH OIMAaCHBIX
OTXOJI0B ¥ OOpalIeHNs] C HUMU B KJIMHUYECKUX J1JaOOpaTOpHsIX.

MenuuHckie paOOTHUKU JIOJDKHBI COONIOAaTh HAIMOHAIbHBIE / BEIOMCTBEHHBIE
PEKOMEHIallMU 10 OOpAaIllEeHUI0 ¢ MEIULMHCKUMU OTXOJIaMU M YHUBEpCaJbHbIe PEKOMEHAINH,
CBSI3aHHBIE C MEpaMH NPEAOCTOPOKHOCTH. HocuTe 3aluTHYI0 OEXKTY.

[Ipenynpexnaenue: U3nenue 1i1st OAHOKPATHOTO UCIIOJIb30BAHMUS.

Heucnonp3oBaHHbIE IPOAYKTHI WM IPOAYKTHI C UCTEKIIUM CPOKOM T'OJHOCTH CJIELYET
YTUIIM3UPOBATh KaK OObIYHBIE METULIMHCKHE OTXO/bI.

19. KonTaktHast nHGOpMAIIHs
19.1. Tlo Bompocam KadyecTBa MEOUIMHCKOTO wu3fenus ««mrutanrat — ans
BHYTpUIEpMAIIbHOTO BBeAeHUs, ¢ TuokauHoM ART FILLER, BapuaHThl HCTIOJTHEHUSD.
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BapI/IaHT HCITOJIHEHMA: VIMItanTaT AJId BHYTPUACPMAIBHOIO BBCIACHUSA, C JIMJOKANMHOM

ART FILLER LIPS,

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

obpamatecs 1o agpecy: Bd Paepsem 18, 1070 Anderlecht, BELGIUM (bx Ilencem 18,
1070 Annepnext, benbrus),

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

20. Caenenus o maTepuanax
20.1. TIPOU3BOAUTEJIb HATPUA THAJIYPOHATA

[IpousBoauTenn HTL SAS
P 2 La Boitardiere, Z.I. de L'Aumaillerie, 35133 Javené, ®paniust
[~ co,Na OH |
0.0 J:
oH o_ |oH
XuMHuueckasi CTpyKTypa lo
uu popmyna H Ho HO
Hac\n/ NH

L o —n

Homep CAS 9067-32-7
dapmarieBTHYECKasg CyOCTaHIUsI METUIIMHCKOTO Ka4eCTBa

Ceptudukanus B cootBercTBUU ¢ Monorpadueit EBpomneiickoii @apmakornen

1472

WNudopmanus o
peructpaunu B Poccun

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

20.2. TTPOM3BOAUTEJIb JIMJJOKANHA

IIpousBoauresnn

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

XuMuyeckas 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 cootBercTBuM ¢ Monorpadueit EBporneiickoii @apmaxornen

#0227

Wndopmanus o
peructpauuu B Poccun

Bxuroueno B I'PJIC: ©C-001422 ot 06.06.2016
Hopmarusnas nokymentarus: @C 001422-060616
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20.3. TIPOM3BOJIMTEJb HATPUU-®OCOATHOI'O BYDEPA

[IpousBoauTenn

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

XuMH4ecKkasi CTpyKTypa
wi popmyia

Harpuii-dhocdarnsiii 0ydepnsiit pactsop, pH 7,2
(NaCl, NaH2PO4, NazHPO4, H20)

Kon mpoxykra/Toprosoe

92264F
HaNMECHOBAHHE
Homep CAS He npumenumo
Cepruduxanus JlaGopaTopHast XuMus (aHATUTHIECKOTO KaueCcTBa)

Nudopmarnus o
peructpaunu B Poccun

JlaGopaTopHast XxuMus (aHATUTHIECKOTO KaueCcTBa)
N3rorosien no TpeboBaHUIO, perucTpaius He Tpedyercs

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

[TpousBoauTenb

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

XuMuYeckasi CTpyKTypa

NaCl
i popmyna
Howmep CAS 7647-14-5

dapmaneBTHUECKas CyOCTaHIUS METUIIMHCKOTO KauecTBa
Ceptuduxanus B cootBercTBru ¢ MoHnorpadueit EBponeiickoit @apmakonen

#34

Wudopmarnus o
peructpaunu B Poccun

Bxiroueno 8 I'PJIC: ®C-000779 dated 20.02.2014
Hopmarusnas nokymentarus: @C 000779-200214
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HaunMeHoBaHHue CHMBOJIA

[IpousBoaurens

Z[aTa HU3TOTOBJICHU

Wcmone3oBarts 10 ...

L Kon maptun
LOT
s
Crepunuzanus napom
STERILE] | |
L |
s TemneparypHbIil 1Hana3oH

3anpeT Ha TOBTOPHOE IPUMEHEHHE

r A o
-..\L’/ He nomyckaTte BO3OeHCTBUS COJTHEYHOTO CBETA
AN
| \
r 5
@ He ucnonp3oBaTh npy NOBPEkKACHHOMN yIIaKOBKe
L -
r il o
OcropoxHo! OO6patutech K  COINpPOBOJUTEIBHOMN
JOKYMEHTAITU!

ar
-

OOparurech K MHCTPYKIMH 110 TPUMEHEHHIO
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