Revanesse

COCTAB

PerukynupoBaHHasi THATypOHOBAs KHUCJIOTA 25mr/mn
B docdaraom Oydeprom pacTBOpe

[[TepekpecTHO cBs3aHA C MOMOIIBIO IUTIHIHIMIOBOTO 3¢dupa 6yranauona (BDDE)]

OIIMCAHUE

Revanesse® 5T1o npo3payuHbIi refib Ha BOJHOW OCHOBE, 0e3 IIBeTa M 3aIaxa, CHHTETHIECKOTO IPOUCXOXKICHU. ' elb HaxoquTcst B
3aII0JTHEHHOM OJJHOpPa30BOM Himpure. B xax ot kopoOke comepkurcs 2 mmpuna ¢ 1 M1 Revanesse® kaskablii 1 2 cTepHiIbHbIE
UTJIBL

OBJIACTD ITPUMEHEHN S / TIOKA3AHU A K ITIPUMEHEHUIO

MenunuHckre oka3aHust: [JJaHHBIN MpenapaT MpeacTaBisieT co00i MaTepral I O0bEMHOM PEKOHCTPYKIIUU TKaHEH,
COCTOSIIIMI 13 T'elisl HA OCHOBE THATYPOHOBOH KHCIIOTHI. ETo IpHMEHSIOT U1l BOCCTaHOBIICHUS 00beMa MATKHUX TKaHEeH IpH
JUTI0ATPOGHUU/ITUITOJUCTPOGHH H/WITH KOPPEKINH HAPYIICHUH KOHTYpa ¥ aHATOMUYECKHX Je(hopMarnii ”HOTO IPOMCXOKACHNS,
HalpuMep, Mocie TPaBMBbI.

IIpumensieTcs y MalMeHTOB C IETbI0 KOPPEKIHN €CTECTBEHHOI0 KOHTYpa M ieopMaliy MATKAX TKaHeH, BOSHUKAIOIINX TIPH
paszButun BY-acconunpoBaHHOM JIMITOATPO(OUH U JTUITOAUCTPODHH.

KocMmerrnueckue nmokazanus: Revanesse® TMPUMECHACTCA B BUAE I/IH'I)GKL[I/Iﬁ JJIA KOPPEKIHNHU JIMIEBBIX MOPIIUH, BOCCTAHOBJICHUA
Oﬁ’beMa, YBEIIMYUCHU S l"y6, YBJIQ)KHCHUSA KOXHU U IIPpU KOHTypHOﬁ KOPpPEKIHHU ACTIPECCHUU MATKUX TKaHEH.

BO3MOXHBIE [IOBOYHBIE DOPEKTBI

Jlewammuii Bpad 00s13aH COOONIMTH NALEHTy O TOM, YTO IPH 000 MHBEKIMK Revanesse® cymiecTByeT pucK pa3BUTHS
HeOJIaroNpHATHBIX MOCIEACTBUH, KOTOPbIE MOTYT HOSIBUTHCS Yepe3 HEKOTOPOEe BpeMs MM cpasy Mocje BBEICHHS Mpenapara.
OTH HOCIECTBHS BKIIOYAIOT B Ce0s1, B JACTHOCTH:

* [JocTHHBEKIIMOHHBIE PEAKIINH, TAKHE KaK MPEXOAIIas SpuTeMa, OTeK, 00JIb, 3y, OJIEHOCTh WX TOBBIIICHHAS
YyBCTBHTENHFHOCTh B MECTE HHBEKIUH. Takue peakny MOTYT MPOJOIDKATHCS B TEUCHHE HEICIIH.

* V3enKu Win YIUIOTHEHHSA, KOTOPBIC TAKXKE MOTYT 06pa3035113aTLc;1 B obOJjacTu HWHBCKIHU.
M HI/ISKy}O 3(1)(1)6KTI/IBHOCTL npenapara u3-3a HeraBHHLHOﬁ TEXHUKH €r0 BBCACHUA.

* Hekpo3 B rinabesisipHoii 30He, popMupoBaHue adciiecca, pa3BUTHE IPaHyJieM H THIIePYyBCTBUTEIBHOCT OBUIH OMHCAHBI TIPH
IPOBEJICHUH HHBEKIMI TPOTYyKTOB THATYPOHOBOM KHUCIOTH. Heo0X0auMo UMeTh B BUY BO3MOXKHOCTb Pa3BUTHS ITHX PEaKIuii
B Ka)K10M KOHKPETHOM CIly4ae.

Peaxuus, ommcanHas Kak HCTHHHASI THIIEPYYBCTBUTEIILHOCTD, OBbLIA BEISBIEHA B MEHEe 4eM OHOM cirydae Ha 1500 nmpomenyp
negenns. OHa BBIpaXkaach B IOKPACHEHUH, OTEKE 1 YIDIOTHCHHH MECTa BBEJCHHS IIperapara, KOTOPhIe COXPaHsUINCE I0JIT0e
BpeMsL.

DT peaknuy MPOSBIBUIMCH BCKOPE TOCIIe MHBEKINH WITH Yepe3 2-4 HeJlelIN U ONMICHIBAKCH KaK c1a0ble WX YMEPEHHBIE, CO
CpeaHEH MPOAOIKATENHLHOCTEIO 2 Henenu. OOBIMHO 3TH PEaKUH He TPEOYIOT JOMOIHUTEIHHOTO KOHTPOJIS ¥ IPOXOIAT
CaMOCTOSITENIBHO Yepe3 HeKoTopoe BpeMs. Tem He MeHee, MallleHTaM C peakLiel o TUITYy THIIepUyBCTBUTEIbHOCTH
HE00X0MMO 00513aTeIbHO 00PaTHThCS K Bpady JJIsl OLICHKU cocTOsiHMS. [TarieHTaM ¢ MHOKECTBEHHBIMH aJlIePrHIeCKHMH
peaknusaME MoA00HOE JISUSHHE IPOBOIMTE 3aMPeIaeTCs.



ITPOTUBOIIOKA3AHUA

1.  Revanesse® Hemnb3s BBOAUTH B 00JIAaCTh BOKPYT I71a3 (HEHOCPEACTBEHHO BOKPYT I7Ia3a WU B BEKO).

Revanesse® Henb3s IPUMEHATH NPU OEPEMEHHOCTH U JIAKTaLMU.

3. Revanesse® mpenHa3HadeH TOJIBKO I HHTPAAEPMAIbHOIO UCIIONB30BaHMs. Ero Helb3st BBOAUTE B KPOBEHOCHBIE COCY/BI. DTO
MOJKET IIPUBECTH K 3aKyHNOpPKE COCY/a H BBI3BATh IMOOIHUIO.

N

4. [MampeHTaM co CKJIOHHOCTBIO K 00pa30BaHUIO TUIIEPTPOGUUECKHX PyOLIOB HE CTOUT HCIIOIb30BaTh Revanesse®.
5. Revanesse® Henb3sl IPUMEHATH MAIUEHTAM CO CTPENTOKOKKOBOI HH(EKIHeH B aHaMHe3e.
6. Huxorna He ucrone3yiite Revanesse® B cOUeTaHUH C JIa3epHBIM JICYEHHEM, HHTEHCUBHBIM UMITYIbCHBIM H3JTy9eHHEM, XUMHUECKHM

MUJIMHIOM WIIH JiepMaOpasuen.

7 JInnam monoxke 18 et He cTouT npuMeHsiTh Revanesse®.

8. [MampeHTaM ¢ ¢ akHe H/WITH APYTUMU BOCHATIUTEIBHBIMA 3a00JIEBAaHMAMH KOXKH HE CTOMT NIPHMEHATh Revanesse®.

9 IManneHTaM ¢ HEAOCTHKUMBIMU OXKUIAHUAMH PE3yJIbTaTOB JICYCHUSL.

10. TlanmeHTaM ¢ MHO>KECTBEHHBIMH aJVICPTHYCCKUMH PEAKIIAIMHU.

11. TlanueHTam C OCTPHIMU MIIM XPOHHYECKHUMHU 3a00JICBAaHUAMH KOXXH B IIPEJIIONAaracMoii 00JIacTH BBEICHUS IPEnapaTa Wik OKOJIO Hee.

12. TlanmeHTaM c HapyIICHHSMH CBEPTHIBAEMOCTH KPOBH M MTOTYJAIONIUX aHTUTOArYJIIIHOHHYIO TePaIHIo.

13. TlanmeHTaM C IOBBIICHHOH YyBCTBHTEIHHOCTHIO K THATTYPOHOBON KUCIIOTE.

14. B ciyuae, eciii IOCTHHBEKIMOHHAS BOCIIAIMTENbHAS PEAKIMS COXPaHAETCs Oolee HelelM, HALMEHT JOJDKEH 0053aTeIbHO
00paTHThCS K CBOEMY JIedalleMy Bpady I IIOIyYeHHsI COOTBETCTBYIOLIEro JiedeHHs! (HalpuMep, KOPTUKOCTEPOUAHBIX IIPerapaToB
WIH aHTHONOTHKOB). 000 BCeX APYrHX HEOIArONPHATHBIX PEaKIUAX HY)KHO COOOIaTh OQHIHAIEHOMY IIPEACTaBUTENI0 IIPOYKTOB
Revanesse® u/unu B komnanuto Prollenium Medical Technologies Inc.

CIIOCOBb BBEJIEHUA 11 IO3MPOBKA

* Revanesse® MoTyT HCIIOIb30BaTh TOJIBKO BPadH, MOITYIHBIINE COOTBETCTBYIOIIYIO KBATH(HUKALMIO ¥ MPOUISANINe 00yIeHHe
HOAXO/ISIIECH TEXHUKE KOPPEKIMH JINIEBBIX MOPIIHMH, WM APYTUE CIELMAIUCTHI [10]] UX HEIOCPECTBEHHBIM HAOIIIOICHUEM.

* Hepez[ BBCJICHUCM IIpeliapaTa NalluCHTy HeO6XOZ{I/IMO COOGH.II/ITI: O IMOKa3aHUAX K UCITIOJIb30BAHUIO JaHHOT'O 060py}10BaHI/IH, a
TaKXE O IMPOTHUBOIIOKAa3aHUAX U BO3ZMOKHBIX MOOOYHBIX 3(1)(1)CKTaX.

» ObnacTh BBEJCHHUS MpeTapaTa JODKHA ObITh TIATENbHO Ipoie3HH(UIpoBaHa. Y 0eauTech B TOM, YTO IPOLIEAYpa MPOBOJUTCS
B CTEPHJIbHBIX YCIIOBHSX.

* Revanesse® u nmoctaBisieMble ¢ HUM UIJIBI IPEAHA3HAYEHBI U OJJHOKPATHOTO MCIIOIb30BaHMs. He ncronp3ylTe MX MOBTOPHO.
IIpn MOBTOPHOM HCTIONIB30BaHUHM CYIIECTBYET PHCK BO3HHKHOBEHHUS HH(EKINN WM PacIpOCTPaHeHNS 3a00JIeBaHHHA,
TIEPEIAOINXCS YEPE3 KPOBb.

* [Ipenapar nomKeH HAXOUTHCSA IPH KOMHATHON Temrieparype B TedeHue 30 MUHYT mepe/] HHbeKINeH.

* ['Ty0MHA HHBEKINH OIIPEISISETCS BPA4OM, BEITOTHSIONINM IIPOLELYPY, H 3aBHCHT OT BHIPAKEHHOCTH MOPIINH/IETIPECCHH 1
CTEMNEHH IPEe/IIoIaraeéMoil KOPpEeKIUH.

* Ecniit koxka mprobpetaet Oeblif 1BeT (OeaHeeT), HHBEKIUS JOKHA OBITh HeMEeTIeHHO npekpanieHa. Koxy B obmactu
MUHBEKINH HY)KHO MAacCHPOBaTh JI0 BO3BPAILCHHS €€ ECTECTBEHHOTO 1IBETA.

M Hepe}l I/IHLGKHHeﬁ HY>XHO Ha/IaBUTh Ha NOPLICHb LINpHULa 10 MOABJICHUA MaJIeHbKOM Karlli Ha KOHIIC MIJIBI.

MEPBI ITPEJOCTOPOXXKHOCTHU

» Revanesse® Hemb3st BBOJUTH B 06IIaCTB, coaepiKallyro IIpyI‘Oﬁ (1)Hmlep, TaK KaK B HACTOAIIEEC BPEMS HET KIIMHUYCCKUX JaHHBIX
O BO3MOJKHBIX B TAKOM CJIy4da€ peaKIugax.

* Revanesse® Henb3st BBOIUTE B 00J1aCTh, COIEPIKAIIYI0 IEPMAHEHTHBIN (hrntep Wi NMIUTaHTAT.

° HpOI/ISBOIIHI)Ie FPIaJIypOHOBOfI KHCJIOTBI, KaK U3BECTHO, HECOBMECTUMBI C UETBEPTUIHBIMU AMMOHUEBLIMU COJISIMU, TAKUMHU KaK
xXJjopung OEH3aIKOHUS. y6eI[I/IT€CI), yto Revanesse® ue KOHTAaKTHUPYET C 9TUM BEIICCTBOM HUJIN KaKHM-IIH00 HUHCTPYMEHTOM,
BCTYIIaBIIUM C HUM B KOHTAKT.

» Revanesse® Helb3s HCIO0Ib30BaTh JUT YBEJIMYCHHUS MOJIOYHBIX JKEJIE3, a TAKKE BBOAUTH B KOCTHU, CYXOXKWIINA, CBA3KA U
MBIIIIIEI.

* K 001acTn MHBEKIIMH HE CTOMT MPUKAcaThCsl B TeueHne 12 4acoB 1ocie BBeACHHs Npernapara, Takke clieyeT obeperaTb ee oT
JUTATETTHHOTO BO3IEHCTBHUS COIHEUHOTO CBETA, YIbTPa(HOIETOBOTO U3TYUCHHS, CIIMIIKOM HA3KHUX WA BBICOKHX TEMITEPATYD.

* [loxa He mpoiiayT NepBOHAYATIbHbBIE OTEK M NOKPACHEHUE, HE MToABepraiiTe 001acTb BBEACHH Npenapara JAeiCTBUIO OYeHb
BBICOKOH (HAaIpUMep, B COJISIPUH ¥ IIPU NPUHATHN COJHEYHBIX BaHH) MM OUYCHb HU3KOH TeMIepaTyphL.



* Eciu panbiie y Bac Ha nuie nosiBIsUIMCH FePIETHYECKHUE BBICHIIAHNUS, CYyHIECTBYET PUCK BO3HUKHOBEHUS IOBTOPHBIX
BBICBIIIAHUH B MECTE YKOJIOB UIJIOM.

* [Ipuem acmuprHa, HECTEPOUIHBIX TPOTHBOBOCIIAIMTEIBHBIX IpenapaTos, Buramuna E St. John’s Wort wiu apyrux cxoxux
IpenapaToB Mepes] MPOBEASHUEM IPOIEAYPBl MOXKET YBEIUUUTh PUCK PA3BUTHUS TEMATOMBI MM KPOBOTEUEHUSI B MECTE
UHBEKLUH.

IIPEJOCTEPEXXEHUE

YGCZ[I/ITCCL B TOM, 4YTO I'€pMETUYHOCTL YIIaKOBKH HE ObL1a Hapyli€Ha U CTCPUIIBHOCTD ITperiapaTa COXpaHECHa. HpOBepLTC CpOK
TOAHOCTH Mperiapara nepea uCrojiIb30BaHUCM. ,HaHHI;IfI MOPOAYKT IMPEAHA3HAYCH TOJIBKO AJISI OJHOKPATHOT'O UCNOJIb30BaHUs; HE
PICHOJIB3yﬁTe €ro nmoBTOPHO. HpI/I TIOBTOPHOM HUCIIOJIb30BaHUHN CYHICCTBYET PUCK BOSHUKHOBEHUS I/IH(beKL[I/II/I nin
pacnpoCTpaHCHUsL 3360HeBaHPII>i, Nepeaarommuxcs 4€pe3 KPpoBb.

IIpn neyeHnn nmanueHTOB ¢ ayTOMMMYHHBIMH 3a0oneBanusmu, BUY, CIIN/] nimv nory4aromux IMMYHOTEPAIINIO CIIeTyeT
co0IrOIaTh 0CO0YI0 OCTOPOKHOCTD, TAK KaK B 3TOH IPyIIITE MOBBIIEH PUCK PA3BUTHS HEXKEIATEIBHBIX SBICHUH.

CPOKTOJHOCTH U YCIIOBUA XPAHEHU A

CpoK rofHOCTH yKa3aH Ha KaXI0# HUHAMBUIYAIBHON yIakoBKe. X paHHUTh pH TeMmepatype 2°-25° C, uzberars momnaganus
HPSIMBIX COJHEYHBIX JTy4eil U 3aMOPaKUBAHHUSL.

ITPUMEYAHHUE: IpaBuibHas TEXHUKA IPOBEACHUS HHBEKLUH ONpeeNsaeT yCIeX JICUCHUs U CTeNeHb yI0BIETBOPEHHOCTU
HAIMeHTa ero pe3ysbTaToM. Revanesse® MojkeT MCIIONb30BAThCS TOIBKO BPauoM, HMEIOLIMM IIPABO OCYIIECTBIATH JICUEOHYIO
JEeATEIbHOCTD B COOTBETCTBUY C MECTHBIM 3aKOHOAATEIHCTBOM.

FpaﬂprOBKa mmpuia HE ABJISACTCA a0COJIFOTHO TOYHOMH M MOKET OBbITh UCIIOJIh30BaHA TOJIBKO B KAYECTBE OpUCHTHpPA. O0beM
HGOGXOZ[I/IMOFO JJI UHBEKIUU NTpe€napara J0JKECH OBITH ONPEACICH BU3YyaJIbHO U TAKTUJIBHO CNICHUAJIMCTOM, KOTOpLIﬁ MpOBOAUT

npouenypy.
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MHCTPYKIHA 110 YCTAHOBKE UI'JIbI HA HITTPUIT.

1. BonpmmM u yKka3aTeNbHBIM MalbliaMi 0JHOH pyku 3axxmure Jlyep-Jlok, npyroii pykoi OTKpYTHTE KOJITAdoK.
2. Takum o6pa3om Jlyep-JIok Oyner rotoB k cOopke.

3. Cxoga 3axmurte Jlyep-JIok U mpuKpydIHBaiiTe Uy 10 TEX MOP, moka Jlyep-JIok cTaHeT HEMOIBIKHBIM.
Korna Jlyep-JIok cTaHEeT HEMOBIIKHBIM, UIJTa 3aUKCUPYETCS B HYKHOM MOJI0KECHHH.



TTPOU3BOJUTEJIb
Prollenium Medical Technologies, Inc.
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L4G 4C3, Kanana
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