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HaumeHoBaHre MEIUIIMHCKOTO U3/1EIHS

Nudopmanusa o paspaboTuuke, MPOU3BOAUTEIE, MECTE MPOU3BOJCTBA, YIMOIHOMOYCHHOM
IIPEICTaBUTEINE IPOU3BOJUTEIIS U AEPKATEIE PErMCTPALMOHHOTO YOCTOBEPEHHUS
HazHaueHnne MEIMIMHCKOTO U3AEIus

VYcnoBust u o0nacTe NPUMEHEHUs, HHPOpPMalus O MOTEHIHAIBLHOM IOTpeduTtene Hu
MPEeAYCMOTPEHHOM MOMYJISIIIUU TalUEHTOB

CBeneHust 0 BpeMeHHU OHOJerpagallii U 0KUJaeMOM MPOAODKUTEIBHOCTH KIMHHYECKOTO
s dekra

CBeneHusi 0 BO3MOXKHOCTH M3BJICYEHUS U3 OpraHM3Ma YeJIOBEKAa M 3aMEHbl MEIULMHCKOIO
U3JIEHs

[TpunHmn gericTBus

CocTaB MEIUIIMHCKOTO MU3IEINS

TexHuuyeckue 1 QyHKIIMOHAIBHBIE XapaKTEPUCTUKHA MEAUIIMHCKOTO U3/IETHS

[lokazaHus K NPUMEHEHUIO

[IpoTtuBonOKa3zaHusi K IPUMEHEHHUIO

Bo3mosknble (TipeickazyemMble) MOOOYHbIE IEUCTBHUS U OCIOKHEHUS TIPU PUMEHEHUH

Mepbl TpeaoCTOPOKHOCTH

Onucanve MEAUIMHCKUX H3ICNUNA WM H3ACNUN, HE SBISIIOIIMXCS MEIUIUHCKUMHU, HO
MPElyCMOTPEHHBIX ISl UCIIOJIb30BAHUS B KOMOMHAIIMY ¢ MEAUIIMHCKUM U3/1eTTUEM

Crnioco6 npuMeHeHus

[Topsmox paGoThl ¢ MEIUIIMHCKUM H3AEITHUEM

TpeOGoBaHMS K TEXHUYECKOMY OOCITYKHBAaHUIO M PEMOHTY MEIULIMHCKOTO U3/ENIUS

YcnoBus dKCIUTyaTaluy, TPAHCTIOPTUPOBAHMSI, XPaHEHUSI U CPOK TOAHOCTH

[lepeuens mpUMEHAEMBIX MEXIYHAPOIHBIX HOPMAaTUBHBIX JOKYMEHTOB/CTaHIaPTOB
WNudopmanus o CTEpUIbHOM COCTOSIHUM MEIUIIMHCKOTO U3AEIHs, METOE €ro CTePHIN3aIIH
1 O MOPSAKE NEHUCTBUM B ClTydyae HAPYIICHUS CTEPUIILHOCTH YITAKOBKH

Wudopmanus o mnopsake oOpaOOTKM MEIUIMHCKOTO U3JENus JUIL €ro IOBTOPHOTO
MPUMEHEHHUS, BKIIOYas OYUCTKY, Ae3WH(EKIIUIO, YIAKOBKY M MPH HEOOXOIUMOCTH METO]
MIOBTOPHOW CTEPHIIM3ALMH, a TAKXKE KPUTEPUN HEIPUTOAHOCTH MEIUIIMHCKOTO U3JEINS IS
MIPUMEHEHUS

PacmmpoBka CHMBOJIOB HA MAPKUPOBKE

["apanTHiiHbIe 0053aTENbCTBA

Nudopmanus 00  oOCTOSATENBCTBAX, TPU  KOTOPBIX  TOTPEOUTENh  JOJDKEH
MIPOKOHCYJIETUPOBATHCS ¢ METUIIMHCKAM PaOOTHHKOM

[Topsnok ocyiecTBACHHS YTHIN3ALMHA U YHUYTOKEHUS MEULIMHCKOTO U3/IENIUS
Pexnamarus



1. HAUMMEHOBAHUWE MEJUIINHCKOI'O U3AEJIUA

NmnanTaT MHBEKUMOHHBIN Ul MSATKUX TKAHEH HA OCHOBE MOJUMOJIOYHOM KUCIIOTHI U THATypOHATa
natpus Juvelook, B cocrage:

- (makon o6semoMm 10 mut ¢ umrurantatom 50 mr — 1 mT.

- HHCTPYKIIHS TI0 TPUMEHEHUIO Ha OYMa)KHOM H/HJTU 3JIEKTPOHHOM H/WIIM BUPTYaIbHOM HOCHTEIIE —
1 mrT.

Jlanee 1o TeKCTy — «MMIUIAHTaT, «MEIUIIMHCKOE U3JIETUey, «u3nenue», «MNy».

2. NHO®OPMALIUA Q) PABPABOTYUKE, IMPOU3BOJAUTEJIE, MECTE
MMPOU3BOJACTBA, YIIOJTHOMOYEHHOM IPEACTABHUTEJIE ITPOU3BOJAUTEJIA U
JAEP/KATEJIE PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Pa3zpadorunk / IlpousBoaurein:

VAIM Co., Ltd. («BAUM Ko., JITa.»)

30, Techno 1-ro, Yuseong-gu, Daejeon (Gwanpyeong-dong), Republic of Korea
Ten.: +82-42-935-6456, dakc: +82-42-935-6455

MecTo npou3BoacCTBA:

1. VAIM Co., Ltd. («BAUM Ko., JIta.»), 103, Okcheon Medical Device Incubation Center, 79,
Uiryodanji-gil, Okcheon-eup, Okcheon-gun, Chungcheongbuk-do, Republic of Korea;

2. VAIM Co., Ltd. («(BAUM Ko., JITa.»), 14, Techno 3-ro, Yuseong-gu, Daejeon, Republic of Korea.

Y110/IHOMOYeHHBIH NpeICTABUTEIb IPOU3BOANTEJISA:

O6mectBo ¢ orpannueHHoi otBeTcTBeHHOCTHI0O «CKMTHBEJD» (OO0 « CKMHBEJD»)

123557, r. MockBa, BH.Tep.I. MyHULIUNanbHbINA OKpyT [Ipecnenckuii, yn. [Ipecuenckuii Ban, a. 14,
K. 2, nmomMenl. oM. Xb, koM. 4, p.m. 2

Ten.: +7 (495) 125-48-99, ®axc: +7 (495) 125-48-99

On. nouta: info@bellasystech.ru

Jep:kaTeib perucTPAHOHHOTO Y10CTOBEPEHHUsI:

Medipoint corporation («MeaUITOUHT KOPIIOPIUTITH)

706, 14, Seongsui-ro 10-gil, Seongdong-gu, Seoul, Republic of Korea
Ten.: +82-70-7725-9890, ®axkc: +82-2-2210-7863

3. HAZHAYEHUE MEJUIIMHCKOI'O U3JEJINA

[IpennasHaueH s JIOKAJIbHBIX WHBEKIMHA, HWCIHOJb3YEMBIX B KOHTYpPHOH TuiacTuke 0e3
XUPYPTUYECKOTO BMEIIATENbCTBA, sl KOPPEKIIMA MOPIIMH U BOCCTAHOBIICHHUS 00ObeMa TKaHEH, a
TaKXe CO3/1aHus JIOTIOJIHUTENILHOTO 00BheMa.

4. YCJIOBUSA n OBJIACTH NNPUMEHEHMUAA, NHOOPMALUA Q)
NOTEHIIMAJIBHOM TIOTPEBUTEJE W TNPEAYCMOTPEHHOH TONYJSIAUA
INAIIMEHTOB

YcaoBusi npuMeHeHus1, UHGoOpMauKs 0 NOTEeHUMAJIBLHOM MOTPeduTe 1e

MeauuuHckoe u3zieane NPUMEHSETCsl TOJIBKO B YCIOBUSX JIEYEOHBIX YUPEKACHUN (B MPOLIETYPHOM
KaOWHEeTe WM OIEpalMOHHOM) U TONbKO KBaNU(UIMPOBAHHBIMHM BpauaMu (Bpad IUIACTUYECKHIA
XUPYPT, Bpad peKOHCTPYKTUBHBIN XUPYpT, Bpad AepMaTO-KOCMETOJIOT, Bpay KOCMETOJIOT).


mailto:info@bellasystech.ru

O0J1acTh NPpMEHeHU
Kocmeronorus, miactuueckas 1 peKOHCTPYKTUBHASL XUPYPIHsl.

IIpexycMoTpeHHas NONMYJISIUA NALMEHTOB
[TanmenTsl, Hy>KIar0MKMeCs B KOPPEKIUU HEJOCTATKOB KOXKH, COOTBETCTBYIOIINE MOMYISIIUOHHBIM
YCIIOBHSIM: BO3pAaCT crapie 18 jer, 1o00i 1o, He UMEIOIINe TPOTUBOTIOKAa3aHUH.

5. CBEJEHUSA O BPEMEHW BHOJEIPAJIAIIMK W  OXHIAEMOM
HNPOAOJIKUTEJIBHOCTU KIIMHUYECKOT' O DO®EKTA

[Tepuox Guonmerpamanmuu 3aBUCUT OT 00bEMa UMIUTAHTATA, BBEICHHOTO BO BPEMS OHOW WHBEKIIMH
Y WHIWBHIYyaJTbHBIX OCOOCHHOCTEH OpraHW3Ma OTEIBHO B3STOrO MAIMeHTa, B CPEIHEM TMEPUO
Ouonerpamanuu coctasiser 12-24 mecsIes.

Oxunaemasi TPOJODKUTEIBHOCTh KIMHHYECKOro 3¢ ¢eKkTa 3aBHUCUT OT OObeMa HMIUIaHTAaTa,
BBEJICHHOTO BO BpeMs OJHON MHBEKIUU U WHAMBHIYaAIbHBIX OCOOEHHOCTEH OpraHu3Ma OTIEIbHO
B3STOIO ITAIIMEHTA, U MOJKET COCTABJIATEL OT 12 10 24 MecsIeB, HO Yallle BCEro COCTaBIIsieT oT 3 j1o 18
MECSIIEB.

6. CBEJEHUA O BO3MOKHOCTHU U3BJIEYEHUSA U3 OPI'TAHU3MA YEJIOBEKA
N 3AMEHbBI MEIUITMHCKOT'O U3AEJINA

MenuImHCKOE U3IeNIME PAaCIIPEIENAECTCS B TKAHAX OPraHU3Ma YeJIOBEKA.

I/I3BJI€‘ICHI/IC MCIOIUIIMHCKOT'O U3CJINA U €TI0 3aME€HA HEBO3MOKHBI.

H€06XOZII/IMO, LIT06I)I Bpaq, BLIHOJIH?IIOHII/Iﬁ HWHBCKI WU MCIUIITMHCKOI'O U3ACI1s, UMEJI I/IH(l)OpMaIII/IIO
00 WCTOPUU COCTOSHHS 3/0pOBBSl TALMEHTa W PE3yJNbTaThl HEOOXOTUMBIX JabOpaTOPHBIX
HWCCIEIOBAHMM.

7.  TPUHIAI IENCTBUS

[Tpunnun nevicrBust MU 3akimrouaercs B 3aI0THEHUN UM MATKUX TKaHEH JJ1s1 yBETTHICHUS UX 00beMa.
W3nenue mnpencraBiasieT cOOOM CTEKISHHBIN (DJIaKOH, HATOJHEHHBIH CTEPHIHHBIM TOPOIIKOM,
cocrosimuM U3 nonu-D,L-monmounoit kucnotsl (poly-D,L-lactide (PLA)) (85%) ¢ moGaBnenuem
ruanyponara HaTpus (sodium hyaluronate) (15%). Bo ¢uakon nepes ucnonb3oBanueM A00aBisieTcs
cTepuiibHas Bojia it uHbekui 0,75 mut. [TorydeHHBIH Py CMEIIMBAHUH BOJIBI M TIOPOIIIKA TOTOBBIN
WUMIUIAHTAT, IPEACTaBIsIeT COOOM CYCIIEH3HUIO, TJIe OCHOBHBIM JICHCTBYIOIIMM BEUIECTBOM SIBJISIFOTCS
YaCcTHIIBI MTOJIMMOJIOYHON KHUCIOTHI (AucriepcHas (aza), a pacTBOp THAIypoHATa HATpUS SIBISIETCS
JTUCTIEPCUOHHON CpeIoi, 0OecreunBaroieii paBHOMEPHOE pacIpeie]ieHHe YacTHUI] MOIMMOIOYHOM
KHCIIOTHI B UMIUIaHTaTe. [ OTOBBI MMIUIAHTAT UCHOIB3YETCS A BHYTPUKOXHOW U TOAKOKHOM
WHBEKIIMOHHON UMILIAHTAIUH.

8. COCTAB MEJUIIMHCKOI'O U3AEJIUA

Xumuyeckuii cocraB: Conepxxumoe (hIaKoHa MPEJCTABIIET COO0H CTEPHIIBLHBIN OEIbIN MTOPOIIIOK,
conepxanuii monu-D,L-monounyro kucnoty (poly-D,L-lactide (PLA)) (85%) u ruamyponaT HaTpus
(sodium hyaluronate) (15%).

M cTOYHMKH CBHIPBS: TIOJTUMEDP MOJIOYHOM KUCIOTHI CHHTETHYECKOTO MIPOUCXOXK/ICHUS U THATTYPOHAT
HaTpus OaKTEPHAIBLHOTO IPOUCXOXKIACHHS, IOJYYCHHBIM B pPE3yJbTaTe OHOTEXHOJIOTHYECKOTO
cuHTe3a (OakTepuanbHOW (QepMeHTalMi) ¢ UCIOoNb30BaHUEeM Oaktepuid Streptococcus equi,
MOJIBEpraeMblii B PE3yJIbTaTe XUMHUUYECKON PEAKIIMH MOMEPEYHOM CIIMBKU C MCIOJb30BaHueM 1,4-
OyTtanauon qurMnuaniIoBeM 3¢upoM (BDDE) B kauecTBe mepeKpecTHOCIIIUBAIOIIETO areHTa.



DyHKIUOHAIbHBIE cBolicTBa: KoMmmnoHeHTamMu WUMIUIaHTaTa SBJSOTCS 1oau-D,L-Monounas
KHCJIOTa (B KOHUEHTpauu 42,5 Mr/mil B mepecyetre Ha UMIUIAHTAT MOCIIE Pa3BECHUs CTEPHIbHON
BOJIOH JJIs1 UHBEKIIMI) U THATypOHAT HATPUs (B KOHIIEHTPALUU 7,5 MI/MII B IepecueTe Ha UMILIaHTaT
1ocyie pa3BeIeHUs] CTEPUILHON BOJON /ISl MHBEKIHI), KOTOphIe 00eCTIeYrBalOT (HyHKIIMOHATBEHOE
Ha3Ha4CHUE MEIULUHCKOIO M3ZCIIHS U UCIHOJIB3YIOTCS JJIA 3alOJHEHUS MATKUX TKAaHEH C LIEIbIO
yBeNnU4YeHUs ux oObema. IlomyueHHbI npu cMEUIMBAaHUM BOJABI U MOPOIIKA FOTOBBIM MMILUIAHTAT,
MIPE/ICTABISET COOOM CYCIIEH3UIO, I/I€ OCHOBHBIM JEHCTBYIOIIMM BELIECTBOM SIBJISIOTCS YaCTHUIIBI
MOJINMOJIOYHON KHUCIOTHl (AucriepcHass ¢as3a), a pacTBOp THalypoHaTa HATpHUs SBISIETCS
JTMCTIEPCUOHHON CpeJIoi, 00eCTIeYnBaIOIIe PAaBHOMEPHOE PACTIPEICICHIUE YaCTHI] TTOJIMMOIOYHOM
KHMCJIOTBI B UMIUIAHTATE.

Crnenudgukanum MeJUIMHCKOT0 U3/1eJIUs:

Juvelook
®nakon comepxkutr 50 Mr Oemoro mopomika 0e3 3amaxa, cojepkamiero 42,5 Mr moiauMepa
MOJIOYHOW KUCIIOTHI M 7,5 MI' THaTypoHaTa HaTpusi. [oponiok Xopomio pacTBOPHM B BOJIE.
[Tepen ucnons3oBanue Bo ¢uakoH godasisiercst 0,75 M1 CTEpUIIBHON BOABI JUTSI MHBEKLIUH JUIs
00pa3oBaHus pacTBOPA.

XapakTepucTHKH rOTOBOI0 UMILIAHTATA
(mocJie pa3BeleHUsI CTEPUJILHOI BOI0M /151 MHbEKIHii)
Henpo3spaunslii pactBop Oenoro mseTa
O06bemM roroBoro pactsopa — 1 M
pH —6,5+7,6
OcmomnsprocTh — 150£10 MOcm/kr
[Tepuon 6Guonerpamamuu — 12+24 mecsiuen
Coneprxanne 0akTepuadbHbIX SHIOTOKCHHOB — < 0,05 ME/Mn
MonekynsapHas macca ruaimyponata HaTpus — 10002500 k/la
CreneHb NOMEPEYHOro CIIUBaHUS (peTUKYIAIUn) — 2%
OcrarouHoe koaudecTBO 1,4-0yTanauon auriauiuauioBoro d¢upa (BDDE) — <2 ppm (Mn)

9. TEXHUYECKHUE " ®YHKIIMOHAJIBLHBIE XAPAKTEPUCTHKH
MEJIMIIUHCKOI'O U3/IEJUS

CocTaB nepBUYHOM CTEPUIbHON YIIAKOBKH ((p1aKOHA)

[lepBuuHas ymakoBKa WMILIAHTaTa MPECTABIsAECT COOOM CTEKISHHBIA (akoH o0bemom 10 M,
YKYIIOPEHHBIN MPOOKOH 13 OPOMOYTHIIOBOTO Kay4dyKa, TOKPBITOH CBEPXY KOJIIMAYKOM U3 aTFOMHHUS
WA QTFOMUHUS M TTOJUIPOTIAIICHA, IIEJIOCTHOCTh KOTOPOTO SIBJISIETCSI KOHTPOJIEM BCKPBITHSL.
®dakoHBI YITAKOBaHBI 1O 1 MIT. COBMECTHO C MHCTPYKIIMEH MO MPUMEHEHHUIO (Ha OyMa)KHOM W/WIIN
anekTpoHHOM (USB-duem-Hakonutenab) W/uiu BUPTYaIbHOM (BKJIAJBINI C CCHUIKOM Ha CalT, rae
pasMmelleHa MHCTPYKIUS 10 TPUMEHEHHIO0) HOCHUTENE) BO BTOPHYHYKO YIAaKOBKY (KOpOOKy) W3
JTaMHUHHPOBAHHOTO OJIHOCIIONHOTO KapTOHA.

CaeneHust 0 NPUHALICKHOCTAX
WmmuianTat nocrasisercs: 0e3 NpuHaAIeKHOCTEH.

KomniekTHOCTH OCTaBKH
BropuuHas ynakoBka MEIULIUHCKOTO U3ENNS COEPIKUT:
1. WNunvBuayanbHO ynakoBaHHBIN ¢rakoH ¢ MU — 1 .



2. WHCTpyKIMA 1O TPUMEHEHHI0O Ha OyMaKHOM W/WIHM SJEKTPOHHOM W/WIM BHUPTYaTbHOM
Hocutene — 1 mr.

Hanee 10 BTOpUYHBIX YIaKOBOK MEIUIIMHCKOTO W3JENUS YKJIAaJbIBAIOTCS B TPYIIOBYIO YIIAKOBKY
MIPEJICTABIISAIONIYI0 cO00H KOPOOKY M3 TaMUHUPOBAHHOTO OJHOCIIOHHOTO KapTOHA.

XapakTepucTHKH HMMILUIAHTATa 10 pa3sBeleHHMs CTePUJIbHON BOAOH Al MHBEKUMIl (cyXoro
NOPOLIKA)

XapakTepucTuka Juvelook
PactBopumMocCTh PacTBopuM B Bojie ¢ 00pa3oBaHHEM CYCIIEH3UU
LBer benwrit

3anax He umeer cnienuduyeckoro 3amaxa

MaccoBas JOJIs BJIary, 5

Makc. %

Macca cyxoro mnopoiika BO 50

(bnakoHe, Mr

10. IMOKA3AHHUA K IPUMEHEHUIO

*  VYcTpaHeHHE MHUMHMYECKHUX M CTaTHUECKUX MOPILMH Pa3HOM CTENEHU BBIPAKEHHOCTH 3a CYET
CO3/1aHUS JIOTIOJIHUTEIHHOTO 00beMa:
- Koppexkiust popmbl 1 UHBEKIIMOHHAS TOATSXKKA OpOBEN;
- KommnekcHast koppekuus penbeda KoxXH JUIa, HIeH, 30HbI JEKOJIbTE;
- YBenuueHue o0beMa OTAENbHBIX YacTel uia (1eku (BKIItouas NepeIHIO MeTUaIbHYIO
4acTh UIEKU 0 KOCTHOTO Kpasi OpOUTHI), CKYJIbI, MOAOOPOAOK), YCTpAaHEHUE aCUMMETPUU;
- CtapeHue KOXHU pyK (CKIaJKH, BBICTYTIHBILNE BEHBI).
e  JleyeHue MIpaMOB U MOCIEICTBUI yIpeBoil 00JI€3HU yTEM CO3/IaHUs TOTIOTHUTEIBHOTO 00beMa,
Y KaK CIIe/ICTBHE, 3allOJIHEHHUS U BRIPABHUBAHUS YTITYOJICHUN KOXKH.

11. NPOTHUBOIIOKA3AHUA K IPUMEHEHUIO

¢ OcTpble WK XPOHUYECKUE 3a001€BAHNUS KOXKH B MECTAX MHBEKIIUN UITN OKPYKAIOIIHUX 001aCTsIX;
¢ [loBplIEHHAs YyBCTBUTEIBHOCTD K BXOZSIIUM B COCTaB UMILJIAHTATa KOMIIOHEHTAM;

®*  bepeMeHHOCTS;

e [lepuop rpyqHOro BCKapMJIMBaHUS;

¢ OO0ocTpeHrE BOCTIAUTEIHHBIX 3a00ICBaHMI;

e  HapyuieHue cBepThIBAEMOCTH KPOBU U PUMEHEHUE AaHTUKOATYJISTHTOB;

*  AyToMMMyHHbIE 3a00JI€BaHUS;

* BseneHue uMIUIaHTaTa B 00JaCTh T'y0, KpacHYyIO KaiiMy ry0, BeKH Tjias;

e  Bo3spact g0 18 ner;

e  BpoxaeHHas uiu uanonaTHyeckas METreMOrIoOMHEMUS;

¢  Undekmnuonaple 3a001€BaHNS;

e  Hanuuue apyrux nepMaHeHTHBIX (GUIUIEPOB (MMILJIAHTATOB) B 30HE MIPEINoiaraeMoi HHBEKLINU;
¢ B wmecrax pacnosioxeHHsi KpOBEHOCHBIX COCYA0B (BHYTPUCOCYIMCTOE MOMAaJaHUuEe UMILIAHTaTa);
¢ BBgeneHue UMILTIaHTaTa B HOCOTYOHYIO CKJIAJKY IIPH OCTPOM U XPOHUYECKOM MEPUOJAOHTHUTE UITH
3a00JIeBaHUAX JIECEH;

¢  [lOHM)XEHHBI UMMYHHUTET;

e Hapymenne QpyHKINU IEUYCHU;



e JlauueHTBl C YCTAaHOBJIGHHOM CKJIOHHOCTBIO K  KEJOMJIHBIM  OOpPa30BaHUSM WM
runepTpoduyeckuM pyoram, Ui UX HaJMYUEM B aHAMHE3E;

e Hanuuue ycTaHOBICHHOTO CHJIMKOHOBOTO UMILIAHTATA JJIi BOCCTAHOBIICHUS (DOPMBI JIUIIA TTO]
MECTOM BBEJICHMUSL.

12.  BO3MO’KHBIE (ITPEACKA3YEMBIE) INOBOYHbIE JTEUCTBUSA n
OCJIOKHEHUSA ITPU TPUMEHEHNHU

IToGouHbIe eiicTBUSA NPU IPUMEHEHHUH:
e  Peaknuu B MeCTax UHBHEKIINN:

- IOJIKOXHBIE KPOBOU3JIMSIHUSA, TPAHYJIEMBI, TIAIYJIbI U Y3€JIKH;

- KPOBOTEUEHUS B MECTE HUHBEKIUU;

- FT€MaTOMBI;

- tuckoMdpopT/060JIb;

- OTeK / YIJIOTHEHHUSI.
Peaknuu HeMeIEHHOTO THUIMA, T.K. BO3HUKAIOT B MOMEHT MPOBEACHUSI HHBEKIIMU U 00YCIOBICHBI
camoii crienn(UKON MpoLeayphl H/UIIN HEMPABUILHBIM €€ IPOBeJeHHEeM BpauoM. JlaHHbIe peakuuu
MPOXOAST CAMOCTOSATEIBHO B TEUEHHE 2-7 THEH;
®* Peakuuu cO CTOPOHBI UMMYHHOUM CHUCTEMBI: IPU HAJIMYMUU MOBBILIEHHON 4yBCTBUTEIBHOCTU K
BXOJSIIMM B COCTaB MMILJIaHTaTa KOMIIOHEHTaM BO3MO>KHO MOBBIILIEHUE TEMIIEpaTyphl, pa3BUTHE
TUTNEPYYBCTBUTEIBHOCTH, AJUIEPTUYECKUX peakluil (3puTemMa, KOKHBIM BOJABIPH, aJlIepruuecKas
KpanuBHUIIA, aHA(DUIAKTUISCKUH 110K, aHTHOHEBPOTHYECKHIA OTeK (0TeKk KBHHKE, aHTHORIeMa).
Peakiiuu HeMeJIEHHOTO THIA, BO3HUKAIOT Cpa3y MOC]ie UHBEKIINH, PU €€ BOSHUKHOBEHHUH Bpaudy
HE0OXOIMMO KYNHUPOBATh JAHHYIO PEAKIUI0 BBEACHHEM WHBEKIIMOHHBIX (OPM aHTUTUCTAMHHHBIX
WJTU TIIFOKOKOPTUKOCTEPOUTHBIX MTPENapaToB.
Peakiuu 3ameyieHHOrO0 THUMA, OTCYTCTBYIOT MNpPH MPUMEHEHUU W3JCNHs, OJHAKO OHH MOTYT
BO3HUKHYTH IPH €TO HMCIIOJIB30BAHUU B CIIydae HAJMYMUS MATOJIOTMYECKOrO areHra (3abosieBaHuid,
SIBJISIFOLIIMXCSL  TIPOTHUBOIOKA3aHUSIMA K TPUMEHEHHI0) B BHJIE WH(EKIIMOHHO-BOCIIATUTEIHHBIX
peakmuu (B T.4. CapKOWA03, cradmiokokkoBas uH(eKIus, abciecc), Wi TpPUH BBEICHUU B
HEJIOTYCTUMBIE 30HbI, HAIIPUMED, CJICTIOTA IIPH MEPUOPOUTATIEHOM BBEICHUH B BEKH.

Ocy10:kHeHus1 TPU NPUMEHEHUN:

e [locne wucmonb30BaHUS JAHHOTO HWMIUIAHTATa MOTYT BO3HUKHYTH OCJIO)KHEHHS B BUJE
HEOOJBIIMX TeMaTOM, OTEKOB, IOKpacHEHUN u HpureMbl. BoszHukaioT oHM Ha 3-5 neHb U
CaMOCTOSITENIbHO HMCY€3al0T OOBIYHO B TeueHue 1-2 Hexenb, He TpeOYIOT MEIULUHCKOTO
KynupoBaHus. ['panyneMaTo3Has peakiysi MOKET BO3HUKHYTh MpPH HAJTWYHM TaTaJOTHYEeCKOrO
areHra;

e Kpowme TOro, ManueHThl IEPUOTNIECKH KATYIOTCS Ha MOSBICHHE YIIJIOTHEHUH B MECTE BBEACHUS
MMIUIaHTaTa. YTUIOTHEHHsI TKaHU HE 3aMEeTHbl BHEIIHE, HO MOTYT MpOUIyMbIBaThcs. JlaHHOE
MPOSIBJICHUE MOXET BO3HUKHYTh Uepe3 5-7 NHEH U MPOXOJUT CAaMOCTOSTENbHO B TeueHue 14-21 aueit
1 He TpedyeT MEeIUIIMHCKOTO KyITHPOBaHUS.

[ManmeHT AOMKEH B KpaT4allliie CPOKH HM3BECTUTh Bpada 000 BCEX CIIyYasX BO3HUKHOBECHHS
000YHBIX A (HEKTOB, B TOM YUCIIC HE YKA3aHHBIX B MHCTPYKIIUH 110 IPUMEHEHUIO, COXPAHSIIONUXCS
OoJiee OJJHOM HEJENU MOCIIe POBEICHUS MPOLEAYPHI.

B cBoro ouepenp Bpad JOJDKEH Ha3HAYUTHh COOTBETCTBYIOLIEE JICUCHHE ITALIMECHTY.

060 Bcex cilydasix BO3HHUKHOBEHHUS JPYTHX HEXKEIATENIbHBIX MOOOYHBIX PEaKIUi, CBS3aHHBIX C
BBCJICHUEM  MCIUIIMHCKOTO  W3ACNUs, HEOOXOAMMO  HM3BECTUTh  TPOW3BOAMTEIS  W/WIN
YIIOJTHOMOYEHHOTO MPEACTaBUTENS TPOU3BOJAUTEINS HA TeppuTOopun Poccuiickon denepanuu.



13.  MEPBI IIPEJOCTOPOKHOCTHU

¢ (Cas3aHHbIE ¢ 0COOEHHOCTAMHU NMPUMEHEHHUS] MeIULIMHCKOT0 U3/1e/IMs:

1. Hacrosiee uznenue npeaHa3HavueHo AJis MPUMEHEHUS UCKITIOYUTENIBHO BO BHYTPUKOKHOM WU
MIOJIKOYKHOM CJIO€ JAEPMBI.

2. Jlns npodunakTUKy 00pa30BaHus MamyJl WK Y3€JIKOB BOJIM3U OT y4acTKa BO3JCHCTBUA, HA paHHEH
CTaJNM CleIyeT u30eraTh MOBEPXHOCTHBIX WHBEKIUH. (71 MUHMMH3anuu puUcCKa 0O0pa3oBaHUS
ManyJyl WK Y3€JKOB Y4YacTKH BO3JIEHCTBHUS CIEAyeT MacCHpOBaTh, CIOCOOCTBYS pPaBHOMEPHOMY
pacnpeeseHUI0 U3IeHsl.

3. Bo u3bexxanne KOHTaMUHAIMKA KaKIbIH ()JIaKOH MpeTHA3HAYCH IS OJHOPA30BOTO MTPUMEHEHUS
y oxaHoro nmnauueHTta. IloBTOpHOEe mNpUMeHEHHE WM TMOBTOpHas cTepuiu3auus ¢rakoHa
HegonycTuMbl. McnmoJib30BaHHe U3/e/IUsl B CJIy4Yae HeCAHKUMOHUPOBAHHOIO BCKPBITHS MJIH
MOBPeEKIEHUS MEPBUYHON YNIaKOBKHU ((J1akoHa) HexoMyCcTUMO!

4. BBeaeHue u3nenus B KPOBEHOCHBIE COCYJbI 3amlpelieHo. BBeaeHue u3nenuss B KPOBEHOCHBIE
COCYBI IEPMBI MOKET MOBJIEYb 32 COOOM OKKITIO3HIO COCYAO0B, UH(APKT UK IMOOINYECKOE SIBICHHUE.
5. N30bIToyHasi KOpPEKIUsT HEYETKOCTH KOHTypa HEAOMYCTHMa, MOCKOJIBKY OHA IOCTEHEHHO
yIIydIIaeTcsl B TEYCHHE HECKOJIbKMX HEAeNb IMOCJIe WHBEKIUU MO0 Mepe HacTyIuieHus 3¢¢ekra
JICYCHMUS.

6. BBenenue uznenus B 061acTh ry0d U B KpacHyIO KaiiMy T'y0 HEJOMYyCTHMO.

7. Ilopolok nmpeaHa3HayeH AJis IPUMEHEHHUs CTPOTrO MOCIE CMEIINBAHUS CO CTEPUIILHOM BOIOM AJis
WHBEKLIHM.

8. Ins BBeneHHs] M3IENUs HEOOXOAUMO B O0S3aTEIBHOM MOPSIKE HCIIOJIB30BATh CTEPUIIbHBIE
KaHIOJIIO / UTITy U IIITPHIL.

e OOmmue Mepbl NPETOCTOPOKHOCTH:

1. K mnpuMeHeHMIO W3JeNUs JOMYCKAIOTCS MCKIIOYUTEIBHO KBaTH(PUIMPOBAHHBIE BpaH,
O3HAKOMUBIIIHECS C HMHCTPYKUMEH MO0 NPUMEHEHHWI0O M HMEIOIIME TIIOJIHOE NPEACTaBICHHUE O
HACTOSIIEM HW3JIeNTUH, a TaKKe WMEIOIINe Ha/JIeKaIIyl0 MOJATrOTOBKY, 3HAHUS W OIBIT paboTHI C
M0TOOHBIMU METUITMHCKUMH H3ACITHSIMH.

2. Y4acTok BO3JIEHCTBHS CIIEyeT 00padoTaTh AHTHCENTUKOM, HATMYUE IPU3HAKOB BOCIIAJICHUS UITH
MH(EKIUN HEeOTYCTUMO.

3. Kak u B ciiyyae ¢ JH00OBIMM HMHBEKLMSIMH, HALUEHTHl C HAPYLICHUSAMHU KOAryJsILMU WIN
MIPOXOASAIINE NAapaAJUIEIbHbIN KypC aHTUKOATYJITHTHOM TE€paruy HaXOATCs B TPYIIIE MOBBIIIEHHOTO
pucka oOpa30BaHMs TIE€MaTOMBbl, KpPOBOIIOJITEKAa W/WIM KpPOBOTEUYEHUS] B MECT€ HHBEKLUH,
IIPUMEHEHHE U3/EIHs Y TAKUX MallMeHTOB HE PEKOMEHI0BaHO.

4. Ouenka 6e3onacHOCTU U 3(PPEKTUBHOCTH MPUMEHEHHS HACTOSIIEr0 U3JeNusl y OepeMEeHHbIX WIN
KOPMSIIUX TPYbIO MALIMEHTOK U NAllMEHTOB, HE HOCTUTIIUX 18 jeT, He mpoBoAUIIaCh, IPUMEHEHHE
U3JeNus Yy TAKUX MalleHTOB HelOIyCTUMO.

5. UccnenoBanus B3aMMOAECHUCTBUS HACTOSAIIETO U3AEIHS C IPYyTHMMHU NEPMAHEHTHBIMH (uiiepaMu
(MMIUTaHTaTaMKM) HE NPOBOAMIUCH. I[IpuMeHeHHe W3Aenus y MalMeHTOB C HAJIWYMEeM JApPYTHX
MEPMaHEHTHBIX (HUIEPOB (MMILJIAHTATOB) B 30HE MPEAINOJIaraéMoi HHbEKIIUU HE PEKOMEH/I0BaHO.
6. Inbekuuu B 00J1aCTh BEK IJ1a3 CONMPOBOXKIAIOTCS MOBBIIIEHHBIM PUCKOM 00pa3oBaHMA Mamysl U
y3€JIKOB, HE PEKOMEH/IOBAHO HCIIOJIb30BaTh U3/IENINE B JAHHON 00JIaCTH.

7. Onenka 0e3omacHOCTH U APPEKTUBHOCTH MPUMEHEHHsS] HACTOALIETO0 M3JENHsA y TMalUeHTOB C
KEJIOUAHBIMH 00pa30BaHUSAMH WIH THIIEPTPOPUIECKUMU pyOLIaMu HE TIPOBOIMIIACK.

[TpumeneHne u3aeHsl y NAMEHTOB C YCTAaHOBICHHON CKIIOHHOCTBIO K KEJIOMIHBIM 00pa30BaHUIM
WIN TUNIEPTPOGUIECKUM pyOLiaM, WM WX HATUYHEM B aHAMHE3€, HeJIOIyCTUMO.



8. IlamueHTta cieayeT yBEIOMUTh O HEOOXOJUMOCTH MHHHMMHU3AIUM BO3ACHCTBHS Ha 00JIACTb
WHBEKIIMM COJHEYHBIX Jy4yell WM JamImbl YJIbTPa(HOIETOBOIO HU3IY4YECHUS A0 HCUE3HOBEHHUS
MaJIeHIIUX NIPU3HAKOB U3HAYAIBHOIO OTEKA UM IIOKPACHEHMUS.

9. He wucnonp3yiiTe H3AenMe y MAIMEHTOB C HapylleHHeM (YHKIMM IE€YEeHH, HapylICHHEM
CBEpPTHIBAEMOCTH KPOBH, IOBBIIICHHOW YYBCTBUTEIBHOCTBIO K KOMIIOHEHTAM HMILIAHTATa,
ITOHWKEHHBIM UMMYHHUTETOM H I10CJI€ YCTAHOBKHM CUJIMKOHOBOTO MMIUIAHTATA /I BOCCTAHOBJICHUS
(hOpMBI JTHIIA IO MECTOM BBE/ICHUSI.

14. OINHUCAHUE MEJUOWHCKUX W3JAEJWI WJIA W3JAEJWIN, HE
ABJSAIOIMNXCA  MEAUOUHCKAMH, HO TMPEAYCMOTPEHHBIX IS
HUCMOJIb30BAHUSI B KOMBUHALIUY C MEJULIMHCKUM U3JEJIUEM

I[J'Iﬂ MPUMCHCHUA MECOAUTTUHCKOI'O U3JACIIUA H606XOI[I/IMBI MCIOUIHUHCKUC U3ACINUA U CTCPUIIbHAS BOAA
JUIS. UHBEKIUM (He IIOCTAaBJIAOTCA COBMCCTHO C I/ISI[eJ'II/IeM), Tpe6OBaHI/I${ K KOTOPBIM IIPHUBCACHDLI
HMXC:

1. Hlnpun obmiero Ha3HAYEHUSI, CTEPUIIBHBIN, OJTHOPA30BOTO UCIIOJIB30BaHUS (BHI B COOTBETCTBUU
C HOMEHKIATypHOW Kiaccupukanued MeAumuHCKuX wusfgenuii - 260600), coBMECTUMBIA C
BbIOPAHHOM UTTION.

2. rna mHBEKIMOHHAA, CTEPUIbHAS, OJIHOPA30BOr0 HUcIosb3oBaHus 25G (BUA B COOTBETCTBUHU C
HOMEHKJIATYPHOH Kiaccudukanueil Mmeauuuackux usaenuii - 309510), coBMecTrMast ¢ BRIOpaHHBIM
JUISL IPOBEJIEHUS TIPOLIEAYPHI IITPULIEM.

3. AHTHCENTUK Uil A€3MH(EKIUH MECTa BBEIEHUS, YTBEP)KICHHBbIH BHYTPEHHEM HHCTpyKLUEH
Je4e0HOTr0 yUpeKICHUS.

4. Boma nys mabekuuid, coorsetcTByromias ©C.2.2.0019.15.

5. VYcraHoBka s O€3bITOJIBHOTO (MHTPaJE€pPMalIbHOTO) BBEJIEHUS JIEKAPCTBEHHBIX BEILECTB
AIRGENT c npuHajie;xHOCTMH, MPOU3BOJCTBA PERFACTION TECHNOLOGIES LTD.
(«ITleppOxmr  Texknomomkuc Jltm.»), M3pawns (PerucrpammonHoe ypocroBepenue Ne OC3
2009/04454 ot 03.06.2009 1.).

Bce menunuHckue HU3gciansd, IpUMCHACMBIC COBMECTHO C MI/I, JOJIDKHBI OBITh 3apCruCTpupOBaHbI B
Poccuiickoit d)enepam/m B YCTAHOBJICHHOM TIOPAAKE, 4@ HEMCAUIHWHCKUC HU3JCIHA - PA3PCHICHBI K
NIPUMCHCHUIO B Poccuiickoii (Deﬂepauml B YCTAHOBJICHHOM IIOPSJAKE. Bpaq JOJIDKCH O3HAKOMUMTBCA
HC TOJIBKO C BKCHHyaTaHHOHHOﬁ HOKYMCHTaHHeﬁ Ha HaCTOAIICC U3CIIUE, HO U C 3KCHHyaTaHHOHHOﬁ
Z[OKyMCHTaHHCﬁ Ha MCIUIIMHCKHEC U HCMCIUIIMHCKHUE U3CIINA, Tpe6yeMLIe AJI UX UCITIOJIb30BaHMA,
HO HEC NMMOCTAaBIACMBIC COBMCCTHO.

B3aHMO,Z[eI>'ICTBI/I€ C ApYIMMU UMIUIAHTATaAMU HE U3Yy4aJIOCh.

15. CHHOCOBb TIPUMEHEHUA

BBGI[GHI/IG HMIUIaHTaTa OCYHECCTBIIACTCA IIYTCM BHYTpI/IKO)I(HOﬁ NI HOI{KO)KHOfI HMHBCKI U
CTaHJapTHBIM METOJIOM C IMEPUONYHOCTHIO, YCTAHOBIIEHHOM BpayoM, TIPU COOJTIOIEHUH CIIETYFOIITNX
YCJIOBUI:



MakcuManabHO BO3MOXKHBIM CyMMapHbI 00bEM BBEJICHHUS HMMIUIAHTATa 32 OJHY MPOIEAYpY IS
OJIHOM 30HKI cOCTaBlseT He 0oee 20 M.

MakcuMaabHO BO3MOKHBIM CyMMAapHBI 00hEM BBEICHUS MMILIAHTATa 3a BCE MPOLEAYPHI 3a 1 Tox
JUTSL OJHOM 30HBI cocTaBisaeT He 6omee 140 mir.

YactoTa mpuUMEHEHHsI WMMIUIAHTAaTa (MPOMEXKYTOK BpPEMEHH, KOTOPOE HEOOXOIUMO BBIACPKAThH
MEXIy MpOIeAypaMu) — HE Yallie, YeM pa3 B 2 MecsIa.

MakcumanbHO BO3MOYKHOE KOJIMYECTBO MPOIEAYP — BCero 7 mpouenyp (depes Kaxple 2 Mecsia B
TE€YEHUE TOJa C IaThl IEPBOTO MPUMEHEHHS UMIUIaHTaTa).

OO6macth BBeJEHUS UMIUIAHTaTa — JIMIIO W TEJIO C YYETOM IIOKAa3aHWW K MPUMEHEHUI0O U 3a
HCKJIFOYEHHEM 00JIacTei COrIacHO MPOTHBOMOKA3aHUSIM K TPUMEHEHHIO.

['myOuHa BBeIeHUS UMIUIaHTaTa — Cy0AepMalbHO, HAIKOCTHO, IEPUOCTAIIBHO.

Wmmnantar seiugercs MEJWIIMHCKUM W3JAEJIMEM OJHOKPATHOI'O TIPUMEHEHUWA
(ITOBTOPHOE UCTIOJIb3OBAHUE MEJUIIMHCKOI'O U3AEJINA 3ATIPELIIEHO).

16. MNOPAAOK PABOTbBI C MEAUIIUHCKUM U3JAEJIUEM

MenuuuHckoe u3zienue NPUMEHSETCs TOJIBKO B YCIOBUSX JIEYEOHBIX YUPEXKICHUH (B IPOLelypHOM
KaOMHETe WM OMNepalMOHHOM) M TOJIBKO KBaJU(HUIMPOBAHHBIMU BpayaMH (Bpad MIacTUYECKUN
XUpYpr, Bpad pEeKOHCTPYKTUBHBIN XUPYPT, Bpad AEpMaTO-KOCMETOJIOT, Bpad KOCMETOJIOT).

[MoaroroBka K HCNOJIb30BAHMI) MMILIAHTATA

1. CHUMUTE aTIOMHUHUEBBIN KOJIMAa4YoK (prrakoHa, MPOTPUTE PE3MHOBYIO MPOOKY aHTUCENTHKOM. Ecnn
ATFOMUHHUEBBIN KOJITAYOK U PE3NHOBAs IPOOKA BO (hIAKOHE MTOBPEXKICHBI, HE UCIIONIb3YNUTE U3JIENHE.
2. K coxmepxxumoMy (QrakoHa € TOMOIIBIO OJHOPA30BOTO CTEPHJIBHOIO MINPHIA JOOaBUTH
CTEpUJIbHYIO BOJY Ul HHBEKLIUH B 00beme 0,75 mil.

3. i paBHOMEpPHOTO CMEIIMBAHUS TMOPOIIKA C BBEJICHHOW CTEPWJILHOM BOJOW NIl MHBEKIUMA
PEKOMEHIyeTCsl BCTPAXUBATh (PIIAKOH 3 MUHYTHI.

4. HenocpeICTBEHHO Mepe]] MPUMEHEHUEM H3/IENIHE CIIETYET YHEPTUYHO BCTPSXUBATH B TCUCHHUE HE
MeHee | MUHYTHI 10 TTOJIyYeHUS! OJTHOPOIHOM CYCIIeH3uU. MOYKHO HCTIOIB30BaTh MEPEMEIINBAIOIICE
YCTPOWCTBO Juisi onHOTrO (priakona. Pa3BeneHHOe BOJOW W3JeNHE TOJICKHT HEMEIICHHOMY
MIPUMEHEHUI0. VIMIUTaHTaT, OCTaBIIUIACS TTOCIIE MPUMEHEHHUSI, TTOJICKUT yTHIIH3AIUH.

5. O6paboTaTh MPOHUIIAEMYIO MPOOKY (hjIaKOHA AHTUCETITHKOM W WCIIOJIH30BaTh HOBYIO UTITY JJIS
3abopa B mmpuil. TodHas 103a ONMpEaAesaeTcss BpauoM, UCXOAS W3 oOIeld KIMHUYECKOW KapTHHBI
MalHEHTA.

MeToauka NnpuMeHEeHHs UMILIAHTATA
[Iepen Hauanom npoueaypsl ¢ MPUMEHEHHEM MEIULMHCKOTO M3ENHs Bpay JI0JKEH MPEIOCTaBUTh
NAIMeHTy COOTBETCTBYIOIIYI0 HMH(OpPMAIMIO M B TMOJHOM 00beMe MNPOMHPOPMUPOBATH €ro O
MPeAyCMOTPEHHOM Ha3HAYE€HHUH, MIOKA3aHMUIX K MPUMEHEHHMIO, & TAKXKE MIPOTUBONOKA3aHUAX, MEpax
MPEIOCTOPOKHOCTH, BOZMOXKHBIX MOOOUHBIX 3 dekTax u cnocode BBeneHus. Kaxxmoro maruenrta
HE00XOUMO yBEAOMUTH O TOM, UYTO OOBEM HACTOSIIETO M3JEIHS U KOJIMYECTBO MHBEKIIMOHHBIX
mpoueayp oOycClOBIEHbI MOTPEOHOCTSIMH mMaiueHTa. Kpome Toro, Aisi ITOCTHXKEHHUS KeIaeMoro
pe3ynbTara MalHueHTa CIeAyeT YBEIOMHTh O HEOOXOIMMOCTH MpPOBEACHHS Ooliee YeM OJHOM
MPOLEYPBL.
BBenenue wummiantata OCYHIECTBISIETCS IyTEM BHYTPUKOXKHOM WM TMOJKOXHOM HHBEKIIMU
CTaH/IaPTHBIM METOJIOM C MIEPHOJUIHOCTHIO, YCTAHOBJICHHOHN BPavuoM, TIPHU COOJTIOICHUH CIIE Ty OIIIX
YCIIOBUI:
MakcuMaabHO BO3MOXKHBIM CyMMapHbBIH 00BEM BBENIEHUS HMMIUIAHTATA 32 OJHY MPOIECAYPY IS
OJIHOM 30HBI cocTaBisieT He Oonee 20 M.
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MaxkcuManbHO BO3MOXKHBIM CyMMapHbI 00beM BBEJCHMS MMILJIAHTaTa 3a BCE MPOLEAyphl 3a 1 rox
JUTSL OJHOM 30HBI cocTaBisaeT He 6omnee 140 mir.

Yacrora NpUMEHEHHUs WMIUIaHTaTa (MIPOMEXKYTOK BPEMEHH, KOTOpOe HEOO0XOIWMO BBIAEPKATb
MEX]y MpolelypaMH) — HE Yallle, 4eM pa3 B 2 MecsIa.

MaxkcrMaabHO BO3MOKHOE KOJIMUYECTBO IMPOLEAYp — Beero 7 mpolenyp (depes Kaxaple 2 Mecsia B
TEUEHHUE rojia ¢ AaThl IEPBOTO MPUMEHEHUS UMIUIAHTATA).

OOnactp BBeJEGHUS WMIUIAHTaTa — JIMIO M TEJIO C y4YETOM IOKa3aHWH K NPUMEHEHUIO M 3a
UCKJTFOUYeHHEeM 00acTeil COTJIacHO MPOTHUBOIIOKA3aHHUSIM K TPUMEHEHHIO.

['myOuHa BBeIeHUS UMILIaHTaTa — Cy0AepMalibHO, HAJIKOCTHO, IEPUOCTAIILHO.

Wmmmantar seinsiercs MEAUMIWHCKUM U3JIEJIMEM OJHOKPATHOI'O IMTPUMEHEHWSA
(ITOBTOPHOE UCIIOJIb30OBAHUWE MEJUIIMHCKOI'O U3JIEJIV S 3AITPELLIEHO).

K mnposenenuro mpoueaypbl AOIMYCKAKOTCS JIMLA C BBICIIMM MEIUIMHCKUM OOpa3oBaHUEM —
KBaJIM(HULIMPOBAaHHBIE BpauM (Bpad IUIACTHUYECKUI XUPYPT, Bpad PEKOHCTPYKTUBHBIM XUPYpT, Bpay
JIepMaTO-KOCMETOJIOr, Bpad KOCMETOJIOT), UMEIOIIME HAaJUIeKAIYI0 MOArOTOBKY, 3HAHHUS U OIBIT
paboThl ¢ MOJOOHBIMU MEJUIIMHCKUMU U3/IETHSIMU.

Ilepen ucnonp3oBaHMeM yOeaMTeCh B OTCYTCTBHM IMOBPEXAECHUM M Jedopmanuii Ha NMepBHYHOU
YIaKOBKE U BO BHYTPEHHEM COAEPKUMOM (hIaKoHa.

[IpoBeneHue npoueaypbl 10JKHO ObITh B aCENITUYECKUX YCIOBHSIX (B YCIOBHSIX ONEPALMOHHON WIIN
MpoLeypHOTO KabuHeTa).

Ilepen mnpouenypoil Bpay HPOBOAUT JE3MH(PEKIUIO M HECKOJIBKO pa3 o0padaTbiBaeT 30HBI
BO3/ICHCTBUS aHTHCENITUKOM OT LIEHTpa K nepudepun. Bmecte ¢ u3aenueM MOryT UCIOIb30BAThCS
aHecTe3upylolre cpeacTa. Bo3aMoxHO MpUMeHeHHe UMITIaHTaTa B aMOyJIaTOPHBIX YCIOBUSX U 0e3
MIPUMEHEHHS aHECTE3UH.

B caysae HeoO0XOAMMOCTH MOXET OBITh HCIIONB30BAaH pAcTBOp JHUAOKaMHA (WKW JApYyrou
WHBEKIIMOHHBIN MpenapaT JJs1 MECTHOW aHECTEe3MH JTUI0KauHOBOTO psiaa) i 0ojee KoM(pOpTHOTO
COCTOSIHUS TIALIMEHTA BO BpEMsI MMPOLIEAYPHI, TAK KAK MOMEHT BBEICHUS HMILJIAHTATA B PS/IC CIIydacB
MOJKET BBI3BaTh AUCKOMQOPT.

ANTUIMKAIIMOHHAs aHECTE3MsI IPUMEHSETCS TPH HEOOXOAUMOCTH.

17. TPEBOBAHMSI K TEXHUUYECKOMY OBCJYKUBAHUIO M PEMOHTY
MEJIMIIUHCKOI'O U3IEJIUS

He npumenumo. Mznenue mpeaHazHadyeHO TOJIBKO IS OJHOKpPATHOTO MpuMeHeHus. He mommexut
MMOBTOPHOMY HCIIOJIb30BaHUIO, IepepaboTKe WM MOBTOPHOM cTepwim3anud. He mommexut
TEXHUYCCKOMY OOCITY)KHUBAHHIO U PEMOHTY.

18. VCJOBHS DKCILTYATALIMUA, TPAHCIIOPTUPOBAHMSI, XPAHEHUS U CPOK
rOAHOCTH

YcaoBust 3KCIIyaTAUMU, TPAHCIIOPTUPOBAHUSA W XPAHEHUS

DKCIJIyaTanus W3AeNus TOMYCKAaeTCs B YCIOBUSAX MPOILETYPHOTrO KaOWHETa WM OTEpPAIMOHHON
nedeOHoro yupexaenus npu temmneparype or +10°C go +30°C u 3HaAYEHUSX OTHOCUTEIHHOM
BIIAXXHOCTH 110 70%.

[Tocne uHBEKIIMY UMITIAHTAT YCTOMYUB K BO3/IeMCTBUIO TeMiiepaTypsl oT +32°C o +42°C.
TpancnopTupoBaHue H3ACIUS JOMYCTUMO BCEMH BHJIAMH TPAHCIIOPTHBIX CPEACTB Ha JIIOOBIC
pacctosiHus. JlomycTuMmble yclioBUS TpaHcHopTHpoBaHusi: Temmeparypa ot +1°C mo +30°C,
OTHOCHUTEIbHAS BIAXXHOCTE 10 70%.

He noaBeprars BO31€MCTBUIO CONTHEYHBIX Tydeil. He moaBepraTe 3aMOpakxuBaHUIO.
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He pomyckaTh BO3ACHCTBHS OpPraHUYECKHX PACTBOPHUTENEH, HOHU3UPYIOIIETO H3IyYeHUS WIH
yIbTPapUOIETOBBIX TyUeH, TaK KaK 3TO MOKET MPUBECTH K U3MEHEHUIO U3JICIHSL.

XpaHuTh u3eIue I0NyCKaeTcs B CyXOM TeMHOM Mecte npu temmneparype ot +1°C go +30°C u
3HAYEHUSAX OTHOCUTEIHHOHN BiaxxHOCTH 110 70%. [Ipu xpaHeHHH HE JOMyCKaeTCs 3aMOPaKUBAHHE
WJIH TIPEBBINIEHUE JIOMYCTUMOTO TEMITEPaTypPHOTO JHAara3oHa.

Cpok rognoctu

Cpok roagHocTn u3zenus coctanisieT 24 mecsna (2 roga) ¢ MOMEHTa Mpou3BoAcTBa. ["apaHTHITHBIN
CPOK XpaHeHus cocTaBisieT 12 mMecsieB 6€3 NpeBbIIIEHHs CPOKa FOJTHOCTH.

Cpok 3KcIuIyaTaum: He IPUMEHUMO, TaK KaK U3JeJINE SBISETCS OJJHOPA30BbIM.

19. NEPEYEHb INPUMEHSAEMBIX MEXIAYHAPOAHBIX HOPMATHUBHBIX
JOKYMEHTOB/CTAHIAPTOB

JupexkTuBa / Ctangaprsi /

Ha3Banmue / 3arinaBue
Homep pykoBoacTBa

HupextuBa Cosera 93/42/EEC ot 14 umons 1993 r. o

HupextuBa Coseta 93/42/EEC
MEIUIIMHCKUX U3/ICITHSIX

Wz nemus meaunuHckre. CUCTEMBI MCHEIDKMEHTA KaueCTBA.
TpeGosanwmst 1uist neneit peryauposanus (ISO 13485:2016)
OueHka  OHMOJIOTMYECKOTO  JEHCTBUS  MEIUIMHCKHAX
EN ISO 10993-1:2020 maenuid. Yacte 1. OneHka u MCCIe0BaHUS B MPOIECCE
MenekMenTa pucka (ISO 10993-1:2018)

OneHka  OHOJIOTMYECKOrO  HEUCTBUA  MEIUIIMHCKUAX
m3genuid. Yacte 3. McciaemoBaHus TE€HOTOKCUYHOCTH,
KAHIICPOTeHHOCTH W TOKCHYECKOro  JCHCTBUSA  Ha
penpoayktuBHyto ¢pyHkiuio (ISO 10993-3:2014)

OueHka  OHOJIOTMYECKOrO  JEMCTBHUS  MEIMIIMHCKHX
EN ISO 10993-5:2009 m3nenuii. Yacte 5. MccnemoBaHusa Ha IUTOTOKCUYHOCT:
MetobI in vitro (ISO 10993-5:2009)

OneHka  OHOJIOTMYECKOTO  JEMCTBUS  MEIMIIMHCKHX
EN ISO 10993-6:2016 m3genuii. Yacte 6. McciaemoBaHus MECTHOIO JCHCTBUS
nociue ummiastauu (ISO 10993-6:2016)

OmeHka  OHOJIOTMYECKOTO  JNEHCTBUS  MEIUIIMHCKHAX
EN ISO 10993-7:2008 n3nenuit. Yacts 7. OcTaTouHoe cosiepikaHne STUICHOKCHIA
nocie crepunuzanuu (ISO 10993-7:2008)

OneHka  OMOJIOTMYECKOrO  HEUCTBUA  MEIUIIMHCKUAX
EN ISO 10993-10:2013 maenui. Yacts 10. MccnemoBanusa pazgpakaromero
ceHcubmmmsupyromiero aeiicteus (ISO 10993-10:2010)
Onenka  OHOJIOTMYECKOrO  JIEMCTBHUS  MEIMIIMHCKHX
EN ISO 10993-11:2018 m3nenuii. Yacte 11. HccnemoBanus o0OIIETOKCHYECKOTO
neiictBus (ISO 10993-11:2017)

Onenka  OHOJIOTMYECKOTO  JEMCTBHUS  MEIMIIMHCKHX
EN ISO 10993-12:2012 m3nenuii. Yacte 12. [IpuroroBienue npod U KOHTPOJIbHBIE
o6pasier (ISO 10993-12:2012)

Crepwinzanys MEIUIUHCKON MPOAYKUHU. DTUIEHOKCU.
ENISO 11135:2014 TpeboBanust Kk pa3zpaboTKe, BaIMJAlMA W TEKYIIEMY
YOPABJICHUIO MPOIECCOM CTEPHJIM3AIUN  MEIUIIMHCKUX

EN ISO 13485:2016

EN ISO 10993-3:2014
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uznenuit (ISO 11135:2014)

EN ISO 11138-1:2017

Crepuinzanus MEIUIIMHCKON poaykuuu. buonornueckue
unaukaropsl. Yacte 1. O6mue tpedboBanus (ISO 11138-
1:2017)

EN ISO 11138-2:2017

Crepunuzanusi MEAUIIMHCKON TPOayKinu. bronornyeckue
nHauKatopel. Yacte 2. buosornyeckne MHIUKATOPHI IS
creprwmsanuu okcuaom stuiieHa (ISO 11138-2:2017)

EN ISO 11140-1:2014

Crepwnuzanusi MEAUIMHCKON MPOAYKIHMH. XHUMHUYECKUE
uHaukatopel. Yacte 1. O6mue tpedboBanus (ISO 11140-
1:2014)

EN ISO 11140-2:1998

Crepuiu3anus MEIUIMHCKON POAYKIMK. bruonorndeckue
u XHUMUYECKHE WHJIUKATOPBI. HcnpiTaTensHoe
ob6opynoBanue (ISO 18472:2018)

EN ISO 11607-1:2020

YnakoBka Uil MEOUUMHCKHUX W3JCIHM, TOJJIEkKAIUX
¢unumHON crepwnm3anuu. Yacte 1. TpeOGoBanmst k
MaTepuaiaMm, 0apbepHBIM CUCTEMaM JJIsi CTePHIN3AINHA |
ynakoBouHeIM cucrtemMam (ISO 11607-1:2006, Bkirouas
nomnpasky 1:2014)

EN ISO 11737-1:2018

Crepunuzanust MEIUITMHCKOM MPOTYyKIIUH.
Muxkpob6uonorudeckue metronsl. Yacte 1. OmnpeneneHue
MOMYJISAIIMK MUKPOOpTranu3mMoB Ha npoayknuu (ISO 11737-
1:2018)

EN ISO 11737-2:2020

Crepunmzanus MEIUITUTHCKON TIPOTYKITUH.
Mukpobuonornueckue Metoapl. Yacte 2. MccnenoBanus
Ha CTEPHJIbHOCTb, BBITIOJHACMbIC IIPH ONPEACICHHUH,
BaJMJAllMd M TEXHUYECKOM OOCTY)KMBAaHUU Tpollecca
crepunmzanuu (ISO 11737-2:2009)

ISO 13320:2020

Amnanus pa3mepa yactull. MeTo/sl JlazepHO# 1udpakuuu

EN ISO 14644-1:2015

Uuctele  NOMEIIEHMsT W CBSI3aHHBIE C  HUMU
KoHTpoympyemble cpeapl. Yacte 1. Kiaccuduxamms
YUCTOTHI BO3/ayxa Mo KoHueHTparuu yactuil (ISO 14644-
1:2015)

EN ISO 14644-2:2015

Uuctble  moMemieHWss M CBSI3aHHBIE C  HUMHU
KOHTpoJIpyemsle cpenbl. YacTs 2. Tekynuil KOHTPOIIb JUIst
MOATBEPXKACHUS IOCTOSHHOTO COOTBETCTBHSI YUCTOTHI
BO3ayxa 1o KoHneHtpanuu dactuil (ISO 14644-2:2015)

EN ISO 14644-3:2019

Yuctele  MOMENIEHHS U CBsSI3aHHbIE C  HUMH
KOHTpoJupyemble cpenbl. Yacth 3. MeToabl MCHBbITaHUI
(ISO 14644-3:2005)

EN ISO 14644-4:2001

Uuctble  mOMEHIEHMsT M CBSI3aHHBIE € HUMHU
KoHTponupyemsle cpenpl. Yacte 4. IlpoextupoBanue,
CTPOUTENBCTBO M BBOA B dkciuryarauuio (ISO 14644-
4:2001)

EN ISO 14644-5:2004

YucTteie IIOMCIIICHUA n CBA3aHHBIC C HHUMU
KOHTposupyemble cpeabl. Yacts 5. Okcmmyaranus (ISO
14644-5:2004)

EN 17141:2020

Uucteile  TOMEIIEHMs] W CBSI3aHHBIE C  HUMU
KOHTPOJIMPYEMbIE Cpepl. Kontpoib YPOBHSI
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OHOJIOTHYECKOTO 3arpsA3HCHUA

N3nenusa mequuuHckue. [I[puMeHeHne MEHEKMEHTa pUCKa
Kk MeaunuackuM usnenusm (ISO 14971:2019)

W3penmus memuumuackue. CUMBOMBI, MPUMEHSIEMBIE TPU
MapKHPOBAaHUH HA MEAUIIMHCKUX W3CIHUAX, ITUKETKaX U B
EN ISO 15223-1:2016 coOmpoBOAUTENbHONM AokymeHTaruu. Yacte 1. OcHOBHBIE
tpeboBanus (ISO 15223-1:2016, HcnpaBineHHass Bepcust
2017-03)

Nudopmanus, MpeA0CTaBIIAEMast MU3rOTOBUTENIEM
MEIUUUHCKUX U3/1eNni

WN3nemns wmeguumuckue. Yacts 1. IIpoextupoBanue

EN ISO 14971:2019

EN 1041:2008+A1:2013

IEC 62366-1:2015 MEIMIUHCKUX H3IEIUN C Y4YE€TOM OJKCIUIYyaTallMOHHOMN
MIPUTOTHOCTH
USP <151 > HcnbiTanue Ha TUPOreHHOCTh
USP <87> Tect Ha GMOTOTMYECKYIO0 PEAKTUBHOCTb, in Vitro
CrannmapTtHas MpaKkTUKa TECTUPOBAHUSA
ASTM D4169 - 16 MPOU3BOAUTEILHOCTA TPAHCIOPTHBIX KOHTEHHEPOB U
CUCTEM
CrangapTHOE PYKOBOJCTBO IO YCKOPEHHOMY CTapeHHUIO
ASTM F1980 - 16 CTEPWIBHBIX OapbepHBIX CHCTEM JUISI MEIUIMHCKUX
U3aeIni
OmnpeneneHus «MEAUIIMHCKUX U3IEIHIT», «aKCeccyapoB» H

MEDDEYV 2.1/1 ampens 1994 r.
«TIPOU3BOAUTEIISD»

MEDDEYV 2.4/1 pen. 9 utons 2010
r.
MEDDEYV 2.7/1 pen. 4 wtons 2016 | Kiimandeckasi orieHka: PyKoBOJICTBO I IPOU3BOIUTEINCH

Krnaccudukanus MeIUIIMHCKUX U3IETHIA

T. Y YIIOJIHOMOYEHHBIX OPTaHOB
MEDDEV 2.12/1 pen.8 sHBapb | PykoBoACTBO 10 cMCTEME MOHUTOPUHTA 32 METUIIMHCKUMHU
2013 r. W3ICTUSAMHA

MEDDEV 2.12/2 pen. 2 suBaps | [locTperucrpannoHtbie KIIMHUYECKHUE JaJbHENIIe
2012 r. HUCCIIEIOBAHUS

200 HH®®OPMAIIMA O CTEPWIBHOM COCTOSAHMHU MEJUIUHCKOI'O
W3IEJNA, METOJIE ET'O CTEPUJIN3AIIMU U O MOPAJKE JEMCTBUM B CJIYYAE
HAPYHIEHUSA CTEPUJIBHOCTHU YITAKOBKH

MenuimHCKoe H3/1eIHe MOCTABISAETCS CTEPUIIBHBIM — CTEPHIIN30BAHO STHICHOKCHIOM.
WmMmuiaHTat CTepuiin3yeTcs Ipu CIEAYIONINX YCIOBHUIX:

- YpoBeHb rapanTuu crepunmsanuu: SAL 10°6;

- [Ipumensemslii cranaapt: ISO 11135;

- Konnenrpanus stunenokcuna u yraekucioro raza: 90 20%, CO, 80%;

- Bpems crepunuzauuu: 150 + 10 MunyT;

- Temneparypa npu crepunmsanuu: 33 + 5°C;

- JlaBnenne npu creprmzaruu: 1,0 = 0,2 6ap;

- Braxxnocts npu creprimsanuu: 25 ~ 90%;

- Bpems nnkyOanuu: 6osiee 7 4acos.

B cnyuae HapymieHus CTEPHJIBHOCTH YMAKOBKH, W3JEJIHE MOUICKUT YTHUIM3ALUH, UCIIOJIb30BaTh
W3JIeHe ¢ HATMYUEM TMOBPEXKICHUH Ha IEPBUYHON YIIaKOBKE — 3allpeIeHO.
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21. HMH®OPMAIUA O HOPAAKE OBPABOTKN MEJUITMHCKOI'O U3AEJINA IS
ET'O NOBTOPHOI'O NNPUMEHEHUS, BKJIIOYAA OYUCTKY, JAE3UH®EKIHIO,
YIOAKOBKY W IIPH HEOBXOJVMMOCTHU METO/] TIOBTOPHOI CTEPWUJIN3AIINMN,
A TAKXE KPUTEPUU HEINPUI'OAHOCTU MEJIULHUHCKOI'O U3AEJIUA JIsA
INPUMEHEHMUWA

He IIPUMCEHHUMO. HS,I[GJ'II/IC ABIIETCA  OAHOPA30BBIM, IIOCTABJIIACTCA CTCPUIBHBIM, OYHCTKE,
,Z[CSI/IH(beKI_[I/II/I, HOBTOpHOfI CTCpUIN3aly U ITIOBTOPHOMY IMPUMCHCHHNIO HC ITOJJICIKUT.

22, PACHIM®POBKA CUMBOJIOB HA MAPKHPOBKE

CumBoJ Onucanue
d HsroroButenb
EC |REP VIIOJTHOMOYCHHBIH TpeICTaBUTENs B EBpomielickomM coo0iecTBe
g Hcnonp3oBathk 10
LOT Kon maptun
Jf TemnepaTypHblil TMana3oH

He nomyckaTte BO3A€HCTBUS Bllaru

DE ObpaTtutech K HHCTPYKIUH 110 TPUMEHEHUIO

He JOITyCKAaTb BOB,Z[CI;'ICTBI/IH COJIHCYHOI'O CBCTAa

He ucnonp3oBaTh IIpU MOBPEIKACHNU YIIAKOBKU

3ar1peT Ha NOBTOPHOC MPUMCHCHUC

@ He crepunmszoBaTh NOBTOPHO

OcTOpOKHO
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! Xpymkoe, 00panaTbcsi OCTOPOKHO

STERILE|EO Crepunuzanys OKCUAOM ITHIIEHA

C€276 4 CootserctBue EBponetickoii dupextuse 93/42/EEC

23. TAPAHTHUWHBIE OBSI3ATEJIBCTBA

["apaHTHIIHBIN CPOK XpaHEHHUs COCTaBiseT 12 MecsieB 6e3 MPeBBIICHUS CPOKA TOTHOCTH.

Cpok rogHocTH u3enus cocraniseT 24 Mecsua (2 roga) ¢ MOMEHTa MPOU3BOCTBA.
[IpousBoauTeNb rapaHTUPYET, YTO MPHU Pa3pabOTKE W W3TOTOBICHUH HU3JeNus ObLIO MPOSBIECHO
JOJKHOE BHUMAaHHE.

Hacrosimue rapanTuiinpie 00s3aTeNbCTBa MPEJOCTABISIOTCA ¢ 3aMEHOM M OTMEHOM JIFOOBIX MHBIX
rapaHTuii, KOTOpbIE MPSIMO HE YKa3aHbl B HACTOAIIEM JIOKyMEHTE, Oy/b TO SIBHbIC WJIM KOCBEHHBIE
rapaHTUd B COOTBETCTBUM C 3aKOHOM WM K€ WHBIE TapaHTUH, B TOM 4YHCIE JIOOBIX
MOApPa3yMeBAEMbIX FapaHTHIl TOBAPHOIO BU/Ia UM IPUTOAHOCTHU ISl ONPEACICHHON LIETH.
[IpousBouTENb HE HECET HUKAKOW OTBETCTBEHHOCTH 32 CIy4YaifHbIe HIIM KOCBEHHBIE YOBITKH, yIIepo
Wi pacxodbl, MNpAIMO MWW KOCBCHHO CBA3AHHBIC C HCHOJbB30BAHUCM JAHHOI'0 U3ACIHA.
[TpousBoauTenb He OepeT Ha ceds, TakkKe, KaK ¥ He TPEJOCTABISAET HUKAKUM WHBIM JIMIIAM MPABO
INpUHATHA Ha CC6$I OT €ro HMCHH HPOUYUX JII/I6O JOIIOJITHUTCIBbHBIX OGHSaTeHBCTB, 00
OTBCTCTBCHHOCTHU B OTHOILICHNUHM JAHHOI'O U3ACIINA.

HpOI/I?;BOI[I/ITeJIB HE HeCceT HUKAKOH OTBETCTBEHHOCTH B OTHOIIICHHU IOBTOPHO HCIIOJIb30BAHHBIX,
Hepepa6OTaHHBIX WK CTCPUIIM30BAHHBIX ITOBTOPHO I/I3I[€JII/H>'I U HE€ OAa€T HHUKAKHUX SABHBIX WIN
moaApasyMEBACMBIX l"apaHTI/Iﬁ B OTHOLICHUHN TAKUX I/I3ILGJ’II/H\/Jl, BKJIIO4asA rapaHTHU TOBApPHOI'O BHUOA
WA TIPUT'OJHOCTH K SKCIITyaTaluu.

24, HHO®OPMAIIUA Ob OBCTOATEJBCTBAX, ITPU KOTOPBIX ITIOTPEBUTEJIb
JOJIKEH ITPOKOHCYJbTUPOBATHCA C MEAJUIIMHCKUM PABOTHUKOM

He IMPUMCHUMO. I/ISIIGJ'II/IC npeaHa3sHa4YCHO IJIs1 IMPHUMCHCHHA TOJIBKO KBaHI/I(bI/IHI/IPOBaHHBIMI/I
BpadaMHU B YCJIOBHAX JIe4eOHBIX yqpemneHI/Iﬁ.

25. HOPAAOK OCYHECTBJIIEHUA YTUWIM3AIIUMM U YHMUUYTOXEHUSA
MEJUIIUHCKOI'O U3IEJUA

[Tocne nmpuMeHeHHUsI, OCTaTKM HEMCIOJb30BAaHHOTO PACTBOpa B LIMPHIIE MOJICKAT YTUINU3AIUHN B
COOTBETCTBUM C TMpaBWIAMH JIEYEOHOTO  yuUpexkIeHus, (enepaqbHOr0 WJIH  MECTHOTO
3aKOHOJIaTeIbCTRA.

[mpurr 6€3 Urisl / ¢ UTI0M, ¢ 3arTyIIKON TSl UTJIBI TOJDKEH YTHIN3UPOBATHCS B KOHTEHHEPHI JJIS
OCTPBIX MPEIMETOB.

Cornacno tpeboBanusim CanlluH 2.1.3684-21, Hencnonb30BaHHBIC U3/1EIIHS, YIIAKOBKA OT U3/ICIHH,
B TOM YHCJIE€ IyCThie (IAKOHBI H3-TIOJ] W3MEIUs, MPOOKM M KOJIAYKH, YTHIM3UPYIOTCS Kak
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MEIUIIMHCKUE OTXOAbl Kiacca A (Omonormuecku Oe30MacHble MEIUIMHCKHE OTXOJbI), OCTATKH
HEUCIIOIb30BAHHOI'O PACTBOPA B LINPHUIIE C UTJION YTUIUZUPYETCS KaK MEIULIMHCKUE OTXO/IbI Kjacca
b (6uonorudecku onacHbIe MEAUIIMHCKIE OTXO/BI).

Bpennoe BausiHue Ha OKPY>KAIOIIYIO CPEy NMPU YTHIU3AIUU U3JIETUI OTCYTCTBYET.

26. PEKJIAMALUA

Bce Bompocwr 1o rapantum Ha Tepputopun Poccuiickoit ®denepanuu HEOOXOIUMO HAMPABISITH
YIOJIHOMOYEHHOMY TIPEICTABUTEIIO TIPOU3BOIUTEIIS.

B cnydae BOZHUKHOBEHUS BOMPOCOB, CBI3aHHBIX C KAY€CTBOM MEAUIIMHCKOTO U3/IEHs, HEOOXO0IUMO
TaK)K€ CBA3ATHCS C YIIOJIHOMOYECHHBIM MPE/ICTABUTEIIEM IIPOU3BOAMUTEIS HA TEPPUTOPUHU Poccuiickoit
Oenepanun: O61ecTBOM ¢ orpanndeHHoM oTBeTcTBeHHOCTHI0O « CKUHBEJDy (OO0 « CKUHBEJD),
123557, r. MockBa, BH.Tep.T. MyHULIIMNAIBHBINA OKpYT [IpecHenckuid, yi. [Ipecuenckuii Ban, 1. 14,
K. 2, momet. oM. Xb, koM. 4, p.m. 2, Tein.: +7 (495) 255-07-82, Di. moura: info@bellasystech.ru
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