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IIpousBoanTensb:
OO0 «AIITOC», Poccus
Poccus, 115088, Mocksa, np-1 3-i1 Yrpeuickuii, a. 8, ctp. 9, atax 1 noment. 10A.

AJpec Ipou3BOJICTRBA:

1. OO0 «AIITOC», Poccus, 121205, MockBa, Tep. MHHOBallMOHHOTO IEHTpa
CxonkoBo, bonbioit 6-p, 1. 42, ctp. 1, momernr. 873, 885.

2. 000 «AITTOC», Poccus, 115088, Mocksa, nip-a 3-ii Yrpeuickuid, a. 8, cTp. 9,
staxx 1 moment. 10A.

1 HauMeHoBaHMe H COCTAB MeIUIMHCKOIO n3Jae/Janus

Hepmanbsubeiit umrutantat (puwiep) «Ellagen» mist BocronHeHus 00béMa numa u
tena mo TY 32.50.50-002-04866216-2021

B BapraHTax UCIIOJIHCHUSA

1. Jdepmansubiii ummuiantart (punep) «Ellagen» s Bocrionnenust o0béma nuia u
tena PLLA+CMC 1000 mg, B cocTaBe:

- ¢nakoH ¢ rpanyyiamu 1000 mr — 1 mr.,

- UHCTPYKILMS 110 TPUMEeHeHuto — | 1T.,

- KOMIUIEKT CTUKEPOB — HEe MeHee 2 IIIT.

2. Jlepmanbubiit umriantat (puep) «Ellageny nns BocnionHeHus: 06bEMa una u
tena PLLA+CMC 200 mg, B cocTtaBe:

- ¢rakoH ¢ rpanynamu 200 mr — 1 mT.,

- MTHCTPYKIIHS TTI0 TPUMEHEHHUIo — | mIT.,

- KOMIUTIEKT CTUKEPOB — HEe MeHee 2 TIIT.

3. depmanbubiit ummnantat (pumep) «Ellagen» mist BocrionHeHust 00bEMa nuia u
tena PLLA+CMC 400 mg, B cocTtaBe:

- ¢nakoH ¢ rpanynamu 400 mr — 1 miT.,

- UHCTPYKILMS 110 TPpUMEHEeHuto — | 1T.,

- KOMILJIEKT CTUKEPOB — He MeHee 2 IIT.

Jlanee o Texcty — uznenue, umiutanrar, Ellagen PLLA+CMC.

2 HazHayeHue 1 00J1aCTh INPUMCHCHUSA

Hasnauenue

I/I3I[€J'II/Ie npeaHasHa4€HO IJisI BOCCTAHOBJICHHA ITOAKOKHOTO CJIOA JIMId, €W U
30HBI ACKOJIBTE, YBCIIMYCHUSA W BOCIIOJIHCHUA 00BéMa MATKUX TKaHel Jmaa Iipu
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KOPpPEeKLUU JUMNOAUCTPO(UH, 3alOTHEHUs HOCOTYOHBIX, Ty0omoa00poI0UHBIX
CKJIQJIOK, IEPHOPATEHBIX MOPIIUH, MPeAyIIHBIX MOPILKH, BOCCTAHOBJICHHS (POPMBI
1 00bEMa MOYKHM yXa B pe3yJibTaTe BO3pPacTHOW JedopMaluu U MoTepu o0béMa,
KOPpEeKLMHU pyOLIOBbIX M3MEHEHUH JUIIa U Tella, yCTpaHeHUs Ips0I0CTH KOXKHU JINLa
U Tella, KOPPEeKUMH AaCUMMETpPHH, BO3HMKIIEH B pe3yJibTaTe TpPaBMbl WU
3a00JeBaHus, yTEM BOCIIOIHEHHS] 00bEMa MATKUX TKaHe! Tuua U tena. B Mmyxckoi
U JKEHCKOM WHTHUMHOM IIJIaCTUKE W3Jeiue IpPeIHa3sHA4eHO Ul JIOKaJIbHBIX
UHBEKIUI B MATKME TKaHU A8 (UUIMHIAa MHTUMHOM 30HBI U KOPpPEKLUU
acCUMMETpUHU.

O06nacThb IMPUMCHCHMUSA
H3,[[€J'[I/Ie npeaHasHa4C€HO JJId IIPUMECHCHUS B CIICHUAJIM3UPOBAHHBIX MCIUITUHCKUX

YUPEXKACHUAX, UMEIOIINX JIMLEH3NIO HA MEIULIUHCKYIO ESITENBHOCTD.
MenuuuHCKOe U31enre UCIoNIb3yeTCs B KOCMETOIOT N, JEPMATOJIOTUH, YPOJIOTHH,
IJIACTUYECKOW XUPYPIrUH, THHEKOJIOTHH.

[loTeHuManbHBIMU HOTDG6I/ITGJ'I$[MI/I MCIUIIUHCKOT'O U3a0CIIUA SABJIIOTCA
KBaJ'[I/I(l)I/IL[I/IpOBaHHBIe CIICIUaJIMCThl € BBICIIMM MCIHUIMHCKHUM 06p8,30BaHI/IeM,
HMCIOIIHUE OIIBIT KOPPCKIHUHU MATKHX TKaHEH HWHBCKOIWMOHHBIMU MCTOAaMHU, ITOCJIC

O3HAaKOMJIEHHs C OOyd4aronMMHM MaTepuajaMu [0 paboTe C H3AeIUueM U
WHCTPYKIUEHN IO NPUMEHEHHIO.

3 CBeaenusi 0 NpUHIUINeE AeHCTBHS H 0 MeXaHU3Me BO3/lelcTBUS
HA OPraHHU3M 4YeJI0OBEKa

NmnnaHTat BBOJUTCS B CPEIHUMN, MIyOOKHUH CJI0U IEPMBI U B MOJAKOKHO-KHUPOBYIO
KJIeT4aTKy (IMMOJKOKHBIN CJIOH).

OCHOBHOIl ~ KOMIIOHEHT —  [JOOYyJSpHble  YacTUIbl  OMOCOBMECTUMOIO,
O6uosierpaaupyemMoro nojivMepa — noiaumonouHor kuciotel (PLLA) BocronHstoT
o0beM B TkaHsX. [lomuMonouHas KucioTa, 3a CHET YMEPEHHOro MeXaHU4YeCKOro
paszpakeHus, CTUMYJIUpPYeT KoJiulareHoreHe3 u (puOpoOIacThl, 3amycKas Mmpoiecc
HeokoyutareHe3a. HeoOxomumasi cTerneHb CTUMYJIISIME JOCTUTAeTCs 3a CUeT TOro,
YTO YACTHIIHI TIOJTUMOJIOYHONM KHCIIOTHI UMEIOT chepudeckyro popmy. Co BpeMeHeM
MOJMMOJIOYHAS KUCIOTa MOCPEJCTBOM THAPOIU3a pachagaeTcs Ha MOJIOYHYIO
KHUCJIOTY U TJIMKOreH, MOoCcJie Yero BhIBOJUTCS W3 opranusma B Buje Boabl (H,O) u
yriekucioro raza (COy).

Hartpuit kap6okcumerun nemmosno3a (CMC), Bxondinas B cOCTaB UMILIaHTaTa,
SBIISETCSl  JTOTIOJHUTENbHBIM  KOMIIOHEHTOM U TOBBIIIAIOIIMM  BSI3KOCTb
HaIlOJIHUTEJIeM, KOTOPBIX MOcie pacTBOPEeHUs MPOJYyKTa oOpaszyeT reieo0pasHyro
CycleH3ul0 OuopasjaraeMblX MHKpPOYAcTUL, obOecrieunBasi TakuM 00pa3oM,
ONTUMaJbHbIE PEOJOrHYecKre CBOMCTBA, HEOOXO0UMBbIe sl BBEICHUS MpernapaTa u
MPOJIOHTUPOBAHHOE  BBICBOOOKJIEHHWE TOJUMOJIOYHOM KHUCIOTHI B TEUeHHE
JUTUTENILHOTO Mepro/ia BPEMEHHU.



4 Knaccndukanus

- B 3aBUCHMMOCTU OT MOTEHI[MAJbHOIO pUCKA MPUMEHEHUs U3Jejue OTHOCUTCS K
knaccy 3 (m. 4.1 Ipunoxenus Ne 2 k [Ipukasy M3 P® ot 6 utonsa 2012 r. Ne 41 n
I'OCT 31508);

- xoxm OKIIA-2: 32.50.50.190 (M3penuss MedgulMHCKHE, B TOM 4YHCIIE
XUpypruyeckue, Ipodyue, He BKIIOYEHHbIE B JIpyrHMe TPYNIUPOBKH) TIO
«ObmepoccuiickoMy KiaccuPuKaTopy MPOAYKIMA IO BUJAM 3KOHOMHYECKOU
nesteasHocT» OK 034-2014 (KITIEC 2008);

- KOJI BHJIa TT0 HOMEHKJIATYPHOU KTacCUPUKAIIMN MEIUIIMHCKUX m3enmii: 326400;
- M0 BUAY W MPOAOIKUTEIBHOCTA KOHTaKTa ¢ OPraHU3MOM 4YeJOBeKa MMILIAHTAT
OTHOCHUTCS K M3JEHUSAM, KOHTAKTUPYIOIIUM ¢ MATKUMHU TKaHSIMH U MEKTKaHEBOU
KUJKOCTBIO, JITUTEIBLHOCTh KOHTakTa ¢ TelioM: Kareropusi C — TIOCTOSHHBIN
(npessimaet 30 cyrok) no I'OCT ISO 10993-1.

5 Onucanue U TeXHNYECKHE XaPAKTEePUCTHKH

«Jlepmanbubiii umiantar (punep) «Ellagen» nist Bocrionnenus o0béma nuna u
tena mo TY 32.50.50-002-04866216-2021» mpencraBisieT co0oOil CTePUIIbHBIN,
OuonerpaiupyemMblii HMMIUTAaHTAaT HA OCHOBE TMOJMMOJIOYHOMW KHUCJOTBI C
no0aBlieHreM HaTpui KapOOKCUMETHUIT LIeJUTFOI03BI.

CocraB (B % ot obuero oobema): PLLA (nmomumonounas kucnora) 80%; CMC
(HaTpuit kapOOKcUMeETH 1esuTro03a) 20%.

Cwmecn: PLLA [Poly (L-lactic acid)] + CMC [Sodium carboxymethyl cellulose]
(monuMosoyHas KuciioTa + HaTpuil KapOOKCUMETHIT LIEJUTI0N03a).

Bpemss monHOi Ouonerpagalu W BBIBEACHHS M3 OpraHu3Ma HMILIaHTaTa
cocTaBisieT OT 12 mo 18 MecsmeB M 3aBUCHUT OT MECTa BBEICHUS UMILJIAHTATa U
WHANBUAYaNbHBIX oOcobeHHocTed mammenta. Kocmerndeckuit 3¢pdexr B
3aBUCHUMOCTH OT MHAWBHIYyaJIbHBIX OCOOCHHOCTEH MalnenTa coxpansercs ot 12 1o
24 MmecsueB.

W3 nenne BbITycKaeTCsl B BUJe OJHOPOIHBIX, OCIBIX WM KEITOBATO-0€IbIX MpaHyI
6e3 3amaxa. [ paHyJbl yiakoBaHbI BO (pJIaKOH U3 HEUTPAIBHOTO MTPO3PavHOro CTEeKIIa
l-ro ruaponutTHyeckoro kiacca odbeMomM 20 M, YKYIOPEHHOTO pPEe3MHOBOMN
poOKoM u AIIFOMUHHUEBO-TIOJIUTTPOTNIICHOBBIM KOJITTAYKOM. Maccy
BOCCTAaHABIIMBAIOT IyTeM J00aBJIeHUs BOAbI JJIsi MHBEKUWHA, U B clydae
HEOOXOIMMOCTH — aHecTeTHKa, JJIsi 0O0pa3oBaHUsl CTEPUIIBHON CyCHeH3Ud MAJis
MOJIKO’KHOTO ¥ BHYTPUKOKHOTO BBEJIEHUSI.

B cocrtaBe u3nenus npeaycMOTpeHbl caMOKJIesIIIecs] CTUKepbl, TpelHa3HaueHHbIe
s uaeHtTugukanun m3genus. OnuH cTukep (UKCHpyeTcs B MEIUIIMHCKON
JOKYMEHTAallil, BTOPOH J[OkeH ObITh 3adUKCHpOBaH B KapTe MalUeHTA.
OcranbpHble cTHKEPHI (B Cllyyae UX HaJlM4Msl) — HA YCMOTpPEHUE Bpaya.



OcHOBHbIE TEXHHUUECKHE XapaKTePUCTUKU:

CpenHsisi Macca cOIEPKUMOIO ®nakoH ¢ rpanynamu 1000 mr:
¢dakoHa, MT 945+100
@®nakoH ¢ rpanyJyiamu 200 mr:
220+30
®nakoH ¢ rpanyiamu 400 mr:
410+40
Bopoponusiii nokazaresns, pH 6,0 -38,0
JluHamuyeckas BI3KOCTh, MITa-c ot 20 o 2000
[T10THOCTB, I/cM? 0,8-1,2

6 IloxkaszaHusi M IPOTHBONOKA3aHUS K NPHMEHEHHIO

Ilokazanus

- YCTpaHeHHe MOPIUMH M CKJIAJOK JIMLA Pa3jIu4yHON CTEeNeHW BbIPA)KEHHOCTH B
obJlacTH 1eK, CKyJl, IepruopalbHONM U MepuaypuKyJsipHO obiiacTu, oBaja JIHIia,
11eu U 30HbI JeKOJIbTE.

- KOppeKLUs pesbeda KOKHU JIMLA, 11eU, 30Hbl AeKOJIbTe, Teja.

- KOppeKLUs ApsOJOCTH KOXHU Ha Pa3IMUHBIX Y4YacTKax Teja: KUBOT, SATOIULBL,
KOJIEHH, JIOKTH, BHY TPEHHSISI [IOBEPXHOCTH IJie4a, BHY TPEHHSIS1 IOBEPXHOCTh Oefpa.
- BOCCTaHOBJieHHe (yBelM4YeHHe WJIM BOCIOJIHEHHE) MU KOppeKUus oObéMa
Pa3IMYHBIX 30H JHLA: eYHO-CKYJIOBOW, BACOYHOM, 30HbI oa0opoaka. Koppexiust
aCUMMETpUHU.

- BOCCTaHOBJIEHHE 00bEMa MMOAKOKHBIN TKaHe# KUCTel pyK, KOPPEKIHs BO3PACTHBIX
A3MEHEHUI TaHHOU 00JIacTH.

- KOppeKIus pyOLOBbIX AeopMaliii KoK JINLa U Tela.

NuTuMHBINA GUIITAHT:

- MY’KCKasi HHTUMHas TJIACTUKa: KOPPeKIHs (OpMbI U pa3Mepa MOJIOBOro WieHa, B
TOM 4HCIIe U1 yCTPAHEHUS IPEKIEBPEMEHHOM ISIKY LI,

- KEHCKas MHTUMHAas IUIaCTHKA: IMEepPUHEOIUIaThKa, KOPPEeKLUUsS HHBOJIOTHBHBIX
U3MEHEHUH Hapy>KHbIX [TOJIOBBIX OPraHOB, JIeYeHHe HeJlepyKaHUsl MOYH.

[IpoTrBONOKa3aHUS

- MOBBILICHHAs! 4y BCTBUTEJIBHOCTH K TIOOOMY W3 KOMIIOHEHTOB M3EIHSL.

- OCTpbIe UH(EKIIMOHHbIE 3a00JIeBaHus, TUXOPATOYHbIE COCTOSHHUS.

- obocTpeHre XpOHUYeCKNX 3a00JIeBaHUH.

- mo0Oble 3a00sieBaHusl KOXKH, aKTUBHbBIE B 30HE BBEJICHUS MpernapaTta.

- caxapHblil 1uader.

- €CIlK Toclie NIyOO0KOro XMMHUYeCKOro MUJINHTa, AepMadpa3nu, Ja3epHoOl Tepanuu
WIN JPYTOro MOBPEXACHUS KOXKHBIX IOKPOBOB MPOIILIO MeHee OJHOT0 MecsIia.

- aJulepruyecKkie NposIBIeHUs, OpoHXHWalbHas acTMa, AuabeT, akTHBHas ¢asza
TyOepKyJie3a, THOWHBIEe TOPaXXeHHs KOKH, aKHEe, repriec.




- WHBIE ayTOMMMYHHBIe 3a00JIeBaHUsS, TMOJyYeHHE HMMYHOTEpAnuud B TEPUOJ
MIPOBEICHHUSI TIPOTIEYPHI.

- HapyIIeHne CBEPThIBAEMOCTH KPOBU U TIPHEM aHTHUKOATYJISTHTOB.

- 6epeMeHHOCTh, KOPMJIEHUE T'PYIbIO.

- Bo3pacT 1o 18 ner.

- C OCTOPOKHOCTBIO BBOJIUTH B KOXKY C OJM3KO PaCIOJIOKeHHBIMU KPOBEHOCHBIMU
COCyJIaMHU.

- MaIeHTaM Co CKJIOHHOCTBIO K 00pa30BaHUIO TUIIEPTPOGUIECKUX Y3IIOB.

- BBeJICHUE B 00J1acTh BEK, I'y0.

[ToGouHbIe IecTBUS

- peakuMM B MecTaX HWHBEKUUN: MOJKOKHbIE KpOBOM3IHUSHUS, OOJb, OTEK,
reMaToMbl. Peakiini BO3HUKAIOT B MOMEHT MPOBEJCHUSI UHBEKLUN U 00YCIOBJIEHBI
caMoil crenuUKON TpOIEayphl W/WIM HEMPaBUIBHBIM €€ TPOBEICHUU
crienanucToM. /[aHHbIe peaklnu MPOXOAT CAMOCTOSITeNIbHO B TeueHue 2-7 nHel u
B JIEYEHUHU HE HYKJAIOTCSI.

- peakiMd CcO CTOPOHBI WMMYHHOW CHCTEMBI: TMPU HAIWYUU TOBBIIICHHON
YYBCTBUTEIBHOCTH K BXOJSIIMM B COCTaB W3JENIAsS KOMIIOHEHTaM BO3MOKHO
pa3BUTHE TUTIEPUIYBCTBUTEIBHOCTH HEMEUICHHOTO THUIIA, aJUNIEPTHUECKUX peakui
B BHUAE  aNIeprUYecKOd  KpanuBHULI,  aHA(pUIAKTUYECKOro  IIOKa,
aHrMoHeBpoTudeckoro oreka (otek Ksunke). Peakuuu HemeqieHHOro Tura
BO3HMKAIOT Cpa3zy IIocjie HWHBEKIHUH, TMPU €€ BO3HUKHOBEHUHU CIELUATUCTY
HEOoOXOAMMO KyNUpOBaTh JaHHYIO pPEaklyi0 BBeJCHHEM HWHBEKIMOHHBIX (opM
AHTUTUCTAMUHHBIX WM TITIOKOKOPTUKOCTEPOUIHBIX MPEenapaToB.

- peakuuu 3aMeJUIeHHOTO0 THUMa OTCYTCTBYIOT MpU TNPUMEHEHUM WU3Jeus B
COOTBETCTBUU C HACTOSAILIEH HHCTPYKIIMEH, OJJHAKO OHU MOTYT BOZHUKHYTh MPU €ro
UCIOJB30BAaHUM B cllyyae HaJIW4Msl MaTOJIOTMYECKOro areHTa (3aboJieBaHuUid,
SIBJISIFOIITAXCS TIPOTUBOIOKA3aHUSAMU K IPUMEHEHHIO ).

HexxenaTenpHble SIBICHUS

- MOcJie UCIOJIb30BaHUsl U3MIeNds HeKellaTellbHble SIBIICHUSI MOTYT BO3HUKHYTH B
BUJIe HEOOJIBIIIUX TeMAaTOM, OTEKOB, MOKPACHEHU W dpUTeMbl. BO3HUKAIOT OHU Ha
3-5 neHb U caMOCTOSITEIFHO MCYe3al0T 0OBIYHO B TeueHue 1-2 Hefenb, He TpeOyIoT
MEJIMIIMHCKOT0 KynupoBaHus. [ paHyliemaTo3Has peakiysi MOXKET BO3HUKHYTh MPHU
HaJIMYMU aTaJI0rMYeCKOro areHra.

- BO3MOJXXHO TMOSIBJIEHUE YIUIOTHEHUW B MeCTe BBEIEHHUS U3Jeus. YTUIOTHEHUS
TKaHU He 3aMeTHBI BHEIIIHE, HO MOTYT MPOIIYbIBaThCA. JJaHHOE MPOSIBICHUE MOYKET
BO3HUKHYTh depe3 5-7 IHeW U MPOXOAUT CAMOCTOSTENIbHO B TeueHue 14-21 nHelt u
He TpeOdyeT MeIUIIMHCKOTO KYITMPOBaHUSI.

[TanieHT TOJDKEH B KpaTYalIliie CPOKU U3BECTUTH CIEIUaINCcTa 000 BCeX CIIydasx
BO3HUKHOBEHHS ITOOOYHBIX JEUCTBUU U HEXKEJIATEJIbHBIX SBJICHUH, B TOM YHUCIIE HE
yKa3aHHBIX B JaHHOW UHCTPYKIMU MO IPUMEHEHUI0, COXPaHSIOIIUXCS OoJiee OHOM
HeJIeNW Tocyie TPOBeNIeHUs MpoIeAyphl. B cBOO odepens KBaTHPUITMPOBAHHBIN
CIIELIMAIUCT JOJKEH Ha3HAYUTh COOTBETCTBYIOIIIEE JICUCHHUE.




7 Yka3aHus 10 NIPUMEHEHHUIO

IToaroroBka K mpolieype UMILIAHTAIIUN

BBenenve wuznenvs OOMKHO MPOU3BOJUTHCS TOJBKO BpavuOM-CHELHAIUCTOM,
UMEIOIIMM  COOTBETCTBYIOIIYIO  KBaTU(UKAIIMIO, a TaKXke TIPOIIeIIIM
ClielIMaNIbHYIO MTOATOTOBKY TE€XHUKE BBEJIEHUS OUOIerpaupyeMbIX UMILJIAHTATOB.
[Tpoueaypsl JOMXKHBI MPOBOAUTBCS B  acenTHueckux ycinoBusx. llepen
MpUMEHEHUEeM H3JeNnsi HeoOXOoAuMOo YOenuThcs B OTCYTCTBUHU TMOBpEXKIACHUN U
nedopmaliii B yrmakoBKe U BHYTPEHHEM COJIEPKHUMOM.

[ToaroroBka naiyeHTa

[Tepen HauamoMm mpoleaypbl HE0OXOAMMO coOpaTh aHaMmHe3 MaldeHTa, a TaKKe
noanucatb MHGOPMUPOBaHHOE JTOOPOBOJILHOE coOIJlacMe Ha MEIUIUHCKOe
BMeIIaTeIbCTBO. Heob6xommmo MPOUH(POPMUPOBATH naimueHTa 0
MPOTUBOIOKA3aHUSIX U BO3MOXKHBIX peaKUsX Mpu MPUMEHEeHUH UMILIaHTaTa.
Mecto BBejeHUsI UMILIAHTaTa cjedyeT THIaTeIbHO 00paboTaTh aHTHUCENTUKOM
(Hanmpumep, pacTBOP MEAULUMHCKUM aHTHCcenTHYecKuil 95%).

IloaroroBka UMIIIaHTaTa

1. UmnnanTaT HeoOX0AUMO 3apaHee JOBECTH 10 KOMHATHOM TeMIepaTyphl.

2. CHATh UEHTpalbHYIO YacTh alIOMHUHHEBOM KpBIIIKK (IJIaKoOHa, OYUCTUTH
MOBEPXHOCTh PE3MHOBOM MPOOKH aHTUCENTUKOM. [Ip1 moBpek1eHHOM KpbILIKe WIIH
PEe3UHOBOM MPOOKe U3zeNne He MOAJIEKUT UCTIOb30BaHUIO.

3. C moMolI1pl0 0OIHOPA30BOT0 LITMPHUIA U UIJIbl UHBEKIIMOHHON (PEeKOMEHIYIOTCS
UTJIbl UHBEKIMOHHBIE pazmepoM auametpa 20G (0,9 mm), 21G (0,8 mm), 22G (0,7
MM)) K cojaepkuMoMy GhiakoHa q00aBUTh PacTBOPUTENh (CTEPUIBHYIO BOIY HJIst
UHBEKIUI) 00beMOM:

- st mzaenus ¢ no3upoBkoit 1000 mr — 20 mu;

- muist u3aenus ¢ 1o3upoBkoit 400 mr — 8,5 mu;

- 1uist u3aenus ¢ 1o3upoBkoit 200 mr — 4,5 m.

4. B cnyuae moOaBieHHsS aHeCTeTHKa, TO CHayamga K COAepX)UMOMY (hiakoHa
N00aBUTh pacTBOPUTEIIb (CTEPUIIbHYIO BOAY JJIsl UHBEKIUN) 00beMOM:

- 1uist u3aenus ¢ no3upoBkoit 1000 mMr — 19 mu;

- muist u3aenus ¢ no3uposkoit 400 mr — 8,1 mu;

- 1Jist u3aenus ¢ 1o3upoBkoit 200 mr — 4,3 mi

cMelIaTh A0 TMOJIHOTO U PAaBHOMEPHOTO PacTBOPEHHS I'paHys U 3aTeM J100aBUTH
aHecTeTUK (Hampumep, ApTukauH-buHepruss wnum Jpyrue aHecTeTHKH, He
cojepkaliue B CBOeM cocTaBe dSMuHedpuH (agpeHaluH) W/HWIM ero aHaJloTH)
ob6bemMoM:

- st u3aenus ¢ no3upoBkoit 1000 mr — 1 mu;

- mist uzaenus ¢ no3upoBkoit 400 mr — 0,4 mu;

- muist uzaenus ¢ 1o3upoBkoit 200 mr — 0,2 mut.

5. Jlis paBHOMEPHOTO CMEIIMBaHUSI TPaHysl C JKHUAKOCTBIO PEKOMEHIYeTCs
BCTpsIXUBATh (h1akoH Ha mpoTsikeHn: 20-30 MUHYT.




HNudopmaiys 0 TOTOBHOCTH U CPOKE FOJTHOCTH FOTOBOW CYCTICH3UH

NmnnanTat BBOOWTCS cpa3y moclie pa3BefeHus rpanys. Heucnonb3oBaHHBIN
UMIUIAHTAT MOMJIeKUT yTunuzauuu (cMm. Pazgen 13 HacTosiedt MHCTPYKIUU IO
NPUMEHEHUIO).

Beesnenuve umianrara

1. BBeneHue uMIuiaHTaTa OCYLIECTBIISIETCSI ¢ TIOMOIIBIO OJTHOPAa30BOM CTEPUIIbHON
UTJIBl WM KaHIONM M OJIHOPA30BOTO CTEPWJIBHOIO IIMpHULA ISl WHBEKUIUH.
PexomenayroTcst uriel win KaHtolu pasmepom auametpa 25G (0,5 mm) wim 27G
(0,4 MM) UM UHBIX pa3MepOB Ha YCMOTpEHHUE CIelUaIncTa.

2. Jlo3a UMIUTAaHTUPYEMOTO W3/1eJUsl BapbUPYETCs B 3aBUCUMOCTH OT IIOLIA1 30HbBI
KOPPeKIUH, TTyOUHBI MOPIIWH, TUMA KOKU MallMeHTa U OKUJIaeMOro pe3yJibTara.
OueHka KOppeKUMH TKaHed NpOU3BOAMUTCS BU3YallbHO. | HIepKoppexuus
HeXeaTellbHa, HO BO3MOYKHA JIJII MOPIIIMH W BITAJIMH HA IeKax, CKyJIax oiaromaps
BSI3KOCTH U3JICIHS.

3. Ilpu koppekimu pyOIIOBEIX U3MEHEHUH MSATKAX TKaHEH Jnla U Teja mpermapar
BBOJIUTCS B CpeIHUN WM THyOOKHWIA CJIOW JepMBI, B OCTQJIBHBIX CIydasx
pEKOMEeHyeTcsl BBOJAUTh B MOAKOXKHBIN cioil. JIjisi KOHTpoJisi TyOUHBI BBEJIEHUS
UMITJIAaHTaTa HEOOXOJUMO CcJeTKa OTTSHYTh KOXXYy B HaIpaBJIeHUU OOpaTHOM
BBEJICHUIO Il (pOPMHUpOBaHUSI yHpyroil moBepxHocTd. CTepuisibHas WUria Wid
KaHIOJIsl BBOJUTCS B TKaHM JO JOCTIKEHUS HeoOxoaumoin rinyounsl. [lpu
NepeceyeHn WIJIOW WM KaHIoJIed TpaHULbl JIepMbl WIM MOAKOXKHOIO CJOs
OlLlyIIaeTcsl K3MEHEeHHEe B COMPOTUBJICHUH TKaHHU.

4. Tlocne wHBEKUMH Ha 00JIACTb KOPPEKIMH PEKOMEHJyeTCsl HallOXWUTh JEJ
(3aBEpHYTHIA B candeTKy, 4TOObl M30eXk,aTh MPSIMOro KOHTaKTa C KOXKei) WIu
xnaanaker (Hampumep, xnaamnakeT Icepack APTOS) ans cHukeHus pucka
BO3MOYKHOTO Pa3BUTHUS OTEKA W/ WA KPOBOTIOITEKOB.

5. Ilocne npouexypsl NALMEHTY He cleayeT B TeueHue 12 4acoB HAHOCUTh MaKUsIK,
a TaKXke B TeYeHUWE HeJeNM TOJABEpPrarbCs pe3Kod cMeHe TemmepaTyp
(mepeoxyaxkieHue, HarpeBaHue, nocelieHne cayH, npedblBaHUE Ha COJIHIIE U T.J.).

MaxkcruMaIbHO BO3MOYKHBIN 006EM BBEIEHHUS 34 OJIHY ITPOIIEAYDPY cocTaBsieT 80 Mt
FOTOBOMU CYCIIEH3UU

Oco0eHHOCTH NPUMEHEHNs UMILIAHTATa B Pa3IMYHBIX AHATOMUYECKUX 00JacTsIX
[I{euHo-ckynoBas obnacTb: riy0oKas UHbEKLINS, paBHOMEPHas TeHepaln30BaHHas
uHpunbTpanus. KoinyecTBO BBOJMMOIO MPUTOTOBJIEHHOIO pacTBopa Mo 2 Mi
TOTOBOW CYCII€H3UHU AJIsl K10l CTOPOHBI, pEKOMEHAYEeTCsl IPUMEHSTh uribl 25G
(0,5 mm), 27G (0,4 mm) nnu xkantoto 25G (0,5 mm).

Bucounast o6macTh: MOAKOXKHOE BBEJEHHE C OOPaTHO-NIOCTYMATENBHBIM XOJO0M
uriel. [IpokoHTponnpoBaTh, YTOOBI KPOBEHOCHBIE COCYABI HE OBLIN MOBPEKICHBI.
[To 1 M cycnieH3uM Ha OAHY CTOPOHY, peKOMEeHIyeTcsl MpuMeHsATh urisl 25G (0,5
MM), 27G (0,4 Mmm) unu kantodto 25G (0,5 Mm).

OxkonoymHasi o6nacTe: TIyOOKash MHBEKIHsS, paBHOMEpHas TI'eHepaln30BaHHas
uHpubTpanus. KomudecTBo BBOAMMOIO MPUTOTOBICHHOTO pacTBOpa Mo 2-3 il




TOTOBOW CYCII€H3UHU JJISl KaXKJI0M CTOPOHBI, pEKOMEHIyeTCsl IPUMEHSITh Urisl 25G
(0,5 mm), 27G (0,4 mm) mnu kautomro 25G (0,5 mm).

CybOmenTtanpHas obnacTh: TiyOoKas MHBEKIMs, paBHOMEpHasi TeHepalli30BaHHas
uHpmIbTpanus. KoinyecTBO BBOJMMOrO MPUTOTOBICHHOTO pacTBOpa MO 2 Ml
rOTOBOM CyCIeH3UHU, peKOMeHayeTcs mpuMeHsiTh urisl 25G (0,5 mm), 27G (0,4 Mm)
uiu kaHtomo 25G (0,5 Mm).

[Iles: mogkox)HOE BBeIeHHE, OHOPOIHAS, TeHepaln30BaHHas HHOUIbTpaIus. 2 Ml
rOTOBOM CycIieH3uu 3a oJiuH ceanc. Heobxoaumo oT 2 10 3 ceaHcoB Uisl MOPIIMH U
CKJIQJIOK Ha Iliee, peKkoMeHayeTcs npuMeHsTh urisl 25G (0,5 mm), 27G (0,4 MM) niu
kaHtoo 25G (0,5 mm).

30Ha [JEKOJbTEe: TMOJKOKHOE BBEJCHHE, OJHOpPOJAHAs, TIeHepaln30BaHHAas
uHGUIBTpaus. 2-3 MJI TOTOBOM CyCIIEH3UH, PEKOMEHIyeTCsl PUMEHSITh Uriibl 25G
(0,5 mm), 27G (0,4 mm) unu kantomo 25G (0,5 mm).

Koxa pyx: 1o 2-4 Mi1 roTOBOM cycrieH3uu i1l 00eux pykK; 1-2 ceaHca ¢ UHTEpBajIOM
2 Mecsna, pekomeHayertcs npumensTs uriel 27G (0,4 mm), 30G (0,3 mMm) unu
kantonu 27G (0,4 mm), 25G (0,5 Mm).

XKuBOT: mOIKOXKHOE BBENEHHE, OJHOPOJHAs, TeHepalIn30BaHHAs WH(DUIBTPALIUSL.
10-20 mu1 rOTOBOM CycnieH3UH, peKoMeHayeTcst npuMeHsTh uribl 25G (0,5 mm), 27G
(0,4 mm) unu kantoo 25G (0,5 mm).

Aroauuel: TOIKOKHOE BBEJIEHHE, OTHOPO/IHAS, FeHepalli30BaHHas UHPUIbTpALIUS.
[To 10-20 M1 TOTOBO# CyCIEH3UH Ha KaKIYyIO SITOUILY, PEKOMEHIYeTCsl IPUMEHSTh
uriel 25G (0,5 mm), 27G (0,4 Mmm) unu kastodio 25G (0,5 mm).

BHyTpeHHsiIE MNOBEpXHOCTh IUIeya: IOJKOXXKHOEe BBeJEHHE, OJHOpPOIHAs,
re”HepanuizoBaHHas uHuapTpaiusa. [lo 10 M roroBod cycmeH3uu Ha Kaxioe
ie4o, peKoMeHtyetcst npuMeHsTh urisl 25G (0,5 mm), 27G (0,4 MM) WM KaHIOJIO
25G (0,5 mm).

BHyTpeHHsst moBepxHOCTh Oenpa: TOAKOXKHOE BBeJCHHE, OJHOPOIHAs,
reHepanu3oBanHas uHQuiIbTpauus. [lo 10-20 Ma roToBOI CycreH3WH Ha KakIqoe
6enpo, pekoMeHyeTcsl npuMeHsTh Urisl 25G (0,5 mm), 27G (0,4 MM) WIIH KaHIOJIO
25G (0,5 mm).

OO6nacTe KOJEHeW: TMOJKOXKHOE BBeJEHHE, OJHOPOJHAs, TeHepaln30BaHHAs
uHpuibTpanus. [To 2-3 M1 roTOBOM CycrieH3UM Ha KaK0e KOJIGHO, PEKOMEH Ty eTCs
npumeHsTh urisl 25G (0,5 mm), 27G (0,4 mm) unu xkautomo 25G (0,5 mm).
O6nacth JIOKTEH: TMOJKOXHOE BBEJCHHE, OJHOPOJHAs, TIeHepalru30BaHHAas
uHpunsTpanus. [To 2-3 M1 roToBO# cycnieH3un Ha KaXK bl JJIOKOTh, PEKOMEHIyeTCs
npumeHsTh urisl 25G (0,5 mm), 27G (0,4 mm) unu kautomo 25G (0,5 mm).

My>kckasi HHTUMHas TUTacTHKa

N3menenne pa3MepoB W (OPMBI TIOJOBOTO HeHA, B TOM YHWCIe JJIs YCTPaHCHHUs
MPEKIeBPEMEHHOM ISKYJISINN:

- BBeJICHWE WMIUIAHTATa BBITIONHSIETCS TIOCIe MPOBEACHUS MECTHOW aHecTe3nuu
obpabaTtbiBaemMoil 00JacTH.

- cJleTKa TIOTSHYB KOXXy IIeHHCa BIepe], HeoOXOAMMO BBECTH IOITOTOBICHHBIN
pacTBOp, pactpeessisi pABHOMEPHO TOHKUAM CJI0€M, HACKOJIBKO 3TO BO3MOKHO.



-  TOpSIIOK MECT UWHBEKUUW MOXEeT BapbUpOBAThCA U OMpejesseTcs
KBTH(PHUITUPOBAHHBIM CITeNIaTuCTOM. VIMITIaHTaT BBOAUTCS, M30erasi JOpCcambHbIX
BeH M apTepuil, B IOJAKOXHBIA cloi. PacnpeneneHne rotoBod CyCIEH3UU U
dbopMupoBaHUe KeIaeMoro oobemMa 1 00XBaTa BRIMOIHSIIOTCS C YIETOM MOXKeIaHui
nalueHTa.

- KaTeropuyeckd NPOTUBOMOKA3aHO BBEJEHHWE B KaBEpHO3HbIe Tejla WU
KPOBEHOCHBIE COCY/IbI JaHHOW 00JIacTH, a TaKKe BBeJIeHHUe B 00J1aCTh ypeTphl.

- KOJINYECTBO BBOJUMOI TOTOBOM CYCIEH3MM 3aBUCHUT OT MOXKEIaHUH MalueHTa K
KOHEYHOMY Pe3yJIbTaTy U MOXKEeT BapbUPOBATHCS: 1JIsl yBeIUUeHUs (POPMBI TOJIOBKU
neHuca 1ocTaTouHo BBectu 10 M1, pekoMeHyeTcst mpuMeHsTh uriibl 25G (0,5 M),
27G (0,4 mm) unu kaHtomo 25G (0,5 mm); 11 o61iero yBeandeHus neHuca oobeM
MoxeT ObITh oT 20 Ma 10 30 mia. OJHOMOMEHTHO, YTOOBI MPEAOTBPATUTH WU
YMEHBIIUTh BO3MOKHbIE TTOOOYHBIE NEWCTBUSI U HeXejaTelbHble SBICHUS H3-3a
WHDBEKIUH, Ty4llle He BBOAUTH Ooiiee 20 MII TOTOBOM CyCIIeH3HH.

- TOTIOJIHUTEJIbHbIEe UHBEKIIMUA UMILJIAHTaTa MOTYT ObITh CJellaHbl IPUMEPHO Yepes
1 Mecsi1 mociie NocAeJHEro BBEACHUS U3 EeNHsL.

- 711 IPOBEJIEHUs MPOLIeTypbl UCIOJB3YETCsl TOTOBAsl CyCIIE€H3Hsl, TIOATOMY Iepes
HayajoM  MpoUeaypbl  HEOOXOAuMO  MpeaynpeauTh  MHalueHTa,  4To
GbU3MONOTUYECKHE SPEKIIUA U JAaBJIEHUE, MOTYT CTaTh NMPUYMHOW HEMpaBWILHON
(dbopMBbI NeHUCa, ¥ YTO MHOTJA MPUBOJIUT K aCHMMETPHUH TIeHKCa.

- TocJIe MpolLeayphl 3aPpUKCUPYHUTE MEHKC ¢ MTOMOIIBIO KOMITPECCHOHHOT0 OaHaaxa
(oBsI3KM) HA 5 THEH.

XKenckass ”HTUMHAS TTACTHKA

[TepuHeonacTika, KOPPeKIUsl BO3PACTHBIX TMHEKOJOTHYECKUX WHBOJIIOLMOHHBIX
W3MEHEeHUH, JieueHre HelepKaHusl MOYH:

- BBeJeHUE HMIUIAHTaTa BBINOJHSAETCS TOCJe MPOBEACHUsSI MECTHON aHecTe3uu
obpabaTtbiBaemMoil 001acTH.

- croco0 BBeJIeHUsI JIsl IeUeHUsI HeJlepKaHus MOYH (10 4aCOBOM CTpeJiKe): BBOJUTh
nmo 5,0 MJI TrOTOBOM CycHeH3WM B KaXAyl0 CTEHKY Biaranuina (B o01acTh
BarvHaJIbHOM MeMOpaHbl) MeXy yacamu 7-8 u Mexay 4-5 yacoB (2 MHBEKIINH),
pekoMmeHayetcs npuMmeHsTh urisl 19G (1,1 mm) - 21G (0,8 Mm).

- Ui TePUOHEOIUIACTUKHM M KOPPEKLIMH BO3PACTHBIX TMHEKOJOTHMYECKHUX
WHBOJIIOLIMOHHBIX W3MEHEHUH BBITIOJIHAETCS MOJKOKHOE BBEJIEHHE, OJHOPOJIHAs,
reHepainu3oBaHHas WHQuUIbTpanus. BBoautcs 3-5 M roToBOM cycrneH3uu,
pekoMeHryeTcst npuMeHsTh urisl 25G (0,5 mm), 27G (0,4 Mm) minm kantono 25G
(0,5 Mmm).

- croco0 UHBEKLNA MOKET ObITh U3MEHEH C YYEeTOM aHaTOMUYECKUX 0COOeHHOCTeH
MalKeHTa U C Y4eTOM PeKOMEHIalll1 CIIelUalucTa.

- B 00JIacTH HApY)KHBIX TMOJIOBBIX OPraHOB MMIUTAHTAT BBOJIWTCS TOJKOKHO WA
NOJICIIM3UCTO, U30eras nonasianus B KpoBeHOCHbIE cocyabl. KomnyecTBo cycneH3nn
OTIpeJIeNISIeTCSl UCXO/IS U3 WHIUBUTY aJIbHBIX TTOKA3aHMH.

- OJJHOMOMEHTHO peKOMeHJyeTcs BBeaeHue He 6osnee 10 M TOTOBOH CyCIEH3HH.
[ToBTOpHOE BBEJeHHME HMILIAaHTaTa B Ciydae JIOMOJHUTEIBHON KOppEeKLIHUU
pPEKOMEHyeTCsl C HHTepBaJIoM MUHUMYM | MecsIl.
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- TIOCJIe TPOIEAYPhl KBATU(PUITMPOBAHHBIN CTICIIMAINCT Ha3HAYaeT HEOOXOAMMbIe
JeKapCTBEHHbIE IMpenapaTtbl B TeueHWe 3 JAHeHd, BK/IoYas aHTUOMOTHKUA W
aHallbreTUKHU.

- MalMeHT MOXXeT MPUHHUMAaTh Ayl Toclie 3 JHel ¢ MOMeHTa MpOoBeAeHUs
npouenypsl. [1ooBoil akT BO3MOKEH mocie 3 Helellb ¢ MOMEHTa MPOBEACHUS
MPOIIeTyPhI, XOTSI MOXKET COMPOBOXKAATHCS OMpeJIelIeHHBIM AUCKOM(MOPTOM TpU
NEPBOM aKTe.

Mepbl 1peA0CTOPOKHOCTH::

- cobmoaiiTe 00beM U MpaBUIIbHOE BBEACHUE U3EINS;

- HE UCIIOJIb3YWTE U3JEJINE C UCTEKIINM CPOKOM T'OJJHOCTH;

- HE UCIIOJIb3YWTe U3JeNIre TIPU MOBPEKACHUU LETOCTHOCTH YIaKOBKU;

- He WCHOJB3YWTe wu3Aesne, €ciu KaKoh-TuOO KOMIIOHEHT IMOBpEeXACH WU
HeCTepUJIeH;

- B CJIydae MOBPEeKICHUS WK 3aKyITOPKH UTJIBI/KaHIOJIH, 3aMEHUTE ee Ha HOBYIO;

- He UCTIOJIb3YTe U3jiesive MOBTOPHO, CTePUIILHOCTD U3/ieNus Oy1eT HapylIeHa;

- U3JleNive He MOJIJIeKUT MOBTOPHOM CTepUIn3allii;

- YTUJIU3UPYUTE HEUCTOIb30BaHHbIE UJIM OCTAaBIIIMECs MOCie CMEIIMBaHUs PacTBOD,
(baKOHBI MTOCJIe MPOBEeHUs MPOLETYPhI;

- HE 3aMOpaKuBaTh!

- XpaHUTh B MECTaX, HEJOCTYITHbIX JJIs IeTeH.

B3anmonencTBrs ¢ APYTMMU MEIMIUHCKAMU U3JIeJIMAMU U IpenapaTtaMu
ITonmuMoso4Hass KUCI0Ta COBMECTUMA C APYTMMM IpernaparaMu. Her onmcaHHBIX
CJIy4aeB HECOBMECTUMOCTH C JIEKAPCTBEHHBIMH ITpEIIapaTaMH.

HccnenoBanus B3aMMOISHCTBUS UMITJIAaHTAaTa B COCTaBe C HATPUN KapOOKCHUMETHII
LEJUTFOJIO30M ¢ JIEKapCTBEHHBIMM IIpernapaTaMy, IPYTHMMM BEIECTBAMU WIIU
MMIUIAHTATaMH1 HE TPOBOAMIIKC.

8 Crepunuzanus

Nzpenve crepunusyercs ¢ ucrnolyib3oBaHueM stuieHokcua (30) U COOTBETCTBYET
I'OCT ISO 11135.

9 CBeaenusi 00 ynakoBke

['panynbl UMIIIaHTaTa MOMELIAIOT B MUHAUBUAYAIbHYIO MEPBUYHYIO YIAKOBKY -
(1aKkoH W3 HEHUTpaJIbHOrO MPO3PavyHOro CTEKJa 1-ro TUAPOIMTHYECKOro Kiacca
obbemom 20 MJ, YKYNOPEHHOTO pEe3MHOBOM NPOOKOM U  altOMUHUEBO-
MOJIATIPOTIMIICHOBBIM ~ KOJIMTAYKOM. 3ateM (JIakoH BMeCTe ¢ HWHCTPYKIMEeH u
CTUKEpaMHu YKIIaJIbIBalOT B IOJIb30BATENbCKYI0 KapTOHHYIO KOpPOOKY, KoTopas
BEINTyCKAeTCs B JIBYX BapuaHTax WCHoNHeHus ¢ mepdoparueit u 6e3. [lamee
MOMEIAI0T BO BTOPUUHYIO TPAHCTIOPTHYIO YIAKOBKY - FTOQPUPOBAHHYIO KAPTOHHYIO
KOPOOKY 3aKa3aHHBIMU MaPTUSMU.
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10 CBenenusi 0 MApKHPOBKe

MapkupoBka u3enus 10JKHa OBITh BBITIOJHEHA B COOTBETCTBUU C TPeOOBaHUIMU
I'OCT P UCO 14630, TOCT P MCO 15223-1 u TexHuyeckux yCIOBUH Ha
MEJUIIMHCKOE U3/IeTIHe.

MapkupoBKka HAHOCUTCS Ha MHAWBHUIYAIbHYIO NEPBUYHYIO YIIAKOBKY — (DJIaKOH U
Ha MOTPEOUTENBCKYIO YIIAKOBKY - KAPTOHHYIO KOPOOKY .

Omnucanue CUMBOJIOB MapKHPOBKH

CumBoa Pacmindposka cumBoJia

LOT Homep naptuu (kon naptun)

&] JlaTa nzroroBneHust (Mecsill, ToJ1)

g Ucnonw3oBats 10... (Mecs, roa) (Cpok rogHOCTH)
SN Cepuiinblii HoMep
STERILE| EO Crepunuzanus OKCHUIOM dTHIICHA

He CTCPUIIN30BATh IIOBTOPHO

He ucnonp3oBate npu NoBpexAeHUH yIAKOBKU U 00paTUTHCS
K UHCTPYKLMH 10 TPUMEHEHUIO

@ 3anpeTr Ha NOBTOPHOE NPUMEHEHHE

He JOITYCKaTb BOBI[GﬁCTBHSI COJIHCYHOTI'O CBC€Ta

He nonyckate Bo3aelicTBUS BiIaru

OcTopoxHO

[:E Ob6partutech K THCTPYKLHH 11O TPUMEHEHUTO
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TemneparypHbIi quana3soH

I Xpy1nkoe, o0palaTbcsi OCTOPOKHO

MD

MeaunuHcKoe u3aeiie

11 HopmaTuBHBIe TPeOOBaHUS M CTAHAAPTHI

Homep noxkymenra

HaumMeHOBaHHMe JOKYMEHTA

I'OCT ISO 11135-
2017

Crepunuzanys Me IMIMHCKUX U3EIHN. DTUICHOKCHI.
TpeboBanwus k pa3paboTKe, BaJUAaLNN U TeKyLLEMY
yIpaBJIeHUIO MTPOLIECCOM CTEPUIIM3ALUU MEAULMHCKUX
U3JeIui

ITpuka3z M3 P® ot 6
nroHs 2012 . No 4n

OO0 yTBep)KIeHNN HOMEHKIIATypHOU KIacCU(PUKALIUU
MEIUIIMHCKUX U3AeIuN

I'OCT 31508-2012

N3nenus menuuuHackue. Kiaccudukaius B 3aBUCUMOCTH
OT MOTEHIMAILHOTO prcKa mpuMeHeHus. O0mue
TpeOOBaHUs

OK 034-2014
(KTIEC 2008).

O6mepoccuiickuii knaccupukaTop NpoayKIUH 110
BUJIaM SKOHOMUYECKOH IesITeIbHOCTH

I'OCT ISO 10993-1-
2021

Wz nenns mequnuHckue. OLieHKa OM0I0TrMYeCKOro
nercTBus MequUMHCKUX n3nenui. Yacte 1. Ouenka u
HCCJIEJIOBAaHUs B IPOIecCe MEHEIHKMEHTa pUCKa

I'OCT P UCO
14630-2017

MmMnnanTaTel Xupypruueckue HeakTuBHble. O0ue
TpeOOBaHUS

I'OCT EN 556-1-
2011

Crepunuzanusi MEIUIIMHCKUX u3enuid. TpeboBaHus K
MEJIUIIMHCKUM U3JIeTIUSAM KaTerOpHH «CTePUSIbHBICY.
YacTte 1. TpeboBanus K MEIUIIMHCKUM U3JICIIUSIM,
MOJJICKAIMUM (GHHUIITHON CTepHIN3aIlin

I'OCT ISO 11607-1-
2018

VYakoBKa I MEAULIMHCKUX U3ETUHI, TTOMIEKAIINX
¢unMIHOM cTepunm3anun. Yacte 1 TpeGoBanus k
Marepuanam, 0apbepHBIM CUCTEMaM JUJIsl CTePUITU3aALNH
Y YIIAKOBOYHBIM CHCTEMaM

I'OCT 19808-86

Crexno meauimHckoe. Mapku

I'OCT 745-2014

@onpra amoMAHUEBAs 151 YIIAKOBKU. TeXHUYeCcKue
YCIIOBUS

I'OCT P UCO
15223-1-2023

N3penus menuuunackue. CUMBOJIBL, TPUMEHsIEMbIe 115
nepeaady HHGOpMaIUK, MpeIoCTaBIIEeMOM
uzrotoutesieM. Yactb 1. OcHOBHBIE TpeOOBaHUS
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I'OCT 14192-96

MapkupoBka rpy3oB

I'OCT 15150-69

MaIlII/IHBI, HpI/I60pBI U APpYyTUe TEXHUYCCKHUEC U3 OCIINA.
Hcnonnenus A pa3iIMIHbIX KIIUMATUYCCKUX paﬁOHOB.
KaTel"OpI/II/I, YCJIOBUA 3KCILTYyaTalluv, XpaHCHUA U
TPaHCIIOPTHUPOBAaHUS B HaCTHU BOBﬂGﬁCTBHﬂ
KIIMMaTU4YCCKHUX q)aKTOPOB BHEILIHEM Cpelbl

OPC 1.2.1.1.0002

CnextpomMeTtpus B uHQpakpacHOU 00jacTu

I'OCT ISO 11737-2-
2011

Crepunuzanusi MEJUIUHCKUX U3JICTUN.
Muxkpobuonorudeckue Mmetosibl. Yacts 2. McnibiTanus Ha
CTepUIBHOCTD, MPOBOJIUMBIE TTPU BATUAALUY POLIECCOB
CTepWIIN3ALHU

MYVK 4.2.2942-11

MeTobl caHUTapHO-0AKTEPHUOTIOTUUSCKUX
HCCIIeIOBAaHUM O0BEKTOB OKPY KaroIlel cpe/ibl, BO3IyXa
1 KOHTPOJISI CTEPUIIBHOCTH B JIeUeOHBIX OpraHu3aIMsIX

MVK 4.1/4.2.588-96

MeTobl KOHTPOJISI MEIUITUHCKUX
MMMYHOOHOJIOTHYECKUX MPenapaToB, BBOJUMBIX JTIOASM

ODC 1.2.4.0003.15

CtepusibHOCTh

0®C.1.4.2.0005.18

BI/II[I/IMBIG MCXaHUYECKUEC BKIIFOYCHUA B JICKAPCTBECHHBIX
npernaparax aji nmapeHTSpajJbHOIo IPUMCHEHUS U
I'1a3HBIX JICKAPCTBCHHLBIX d)opMax

O®C 1.2.1.0004 HNonomerpus
OdC 1.2.1.0015 BsskocTs
OdC.1.2.1.0014 [TnoTHOCTH

ODC 1.2.4.0006.15

BaKTepI/IaHBHBIe OHAOTOKCHHBI

ASTM-F1980-2021

CrangapTHOE pyKOBOJICTBO [0 YCKOPEHHOMY CTapEHUI0
CTEPUJIBHBIX 0apbepHBIX CUCTEM JIJIsl METULIMHCKUX
U3JeIui

O®C.1.1.0009

CTaOMIBLHOCTE U CPOKH IT'OAHOCTH JICKAPCTBEHHLIX
CpCACTB

CanlIuH 2.1.3684-21

CaHuTapHO-3MH1IeMHOJIOTHYECKHUe TPpeOOBaHUS K
COZIEP’)KaHUIO TEPPUTOPUI TOPOJICKUX U CENBCKUX
MOCeJIeHU, K BOJIHBIM 00BbeKTaM, MUThEBOU BOJIE U
MUTHEBOMY BOJIOCHA0KEHUIO HACETIeHUs, aTMOC(HEPHOMY
BO3/IyXY, [IOUBaM, KWJIbIM MOMEIIEHUSIM, SKCIUTyaTaluu
MPOU3BOJICTBEHHBIX, OOIIECTBEHHBIX TOMEIIIEHH,
OpraHu3aliy ¥ NpOBeJACHUI0 CAaHUTAPHO-
MIPOTUBOATUIEMUYECKUX (TIPODUITAKTUIECKIX )
MEPOIPUSITUN
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12 YcaoBus 3keniyaTanuy, XpaHeHUs1 H TPAHCIOPTHPOBKH

YcnoBus dKcIyaTanuy

Temnepatypa okpyxatoieid cpeabl: +23°C+5°C.

Jnana3oH Temneparyp npu ucnosnb3zoBanuu: ot +32°C no +42°C.
OtHocuTenbHasa BiIaxHOCTh: oT 30% no 75%

YcnoBUs XpaHeHUs U TPAHCIIOPTUPOBAHUS

Temneparypa okpy:xatorero Bozayxa: ot +5°C no +25°C.

OTtHocuTenbpHast BIaXHOCTE: OT 30% 1m0 75% 0e3 KoHaeH Al Biary.

XpaHUTh B CyXHUX MPOBETPUBAEMBIX NMOMEIICHUAX, 3aIUIIEHHBIX OT COJHEYHBIX
ayded W aTMochepHBIX BO3JEHCTBUN, HA pacCTOSHUM He MeHee | M OT
OTOINUTENBHBIX MPubOpoB. He 3aMmopakuBats!

13 Yruniauzanusa

YTunuzanys HWCIOIh30BAHHBIX (IAKOHOB W HEWCIOJIH30BAHHOTO WMILIAHTATA
nocJje pa3BeieHUs] TpaHyJ JOJIKHA OCYIIeCTBIsATbCs B cooTBeTcTBUM ¢ Canllun
2.1.3684 nns oTX0n0B Kiacca b (snuaeMuosorndecky ornacHble OTXOIbl).
Heucnons3oBaHHOE MEIUIIMHCKOE HU3/eNIMe ¢ UCTEKIINM CPOKOM TOJTHOCTH WJIH C
HapyILIEHHON yMaKOBKOM, a Takke KapTOHHasi KOpoOKa M TpaHCHOpPTHas Tapa
yTunusnupyroTcss B cootBerctBuM ¢ Canllun 2.1.3684 nns orxomoB kiacca A
(anuaemMuoornyecku 6e30macHble OTXO0/IbI, MPUOIMKEHHBIE [0 COCTaBY K TBEPABIM
OBITOBBIM OTXOZaM).

14 Cpok roaHoctu
Cpok rogHocTH — 2 rojia ¢ 1aThl U3TOTOBJIEHUS (CTepUIU3alUN ).
15 I'apanTHiinble 00513aTE/ILCTBA

'apanTuiiHbli CpOK TOAHOCTH WU3AeNuss — 2 Troja ¢ JaThl HU3TOTOBIEHUS
(crepunuzanun). [lpousBonuTens rapaHTHUpyeT COOTBETCTBUE KauecTBa W3JENUs
npu coOJII0IeHNH MOTpeduTeNieM YCIOBUN SKCIUTyaTalluu, TPAaHCIIOPTUPOBAHUS U
XpaHEeHHUs.

16 Pexnamauuu

[To Bompocam 3KcCIuTyaTallid MEIUIIMHCKOTO U3JIeusl, HeJKeNaTeIbHbIX SIBJICHUSX,
BEISIBJICHHBIX MTPU IPUMEHEHUH 00pamiaThbcs K MPOU3BOIUTEIO IO a/Ipecy:
O6mectBo ¢ orpanndeHHON 0TBeTcTBeHHOCTHIO « AITTOC)» (OO0 «AITTOCY),
KOpuanueckuii anpec:

Poccus, 115088, Mocksa, np-1 3-i1 Yrpeuickuii, a. 8, ctp. 9, atax 1 noment. 10A.
Ten: +7 (499) 922-06-62, E-mail: info@aptos.ru
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