YTBEPXIAIO
I'enepanbHbI AUPEKTOP
000 «AIITOC»

I''H. Kamxas

«02» nrons 2025 .

M.IIL.

NHCTPYKIUA IO NIPUMEHEHUIO
HA MEJUIIUHCKOE U3JIEJIUE
Hepmanbubiii ummianTat (pusuiep) «Ellagen» st BocnosiHeHusi 00béMa
Juua u teqaa no TY 32.50.50-002-04866216-2021

2025



[Ipou3BOAUTEIb:
000 «AIITOCy, Poccus
Poccus, 115088, Mocksa, np-n 3-i Yrpeuickuid, 1. 8, ctp. 9, stax 1 nomenr. 10A.

Anpec Ipou3BOJCTBA:

I. OO0 «AIITOC», Poccusa, 121205, MockBa, Tep. MHHOBAllUOHHOTO IIEHTpa
CxonkoBo, bonbiioit 6-p, a. 42, ctp. 1, momemnr. 873, 885.

2. 000 «AIITOC», Poccus, 115088, Mocksa, np-a 3-ii Yrpeuickui, a. 8, cTp. 9,
staxk 1 moment. 10A.

1 HanmeHoBaHMeE U COCTAB MEAUIMNHCKOI'0O U3J1€JIud

Hepmanbubiii ummuianTat (puwuiep) «Ellagen» nns BocmonHeHus: o0bEéMa una u
tena no TY 32.50.50-002-04866216-2021

B BApUaHTaX UCITOJIHCHUS:

1. depmanbabiii umruianTat (bumiep) «Ellagen» mis BocrionHeHus o0bEéMa nia u
tena PLLA+CMC 1000 mg, B cocrage:

- ¢nakon ¢ rpanyaamu 1000 mr — 1 .,

- HTHCTPYKITUS 110 IPUMEHEHHIO — | 1MIT.,

- KOMIUJIEKT CTUKEPOB — HE MeHee 2 IIIT.

2. lepmanbubiii ummiantat (¢umiep) «Ellageny nis BocronHenust o0bEMa auia u
tena PLLA+CMC 200 mg, B cocrage:

- ¢akon ¢ rpanyaamu 200 mr — 1 mmT.,

- UIHCTPYKIIUS 110 IPUMEHEHHIO — | TIT.,

- KOMILJIEKT CTUKEPOB — HE MeHee 2 IIT.

3. Jlepmanbubiii umruiantar (pumep) «Ellagen» nis BocrionHeHus 00bEMa uiia u
tena PLLA+CMC 400 mg, B cocTage:

- ¢maxon ¢ rpanynamu 400 mr — 1 mT.,

- MHCTPYKITUS 10 IPUMEHEHHIO — | TIT.,

- KOMIUJIEKT CTUKEPOB — HE MeHee 2 IIT.

Hanee mo Texcty — uznenue, umruianrar, Ellagen PLLA+CMC.

2 HazHavyeHue 1 00,1aCTHh PUMEHEHU S

Hasunauenue

I/I3I[6J'II/IG NpcaHasHa4YCHO IJIsI BOCCTAHOBJICHHA IIOAKOXXHOI'O CJI0A JIWId, IICH U
30HbI ACKOJBTC, YBCIMYCHHA W BOCIIOJIHCHHA 00BéMa MATKUX TKaHEH Juna IIpu
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KOPPEKIHUHU JUNOAUCTPOdUHU, 3aMOJHEHUS HOCOTYOHBIX, T'y0OHO0I00POIOYHBIX
CKJIaJI0K, IEPUOPATIBHBIX MOPIIHH, MPEIYIIHBIX MOPUIUH, BOCCTAHOBIEHUS (POPMBI
1 00bEéMa MOYKU yXa B pe3yJibTaTe BO3PACTHOU nedopMaiu u morepu oobEMa,
KOPPEKIMU pyOIIOBBIX U3MEHEHUH JIULIA U TeJla, yCTPaHEHUs APsA0I0CTH KOXKH JTULa
U Teja, KOPPEKUHMH AacUMMETPHM, BO3HHUKIIEH B pe3yJbTaTe€ TpaBMbl WIH
3a00seBaHus, TyTEM BOCIIOJIHEHU 00bEMA MITKUX TKaHel uia u Tena. B Mmyxckoi
M OKEHCKOM HMHTHUMHOW IUJIaCTHUKE W3JEIUEe NpPEeIHAa3HAuY€HO I JIOKAJIbHBIX
WHBEKIIMH B MSTKHE TKaHU [JIs1 (QUUIMHTa WHTUMHOW 30HBI M KOPPEKIMU
ACUMMETPHH.

001aCTh IPUMEHEHUS
N3nenue npeaHazHadeHO I MPUMEHEHHUS B CIICIIMATU3UPOBAHHBIX MEIUIIMHCKUX

YUPCKACHUAX, UMCIOIIUX JIMICH3UIO HA MCAUTTUHCKYTIO ACATCIIbHOCTD.
MGIII/IHI/IHCKOC N3ACJIUC NCTTIOJIB3YCTCA B KOCMETOJIOTHH, 1€PMATOJIOTHH, YPOJIOTHUH,
IUIACTUYECKOM XUPYyprun, rTMHCKOJIOTUH.

IloTeHIMabHBIMU HOTD€6I/ITCJISIMI/I MCIUIITMHCKOI'O HN3ACIINA ABIAKOTCA

KBATM(UIIMPOBAHHBIC CIEIUAIUCTHI C BBICIIMM MEIUIIMHCKUM O0pa30oBaHUEM,
UMEIOIINE OMBIT KOPPEKIIMH MSTKUX TKaHEH WHBEKIIMOHHBIMHU METOJaMHU, IMOCTe
O3HAKOMJIEHMSI C OOydYalIlUMH MarepuajlamMud 1o pabore ¢ u3JAeIueM W
UHCTPYKIIMEH 110 TPUMEHEHHUIO.

3 CBeenusi 0 NPUHIUIE AeliCTBUS U 0 MeXaHU3Me BO3/1eiiCTBUA
HA OPraHU3M 4YeJioBeKa

WmranTaT BBOAUTCS B CPEHUM, TITyOOKHI CIIOU JE€PMBI U B TIOJKOXKHO-KHUPOBYIO
KJIETYaTKy (MOAKOKHBIM CJIOM).

OCHOBHOM  KOMIIOHEHT —  [JIOOYyNIApHbIE  YacTHIBl ~ OMOCOBMECTHUMOTO,
OmoierpagupyeMoro mnojuMepa — mouMosiodHor kuciotel (PLLA) BocmomHsOT
o0beM B TKaHsAX. [lomumonouHast KMCIOTa, 32 CYET YMEPEHHOTO MEXaHUYEeCKOTO
pasapakeHusi, MPOBOIUPYET BO3HUKHOBEHHE HE3HAUMUTEIHHOW BOCHAIMTEIBHOMN
peakuuu. JlaHHas peakus WHAYLUUPYET PEreHepaluio KOXXKH U CIOCOOCTBYET
MIPOU3BOJICTBY OOJBIIOTO KoJMYecTBa Kojuarena. [loctenenHo aupHBIC TPYIIIBI
noauMosiouHoi kucioTel (PLLA) ¢ momoIipio BOJBI MOJBEPTalOTCs THIAPOIHU3Y,
BCIIEACTBUE 4ero (OpMHPYETCS MOJOYHAS KHCIOTa W pPa3IuyHble (PparMeHTHI
MOJIMMEPHBIX MOJIEKYJ, KOTOpble B HTOre pasziaratorca Ha Bomy (H2O) wu
yriekucibii ra3 (COy).

Hatpwuii-kapbokcumermnemmono3a (CMC), Bxomsmas B COCTaB HMILUIAHTATa,
SABJISIETCS  JIONMOJIHUTENIbHBIM ~ KOMIIOHEHTOM U TOBBIIIAIOIIUM  BSI3KOCTH
HAIOJIHUTEJIEM, KOTOPBIN TMOCJIe pacTBOPEHUS MPOAYKTa 00pa3yeT reacoOpa3HyIo
CyCTeH3UI0 OmopasziaraeMbplX MHUKPOYACTHI], OOecleuuBas TaKuM 00pa3om,
ONITUMAJIBHBIE PEOJIOTHYECKUE CBOWCTBA, HEOOXOAMMBIC /I BBE/ICHHUS TIpemapara u
MPOJIOHTUPOBAHHOE  BBICBOOOXKJICHHE TMOJMMOJIOYHOW KHUCJIOTHI B TEUYCHHUE
JUTUTENILHOTO TIEPUO/1a BPEMEHHU.



4 Kiaccupurkanus

- B 3aBUCHMOCTH OT NOTEHLMAJIBHOTO PHCKAa NPUMEHEHHS U3JENHe OTHOCUTCA K
knaccy 3 (m. 4.1 [punoxenus Ne 2 k [Ipukazy M3 PD ot 6 urons 2012 r. Ne 41 u
I'OCT 31508);

- xoxm OKIIJ-2: 32.50.50.190 (M3penuss MEAMIIMHCKHE, B TOM 4YHCIE
XUpypruyeckue, NpovHre, HE BKIIOYEHHbIE B JIpyrue TPYNIHUPOBKUA) IO
«ObmepoccuiickoMy KiacCU(UKATOPY MNPOAYKIHMH IO BUIAM IKOHOMHUYECKOM
nestensHocT» OK 034-2014 (KITEC 2008);

- KOJl BUJIa 10 HOMEHKJIATYPHOU KiIacCU(PUKALUU METUUMHCKUX n3aenuit: 326400;
- IO BUAY M NPOJOJKUTEIBHOCTH KOHTAKTa C OPraHW3MOM YeJIOBEKa MMIUIAHTAT
OTHOCHUTCSl K W3JIENUSM, KOHTAKTUPYIOIUM C MATKMMH TKaHAMH U MEXKTKAHEBOU
KHUJKOCTBIO, UIMTEIbHOCTh KOHTaKTa C TejoM: kateropuss C — MOCTOSIHHBIN
(npesbimaeT 30 cyrok) mo 'OCT ISO 10993-1.

5 Onncanue U TEXHNYECKHE XAPAKTEPUCTUKHU

«Jlepmanbupiii umrutanTat (pumiep) «Ellagen» mias BocriosiHeHUs 00bEMa uIa U
tena mo TY 32.50.50-002-04866216-2021» mpenctaBisieT coOOH CTEPUIIbHBIN,
OuojerpagupyeMbplii HMMIUIAHTaT Ha OCHOBE TOJUMOJIOYHOW  KHCIIOTHI C
n00aBJIeHUEM HaTPHUII-KapOOKCHUMETHIILEITIONO03BI.

CoctaB (B % ot obmiero oosema): PLLA (monumonounas kucinota) 80%; CMC
(narpuii-kapooxcumeTuienoao3a) 20%.

Cmech: PLLA [Poly (L-lactic acid)] + CMC [Sodium-carboxymethylcellulose]
(moIMMOJIOYHAS KHCIIOTA + HATPUH-KapOOKCHUMETHIIIICIUTION03a).

Bpemss monHO# Ouopaerpajalii W BBIBEJACHHMS W3 OpraHU3Ma UMIUIaHTaTa
cocTtaBisgeT oT 12 no 18 MecdleB M 3aBUCUT OT MECTa BBEIECHUSA MMIUIAHTATa U
WHIUBHUIYAIbHBIX  OocoOeHHocTel mamumeHTa. Kocmertwdeckuin dddekr B
3aBUCUMOCTH OT MHAMBUAYAJIbHBIX OCOOCHHOCTEH MalMeHTa coxpansercs ot 12 1o
24 mecsues.

W3nenue BBITTyCKAeTCsl B BUIE OJTHOPOIHBIX, OCIIBIX HIIM KEITOBATO-0CINBIX TPaHyI
0e3 3anaxa. ['panyibl ymakoBaHbl BO (DJIaKOH M3 HEUTPAITBLHOTO MTPO3PAYHOTO CTEKIIA
1-ro rugponuTHYEcKOoro Kinacca oobemom 20 Mt (7151 BCeX BAPUAHTOB UCTIOTTHCHHS
m3aenust) unu 50 ma (ag BapuanTa ucnonHeHus uzgenus 1000 mr), yKkyrnopeHHOro
PE3UHOBON MPOOKOW ¥ aATIOMHUHHUEBO-TIOJIHUIIPONIICHOBBIM KOJIIMavykoM. Maccy
BOCCTAaHABJIMBAIOT MyTeM JOOABICHHS BOJBI I HWHBEKIMH, W B CiIy4ae
HEOOXOIMMOCTH — aHECTETHKA, JUIsi OOpa30BaHMs CTEPWJIBHOW CYCIICH3UH IS
MOJAKOHOTO U BHYTPUKOKHOTO BBEJICHHUSI.

B cocTtaBe uznenus npeaycMOTpPEHbI CaMOKJIESIIUECS CTUKEPHI, IPeHA3HAUCHHBIC
st uneHtudukanuun  usnenus. OauH crukep (QUKCHpyeTcs B MEAUIIMHCKOM
JOKyYMEHTallUM, BTOPOM JOJDKEH OBbITh 3aUKCUpPOBAaH B KapTe MallMeHTA.
OcranbpHble CTUKEPHI (B ClTydyae UX HAJIMYHKSI) — HA YCMOTPEHHUE Bpaya.
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OCHOBHBIC TEXHHUYECKHE XAPaAKTCPUCTUKU:

CpenHsas macca cogep>KUMoro ®nakoH ¢ rpanynamu 1000 mr:
¢dakoHa, Mr 945+100
®nakoH ¢ rpanynamMu 200 mr:
220+30
®nakoH ¢ rpanyyamu 400 mr:
410+40
Bopopoausiii nokazarens, pH 6,0 — 8,0
JluHamudeckas BI3KOCTh, MIla-c ot 20 10 2000
[TnoTHOCTH, I/cM? 0,8-1,2

6 Iloxazanus U NPOTHUBONOKA3aHMUS K MPUMEHEHHUI0

Iloka3zanus

- yCTpaHEHHWE MOPIIMH M CKJIQJIOK JIMIa Pa3IUYHOM CTETEHH BBIPAXKCHHOCTH B
o0JylacTu MK, CKYyJ, NMePUOPATHHON U NEPUAyPHUKYJSIPHOW 00JIacTH, OBaja JIUIIA,
IIIEU ¥ 30HBI JCKOJIbTE.

- KOppekIus penbeda KoM JINIA, U, 30HbI IEKOJIbTe, Tea.

- KOppeKUHUs ApsOJIOCTH KOXKHM HAa Pa3IUYHBIX y4YacTKaX Teja: >KUBOT, STOJHUILIBI,
KOJICHH, JIOKTH, BHYTPEHHSI IOBEPXHOCTb IJIe4a, BHYTPEHH:ISI TOBEPXHOCTH Oeipa.
- BOCCTaHOBJIEHHE (yBEJIMYEHHME WM BOCIOJIHEHUE) WM KOpPpEeKIHs o0bEMa
Pa3TUYHBIX 30H JIUIA: IE€YHO-CKYJIOBOM, BUCOYHOM, 30HbI moaoopoaka. Koppekius
ACUMMETPHH.

- BOCCTaHOBJIEHHE 00bEMA MOIKOKHBIN TKaHeH KUCTel pyK, KOPPEKIUS BO3PACTHBIX
W3MEHEHUH TaHHOM 00JIaCTH.

- KOppeKIus pyoroBbIX AedopMaliuii KOKH JIUIa U Tena.

NHTUMHBIN GUILTHHT:

- My’KCKasi ”HTUMHA TUTaCTUKA: KOPPEKIUs GOpMBbI U pa3Mepa MOJOBOTO YJIEHA, B
TOM YHCJIE I YCTPAHECHUS TPEKACBPEMEHHOM IAKYIISAIINH.

- JKCHCKas MHTHMHAas IJIACTUKA: MEPUHEOIUIaTHKA, KOPPEKIMS WHBOJIOTUBHBIX
W3MEHEHHUI Hapy>KHBIX TIOJIOBBIX OPTaHOB, JICUCHUE HEJCPKaHUI MOYH.

IIpoTuBOMmIOKAa3aHUS

- TIOBBIIIICHHAS YYBCTBUTEIBHOCTD K JTIOOOMY M3 KOMIIOHECHTOB H3JICIIHS.

- ocTpbie MHMEKITMOHHBIE 3a00JI€BaHMS, JTMXOPAJOUHbBIE COCTOSHUS.

- 000CTpeHNE XPOHUUYSCKUX 3a00JICBaHU.

- IF0OBIe 3a00JIeBaHUS KOXKH, aKTUBHBIC B 30HE BBEACHUS Iperiapara.

- caxapHbIi quadeT.

- €CJIM TIOCJIE TITyOOKOTO XMMHYECKOTO MHUJIMHTA, IepMadpa3uu, Ja3epHON TepaIriu
WJIU APYTOTO TMOBPESKACHUS KOKHBIX TTOKPOBOB ITPOIILJIO MEHEE OJTHOTO MECSIIA.

- aJUIepruvecKue TMPOSBIICHUSA, OpOHXHMallbHAas acTtMa, auaber, akTUBHas ¢asa
TyOCepKyJIe3a, THOMHBIC MOPaXKEHUS KOXKH, aKHE, repIiec.
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- WHBIE ayTOMMMYHHBIE 3a00JIeBaHUS, MOIyYCHHE HWMMYHOTEPANUd B TEPHOA
MIPOBEACHHSI IPOLIECTYPHI.

- HapyUIeHHE CBEPTHIBAEMOCTH KPOBH M MPUEM aHTHKOATYJISTHTOB.

- 0epeMEeHHOCTh, KOPMJICHUE TPYABIO.

- Bo3pact 1o 18 ner.

- C OCTOPOKHOCTBIO BBOJHUTH B KOXKY C OJIM3KO PACIIOIOKEHHBIMH KPOBEHOCHBIMH
COCY/IaMH.

- MalMeHTaM CO CKJIOHHOCTBIO K 00Pa30BaHMIO TUTIEPTPOPHUECKUX Y3TIOB.

- BBeJIeHHE B 00J1aCTh BEK, I'y0.

[IoGounbIe aelicTBUS

- peaknMd B MECTaX WHBEKIUH: IMOJKOXHBIC KPOBOM3IHMSIHUSA, OO0Nb, OTEK,
reMaToMbl. Peakiuy BO3HUKAIOT B MOMEHT IIPOBE/ICHUS HHBEKIIMH M 00YCIIOBJICHBI
caMoil cnermuUKOW MPOICAYpPhl W/WIM HEMNPABWIBHBIM €€  IPOBEACHHUU
crienuanucToM. JlaHHbIE peaKIuK MPOXOIAT CAMOCTOSITENIBHO B TCUCHHE 2-7 THEH U
B JICUCHUU HE HYKJIAIOTCS.

- PEaKIUu CO CTOPOHBI WUMMYHHOW CHCTEMBI: TPH HAJIMYUHA TIOBBIIICHHOM
YYBCTBUTCIIBHOCTH K BXOJSAIIMM B COCTaB M3JCIMS KOMIIOHCHTaM BO3MOYKHO
pPa3BHUTHE TUIIEPUYBCTBUTEILHOCTH HEMEIJICHHOTO THIIA, AJJICPTUYCCKUX PEaKIui
B BUJIE aJJIePTUYCCKOU KpaIBHUIIBI, aHa(UIAKTUYECKOTO I0Ka,
aHTHOHEBpOTHUYECKoro oteka (orek KBuHke). Peaknwm HeMeIJIEHHOro THIIA
BO3HUKAIOT Cpa3y IIOCIC WHBEKIUU, TPH €€ BO3HUKHOBEHUU CIICIIUATUCTY
HEOOXOIMMO KYNHPOBATh JIAHHYIO PEaKIUI0 BBEACHUEM HHBEKIIMOHHBIX (HOpM
AQHTUTHCTAMHHHBIX WJIH TTFOKOKOPTHKOCTEPOUIHBIX MTPEIapaToB.

- pEaKIuu 3aMEJICHHOTO THIIA OTCYTCTBYIOT NpPH NPHUMCHCHUH W3JICIUS B
COOTBETCTBHH C HACTOSIICH MHCTPYKIIMEH, OJTHAKO OHU MOTYT BO3HUKHYTH IIPH €T0
UCIIOJIb30BAaHUM B ClIy4ae HaJWYMs I1aTOJIOTHYEeCKOro areHTta (3a0oiieBaHUM,
SIBJISTFOIIMXCSI POTHBOIIOKA3aHUSAMH K IIPUMCHCHHMIO ).

HexenarenpHble SBICHUS

- MOCJIe MCIOJIb30BAHMS H3JCUsl HeXKeJaTelIbHbIC SIBJICHUS MOTYT BO3HUKHYTH B
BUJIC HEOOJIBIIIUX TeMaTOM, OTEKOB, TIOKPACHEHUH U 3pUTEeMbl. BO3HHKAIOT OHU Ha
3-5 neHb B CaMOCTOSITEIPHO MCYE3al0T OOBIYHO B TeueHue 1-2 Henenb, He TPeOyIoT
MEIUIIMHCKOT0 KyMMpoBaHUs. ['paHyieMaTo3Hasi peakiusi MOKET BOZHUKHYTh MPU
HaJIMYUM TIATAJIOTMYECKOTO areHTa.

- BO3MO’KHO TIOSIBJICHUE YIUIOTHEHUH B MECTE€ BBEICHUS HW3ACHUA. YIUIOTHCHUS
TKaHW HE 3aMETHBI BHEIITHE, HO MOTYT MPOITYIbIBAThCS. JlaHHOE NPOSIBICHUE MOKET
BO3HUKHYTb 4epe3 5-7 JHEW U MPOXOJAUT CAMOCTOSITEIbHO B TeueHue 14-21 aHeit u
He TpeOyeT MEIUIIMHCKOTO KYITUPOBAHUS.

[TarimeHT TOJKEH B KpaTyalIliie CPOKH M3BECTUTH CIIEIMAINCTa 000 BCEX Clydasx
BO3HHUKHOBEHUS MOOOYHBIX JECHCTBUN U HEXKEIATEIbHBIX SIBIICHUH, B TOM YHCJIE HE
YKa3aHHBIX B JIAHHOW HHCTPYKIIMH 10 TPUMCHEHHIO, COXPaHSIOIIUXCS 00j1ee 0THON
HEJICTN TI0CJIe TPOBEACHUS MpOIeayphl. B cBOIO odepenb KBaau(pUIIMpOBaHHBIN
CIICIIMATUCT JIOJKEH Ha3HAYUTh COOTBETCTBYIOIIEE JICUCHHUE.




7 YKa3aHus 110 IPUMEHEHUIO

IloAroTOBKA K MpOLENype UMIUIAHTALIUN

BBenenne wuznenus OMKHO NPOU3BOAUTECA TOJBKO BPavuOM-CIEHHAAINCTOM,
MMEIOIIMM  COOTBETCTBYIOIIYIO  KBAIM(UKALMIO, a TakkKe MIpOLIEAIINM
CHEUANbHYIO MOArOTOBKY TEXHUKE BBEICHUSI OMOAETPaIupPyEMbIX UMILIAHTATOB.
IIponienyppl AOJKHBI TPOBOJMUTBCS B  ACENTUYECKHX  ycnoBusx. Ilepen
MPUMEHEHUEM H3/eNIig HEOOXOIUMO YOEAUTHhCS B OTCYTCTBUM MOBPEKICHUN H
nedopMaluii B ylakoBKE M BHYTPEHHEM COAEPKUMOM.

IToaroroBka namnueHTa

[lepen HauanoMm mpoueAypsl HEOOXOAUMO coOpaTh aHAMHE3 MAallMeHTa, a TaKXKe
NoJnucaTh HHPOPMUPOBAHHOE JOOPOBOJBHOE COrjacMeé Ha MEIULHUHCKOE
BMELIATEIbCTBO. Heobxonumo npOUH(POPMUPOBATH nanueHTa 0
NPOTUBONOKA3aHUSIX U BOBMOXKHBIX PEAKLUsIX IPU MPUMEHEHUH UMILUIAHTATA.
MecTto BBeleHUS HUMIUIAHTaTa CleayeT TLATeJbHO 00padoTaTh AaHTHUCENTUKOM
(HanpuMep, pacTBOP MEAUIIMHCKUN aHTUCENTUYECKUN 95%).

IloaroToBKa MMILIAHTATA

1. UmmmanTaT HEOOXOMMO 3apaHee JOBECTH 0 KOMHATHON TeMIIepaTyphl.

2. CHATh UEHTPAJbHYIO 4YacTh QJIIOMUHUEBOW KpBIMIKA (JIaKOHA, OYHUCTUTH
MOBEPXHOCTh PE3MHOBOM MPOOKU aHTUCETITUKOM. [1py MOBpEKIEHHON KPBIIIKE HITH
PE3UHOBOM MPOOKE U3/Iene HEe MOICKHUT UCII0JIb30BAHUIO.

3. C nmomoIp0 0HOPA30BOTO IIMPHUIIA U UTIIbI HHBEKITMOHHOW (PEKOMEHIYIOTCS
UTJIBl UHBEKIMOHHBIE pazmepom auamerpa 20G (0,9 mm), 21G (0,8 mm), 22G (0,7
MM)) K cofiepKuMoMy (rakoHa J00aBUTh PACTBOPUTENH (CTEPUIBLHYIO BOIY IS
UHBEKINI) 00beMOM:

- it uzaenus ¢ go3uposkor 1000 mr — 20 mut;

- it u3aenus ¢ qo3uposkoi 400 mr — 8,5 mu;

- it u3aenus ¢ po3upoBkoid 200 mr — 4,5 mit.

4. B cnyuae moOaBlieHHMs aHECTETHKA, TO CHadalla K coiepXumomy (QurakoHa
100aBUTH PACTBOPHUTENH (CTEPHIIBLHYIO BOIY ISl HHBEKIINI) 00 BEMOM:

- it uzaenus ¢ go3uposkor 1000 mr — 19 mu;

- it u3aenus ¢ po3uposko 400 mr — 8,1 mut;

- i u3aenus ¢ go3upoBkoid 200 mr — 4,3 mi

CMelIaTh JI0 MOJHOTO M PAaBHOMEPHOTO PACTBOPEHHUS T'paHyJ M 3aTeM J00aBUTH
aHeCTeTUK (HampuMmep, ApTukauH-buHeprus wiM JOpyrue aHECTETHUKH, He
colepKalue B CBOEM COCTaBe dSNuHEePpUH (aapeHaInH) W/UIU €r0 aHaJIOTH)
00BEMOM:

- qist u3nenust ¢ no3upoBkoit 1000 mr — 1 mut;

- nist u3nenust ¢ no3uposkoit 400 mr — 0,4 mu;

- qist u3nenust ¢ no3upoBkoit 200 mr — 0,2 M.

5. Jlns paBHOMEpPHOrO CMEIIMBAHHUS TPaHyJd C JKHUIKOCThIO PEKOMEHIYyeTCs
BCTpsAXUBATh (py1akoH Ha NpoTsKeHUU 20-30 MUHYT.




HNudopmalius o roTOBHOCTH U CPOKE TOJTHOCTU TOTOBOM CYCIIEH3UU

NMrutanTar BBOOUTCSA cpa3y IOCIE pa3BeldeHMs IpaHyl. Hewncnosb3oBaHHBIN
UMIUIAHTAT NOJIEXUT yTuinuzauuu (cMm. Pasznen 13 Hacrosmied MHCTPYKIUHU IO
MPUMEHEHUIO).

BeeneHnue nmiianrara

1. BBenenue uMIuianTaTa OCYyIIECTBISETCS C MOMOIIBIO OJJHOPA30BOM CTEPUIILHOM
UIJIbl WM KaHIOJM M OJHOPA30BOr0 CTEPUIIBHOTO LINpHUIA IS HHBEKIUH.
PekoMeHyI0TCA Uikl UM KaHIOIU pazmepoM nuamerpa 25G (0,5 mm) wu 27G
(0,4 MM) UM UHBIX pa3MEpPOB HA YCMOTPEHHE CIIELIMAIIACTA.

2. Jlo3a UMIUTAaHTHPYEMOT'0 U3JI€TUS BAPbUPYETCS B 3aBUCUMOCTH OT IJIOIAY 30HbI
KOPPEKILHMH, TTyOMHbI MOPIIMH, TUIA KOXHU MallMeHTa U 0XKUJAAeMOro pe3yibTaTa.
OneHka KOppEeKIMH TKaHed TMPOU3BOJUTCA BU3yalbHO. ['unepkoppexuus
He)KellaTeabHa, HO BO3MOYKHA JUIsl MOPIIMH M BIaJAMH Ha IIEeKaX, CKyJax Ojarojaps
BSI3KOCTH M3ENHS.

3. IIpu xoppeknuu pyOIOBBIX U3MEHCHHIH MSATKUX TKaHEH JIMIa M Telia mpenapar
BBOAUTCS B CPEAHUM WM TIyOOKHMH CJIOM JI€pMbI, B OCTaJbHBIX CIIy4asx
PEKOMEHyeTCS BBOAUTH B IMOJAKOXKHBIA CIION. {11 KOHTPOJS TTyOWHBI BBEICHUS
UMIUIAHTaTa HEOOXOJMMO CJIeTKa OTTSHYTh KOXY B HaNpaBICHHUH OOpaTHOM
BBEJICHUIO Uil (hopMupoBaHUs ynpyrod mnoBepxHocTH. CTepuibHash Wrjia Wiu
KaHIOJII BBOJUTCA B TKaHW JIO JIOCTHXKCHHUS HEOOXoauMoil riayounsl. [Ipu
NEPECEUCHUN WIJION WM KaHIOJeW TpaHUlbl JEpPMbl WA TOJIKOXKHOTO CIIOS
OIIYIIAeTCS U3MEHEHUE B COMTPOTUBIICHUN TKAHH.

4. Tlocne wHBEKIMH HaA O00JIACTH KOPPEKIMH PEKOMEHIYETCS HaJOXUTh JIEN
(3aBEpHYTHIH B candeTrky, 4yToObl M30ekaTh MPSMOr0 KOHTAaKTa C KOXKEW) WiIn
xmanmaker (HampuMmep, xmaamaker Icepack APTOS) i cHmwkeHHs pHCKa
BO3MOKHOT'O Pa3BUTHUS OTEKA U/UIH KPOBOMOATEKOB.

5. Iocne mporneAypsl MAMEHTY HE CIEAYeT B TeUeHHe 12 4acoB HAHOCUTH MAKHIK,
a TakKe B TEUYCHHE HENETW IMOJABEpraThCsi pPE3KOW CMEHEe TeMIeparyp
(mepeoxmnaxaeHne, HarpeBaHue, NMOCEIIEHNE CayH, TPeObIBAHUE HA COJHIIE U T.1I.).

MakcruMaJIbHO BO3MOXKHBIN 00BEM BBEACHMS 32 OJIHY IPOLEAYpY cocTasigeT 80 Mt
TOTOBOU CYCHEH3UU

Oco0EeHHOCTH IPUMEHEHHS UIMILUIAHTATA B PA3IMYHBIX aHATOMUYECKUX 00JIacTIX
[euHo-ckymoBasi 001acTh: ITyOOKasi MHBEKIIMSA, paBHOMEpHAsl TeHEepaTN30BaHHAS
uHbunsTpanusa. KoiaumdecTBO BBOJMMOIO MPUTOTOBIEHHOTO pacTBOpa MO 2 MII
TFOTOBOW CYCIIEH3UU AJISI KAXI0W CTOPOHBI, PEKOMEHYETCSl PUMEHSTh UrJibl 25G
(0,5 mm), 27G (0,4 mm) mnu kautouo 25G (0,5 mm).

Bucounass 00acTh: MOJKOXKHOE BBEJACHUE C OOPATHO-MOCTYMATEIbHBIM XOJ0M
uribl. [IpokoHTpOIMpPOBaTh, YTOOB KPOBEHOCHBIE COCYABI HE OBLIN MOBPEKICHBI.
ITo 1 M1 cycieH3uM Ha OJJHY CTOPOHY, peKOMeHayeTcs mpuMeHaTs urisl 25G (0,5
MMm), 27G (0,4 mm) nnm kantonio 25G (0,5 mm).

OkonoymiHasi 00nacTh: riayOOKass MHBEKIUS, paBHOMEpPHAs TeHEepau30BaHHas
uHunbTpanus. KonuyecTBo BBOAMMOro MPUTOTOBIEHHOI'O pacTBopa Mo 2-3 mi




TOTOBOW CYCIIEH3UM JJISI KaXIOW CTOPOHBI, PEKOMEHIYETCS TPUMEHATHh Uribl 25G
(0,5 mm), 27G (0,4 mm) mnm kaaromo 25G (0,5 mm).

CyOmeHTanbHast 00nacTh: r1y0OKas MHBEKIMS, paBHOMEpHas I'eHepaJIu30BaHHAS
uHpunpTpanus. KoauuecTBo BBOJMMOIO MPUTOTOBIEHHOTO pacTBOpa Mo 2 M
TOTOBOM CYCIIEH3UH, peKOMEHyeTCs MpuMeHsTh uribl 25G (0,5 mm), 27G (0,4 mm)
nunu kauwomo 25G (0,5 mm).

[lesi: moaKOKHOE BBEJEHUE, OJJHOPOAHAS, TeHEpaTu30BaHHasd HHQUIbTpaus. 2 M
rOTOBOM CycCIeH3uH 3a 0JMH ceanc. HeoOxonumo ot 2 10 3 ceaHCoB AJi1 MOPILUH U
CKJIQJIOK Ha I1Iee, peKoMeHayeTcs npuMeHsTh urisl 25G (0,5 mm), 27G (0,4 Mm) unu
kaHtomo 25G (0,5 mm).

30Ha JEKoNbTE: TMOJKOXHOE BBEJIEHUE, OJHOPOJHAs, TI'€HEpaTU30BaHHAS
UHGUIbTpaLMs. 2-3 MJI TOTOBOM CYCIIEH3UU, PEKOMEHAYETCS MPUMEHSTh Ukl 25G
(0,5 mm), 27G (0,4 mm) mnm kanroro 25G (0,5 mm).

Koxa pyk: I1o 2-4 M roToBo# cycneH3uu i o0eux pyk; 1-2 ceanca ¢ HHTEpBaJIOM
2 Mecsma, pekomenayercs npuMensaTh uriel 27G (0,4 mm), 30G (0,3 mMm) wiu
karronu 27G (0,4 mm), 25G (0,5 mm).

KuBoT: MOAKOXXHOE BBEJCHUE, OJHOPOJHAS, T€HEpaIU30BaHHAS WHOUIbTPALIMS.
10-20 mJ1 TOTOBOI CyCTIEH3UH, peKOMEHyeTcs MpuMeHsTh Urisl 25G (0,5 mm), 27G
(0,4 mMm) nnu kanroro 25G (0,5 mm).

Sroauiel: MOAKOXKHOE BBEACHHUE, OJJHOPOAHAS, TeHEepaAI30BaHHas UHPUIBTPAIIMS.
ITo 10-20 M1 TOTOBOM CyCHEH3MH HA KaXAYIO ATOAMILY, PEKOMEHIYETCS PUMEHSTh
uriibl 25G (0,5 mm), 27G (0,4 mm) wiu kauo0 25G (0,5 mm).

BHyTpeHHssT TOBEPXHOCTh IUI€Ya: TOAKOKHOE BBEJCHHE, OJHOPOIHAS,
reHepanu3zoBanHas uHmiIbTpauus. [lo 10 Ma TOTOBOW CyCleH3MM Ha KaXKIo0€
JIe90, peKOMEHIyeTcss MpuMeHsITh Uribl 25G (0,5 mm), 27G (0,4 MM) UM KaHIOJIO
25G (0,5 mm).

BHyTpeHHsiss moBepXHOCTh Oelpa: TMOAKOKHOE BBEJCHHE, OJIHOPOIHAS,
reHepanu3oBanHas uHGuiIbTpausa. [lo 10-20 MJ1 rOTOBOM CyCIIEH3UH Ha KaXKI0€
6enpo, pekoMeHayercs npuMeHsTh uriel 25G (0,5 Mmm), 27G (0,4 MM) WM KaHIOTIO
25G (0,5 mm).

OO6nactp KOJIEHEW: TIOJKOXKHOE BBEJCHHE, OJHOPOAHAs, TeHEpaTU30BaHHAS
uHbuabTpanus. [To 2-3 M1 TOTOBOM CyCIEH3UHU Ha KaX10€ KOJIEHO, PEKOMEH Ty eTCsI
npuMeHaTs uriel 25G (0,5 mm), 27G (0,4 Mmm) nnu kantomo 25G (0,5 mm).
OOnacTh JIOKTEH: TOAKOKHOE BBEJCHHUE, OJHOPOJAHAs, TeHEpaJIU30BaHHAs
uHunsTparys. [To 2-3 My TOTOBOM CyCTIeH3MN HA KaXKbIi JIOKOTh, PEKOMEHTyEeTCS
npuMeHsTh urisl 25G (0,5 mm), 27G (0,4 mm) niu kaHtomo 25G (0,5 mm).

MyXKcKasi ”THTUMHAs TUTACTHKA

N3menenne pasmMepoB u (POPMBI TOJIOBOT'O YiI€HA, B TOM YHCJC JJIA yCTPAHCHUS
MPEKACBPEMCHHON ISKYJISIUH:

- BBEJICHHC HMIUIAHTATA BBIMOJHICTCS IIOCTE IMPOBEACHHUS MECTHOM aHECTEe3WH
obOpabaTbiBaeMOi 001aCTH.

- CJICTKa TMOTSHYB KOXY IIEHHCA BIIEpe], HEOOXOIUMO BBECTH ITOJTOTOBIICHHBIH
pacTBOp, pacupeiesissi pPABHOMEPHO TOHKHUM CIIOEM, HACKOJIBKO 3TO BO3MOXKHO.



-  TNOpANOK MECT MHBEKIMH MOXKET BapbUpPOBAaTbCI U ONPENEIAECTCS
KBIU(PUITUPOBAHHBIM ClIeUaNNCTOM. IMIIIaHTaT BBOAUTCS, U30€ras JopCalbHbIX
BEH U apTepuil, B NOAKOXHBIM cCioW. PacmpeneneHue roroBoil CyCIIEH3UM U
dbopMupoBaHuE KelaeMoro 00beMa U 00XBaTa BBITOIHSIIOTCS C YYETOM MOXKEITaHU N
MalMEHTA.

- KaTerOpMYeCKH TIPOTHUBOIOKA3aHO BBEACHUE B KAaBEPHO3HBIE Tela WIH
KPOBEHOCHBIE COCY/IbI JAHHOW 00JIaCTH, a TAK)KE BBEJACHHUE B 00JaCTh YPETPHI.

- KOJIMYECTBO BBOJAMMOM I'OTOBOM CYCIIEH3UM 3aBUCHUT OT IIOKEJIAHWM NALMEHTa K
KOHEYHOMY pe3yJIbTaTy U MOKET BapbUPOBATHCS: JIJIs1 YBETUUYEHUS POPMBI TOJIOBKH
NeHuca A0cTaTouHo BBecTu 10 mit, pekoMenayercst mpuMeHsaTh urisl 25G (0,5 Mm),
27G (0,4 mm) nnu kautouto 25G (0,5 Mm); 1151 0011IeTO yBENMYEHUS TIEHHUCa 00BheM
MokeT ObITh OT 20 Ma g0 30 mia. OJHOMOMEHTHO, YTOOBI MPEJOTBPATUTH WIIH
YMEHBIIUTh BO3MOXHbIE MOOOUYHBIE ACHCTBUS M HEXeJaTelbHbIC SIBICHHUS H3-3a
UHBEKIUH, JIy4llle He BBOAUTH Oosiee 20 MJ1 TOTOBOM CyCIIEH3HH.

- JIOTIOJIHUTEJIbHbIE UHBEKIIMHU UMILJIaHTaTa MOTYT OBITh C/I€JIaHbl IPUMEPHO Uepe3
1 mecs1 nmocne nmocineaHEro BBEACHUS U3ENUS.

- 11 IPOBEAECHUS MPOLIEAYPHI UCIOJIB3YETCA FOTOBAs CYCHEH3HsI, I0ATOMY TEPE]
HA4YaJioM  TPOLEAYypbl  HEOOXOAMMO  NPENyNpeluTh  MalMeHTa,  YTO
(U3HONIOTrHYECKUE IPEKIUU U JABJICHHE, MOTYT CTaTh MPUYMHON HEMpPaBUIbHOU
(dbopMBbI IEHUCA, ¥ YTO UHOT/Ia MPUBOAUT K aCUMMETPHUH TEHHCA.

- TIOCJIE MPOLEeYyPhl 3aPUKCUPYNHTE IEHUC C TOMOIIBIO KOMITPECCUMOHHOTO OaHaaxa
(moBsi3KK) HA 5 AHEH.

XeHckas MHTUMHAs IJIACTUKA

IlepuHeonnacTuka, KOPPEKIHUS BO3PACTHBIX TMHEKOJIOTMYECKUX MHBOIIOLMOHHBIX
U3MEHEHUM, JIEYEHNE HEJIEPKAHUS MOYU:

- BBEJICHME HMMIUIAHTATA BBINOJHIETCS IOCIE MPOBEICHUS MECTHOW AaHECTE3UU
oOpabaTtbIiBaeMoOi 001aCTH.

- croco0 BBEJICHUS JIJIs1 JICUEHUS HeJlep KaHHsI MOYH (110 YaCOBOM CTpEJIKE): BBOJAUTD
no 5,0 MJI TOTOBOM CYCHNEH3MM B KaXIyl CTEHKY Biarajiuiia (B 00JacTh
BarvHaJbHONW MEMOpaHbl) MEXAY YacamMu 7-8 U Mexay 4-5 gacoB (2 MHBEKIUN),
pekomenayercst npumeHaTh uriel 19G (1,1 mm) - 21G (0,8 Mm).

- S TEPHOHEOIJIACTUKM M KOPPEKIMU BO3PACTHBIX T'MHEKOJOTMYECKUX
MHBOJIOIIMOHHBIX M3MEHEHUHN BBIMIOJIHAETCS MOAKOXHOE BBEICHHUE, OJHOPOIHAS,
reHepanu3oBaHHas uWHOuUIbTpanus. BBoautcs 3-5 M TOTOBOM CyCHEeH3UH,
pekomenayercst npumeHaTh urisl 25G (0,5 mm), 27G (0,4 mm) wim kaHtomo 25G
(0,5 mm).

- CIOCO0 MHBEKITUN MOKET ObITh U3MEHEH C YYETOM aHATOMHUYECKHX 0OCOOCHHOCTEH
MalKUeHTa U C YYETOM PEKOMEH IallNK CIIEIUAIINCTA.

- B 00J1aCTH HAPY>KHBIX TMOJOBBIX OPTAHOB WMILJIAHTAT BBOJMUTCS TMOJKOKHO WIIH
MOJACJIN3UCTO, U30eras Mnomnajianusi B KPOBEHOCHbIE cocy/ibl. KonnuecTBo cycneH3nu
OMpeNIeNAECTCS UCXO/ISl U3 UHJIUBUAYAJbHBIX TOKAa3aHUH.

- OJTHOMOMEHTHO PEKOMEHIyeTCs BBeAcHUE He 0osee 10 M1 rOTOBOM CYCHEH3HH.
[loBTOpHOE BBEIEHHE UMILIAHTATa B Cly4ae JOMOJHUTEIbHOW KOPPEKINU
PEKOMEHAYETCsI C UHTEPBAJIOM MUHUMYM | Mecsil.
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- TocJie Mpoueaypsl KBaau(UIMPOBAHHBIN CIIELUATUCT HA3HAYAET HEOOXOJUMBbIE
JIEKapCTBEHHbIE MpenapaThl B TEUYEHHE 3 JHEH, BKJIOYas AHTUOMOTUKU U
AQHAJIbI€TUKH.

- MAIMEHT MOXKET NPUHUMATh Iyl Iociae 3 JHEed C MOMEHTa INPOBEICHMS
npoueaypsl. [IoJ0BOM akT BO3MOKEH IOciae 3 HENelb C MOMEHTa IPOBEACHUS
MPOLEYPbI, XOTS MOKET COIMNPOBOXKIATHCS OINPEACICHHBIM TUCKOM(POPTOM MpH
IIEPBOM aKTE.

Mepsl IPeI0CTOPOKHOCTH

- coOmro1aiiTe 00BeM U MPABUIIBHOE BBEJICHUE U3/IEITHS;

- HE UCIOJIB3YHTE U3/IeNINE C UCTEKIIUM CPOKOM I'OJTHOCTH;

- HE UCTIOJIB3YyHTE W3/IeJINE TIPU MOBPEKICHUH 1IEJIOCTHOCTH YITaKOBKH;

- HE WCMOJB3YWTE Wu3JeNne, €CIH KaKOW-TUOO0 KOMIIOHEHT TMOBPEXKIACH WU
HECTEPUJICH;

- B CJTyuae MOBPEXCHUS WIN 3aKyTIOPKU UTJIbI/KaHIOU, 3aMEHUTE €€ Ha HOBYIO;

- HE UCTOJIB3YHTE M3J/Ie/INe TTOBTOPHO, CTEPUIILHOCTD U3/IeNusl OyIeT HapyIlIeHa;

- U3JIeJIUe He MOJIC)KUT MOBTOPHON CTEPUIIU3AIINY;

- YTUIM3UPYHTE HEUCIIOIb30BaHHBIE WIIU OCTABIITUECS TTOCIIE CMEIITMBAHUS PACTBOD,
(b71aKOHBI TIOCJIE TIPOBEICHUS TTPOLICAYPHI;

- HE 3aMOpaXKUBATh!

- XpaHUTh B MECTaX, HEJIOCTYITHBIX JIJIS JCTCH.

BzaumoaencTBus ¢ APYTUMHU MEAUIIMHCKUMU M3ACIUIMU U IIperapaTtaMu
[lonuMoiiogHas KHCJIOTa COBMECTHMA C APYTruMHu IiperiapaTtaMu. Het onucanHbix
CIIy4acB HCCOBMCCTUMOCTH C JICKAPCTBCHHBIMU IIpCIIapaTaMu.

HCCHGI{OB&HI/IH B3aI/IM0I[€I\/JICTBI/ISI HMIIJIaHTaTa B COCTaBC C HanHﬁ-
Kap6OKCI/IMGTI/IJIHGJIJII-OJI030ﬁ C JICKApCTBCHHBIMU IpcriapaTaMu, APYIrumMun
BCHICCTBAMHU WJIM UMILJIAHTATAMH HC IIPOBOININUCE.

8 Crepunuszanus

N3nenue crepunmnsyercs ¢ UCMONIb30BaHUEM 3THIIEHOKcUAA (D0) U COOTBETCTBYET

I'OCT ISO 11135.
9 CBenenns 00 ynakoBke

['panynbl UMIUIaHTaTa MOMEIIAIOT B MHIAWBHUIYAJIbHYIO MEPBHUYHYIO YIAKOBKY -
¢b1akoH U3 HEUTPATBLHOTO MPO3PAYHOTO CTEKJIA 1-r0 THAPOIUTUYECKOTO Kiacca
ooveMoMm 20 M (I BCeX BapHMaHTOB WCHONHEHWs m3aenus) wim 50 mur (ams
BapuaHTa ucnoiaHeHus m3aenus 1000 mr), yKymopeHHOTro Pe3nHOBOM MPOOKON U
ATFOMUHUEBO-TIOJIUTIPOTIMIICHOBEIM ~ KOJIMTAYKOM. 3areM  (JIakoH BMeECTe C
MHCTPYKIIMEH W CTUKEpaMU YKIAJbIBAIOT B MOJb30BATEIbCKYI0 KapTOHHYIO
KOpOOKY, KOTOpasi BBIITyCKAETCS B IByX BapuaHTaX MCHOJIHEHUsS ¢ iepdoparnuei u
6e3. Jlanmee moMemaroT BO BTOPUYHYIO TPAHCTIOPTHYIO YIIAKOBKY - TO(pUPOBaAHHYTO
KapTOHHYIO KOPOOKY 3aKa3aHHBIMU MAPTUSIMU.
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10 CBenenusi 0 MApKHpPOBKe

MapkupoBka U3AeNus J0HKHA ObITh BBIIOJIHEHA B COOTBETCTBUU C TPEOOBAHUSAMHU
I'OCT P UCO 14630, TOCT P UCO 15223-1 u TexHuueckux YCIOBHHA Ha
MEIULMHCKOE U3ENHE.

MapkupoBKa HAHOCUTCSI HAa MHAMBUAYAJIbHYIO NIEPBUYHYIO YIIAKOBKY — (PIIAKOH U
Ha MOTPEOUTENIBCKYIO YIIAKOBKY - KAPTOHHYIO KOPOOKY.

Onuncanue CMMBOJIOB MAPKUPOBKH

CumBoJa

PacuiugpoBka cumBoJia

LOT

Howmep nmaptuu (kox nmaptun)

il

JlaTa u3roroBiaeHus (MecsIl, TOJT)

-

Ucnonws3oBatk 10... (Mecsil, roa) (Cpok roJHOCTH)

SN

Cepuiinblii HOMED

STERILE| EO

CTGpI/IHI/ISaHI/I}I OKCHJIOM 3THJICHA

He crepunuzoBats MOBTOPHO

3anper Ha TOBTOPHOE NMPUMEHEHUE

He ucrnonb3oBaTh npu MOBPEKACHUH YIIAKOBKU U 00PATUTHCS
K UHCTPYKIIMU I10 IIPUMEHEHHIO

He nomyckath BO3AEUCTBUSL COJITHEYHOTO CBETA

He nomyckath BO3€MCTBUSA Biaru

OO6parturech K HHCTPYKIIUU TTO IPUMEHEHHTO

OcTopoxHO
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TeMmnepaTypHbIil Juana3ox

I Xpymkoe, 00paIaTbcs OCTOPOKHO

MD

Menuimmackoe u3aenne

11 HopmaTtuBHBbIe TPeOOBAHMSA U CTAHAAPTHI

Homep noxymenra

HauMeHOBaHHE JOKYMEHTA

I'OCT ISO 11135-
2017

Crepunuzanus MEAUIMHCKUX U3CIUN. DTUICHOKCU.
TpeboBanus Kk pazpaboTke, BaTUAAIMU U TEKYIIEMY
YIIPABJIEHUIO ITPOLIECCOM CTEPUIINZALUNYA MEIULIMHCKUX
15631 () 05051

ITpuka3z M3 P® ot 6
nroHs 2012 1. Ne 4u

OO0 yTBepk/IeHIUH HOMEHKJIATYPHOU KJlacCUuPUKalUU
MEIMLIUHCKUX U3EJINUl

I'OCT 31508-2012

Nznenus mequimackue. Kitaccudukanys B 3aBUCUMOCTH
OT MOTCHITUAIBHOTO prcKa mpuMeHeHus. O0mue
TpeOOBaHUS

OK 034-2014
(KIIEC 2008).

Ob6mepoccuiickuii kiaccuuraTop MPOIyKIHUU IO
BUJIaM SKOHOMHYECKOM JIeITeTbHOCTH

I'OCT ISO 10993-1-
2021

U3nenmua meauumuckue. OeHKka OMoI0rn4ecKoro
nercTBug Meaumuuckux usnenuii. Yacte 1. Ouenka n
MCCJICIOBaHUS B MTPOIECCE MEHEIHKMEHTA PUCKA

I'OCT P NCO
14630-2017

NmrinanTaThl XMpyprudeckiue HeakTuBHbie. O01IHe
TpeOOBaHUS

I'OCT EN 556-1-
2011

Crepunuzanus MeIUIIMHCKUX u3aeaui. TpeboBaHus K
MEIUIIMHCKUM U3JICJIUSAM KaTETOPUU «CTEPUIIBHBICY.
Yactse 1. TpeboBaHuS K MEIUITUHCKUM H3JICIIHSIM,

MO UIC)KAINUM (PMHUIITHON CTEPUIIN3AIUU

I'OCT ISO 11607-1-
2018

VYmakoBKa U1 MEIUIIMHCKUX U3/ICIIMH, MOIJICKAIIIIX
¢dbunumHOM crepmm3anuu. Yacte 1 TpeboBanus
MarepuajaaM, 0apbepHBIM CUCTEMAaM JIJIS CTEPUIIU3AIIIT
Y YIIaKOBOYHBIM CHCTEMaM

I'OCT 19808-86

Crexio MeaunuHckoe. Mapku

I'OCT 745-2014

dopra ATIOMUHHUEBAS U1 YIIAKOBKH. TeXHUYECKHE
YCIIOBUS

I'OCT P UCO
15223-1-2023

W3nenus meauuuuackue. CUMBOIIBL, IPUMEHSIEMbIE TS
nepenadu nHGOPMAIINH, PEOCTABIIEMON
uzrorosureneM. Yactes 1. OcHoBHBIE TpeOOBaHUS

13




I'OCT 14192-96

MapxkupoBka rpy3oB

I'OCT 15150-69

Mauunsl, IpUOOPHI U APYTUE TEXHUUYECKUE U3AEIIHS.
Hcnonnenns i1 pa3iuyHbIX KIMMAaTHYECKUX PAMOHOB.
Kareropuu, ycnoBus skcrutyaTalii, XpaHEHHs U
TPaHCIIOPTUPOBAHUS B YACTU BO3IECHCTBUS
KJIMMAaTU4YeCKUX (aKTOPOB BHEIIHEH Cpe/ibl

OPC 1.2.1.1.0002

CrnekTtpomerpus B uHbpakpacHoi obnactu

I'OCT ISO 11737-2-
2011

Crepunuzanus MEAUIMHCKUX U3,
MukpoOuosnoruueckue Metoanl. Yacts 2. cnibiTanus Ha
CTEPUIIBHOCTD, MPOBOJMMBIE IIPU BAJIUIAIMU MPOLIECCOB
CTEepUIIN3aALIUT

MVYK 4.2.2942-11

Metoabl caHUTapHO-0aKTEPUOJIOT UUECKHUX
UCCJIeIOBaHUN 0OBEKTOB OKPYKAlOUIEH cpeibl, BO3AyXa
Y KOHTPOJISI CTEPUJIBHOCTH B JICUEOHBIX OpraHU3aIUsIX

MVK 4.1/4.2.588-96

MCTOI[BI KOHTPOJISI MCOAUTTUHCKHUX
I/IMMyHO6I/IOJ'IOI‘I/I‘{€CKI/IX MMpCIIapaToB, BBOJAUMBIX JIFOJAM

O®C 1.2.4.0003.15

CTepuibHOCTD

O0dC.1.4.2.0005.18

Buaumeie MexaHUYECKUE BKIIFOUEHUS B JIEKAPCTBEHHBIX
npenaparax s MapeHTepaJbHOr0 MPUMEHEHUS U
IJIa3HBIX JIGKAPCTBEHHBIX (hopMax

O®C 1.2.1.0004 HNonomeTpus
OdC 1.2.1.0015 BsaskocTth
OdC.1.2.1.0014 [I;toTHOCTE

O®C 1.2.4.0006.15

BaKTepI/IaHBHBIG OHIAOTOKCHHBI

ASTM-F1980-2021

CrangapTHOE PyKOBOJICTBO 10 YCKOPEHHOMY CTapEHUIO
CTEPUIIBHBIX 0aPBEPHBIX CHCTEM ISl METUIIMHCKUX
15631 () 05051

OPC.1.1.0009

C1aOuiabHOCTD U CPOKHU TOAHOCTH JIEKAPCTBEHHBIX
CpPEACTB

CanlIuH 2.1.3684-21

CaHuTapHO-31MHIEMUOJIOTHIECKHE TPEOOBAaHUS K
COJIEP’KaHHIO TEPPUTOPUNA TOPOJCKUX U CEITbCKUX
ITOCEJICHUH, K BOJHBIM 00BbEKTaM, ITINTHEBOM BOJIE U
IUTHEBOMY BOJIOCHA0KEHHIO HACEIICHUS, aTMOC(HEPHOMY
BO3/yXY, [TI0YBaM, KUJIBIM ITIOMEIICHUAM, IKCIUTyaTalluu
IIPOU3BOJICTBEHHBIX, OOIIIECTBEHHBIX MTOMEIICHUH,
OpraHu3alliy U MPOBEICHUIO CAHUTAPHO-
MPOTUBOATTUACMUIECKUX (MMPOPUITAKTUICCKUX )
MEpOIPHUIITUI
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12 YcaoBust IKCIUIyaTallMHi, XPAHEHUS U TPAHCIIOPTHPOBKH

YcioBus dKCITyaTaluu

Temmneparypa okpyxkaromeit cpensl: +23°C+5°C.

Jlnamna3oH TemnepaTyp Mpu ucnoas3oBanuu: oT +32°C no +42°C.
OTtHocutenbHas BIaxHOCTh: 0T 30% 10 75%

Y cnoBusa XpaHeHHsI U TPAHCIIOPTUPOBAHUS

Temmneparypa okpyskaromiero Bo3ayxa: oT +5°C no +25°C.

OtHocuTenbHas BIaXHOCTh: OT 30% 1o 75% 0e3 KOHICHCAIIMX BJIary.

XpaHUTh B CyXHUX MPOBETPUBAEMBIX MOMEIICHUIX, 3AITUIIIEHHBIX OT COJHEYHBIX
ayde u aTtMochepHBIX BO3JEWUCTBUI, HA pacCTOSHUU HE MeHee |1 M oT
OTOINUTENIbHBIX TPUOOpPOB. He 3amopakuBath!

13 Yruausanusa

YTunuzamuss MCMHOIb30BAaHHBIX (DJIJAKOHOB W HEUCIOJb30BAaHHOTO HMMIUIAHTATa
MOCJIe pa3BeJICHUsI TPaHyJ JOJKHA OCYIIECTBIAThbCS B cooTBeTcTBUM ¢ Canllun
2.1.3684 nns oTx040B Kiacca b (3nuaeMuoiorn4ecku ornacHble OTXO/IbI).
Hewucnonb3oBaHHOE MEIMIIMHCKOE M3JEINE ¢ UCTEKITUM CPOKOM TOJHOCTH WJIHU C
HApYIICHHOW YMaKOBKOW, a TakXke KapTOHHas KOpoOKa W TpaHCIOpPTHas Tapa
yruin3upytoress B coorBeTcTBuM ¢ Canllun 2.1.3684 nns orxomoB kiacca A
(MU IEMHUOIOTHIECKH O€30IMacHBIE OTXOIbI, TPUOIMKEHHBIE 110 COCTaBY K TBEPIbIM
OBITOBBIM OTXOJIaM).

14 Cpok rogaocTu
Cpok TOTHOCTH — 3 T0Jia ¢ 1aThl U3TOTOBJICHUS (CTEPUIU3AIINN ).
15 I'apanTuHiinble 00513aTEILCTBA

l'apaHTUiiHBIN CPOK TOJHOCTH WU3JEAUWS — 3 Trojda C JaThl H3TOTOBJICHUSA
(ctepunuzanuu). [Ipon3BOaUTENh TAPAHTUPYET COOTBETCTBUE KAue€CTBAa HW3ACIUS
IIPU COOTIOICHUH TOTpeOUTENIeM YCIIOBHM SKCIUTyaTallly, TPAaHCIIOPTUPOBAHUS U
XpaHECHUS.

16 Pexaamanuu

[To Bompocam dKCTuTyaTaIliiu MEAUIIMHCKOTO W3S, HeXKENATeIbHBIX SBICHUSX,
BBISIBJICHHBIX MTPU MPUMEHEHUH 00PaIaThCs K MPOU3BOTUTEINIO TIO aJIPECY:
O6u1ecTBO ¢ orpannueHHON 0TBETCTBEHHOCTHIO «AIITOC) (OO0 «AIITOCY),
IOpuanueckuii anpec:

Poccus, 115088, Mocksa, ip-1 3-i Yrpeumickuu, a. 8, ctp. 9, atax 1 momenr. 10A.
Tem: +7 (499) 922-06-62, E-mail: info@aptos.ru
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