


IIpou3BOAUTEIID:
000 «AIITOC», Poccus
Poccus, 115088, Mocksa, np-a 3-it Yrpeuckui, a. 8, ctp. 9, atax 1 nomenr. 10A.

AJpec MpOu3BOACTBA:

1. OO0 «AIITOC», Poccus, 121205, MockBa, Tep. MHHOBALIMOHHOI'O LIEHTpa
CxonkoBo, bosbmioit 6-p, a. 42, ctp. 1, nomenr. 873, 885.

2. 000 «AIITOCy», Poccus, 115088, Mocksa, nip-1 3-ii Yrpeuickui, a. 8, cTp. 9,
staxk 1 momenr. 10A.

1 HanmeHoBaHHe U COCTAB MEAUIIMHCKOI'0 N31€/1NA

Nmmnantat (dumnep) «Ellageny nas KOHTYpHOH IJIAaCTUKH JMia ¥ Tena mo TY
32.50.50-001-04866216-2021

B BapHaHTaxX UCIOJIHEHUS:
1. Wmnnanrar (punnep) «Ellagen» ans KOHTYpHOH MJIacTUKH JMLIAa M Tena
PLLA+HA 100/200 mMr o TVY 32.50.50-001-04866216-2021, B cocTaBe:

- pnakoH ¢ rpanynamu 100 mr — 1 wt.,

- pnakoH ¢ rpanynamu 200 mr — 1 wr.,

- MHCTPYKIHS 110 IPUMEHEHUIO — 1 1IT.,

- KOMIUIEKT CTUKEPOB — HE MeHee 2 MIT.
2. Wwmmnnantat (dbumiep) «Ellagen» nns KOHTYpHOM IUTaCTUKM JIMIa U Tea
PLLA+HA 200 mr mo TVY 32.50.50-001-04866216-2021, B cocTaBe:

- (praxoH ¢ rpanynamu 200 mr — 1 wr.,

- MHCTPYKIHS 110 IPUMEHEHUIO — 1 1IT.,

- KOMIUIEKT CTUKEPOB — HE MeHee 2 MIT.

Jlanee o Texcty — uznenue, umrianrart, Ellagen PLLA+HA.

2 HazHaveHHe U 00/1aCTh IPUMEHEHUS

HaszHaueHnue

W3nenve mpenHa3zHauyeHO JJIsi BOCCTAHOBIIEHHUS OObeMa IOJKOXXHOTO CJIOs JIMIIA,
IIEM M 30HBI JICKOJBTE, BOCIOJHCHHS OO0bEMa MOAKOXKHOIO CJOS JIMIAa NpH
KOPPEKIMHU JUNOAUCTPOGUH, 3aMOJHEHUSI MOPUIMH M CKJIAJOK JIMIA pa3IuyHOM
CTENIEHUM  BBIPAXKEHHOCTH B  O0JAacTM  LIEK, CKyJ, [EPUOpPaJIbHOH U
NepUaypUKyIsIpHOM 00JacTH, OBaja JIMUA, IEM U 30HBI JEKOJbTE C LENBI0 HX
CIJIaXKMBAaHUS, KOPPEKUMHU pYyOLIOBBIX M3MEHEHHMH JMUA M Tena, WEW U 30HbI
JEKOJIbTE, YCTPAHEHHUs APAOIOCTH KOXH JIMLA, €U, 30Hbl AEKOJIbTE, KOPPEKLIHU
aCUMMETpHUH, BO3HHUKIIEH B pe3ylbTare TpaBMbl WIM 3a00JIeBaHUs, MYTEM
BOCIIOJIHEHUS 00bEMA MOJKOKHOTO CJI0S JTULA.

001aCThL IPUMEHECHUS
W3nenue npeaHa3HAuCHO JJIS IPUMCHCHUS B CTICIIUAIM3UPOBAHHBIX MEIUIIMHCKUX

YUPCKIACHUAX, UMCHOIIMX JIMOCH3HWIO HAa MCIUIIUHCKYIO OCATCIIBHOCTD.



MenuuuHckoe U3IEIHE HUCMHOJIB3YEeTCS B KOCMETOJIOTHMH, JE€pPMaTOJIOTHH,
MIACTUYECKOW XUPYPIHUH.

HOTCHL[I/IaJIbHI)IMI/I HOTDC6I/ITCJIHMI/I MCIULNHCKOI'O N3 CINA SABJIAKOTCA

KBAJIM(UUMPOBAHHBIE CIELHMATUCTHl C BBICIIMM MEIUIUHCKUM OOpa3oBaHUEM,
UMEIOLME ONBIT KOPPEKUUM MATKUX TKAHEH MHBEKUMOHHBIMU METOJAMH, I10CIIE
O3HAaKOMJICHHSI C OOydYarolMMM MaTrephajaMd [0 pabdoTe C H3AEITUEM U
MHCTPYKILHMEHN IO MPUMEHEHHIO.

3 CBEIICHMH O IIPUHIIMAIIE AeHCTBHA U 0 MeXaHHU3Me BO31eHCTBHSA
Ha OPraHMm3M 4Ye¢J10BCKa

VIMI1aHTaT BBOJUTCS B MOJKOXHO-)KUPOBYIO KJIETYATKY (ITOJKOXKHBIN CIIOM).
OCHOBHOII ~ KOMIIOHEHT —  TJIOOYJSpHbIE  YacTUUBl  OHMOCOBMECTHMOTO,
Ou1oIerpaIMpyeMoro nojMMepa — noauMoao4Hon kuciaotsl (PLLA) BocnonHstoT
o0beM B TKaHsAX. [loluMonoYHas KHUCIOTa, 32 CYET YMEPEHHOTO MEXaHUYECKOIro
pazzipa)keHus, TPOBOLMPYET BO3HMKHOBEHHE HE3HAYMTEIBHON BOCHAJIMTEIBHOM
peakuuu. JlaHHas peakuuss WHAYIMPYET perecHepalui0 KOXU U CIOCOOCTBYET
NPOU3BOJACTBY 0O0JBIIOrO KOJIMYECTBa kojuiareHa. IlocreneHHo adupHbIE TPyNbI
nonumosioyHoi kucnotsel (PLLA) ¢ moMomibpo BOABI MOJBEPrardOTCs TUIPOIU3Y,
BCJIEICTBUE 4Yero (GOpMHUPYETCS MOJOYHAs KHCIOTa M pa3iHyHble (parMeHTHI
NOJIMMEPHBIX MOJIEKYJl, KOTOpble B wuTOre pasnaratorcs Ha Boay (H».O) u
yraekucisiil ra3 (CO,).

['manyponoBas kucnota (HA), Bxoasmias B COCTaB HMILJIAHTATa, SBISETCA
JOTIOJIHUTEIBHBIM KOMIIOHEHTOM, KOTOPBIM MTO3BOJISIET YCKOPUTH CPOKHU PAa3BEICHUS
npenapara, a TakXke YJIy4dlllaeT peoJIOTMYECKHE CBOMCTBAa pacTBopa. Ilo3Bosser
NoJyyuTh ©Oojiee OBICTPBIA 3hdeKT (YBIaXKHCHHE KOXHM 3a CYET IPUTOKA
MEXKJIETOYHOM XKHUJKOCTH) Cpa3y INociie BBEACHUS UHbEKIINH.

Cunepretndeckuii sddext komnoHeHToB (PLLA+HA) mnpoaykra mno3BosisieT
JOCTUTHYTB OBICTPOTO, 60Jiee GU3MOTOTMYHOTO U MPOJOHTUPOBAHHOTO JACHCTBHS.

4 Knaccudgukaums

- B 3aBUCUMOCTH OT NOTEHLMAJIBHOIO PUCKAa MPUMEHEHHUs M3JEJIUE OTHOCUTCH K
knaccy 3 (m. 4.1 Ilpunoxenus Ne 2 k [Ipukazy M3 PO ot 6 utonst 2012 r. Ne 41 u
["OCT 31508);

- koxa OKIIA-2: 32.50.50.190 (M3genuss MEOUIIMHCKUE, B TOM YHCIIC
XUpypruyeckue, TMpoyue, HE BKJIOYEHHbIE B JIpyrde TPYNNUPOBKH) IO
«O0b1epoccuiickoMy kiaccudukaTopy MNPOAYKIIMM MO BHUJAM 3KOHOMMYECKOH
nestensHocTH» OK 034-2014 (KITEC 2008);

- KOJ BH/Ia 110 HOMEHKJIaTYpHOM KiacCUbHUKaLMKU MEAUIIMHCKIX u3aenuii: 326400;
- IO BUAY M NPOJOJDKUTEIBHOCTH KOHTAaKTa C OPraHM3MOM YE€JOBEKAa MUMIUIAHTAT
OTHOCHUTCS K H3/CJIMAM, KOHTAaKTUPYIOUIUM C MSATKMMHU TKaHSIMU M MEXTKaHCBOM
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KUJIKOCTBIO, JUIMTEIBHOCTh KOHTakTa ¢ TeioM: karteropuss C — MOCTOSHHBIN
(npessiaet 30 cyrok) no I'OCT ISO 10993-1.

5 Onucanue M TeXHHYECKHE XapaKTePUCTHUKH

«MMmnnanrar (dunnep) «Ellagen» ayis KOHTYpHO# IJIACTHKM JiMIia U Tena rmo TY
32.50.50-001-04866216-2021» IIpEACTaBIsACT cobom CTEpHUJIbHBIH,
OuoJerpaupyemMblii  MMIUIAHTAT HA OCHOBE TMOJMMOJIOYHOM  KHUCJIOTBI C
100aBJICHUEM T'HaTypOHOBOM KHCIIOTHI.

CocrtaB (B % ot oOwero oosema): PLLA (nmomumonounast kuciota) 85%; HA
(ruanmypoHoBas kuciota) 15%.

Cwmech: PLLA [Poly (L-lactic acid)] + HA [Sodium Hyaluronate (Hyaluronic acid)]
(IOIMMOJIOYHAs KUCIIOTa + THallypOHOBasi KUCIOTa).

Bpemss nonHoit OuonerpagauMd W BBIBEJCHHMST M3 OpraHM3Ma UMIIJIaHTaTa
cocTaBisieT oT 12 no 18 mecsiueB M 3aBUCUT OT MECTa BBEAEHHUS MMILJIAHTaTa U
UHAUBUIYaIbHBIX ~ OcoOcHHOocTeH mnauueHTa. Kocmernueckuit sddexkr B
3aBUCUMOCTH OT MHJUBUIYAJIbHBIX OCOOCHHOCTEH MallMeHTa coXpaHsercs ot 12 10
24 mecsueB.

M3nenue BbIycKaeTcsl B BUJEC OJTHOPOJHBIX, OCJBIX WM KEITOBATO-0ENIbIX TPaHyl
6e3 3anaxa. ['paHyJibl ynakoBaHbl BO ()JIaKOH U3 HEHTPAIBHOTO IPO3PAYHOro CTEKIIA
1-ro rugponuTHyYecKoro kiaacca od0beMoM 10 MJ, YKYNOPEHHOrO pPEe3HMHOBOH
npoOKOH U AJIFOMUHHUEBO-TIOJIUIIPONHIIEHOBBIM KOJIITaYyKOM. Maccy
BOCCTAHABJIMBAIOT NyTeM JO0OABICHUS BOJLI JJIi HHBEKUUHA, W B Clydae
HEOOXOIUMOCTH — AHECTETHKA, Il OOpa30BaHUsl CTEPUIIBHON CYyCHEH3UM AJiA
MOJAKOXHOTO U BHYTPUKOXXHOTO BBEJACHHUSI.

B cocraBe uzaenus NpeayCMOTPEHBI CAMOKIIESIIIIMECS CTUKEPHI, IpeIHa3HAYEHHbIE
st uneHtudukauuu uznenus. OauH CTHKEp (UKCHUPYETCS B MEIUIIMHCKOM
JOKYMEHTAllMH, BTOPOH [OKEH ObITh 3aUKCHpOBAH B KapTe MaLMEHTA.
OcranbHble CTUKEPHI (B ClIyyae UX HaJlM4Msl) — HA YCMOTPEHUE Bpaya.

OCHOBHBIC TCXHHUCCKUE XapPaKTCPUCTHUKHU!

CpenHsist Macca COIEpKUMOIO ®nakoH c¢ rpanyyiamu 100 mr:
dnakoHa, Mr 110+£20
®naxoH ¢ rpanyigamu 200 mr:
220+30
Bonopoauslii nokasarens, pH 6,0-28,0
JuHamuyeckas BI3KOCTh, MIIa-c ot 20 mo 2000
[LnoTHOCTB, T/CM? 0,8-1,2
bakrepuanbHbie s3HH0TOKCHHBI, EQ/Ma | He 6onee 1,5
OcmonspHOCTE, MOCM/KT ot 200 1o 400




6 Iloxazanus u IMPOTUBOINOKA3AHUA K IPUMECHCHUIO

Ilokazanus

- 3aMOJIHEHUE MOPIUMH W CKJIAJOK JIMIA Pa3IU4YHOM CTENEHH BBIPAXKEHHOCTH B
o0JlacTH WIEK, CKYJI, MEPUOPAILHON U MEepHaypUKYJISIpHOW 00acTH, OBaja JIUIIA,
IIIEN U 30HBI JEKOJIBTE.

- BOCMOJIHCHUE oObeMa i yCTpaHEHUs JAPSOJOCTH KOXKHU JIMIA, IICH, 30HBI
JIEKOJIBTE.

- BOCIIOJIHCHHS 00bEMA MOAKOMKHOTO CI0S JIMIA ITPU KOPPEKLUHH JIUOAUCTPODUH.
- KOPPEKIHMS aCUMMETPHHU, BO3HUKIICH B pe3yjbTaTe TpaBMbI WM 3a00JI€BaHUs,
nyTEM BOCIOJHEHHUS 00BEMA MOJIKOXKHOTO CJIOS JIMLIA.

- KOPPEKIHUs pyOIOBBIX U3MEHCHUI KOXKU JIMIIA U TeJla, IIEH U 30HbI JICKOJIbTE.

IIpoTuBONOKa3aHHUs

- MOBBIIIIEHHAs! YYBCTBUTENBHOCTD K TFOOOMY U3 KOMIIOHEHTOB U3/1€IIHS.

- ”HEKIIMOHHBIE 3200JI€BaHMSI, TUXOPATOYHBIE COCTOSHHUS.

- 000CTpEHHE XPOHUUECKUX 3a00JIE€BAHUIA.

- MoObIe 3a00JIEBaHUs KOXXU, aKTUBHBIE B 30HE BBEJICHUS Mpenapara.

- IEKOMITEHCUPOBAHHBIN caxapHbIi 1Ua0eT.

- €CJIM TMOocJe MTyO0KOro XMMHUYECKOro MUIMHra, JepMadpasuiu, la3epHON Tepanuu
WJIU IPYTOro MOBPEAKACHHUS KOXHBIX TOKPOBOB MPOUIIO MEHEE OJTHOTO MECSIIa.

- aJUIepru4ecKkue MposBJICHUSA, OpOHXHalbHAas acTMa B IEpHOJ 0OOCTpeHHs,
THOMHBIC MOpPaXEHUSI KOXH, aKHe, 000CTpeHHe TreprneTuyecko HHGEKUUd B
00J1aCTH UHBEKIHM.

- UHBIC ayTOMMMYHHBIE 3a00JI€BaHUS, MOJYUYCHHE HMMYHOTEpAndd B MEPHOJ
NPOBEJICHUSI TPOLICTYPHI.

- HapyILI€HUE CBEPTHIBAEMOCTH KPOBH U IPUEM AaHTHKOATYJISIHTOB.

- 0EpEMEHHOCTh, KOPMJIEHHE IPYABIO.

- Bo3pact 110 18 ner.

- MAIMEHTaM CO CKIIOHHOCTBIO K 00pa30BaHUIO THNEPTPOPUIYECKUX Y3IIOB.

- BBEJICHHUE B 00J1aCTh BEK, I'y0, J10a, MEKOPOBBS, HOCA.

[ToGouHEbIE JeiicTBUS

- peaKlMd B MECTaX WHBCKIUNH: TMOJKOXHBIC KpPOBOU3IHUSHUS, OOJb, OTEK,
reMaToMbl. Peakiuy BO3HUKAIOT B MOMCHT MPOBEACHUS UHBEKIIMA U 00YCIIOBJICHBI
caMoil cnenu@UKOW TpOUSAYphl H/WIM  HEMPaBUJIBHBIM €€  POBCIACHUU
cnieruainucToM. JlaHHbIC peaKIMy MPOXOIAT CAMOCTOSTEILHO B TCUCHUE 2-7 THEH U
B JICUCHUH HE HYXJIAIOTCH.

- pEaKIMU CO CTOPOHBI HWMMYHHOH CHCTEMBI: TMPU HAJIUYUU TOBBIIICHHOM
YYBCTBHUTEIBHOCTH K BXOJMSIIMUM B COCTaB H3JCIHS KOMIIOHCHTAM BO3MOXHO
Pa3BUTHE THMEPYYBCTBUTEIHPHOCTH HEMEUICHHOTO THIIA, aJUIEPrUYECKUX PEaKIHil
B BUJE alIepruueCcKon KpPanuBHHULIBI, aHa(UIAKTUYECKOTO II0Ka,
AHTHOHEBPOTHYECKOTO oTeka (oTek KBuHke). Peakunu HeMenIeHHOro Tura
BO3HHUKAIOT Cpa3y TMOCI€ HWHBEKIHH, TMPH €€ BO3HUKHOBEHUH CHEIHATUCTY
HEOOXOMMO KYNUPOBaTh JNaHHYIO PEAKUIHIO BBEICHHEM HWHBEKIIMOHHBIX (HOpM
AHTUTUCTAMUHHBIX WJIM TTHOKOKOPTHUKO-CTEPOUTHBIX MPENapaToB.




- peakuuy 3aMEJJIEHHOr0 THIMAa OTCYTCTBYIOT MPU MNPUMEHEHUM HW3AENUS B
COOTBETCTBHUH C HACTOSIIEH HHCTPYKIIHMEH, OTHAKO OHU MOTYT BOZHUKHYTb P €r0
UCIIOJB30BAaHUM B ClIyyae HaIU4usl MaTOJIOTMYECKOro areHrta (3a0oseBaHMi,
SIBJISIFOLLIUXCS MPOTHUBOIMOKA3aHUSIMU K TPUMEHEHHUIO).

HexenarenpHbl€ SIBICHUS:

- MOCJIC UCIOJIB30BAHUS M3JICJIUS HCXKEJIATCIIBHBIC SIBJICHHUS MOTYT BO3HHUKHYTH B
BUJIC HEOOJBIIUX TEMATOM, OTEKOB, IOKPACHEHUI U 3pUTeMbl. BO3HUKAIOT OHU Ha
3-5 1eHb M CaMOCTOATEIBHO UCYE3al0T 0OBIYHO B TeueHUE 1-2 Helelnb, He TpeOyIoT
MEJIMIIMHCKOr0 KYIMpOBaHUs. ['paHyjieMaTO3Hasi peakiusi MOXKET BOSHUKHYTh IPH
HaJIMYUM NATAJIOTMYCCKOro arcHTa.

- BO3MOXHO [OSIBJICHUE YIUIOTHEHUA B MECTE€ BBEJCHUSA MU3JCNHs. YIUIOTHECHUS
TKaHU HE 3aMETHBI BHEIIIHE, HO MOT'YT IIPOLIYIBIBAThCS. JIaHHOE MPOSIBIICHUE MOXKET
BO3HUKHYTb uepe3 5-7 THEeH U MPOXOAUT CAMOCTOSATENbHO B TeueHue 14-21 nueit u
HEe TpeOyeT MEAUIMHCKOTO KYTTHPOBAHUSI.

[TatiMeHT AOKEH B KpaTyallliue CPOKH U3BECTUTH CELMATUCTa 000 BCEX CIydasx
BO3HUKHOBEHHUS MOOOYHBIX AEHCTBUM U HEXEJIATENbHBIX SBJICHUN, B TOM YUCIIE HE
yKa3aHHbIX B JAHHOW HHCTPYKIIMH MO MPUMEHEHHUIO, COXPAHSIOIIMXCA 00Jiee OAHOM
HEJENH TMOCJe MPOBEACHUS Mpoleaypsl. B cBOIO ovepens kBamugpuIIMpPOBAHHBINH
CIEIHMAJIACT I0JKEH HA3HAYUTh COOTBETCTBYIONIEE JICUCHUE.

7 Yka3aHusi 0 NPUMEHEHHIO

IToAroTroBka K npoueaype UMIiaHTaluu

BBeneHrve wu3genus JOHKHO TNPOMU3BOJAMTHCS TOJIBKO BpavyOM-CHEHHAHMCTOM,
UMCIOIIMM  COOTBETCTBYIOUIYIO  KBamU(HUKaIMI0O, a TakkKe MpOUIeAIINUM
CHeLMaIbHYI0 NOAMOTOBKY TEXHUKE BBEAEHHUSI OMOIETPAIUPYEMBIX UMITJIAHTATOB.

[Ipouenypbl AOKHBI NPOBOAWTBCA B  acenTHYECKuMx ycnoBusax. llepen
NPUMEHEHUEM M3IENHUS HEOOXOAMMO YOEOUThCS B OTCYTCTBUHM IOBPEXACHUN U
nedopManuil B yakoBKe U BHYyTPEHHEM COJAEPKHUMOM.

Iloaroroska nanueHTa

[Tepen Hauanom mpoueaypbl HEOOXOJAMMO COOpaTh aHAMHE3 MallMEHTa, a TaKXKe
noAnucarb MHGOPMUPOBAHHOE JTOOPOBOJIBHOE COIVIACME Ha MEJUIMHCKOE
BMEIIATEIBCTBO. Heobxoanmo NporH(OPMUPOBATH nanueHTa 0
NPOTHBOIOKA3aHUAX U BO3MOXXHBIX PEaKLUAX MPU MIPUMCHCHUU UMILJIAHTATA.
MecTo BBelcHHUS MMILIAHTaTa cleAyeT TIIATEeIbHO 00paboTaTh AHTHUCENTHKOM
(HanmpuMep, pacTBOp MEAUIMHCKUI aHTUCENTHYECKUI 95%).

[loaroToBka MMIIaHTaTa

1. UmnnanTaT HE0OXOIMMO 3apaHee JOBECTH 1O KOMHATHOW TEMIIEPATYPHI.

2. CHATh UEHTPATbHYI) 4YaCTh AIOMHUHHEBON KpBIIIKKA (UIaKoHa, OYHUCTHUTH
NOBEPXHOCThH PE3MHOBOM NPOOKH aHTUCENTUKOM. [Ip1 NOBpexI€HHOM KPBILLIKE WIH
PE3MHOBOI MPOOKE U3/IENIUE HE MOJIENKHUT UCTIOIB30BAHHUIO.

3. C noMoIib0 0JHOPA30BOr0 IIMPUIA U UTJIBI HHBEKUHOHHON (PEKOMEHAYIOTCS
UIJIbl MHBEKLMOHHBIC pa3zMepoM auametpa 20G (0,9 mm), 21G (0,8 mm), 22G (0,7
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MM)) K coaepxumomy (iaakoHa 1006aBuTh 10 M1 CTEpUIBHONM BOJBI JISI HHBEKIIUH.
B ciiydae nobaBnenus aHeCTeTHKa, TO CHaYana K COAEPKUMOMY (uiakoHa 100aBUTH
9 M1 cTepUSILHOM BOJBI AJISI HHBEKLMK 10 MOJHOTO0 U PAaBHOMEPHOTO PACTBOPEHHUS
rpaHyna U 3areM | MJ aHecTeTHka (HampuMmep, ApTUKauH-BUHEprus Uiau Apyrue
aHECTETUKH, HE CO/IepXKAIlMe B CBOEM COCTaBe 3MuHePpUH (aApeHanH) W/UIH €ro
aHaJIOTH).

4. Jlns paBHOMEPHOTO CMEIIMBAHMS TpaHysl C KUAKOCTBIO PEKOMEHAYETCS
BCTpAXUBATh (py1akoH Ha mpoTskeHun 20-30 MUHYT.

5. PazbaBrieHHe rpaHy1 WIH FTOTOBOM CYCIIEH3UH CTCPHIIBHOM BOJAOM M1 HHBEKIIUN
B OoJb1IeM 00BbEME, YEM YKa3aHO BBIIIIE HE JOMYCKaeTCs.

NHdopManus 0 TOTOBHOCTH U CPOKE TOJHOCTH TOTOBOM CYCIIEH3UU

NmMmmiantaT BBOJAMTCS cpa3y Mocie pa3BeJeHUs rpaHys. Heucnons3oBaHHBIM
UMILUIAHTAT MOAJNEXKUT yTunuzauuud (cMm. Pazgen 13 Hacrosiuied MHCTPYKUHUHU MO
NPUMEHEHUIO).

BBeneHue uMmmuianraTa

1. BBeaenue uMIIaHTaTa OCyIECTBISETCSA C MOMOLIBIO OAHOPAa30BOM CTEPUIIBHOU
UINIBl WA KaHKOJM M OJHOPA30BOI0 CTEPUIIBHOIO IUNPHLA [ HHBEKLIMM.
PekoMeHyt0TCS MIJIBI UM KaHIJIM pazMepoM nurametpa 25G (0,5 mm) min 27G
(0,4 MM) UM MHBIX pa3MEpPOB Ha YCMOTPEHHUE CIIEI[MAIUCTA.

2. J103a UMIUTaHTUPYEMOTO U3JEJIMs BapbUPYETCS B 3aBUCHMOCTH OT IUIOIIAU 30HBI
KOPPEKIMH, TITyOUHBI MOPUIMH, TUIA KOXXU MallMEHTa U OKHUJIAEMOI0 pe3ysbTara.
OueHka KOppEKIMH TKAaHEH TPOU3BOAUTCA BHU3yalbHO. [ 'MIepKoppekuys
HeXesaTebHa, HO BO3MOKHA /I MOPIIIMH M BNIaJIMH Ha LIEKax, CKyjax Onaroaaps
BSI3KOCTH U3JIETIUS.

3. IIpu koppekuuu pyOLOBbIX U3MEHEHUH MATKUX TKaHEH JIMLA U Tejla mpenapar
BBOJUTCS B MOJKOXHBIM CIOH HEMOCPEACTBEHHO B 00sactu pyoua. [nst KoHTposs
rIyOMHBl BBEJCHMS HMIUIAHTaTa HEOOXOAMMO CJerka OTTSAHYTh KOXY B
HamnpaBieHUH OOpaTHOM BBEACHUIO AT (POPMHUPOBAHHUS YIPYrOM MOBEPXHOCTH.
CrepuibHas MIJ1a WIM KaHIOJA BBOAUTCS B TKAHU A0 JOCTHXKEHHUS] HEOOXOAMMOU
rnyounsl. Ilpu nepeceyeHMHM WUIJIOHM MM KaHIOJEH T[paHUUbl JEPMbl  WIH
NOJKOXHOTO CJIOS OLIYIIAE€TCS U3MEHEHUE B CONTPOTUBIIEHUH TKaHHU.

4. Tlocne WHBEKUMH Ha O00JACTb KOPPEKIMH PEKOMEHIYETCS HAJIOXHUTh JENA
(3aBEpHYTHIA B canderky, 4YToObl M30exkKaTh NPSIMOr0 KOHTAKTa C KOXeH) WK
xyaanaker (Hanpumep, xnaanaker Icepack APTOS) nns cHuxeHUs puUCKa
BO3MOYHOT'O pa3BUTHsI OTEKA U/ UM KPOBOIOATEKOB.

5. Ilocne npolieaypbl NAIMEHTY HE CIACAYET B TCUCHUE 12 4acOB HAHOCUTH MAKHUSIK,
a TakXkKe B TEYEHUE HEAEIM IOJBEpPrarbCsi pe3KOW CMEHE TemmepaTryp
(nepeoxyaxxaeHue, HarpeBaHye, MOCEIIEHUE CayH, NpeObIBaHUE HA COJIHLIE U T.A.).

MakcuMaJILHO BO3ZMOXHBIA 00HEM BBEACHHUS 34 OJIHY NMPOLIEAYDY cocTaBisieT 80 Ml
TOTOBOU CYCHEH3UU




Oco6EHHOCTH MPUMEHEHHUS UMILJIAHTaTa B PAa3IUYHbIX AHATOMHYECKUX 00JIacTIX
[IleyHo-cKyoBas 00JacTh: INyOOKasi MHBEKLUS, paBHOMEPHAsl reHepaiu30BaHHas
uHpuabTpauus. KoaudyecTBO BBOAMMOrO MPUTOTOBJIEHHOIO pacTBOpa Mo 2 Mi
TOTOBOM CYCIEH3UM JUIsl KaXI0M CTOPOHBI, PEKOMEHAYETCA NPUMEHATh Ukl 25G
(0,5 mm), 27G (0,4 mm) unu kadtomro 25G (0,5 mm).

Bucouynass 0051acTh: MOJKOXXHOE BBEACHHE C OOpPATHO-NOCTYHATENbHBIM XOIOM
uriel. [IpOKOHTPOIMPOBATH, YTOOBI KPOBEHOCHBIE COCY/Ibl HE OBIITH MOBPEKICHBI.
ITo 1 M1 cycnieH3uM Ha OJHY CTOPOHY, pEKOMEHAYETCA NpUMEHATh Uriel 25G (0,5
MM), 27G (0,4 mm) unu kaHwmao 25G (0,5 Mm).

OxkonoymHasi o6nacTh: TIyOOKass MHBEKIMS, paBHOMEpHas TIeHepaIu30BaHHas
uHbunpTpaus. KonuuecrBo BBOJMMOIO MPUTrOTOBJICHHOTO pacTBopa mo 2-3 mi
rOTOBOM CYCIIEH3UH JUISI KaXKJOM CTOPOHBI, PEKOMEHAYETCS] IPUMEHSATH UIIIbI 25G
(0,5 mm), 27G (0,4 mm) unu kanruo 25G (0,5 mm).

CyOMmeHTanbpHasi 00JacTh: INyOOKasi UHbEKLMS, paBHOMEPHAsl I'eHepaIu30BaHHas
uHpuabTpauus. KoaudyecTBO BBOAMMOrO MPUTOTOBJIEHHOIO pacTBOpa Mo 2 Mi
rOTOBOM CYCIEH3UHU, peKOMeHayeTcs npuMeHsTh urisl 25G (0,5 mm), 27G (0,4 Mm)
niu kaHwoo 25G (0,5 mm).

[les: moaK0XXHOE BBEIEHHUE, OTHOPOJHAS, T€HEepaT30BaHHas HHUIbTpaLUs. 2 MII
rOTOBOM CYCII€H3HMH 32 OJIMH ceaHc. HeoOxonumo oT 2 10 3 ceaHcoB Ju1si MOPIIUH U
CKJIQJIOK Ha 111ee, peKOMEHAyeTcst TpUMEHsTh Uriibl 25G (0,5 mm), 27G (0,4 mm) wiu
kaHwo0 25G (0,5 Mm).

30Ha JEKOJbTE: [MOJKOXXHOE€ BBEICHUE, OJHOpPOJHAs, TEHEpaJM30BaHHAA
UHGUABTpaIUs. 2-3 MJI TOTOBOM CYCIIEH3UH, PEKOMEHyeTCsl IPUMEHSTh UIJIbl 25G
(0,5 mm), 27G (0,4 Mmm) unu kanrgo 25G (0,5 mm).

Mepbl IpeI0CTOPOKHOCTH:

- OCTOPOXXHO BBOJUTE B KOXY C OJM3KO pPacCIOJIOKEHHBIMH KPOBEHOCHBIMU
COCyJaMHu;

- co0Jo1aiiTe 00beM U MPABUILHOE BBEICHUE U3/ICIIHS,

- HE UCMOJIB3YWUTE U3AEIHUE C UCTEKIIIUM CPOKOM T'OJJHOCTH;

- HE UCMOJIB3YUTE U3AEIHUE IIPU MOBPEXKACHUHU LETOCTHOCTH YaKOBKH;

- HE HCMOOJB3YyUTE U3JAeNHe, €CIU KaKOH-THOO KOMIOHEHT TMOBPEXICH WIH
HECTEpHJICH;

- B CJTyuae MOBPEKICHUS WU 3aKYTIOPKH UTJIBI/KAHIOJIM, 3aMCHUTE €€ Ha HOBYIO;

- HE UCMOJIB3YHTE U3/IC/IHE TOBTOPHO, CTEPUIILHOCTD U3/C/HS OYICT HapYIICHA;

- U3JICSIME HE MOJJICKUT MOBTOPHON CTEpUIIU3ALIMH;

- YTUIU3UPYHTE HEUCTIONB30BAHHbBIC MIIM OCTABIIMECS MIOCJIC CMEIIMBAHUS PACTBOD,
(b1aKOHBI MTOCTIE TPOBEJCHHUS MPOLETYPHI.

- HE 3aMOpaKUBaTh!

- XpaHUTh B MECTaX, HEAOCTYITHBIX AJIs IeTEH.

B3aumMoaencTBys ¢ APYTUMU MEAUIIMHCKUMU U3ACIUIMU U NpenapaTaMmu
[TonuMoJioUHast KMCIIOTa COBMECTHMA C APYTMMH Ipernaparamyd. HeT onucaHHBIX
Cy4acB HECOBMECTUMOCTH C JICKAPCTBEHHBIMU IIpErapaTaMH.

['manypoHoBasg KHCJIOTa (THAJIypOHAaT HATpUs) HECOBMECTUM C  COJISIMH
YETBEPTUYHOTIO AMMOHHUSI, TAKUMH, KaK XJIOpUJ OcH3ankoHus. [loaToMy uznenue He

8









['OCT ISO 11607-1-
2018

YnakoBKa 111 MEAULIMHCKUX U3JEIUH, OMIECKAILNX
¢bunumHoM crepunuszanuu. Yacte 1 TpeOoBanus k
mMaTepuasaMm, 0apbepHbIM CUCTEMAaM JUIsl CTEPUIIM3aLUU
Y YIIAaKOBOYHBIM CHCTEMaM

['OCT 19808-86

Crekiio MCIHUIHNHCKOC. MapKH

['OCT 745-2025

@donbra aaTrOMUHUEBAS ISl YIIAKOBKU. TeXHUYECKUE
yCJIOBUS

['OCT P UCO 15223-
1-2023

N3aenus meaquunHckue. CUMBOJIBI, IPUMEHSEMbIE 115
nepenayd HHGOpPMaIUH, MPETOCTABISIEMOM
uzroroBuresieM. Yacte 1. OcHoBHBIE TpeOOBaHUS

['OCT 14192-96

MapkupoBka rpy3oB

['OCT 15150-69

MaiiinuHbl, TpUOOPHI U APYTHUE TEXHUYECKUE U3ICIIHS.
HcnonneHus a1t pa3IMuHbIX KIMMAaTUYECKUX PaHOHOB.
Kareropuu, ycinoBus 3KCIulyaTallu, XpaHEHUs U
TPAHCIOPTUPOBAHUS B UACTH BO3ACUCTBHUS
KJIMMaTHYECKUX (haKTOPOB BHEUTHEH CPEJIbI

['OCT ISO 11737-2-
2011

Crepunuzanys MEAUIUHCKUX U3JICTUHA.
MukpoOuonoruueckue Metoasl. Yacts 2. McnbiTanus Ha
CTEPUJIBHOCTh, TPOBOJAUMBIC MPU BaJIUAAIMH MTPOIECCOB
CTEPUIM3AIINU

MVK 4.2.2942-11

MeToabl caHUTapHO-0aKTEPUOJIOTHUECKUX
MCCJIeI0BaHUN 0OBbEKTOB OKPYXKaIoIEH cpeibl, BO3AyXa
Y KOHTPOJISI CTEPWIBHOCTH B JICYEOHBIX OPraHU3aLUsSIX

MVK 4.1/4.2.588-96

MGTOHI)I KOHTPOJIA MCAUINHCKHUX
I/IMMyHO6I/IOHOFI/I‘—IeCKI/IX nperapaToB, BBOANMMBIX JIKOASM

OdC.1.2.4.0003.15

CtepunbHOCTH

0®C.1.4.2.0005.18

Buanmele MexaHMYECKUE BKJIKOYEHHUS B JIEKAPCTBEHHBIX
npenaparax JJis MapeHTepaIbHOTO MPUMEHEHUS U
IJIa3HbIX JICKAPCTBEHHBIX (hopMax

O®C.1.2.1.0004 HNoHomeTpus
OdC.1.2.1.0015 Bs3kocTh
OdC.1.2.1.0014 [ImoTHOCTH

OdC.1.2.4.0006.15

BaKTepI/IaHI)HbIe SHAOTOKCHHBI

O®C.1.2.1.0003

OcMOnsIpHOCTH

ASTM F1980-2021

CranaapTHOE pyKOBOJICTBO IO YCKOPEHHOMY CTapEHHUIO
CTEPUIIBHBIX 0apbEPHBIX CUCTEM ISl METULIMHCKHUX
1563 (SA1050%

OPC.1.1.0009

CTabUIBHOCTH U CPOKHU TOJTHOCTHU JIEKAPCTBEHHBIX
CPEJICTB

CanlIuH 2.1.3684-21

CaHuTapHO-3MUIEMHOJIOTHYECKUE TPEOOBAHUS K
COAEPNKAHUIO TEPPUTOPUM TOPOJACKHX M CEITBCKUX
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IIOCEJIEHUH, K BOJHBIM 0OBEKTaM, IUThEBOU BOJE U
MUTHEBOMY BOJIOCHA0XKEHHIO, aTMOCHEPHOMY BO3IIYXY,
MOYBAM, >KHJIBIM MMOMEIIEHHUSM, IKCIITyaTalluH
MPOU3BO/ICTBEHHBIX, OOUIECTBEHHBIX TOMEILICHHH,
OpraHu3alyy U NPOBEICHUIO CAHUTAPHO-
MPOTUBOAMUAEMHUECCKUX (TPOPUIAKTHUCCKUX )
MEpPONPUATUH

12 YceaoBust IKCIUIyaTallMi, XPaHEHUS! M TPAHCIIOPTUPOBKH

YcnoBus SKCIUTyaTalluu

Temneparypa okpyxatoiei cpeabl: +23°C+5°C.

JlnanazoH TemMnepaTyp NpH Ucnoiab30BaHuu: oT +32°C no +42°C.
OTtHocuTenbHas BNaxxHOCTh: OT 30% 10 75%

VYcnoBus XpaHeHHs] M TPAHCIOPTUPOBAHUS

Temneparypa okpyxatoiero Bozayxa: ot +5°C go +25°C.

OTtHocuTenbHas BIaXHOCTh: oT 30% 10 75% 0€e3 KoHAECHCAIUH BJIaru.

XpaHUTh B CYyXHX IMPOBETPUBAEMBIX MMOMEUICHUSAX, 3aIUILICHHBIX OT COJIHCUHBIX
aydye u atMochepHbIX BO3JICHCTBUNA, Ha pacCTOSHMM HE MeHee 1 M OT
OTOMUTENIBHBIX NPUOOPOB. He 3amopaxuBaTh!

13 Yruauzauusa

YTunusauys HCMOJIb30BaHHBIX (DTAKOHOB M HEUCIOJIB30BAHHOTO HMMILIAHTATa
MOCIE pa3BelCHHUs TpaHyJl J0JDKHA OCYIIECTBIATHCSA B cCOOTBeTCTBHM ¢ Canllun
2.1.3684 nns oTxon0B Kiacca b (3MUAEeMHUOIOTHUECKH OMTACHBIE OTXO/IbI).
Heuncnonp30BaHHOE MEIUIIMHCKOE M3AEIHE C UCTEKIIMM CPOKOM T'OJHOCTH HIIH C
HapyIICHHON YyIaKOBKOHM, a Tak)Ke KAapTOHHAs KOpOOKa M TpPAaHCHOpPTHas Tapa
yTuIu3upyorcst B cootBerctBuM ¢ Canllun 2.1.3684 nns orxomoB kjacca A
(3MIMEMHOJIOTHYECKH OE30IacHbIE OTXO/IbI, IPUOIMKEHHBIC IO COCTaBY K TBEP/IbIM
OBITOBBIM OTXOJIaM).

14 Cpok roaHocTun
CpoK rofHOCTH — 3 rojia ¢ 1aThl CTEPUIIN3ALIUH.
15 I'apaHTHiiHbIe 00513aTEILCTBA
["apaHTUHHBI CPOK TOJHOCTH M3JAeIMs — 3 roja C JaThl CTEPUIM3ALHUU.

[Tpou3BoAUTENb TAPAaHTUPYET COOTBETCTBHE KAauyeCTBA M3IAENMS MPH COOJIOAECHUU
NOTPEOUTENEM YCIOBHUH 3KCIUTyaTallui, TPAHCIOPTUPOBAHUS U XPAHEHHUS.
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16 Pexknamanuu

[To Bompocam 3KcruTyaTalud MEAMIIMHCKOTO H3/EMS, HeXKETATSIbHBIX SIBICHHSIX,
BBISIBJIEHHBIX MPH MPUMEHEHHH 00paIaThcst K MPOU3BOAUTEIIO M0 aApecy:
OO6uiecTBo ¢ orpanndeHHoi 0TBETCTBEHHOCTHI0 « AIITOC» (OO0 «AIITOCY),
FOpunuueckuii anpec: Poccus, 115088, Mocksa, nip-a 3-i Yrpeuickui, 1. 8, cTp. 9,
stax 1 momeni. 10A.

Ten: +7 (499) 922-06-62, E-mail: info@aptos.ru
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