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NHCTPYKUWA
no NMPMMEHEHNIO MEANUWHCKOIO N3AE/TNA

MmnnaHTaT nHTpagepmanbHbii NUCLEOFORM

B BapunaHTe ncnonHeHna NUCLEOFORM
«mnnanTat nuTpagepmansHbii NUCLEOFORM B BapuaHTax ucnonHeHns NUCLEOFORM u
NUCLEOFORM RICH» no TY 32.50.22-008-115243961-2020

1 HAWMEHOBAHVNE MEANUWMHCKOIO N34E/TNA
HAVNMEHOBAHWE MEANUMNHCKOIO N3AE/TNA
«mnnaHTat nHTpagepmanbHblin NUCLEOFORM B BapnaHTax ucnonHeHns NUCLEOFORM u
NUCLEOFORM RICH» no TY 32.50.22-008-115243961-2020

MWcnonHeHne KomnnekTauuna Kon-so,w .

1 Mmnnautart W npuy c umMmnnaHtatom ob6bemom 2,0 mn
MHTpajgepmanbHbl i Bauctep

KnCbEOPOKM B
MaoeHTUG MKaAaLNOHHAA CaMoKnesl anca 3TUKeTKa
BapMaHTe UCNONHEHNS

- L e

MWuer KUMSA MO NpuMeHeHNto (BKaafgsbl W
NUCLEOFORM 20 pyxu P ( A )

Mmr/mn 2,0 Mmn no TY
32.50.22-008- Mauyka KapTOoOHHAanA 1
115243961-2020

2 MmnnanTar W npuy c umnnaHtatom o6vemom 1,2 mn 1
MHTpagepMmanbHblii
KUCEEOEOKM &8 Bnnctep 1
BapnaHTe McnonHeHns MpeHTudmkayunoHHaa caMoOKNeal aaca aTMKeTKa 2

NUCLEOFORM 20
MWHCTPYKLMSA NO NpUMeHeHNI0 (BKNapfbl W) 1

Mmr/mn 1,2 mnnoTY

32.50.22-008-

115243961-2020

Mayka KapTOHHaA 1

2 CBEAEHWA O NPOVN3IBOAVTENE MEANUMHCKOIO U3AENUNA
[MpounssoauTens MeAULMHCKOr0 U3Aenus:

AKLMOHepHOe 06LwecTBo «J1sicTepH ®apmacbloTrkanc MM6X Pyc» (AO «JTAVNCTEPH»)
119361, r. Mocksa, yn. bonbwaa O4vakoBckasd, 4. 47A, kopn. 1

Ten.;+7 (499) 322-00-88

Email: 3220088@mail.ru

MecTo npon3BoACTBa MeAULIMHCKOr0 U3aenns

117105, r. Mocksa, yn. HaratuHckas, 4. 3A, c1p.5

3 HA3HAYEHWE MEOVNLUWHCKOI O N3OETNA
MMnnaHTaT npejHasHaveH 19 1CMNonb30BaHWsA B NNaCTUYECKO 1 3CTETUHECKON
MeAuLIMHe, KOCMETONOMUN, 4181 YBNIXKHEHUA UHTUMHOM 30HbI, 411 KOPPEKLM
MOBEPXHOCTHbIX, CpeAHe- rNy6oKMX 1 FNYyOOKNX MOPLLMH, BOSHUKLLMX B Pe3y/bTaTe

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA



VIHCTPYKUMA NO NPUMEHEHMNIO HA MEAULIMHCKOe n3aenve
«MmnnaHTat nHTpagepmansHbli NUCLEOFORM B BapuaHTax ncnosiHeHns NUCLEOFORM nNUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, nponssogctea AO «I'IFII7ICTEPH», Poccus

HBOHA W KXW Ha e, Lee 1 BepXHel YacTu rpyAHON KNeTKu. BocnonHeHns
yTpayYeHHbIX 06LEMOB MArKNX TKaHEN, KOPPEKLMM 0Baa NnLa, 41 YBNaXKHEHNS KOXN.

MOKA3AHNA And NPUMEHEHNA MEAVLMHCKOIO N3AENNA
e BapuaHT ncnonHeHns NUCLEOFORM:

KoppeKLms NOBEPXHOCTHBIX MOPLLMH «TYCUHbIX ANoK» 1 MOPLLUMH Haf ry6oi,
KOPPEKLS MOBEPXHOCTHBIX MOPLLMH B 06/1aCTSX C TOHKOI KOXel, MeNKMX MOPLUMH B
0651acTU 162, MEXBGPOBHbIX MOPLLMHBI, 610apPMMPOBaHNE OBana LA, TOHKUE HOCOTYGHbIE
CKNaAKM1, MENKUX KUCETHBLIX MOPLLMH, KOMICCYPbI Iy6, KOPPeKLms 06bema ry6, 3anonHeHuve
MOPLLVH B 06/1aCTM LLIEN U 30HbI AEKO/bTE. :

5 MPOTUBOMOKA3SAHNA MEAVNUWNHCKOIO N3AE/TNA.
sa/1Nlepruyeckas peakums Ha obble KOMMNOHEHTbI, BXOAALLME B COCTaB MeANLMHCKOrO
n3aenns;
*0epeMeHHOCTb M NaKTauus;
*CMCTEMHOE IeYeHNe PeTUHOMAAMY;
* CUCTEMHas aHTUKOArynsaHTHas U aHTUTPOMOOTMYECKas Tepanus;
* CUCTEMHas MMMYHOTepanus;
* BOCNaNNTENIbHAA MHPUIbTPALMSA KOXN;
* NPOrPeCcCUPYHOLLMIA XPOHWUYECKUIA AepMATO3;
* NH(EKUMS, BbI3BaHHas BUPYCOM repneca, B CTagunn 060CTPEHNS;
* NapaHeonacTUYECKNii NPOLLECC B MeCTe BBEAEHNS;
* TSDKENOE COMaTMYECKOe 3a00/1eBaHME B CTaaun AEKOMMEHCALA.

6 PNCKW NMPUMEHEHWNA
Heath(heKTMBHOCTb NPUMEHEHWS;
HexapakTepHble afinepruyeckme peakumu;
O6pa3oBaHue reMaTom B MecTe BBEAEHMS,
YBenunueHve noboyHbIX 3QQEKTOB;
MHpuumpoBaHue naumeHTa.

7 BO3MOXHOCTb YOANTEHNA N 3AMEHbI

3BneueHne Unm 3aMeHa UMNaHTaTa UHTPaJepMaibHOrO HEBO3MOXHA. [Ns BbIBEAEHUS UMK
YCKOPEHHOI0 paccachbiBaHMs BO3MOXHO Ha BblGOP MPaKTUKYIOLLEro Bpaya WUCMO/b30BaHMe
Pa3NNYHbIX annapaTHbIX MeTOAMK (HanmpuMep, AapCOHBasb, 3NEKTporopauus, Tepanus
MUKPOTOKaMW, BaropusaLms) unu eeefieHne hepMeHTa rmanypoHuaasbl UM NOHTAasbI.

8 ONMMCAHNE

NmnnaHTtat nHTpagepmanbHblii NUCLEOFORM B BapuwaHTe mncnonHeHns NUCLEOFORM 20
Mr/mn, nNpeacTaBnseT Cco60M MNpo3payHbli, GECUBETHbINA, CTEPU/bHbINA, BGUOCUHTETUYECKUNA,
onogerpagupyeMblii - B TKaHIX OpraHuM3Ma 4enoBeka, WMMAaHTaT  WHTpajepMasibHbIN,
MOMELLEHHBIA B CTEPU/IbHBIA CTEKNAHHBIA Wwnpuy. CuTbli ranypoHaT HaTpus COCTOUT K3
Lener HaTpus ruanypoHaTa, COEAMHEHHbLIX MomnepeYHbiMK  cBszsmu ¢ 1,4-6yTaHamon-
aurnuumamnosbiM aupom (BAA3J), ABnseTca nonmcaxapuaom, coctoAawmm u3 eanHuy, D-
[IIOKYPOHOBOM KUCNOTbI M N- aueTunrioko3aMmHa, Habyxwmx B hoctaTHOM OydepHoM
pacTBope.

buopgerpagaumns megmumHckoro nigenusa Vimnnantat nHTpagepmaibHbli NUCLEOFORM B
BapuaHTax ucnosHeHns NUCLEOFORM 1 NUCLEOFORM RICH 3aBucuT oT BapuaHTa
NCMONHEHMNA N MHAMBUAYaNbHbIX 0CO6EHHOCTeN NaumeHTa: ana ncnonHeHms NUCLEOFORM

20 Mr/mn, cTeneHb NOMNepPeYyHoro cmBaHna 2 % : 6 - 8 mecsues

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU Crp.2



y VIHCTPYKLMA M0 NMPUMEHEHUIO Ha MEAULIMHCKOE n3fenne
«MmnnaHTaT nHTpagepmanbHbli NUCLEOFORM B BapnaHTax ncnofHeHns NUCLEOFORM n NUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, npotosogcrea AO «J1HI7ICTEPH», Poccusa

9 CnoCcob NPMUMEHEHVA MEAVMUWMHCKOIO U3AENNA

Mepes Hayasiom npouedypbl He0OXOAMMO MNPOMH(OPMUPOBATL MauUMeHTa O MOKasaHUsX W
NPOTUBOMOKA3aHMAX K MPUMEHEHNO MeauLUMHCKOTO W3Aennsi, O BO3MOXHOM pasBUTU
NOBOYHBIX peakLuid, CBA3aHHbLIX C ero NPUMEHEHNEM.

Mepes Ha4a/10M MHBLEKL MW CriefyeT TLiaTeNbHO NPOAE3NHMMLIMPOBaTL MECTO ero BBEAEHMS.
"'ManypoHOoBas Ku1cnoTa He COBMECTVMA C CONAMMN YeTBEPTUYHOIO aMMOHUSA, TaKUMU, Hanpumep,
Kak Xnopug 6eH3anKoHMS. YUnTbiBas 3T0, HUKOra He creflyeT JonyckaTb KOHTaKTa 3genums c
AAHHBIMW  COEAUHEHVSIMW, & TaKkKe C MEAMLMHCKUM XUPYPTUYECKUM WHCTPYMEHTapueM,
06paboTaHHbIM UMK,

Y panuTh 13 WNpULA NPo6Ky, BbIHMMAs e€, Kak NokasaHo Ha puc. 1

Puc. 1

3atem, MAOTHO HacaAUTb MHBEKUMOHHYH WINy, He BXOASLLYI B KOMM/EKT VMnnaHTaTa, Ha
HaKOHEYHVK LWnpuLa (prc. 2) 1 akKypaTHO HaBUHTUTb €€, BpaLlasi Mo 4acoBOl CTPESIKE.

NNHNI

Puc. 2
Caenatb AOMONHUTENbHLIA NOBOPOT WUI/bl 40 MOMEHTA ee G/IOKMPOBKN. 3alMTHbLIA KOMNa4voK
UMbl JOSIKEH Haxo4UTbCA B NMOMOXEeHUW, NPeACcTaBNeHHOM Ha puc. 3.

Puc. 3
Ecnm 3aWmTHbIN KONMavyoK 3aHUMaEeT NOMOXKEHWe, NpeACTaB/eHHOE Ha pUC. 4, TO MHbEKLMOHHaS
1rna cunTaeTcs NoACOeANHEHHON HenpaBUbHO.

Puc. 4
3atem, NOMeCTMB Nafblbl Ha YCTAHOB/IEHHbIA Ha LUNPUL, YNop A4S NanbUeB U YyAep>KuBas
KOpryc Lnpuua B OAHOW PyKe W KOMMayoK B Apyroi (puc. 5), CHATb KOMMayoK, NOTSHYB 3a
HEero.

Puc. 5
MIMnnaHTaT cnefyet BBOAUTL Mef/1IEHHO.
HecobntogeHne ykasaHHbIX Mep MPeaoCTOPOXXHOCTM MOXET MPUBECTU K CPbIBY MHBEKLMOHHO
Uribl nvnn ytedke VimnnaHtaTta B8 06/1aCTU LUNPULLEBOTO HAaKOHEYHMKa.

10 BO3MOXHbIE OCNOXHEHUA N NMOBOYHbIE 3P DPEKTbI
Kak nposiBfieHre TpaH3UTOPHbIX PeaKLMii BO3MOXKHO MOSIBNEHME KPAaTKOBPEMEHHOIO

KpoBoTeueHUs (1-2 MWUH) 1 NosiIBNEHNe KPOBOMOATEK 601 1 3yfla B MOMEHT MHBEKLMW Ha
HenpogomknTenbHoe BpeMs (10-15 MUH.). BO3MOXHO NOSIBNEHME 3pUTEMBI, KaK ClieACcTBME

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU Ctp. 3



/ MHGTPYKI.IHI 110 NIPUMCHCHHIO H8 MCIHLUHHCKOC H3ACHE
«Hmnnauxrar uurpazepmansiuit NUCLEOFORM B BapuanTtax nenonvenns NUCLEOFORM u NUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, nponssonctsa AO JIAICTEPH», Poccus

MECTHOpa3ApaXkalolIero HiIH KOMIIEHCATOPHOTO AeHCTBHA, KOTOpas, B CBOIO O4Y€pelb, ZOBOJIBHO
6bicTpo npoxoaut (He 6onee 2 cytok). [IposiBneHHe yninoTHEHHA B MECTE HHBEKLIHH, BAJIMKOB H
KOMOUYKOB (He 6onee 4-5 cyTok), H3MEHEHHE LBETA KOXKH H YBEIHYECHHE YyBCTBUTEILHOCTH B
MECTE HHBEKIIHH.

11 B3AMMOJENCTBHE C IPYTHMH NPENAPATAMH

[IpumeHenne Memununckoro usgenus Hmnnaurar unarpagnepMansHbit NUCLEOFORM B
BapuaHTaxX HcroslHeHHss NUCLEOFORM B coderaHuu ¢ ApyrUMH MEAMLIMHCKHMH H3ACITHAMH H
JIeKapCTBEHHBIMH NpenapaTaMH He H3y4alocCh. ’

12 NMPHHIMII PABOTHI MEJHULIHHCKOI'O M3AEJIHNA

JleficTBHE MENHUMHCKOTO H3J€HA 3aKJII0YAETCs B MOBBIIIECHHH NOBEPXHOCTH KOXKH H OCHOBaHO
Ha ECTECTBEHHOH CMOCOOHOCTH TIHAPOQHABHLIX MOJIEKY] THaIypOHOBOH  KHCJIOTHI
B3aMMOJEHCTBOBATh C KOJIMYECTBOM BOJBI, KOTOPOE HAMHOTO IIPEBBIIIAET BEC CAMHX MOJIEKYJL.
Janneii 3¢dexT nozBosigeT 3aNONHHTH YYaCTKM MEXIY CKIaJKaMH, rapaHTHpys NpH 3TOM
YApPYrocTb KOXe.

Bnarogaps CBOMM yHHMKaIbHBIM MEIHLUHHCKMM H (PU3HYECKHM CBOWHCTBaM, rHalypoHOBas
KHCIOTa HCHONb3yeTcs JUIA pPa3iM4HbIX MEAHUMHCKHX IIPHMCHEHHH, OT 3CTETHYECKOH
MEIMI[MHBI IO OPTONECIHH.

['nanypoHoBas KHCI0Ta B KayeCTBE BaKHOrO KOMIIOHEHTa KOXH SABJIAETCS OCHOBHBIM
CTHMYJIATOpPOM 00pa3oBaHMs 3IaCTHYHOTO rejeob6pasHOro OCHOBHOTO BEUIECTBa, KOTOpOE
NPOTHBOCTOHT YCHIHAM cxaThi. OHa crniocoGCTBYET FHAPOAHHAMHKE TKaHEH IyTeM CO3JaHHA
NPOCTPAHCTBA VI IBHXXEHHA KJIETOK, CYHTAETCA, YTO OHA peryaupyer AndQy3nio NUTaTebHBIX
MHKPOJIEMEHTOB, METabONHTOB H TOPMOHOB MEXY KJIETKAMH H CTHMYJHPYET MHIPAUHIO H
nposmdepauuio GubpobnacTo U nocreAyOLULYI0 MPOAYKIHIO KOJUIareHa.

[Nono6Ho cHHOBHANBLHOMN XHIKOCTH, KOJIHYECTBO THATYPOHOBOH KHCJIOTHI B KOX€E NPOrPECCHBHO
CHIDKAeTCs ¢ BO3pPacCTOM, YTO NPHBOAUT K Pa3sBHTHIO BO3PAaCTHBIX MPH3HAKOB H (POPMHPOBAHHIO
MODIIHMH, a TaKXKe KaK pe3yNnbTaT CHHXXEHHIO 3JJaCTHYHOCTH H rHAPaTallHH KOXH.

B obnactu scrermyeckofi MEIUIMHBI FHATYpOHOBas KHMCJIOTa NPHBJIEKaeT 0coboe BHUMaHHE B
KayecTBe Kapkaca M3 6HomarepHana. [Ipu BBeileHHH B KOXY UIHHHBIC BOJIOKHA THalypOHOBO#H
KHCJIOTH abcopbupyioTr Boay M obecnedmBaioT 06veM. [lo ITOH NpHYHHE HaNMOJHHTENH C
THATYPOHOBOH KHCJIOTOH CTAHOBATCS MAaTEpHAIIOM BhIGOpa IUIA HCMOIB30BaHHS B KOCMETONIOTHH
JUIA KOPPEKIMH MATKHX TKaHe# U JIepMBI.

13 TEXHUYECKOE OIIMCAHHE MEJUIIMHCKOI'O U31EJINA

Wmnnantar uHTpagepManbHeifi  NUCLEOFORM B BapHaHTax  HMCHOJIHEHHS
NUCLEOFORM n NUCLEOFORM RICH npencraBnser coboii mpo3pauHblii, 6eCLBETHBIIH,
CTEpHIIbHBIA, OGHOCHHTETHuYeCKMii, OMonerpagHpyeMplii B TKaHAX OpraHM3Ma 4YeJlOBekKa,
HMIUIAaHTAaT MHTpaJepMaIbHbIA, MOMEHICHHBIH B CTEPH/IbHbIA CTCKIAHHBIA wWnpuu. CHIMTHEH
['namypoHaT HaTpHA COCTOMT H3 LieNe#l HaTpHA THAJYPOHATa, COCAMHEHHBIX MONEPEHHBIMH
cBa3aMH ¢ 1,4-OGytaHaMon-aurimunmwiosbiM 3¢upom (BJ]J), sABnsercs monucaxapuioM,
COCTOSAIMMM H3 eAMHHI D- rmokypoHOBOH KHCIOTHI H N- aueTHIrIoko3aMHHa, Habyxmux B
¢docdarnom GydepHoM pacTBope. DyHKUHOHANbHOE Ha3HaueHHe VIMIulaHTaTa He peanusyercs
nyTéM ¢apMaKkoNIOrHyeckoro, HWMMYHOJIOTHYECKOTO, IEHETHYECKOT0 MM MeTabosnyeckoro
BO3JECACTBHA Ha OPraHU3M YeloBeKa.
13.1 CocTaB MeAHIIHHCKOr0 H3EJIHS

Mpousso- Ne u nata
HaumenoBaHnue U Kon-so, | Ha3Hauenue po peecTpoBoii 3anHcH
CnoNHeHne OHTENb,
KOMIIOHEHTa Mr/mMn (dyHKuus) ana (per. ya-Hus), Ne
1P ®C, HAI, CAS
Harpns NUCLEOFORM 20,0 AxtusHoe | XTJI CAC, ®C-000226 ot
rHasypoHar BEIECTBO @paHun 01.11.2011
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VIHCTPYKLUMSA N0 NPUMEHEHUIO HA MEANLIHCKOE n3aenue
«MmnnakraT nHTpagepmansHbli NUCLEOFORM B BapuaHTax ucnonHeHns NUCLEOFORM n NUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, npoussoactea AO <(J/IAVICTEPH», Poccus

Ne u pata
Mpownsso-

HanmeHoBaHMeE Kon-Bo, HasHauyeHue peecTpoBOi 3anucwm
McnonHeHne AnTens,
KOMMNOHEHTA Mr/mn (byHKUMSA) (per.yp-vmnsa), Ne
cTpaHa
®C.HfA,CAS
®C 000226-011111
CAS Ne9067-32-7
Kannit ® ocpar NUCLEOFORM 0,24 BydhepHoe Panreac, USP, BP, Ph. Eut.
l1-3amMeLww Bel ecTBO NWcnanua CAS N 7778-77-0
Hatpuii NUCLEOFORM 1,44 BythepHoe Panreac, USP, BP, Ph. Eut.
®ochart 2- Belu ecTBoO NWcnanua CAS N 10039-32-4
samew . 12
BOJHbI I
NUCLEOFORM 8,0 Bcnomora- 000 P N0O02499/01 oT
Hatpus TensHoe «M 3XP», 17.11.2008
Xnopwug Bel ecTBoO Poccus P N002499/01-
221018
NUCLEOFORM 0,2 Bcnomora- Panreac, USP, BP, Ph. Eut.
Kanuna xnopugpg TenbHOE McnaHus CAS Ne 7447-40-7
Bel ecTBO
NUCLEOFORM o 1,0 mn PactBoputens «® apmacwu nAMn 001938 ot
Bopga gns HTe3- 18.12.2012
MHbEKL M THOMeEHb», NnnMn 001938-181212
Poccusa CAS Ne :7732-18-5
Avranyngunos NUCLEOFORM ATeHT nonepeyHoro Sigma- Esponeiickas
bt apup 1,4- cwmnBaHMA AlcincH, ® apmakones
bytanpguona 2% cw A R M.
13.2 KOMNNEeKTHOCTb MegULIMHCKOro n3aenns
Ne
McnonHeHwne Komnnektayua Kon-Bo,w .
n/n
1 Mmnnauntart W npuy ¢c mmnnaHtatom o6vemom 2,0 mn 1
MHTpajepmManbHb i Bavcrep 1
NUCLEOFORM & MWpeHTUGMKALMOHHAA caMokKknesl asca aTukeTKa 2
BapumaHTe UCNONHeHNSA
NUCLEOFORM 20 MWHCTPYKLUNA NO NpUMeHeHUIO (BKAafbl W) 1
mr/mn 2,0 ma no TY
32.50.22-008- Mayka KapToOHHasn 1
115243961-2020
2 Wwnnautar W npuy c mmnnanTtatom o6bemom 1,2 mn |
MHTpajgepMmanbHblii
NUCLEOFORM &8 Bnnctep 1
BapumaHTe MCNnonHeHnA MWpeHTunkaunoHHaa camMmoKieal aaca aTUKeTKa 2
NUCLEOFORM 20 MWHCTPYKLMA NO NPUMEHEHUNIO (BKNapjbl W) 1

mr/mn 1,2 mn no TY

32.50.22-008- Mauyka KapTOHHasn !

115243961-2020

14 NH®POPMAUMA O JIEKAPCTBEHHbLIX CPEACTBAX, COAEPXALLNXCA B MA
Hatpua rnanypoHat #C 000226-011111 npounssoactea XTJ1 CAC, ®paHuus.

Hatpus xnopug P N002499/01-221018 npoussogctsa OO0 «M3XP», Poccus.

Bopa ans nubekumii J1M 001938-181212 «dapmacuHTe3-THOMEHb», Poccus.

15 TEXHUWYECKWNE XAPAKTEPUCTUKW MEOVNLUWNHCKOIO N3AENNA

HavmeHoBaHue nokasaTens TpeboBaHMA K MOKa3aTesnto
no Ty
OnvicaHve LBeTa 1 3anaxa OT 6ecuBETHOrO 10 CBET/IO-
YXENToro UpeTa, 6e3 3anaxa
O6bem VimnnaHTaTa Bo thiakoHe 20+01mnnm 1,2+01
7,0-7,5
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VHCTPYKILLA NO NPUMEHEHNIO HA MeAMLIMHCKOe n3genve
«MMnnaHTaTt nHTpagepmanscHblin NUCLEOFORM B BapuaHTax ucnonHeHnss NUCLEOFORM nNUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, npomnssogcTba AO «J1FII7ICTEPH», Poccus

OcMonsiIbHOCTb
Hanmume mexaHUJecKux BKIKOUEHNIA

CofiepXXaHue rvanypoHara HaTpus B ViMnnaHTare
[JHammnyeckas BA3KOCTb
CopepkaHvie 3HAOTOKCHOB

CrepunbHOCTB
["'epMeTNYHOCTL LLNpULA € VIMnaHTaTom
Ycunua ans npyuBefeHNs B BMXXEHNE LUTOK-MOPLLHSA

200-400 MmOcm/Kr

Be3 Hamums MexaHNYECKIX
BK/TKOUEHWIA

20,0 mr/mn £2%

Boree 1Ma c

He 6onee 5 EQ/Mn

JomkeH ObITb CTEPU/IbHBIM
JomkeH 6bITb repMETUYHBIM

He 6onee 40 H

lwnpuua

15.1 Wnpwny,
Mpu npoussoacTee MmnnaHTat uHTpagepMaibHblin NUCLEOFORM B BapuaHTax UCNOMHEHNS
NUCLEOFORM 1 NUCLEOFORM RICH no TY 32.50.22-008-115243961-2020

PerncrpauunoHHoe

HavnmeHoBaHME MEJULUHCKOTO O6bém wnpuuya,

Mpounssofgutens, cTpaHa yaoctoBepeHue,

nspennsa mMn .
HOPpMAaTUBHbBIN AOKYMEHT

W npuybel Ansd
npeABapuTenbHOrO

HanoNnHeHUWA OQHOpPAa30BbLl €

W aHbAyH Bairao Tpyn
CTepUnbHbL €;

Mepgukan NMonumep PY Ne P3H 2013/764 ot

MOpPWHYU AN WNPULEB; 3 Mn

KoMmnaHu 1nmutag, 26.03.18 r.

YnnotHuTenmu nopwHA

Kntai
9NaCTUYHbLIE ANA WNPULEB;

Ynopbe Ans nanbues gns

wnpuuyes

16 TPEBOBAHWNA BE3OMACHOCTU MEAVMLUMNHCKOIO N3AENNA

HaTpusi rmanypoHaTt, crnonb3yembiil B NPOM3BOACTBE MIMNnaHTaTa HEXXMBOTHOMO
MPOUCXOXKAEHNSA, NOSTYHYEH NMyTEeM MUKPOOHON (hepMeHTaLUN U TLLAaTeIbHO OYULLEH. TEM He MeHee,
Bpay JO/DKEH YUMTbIBATb NOTEHLMAbHbIN PUCK, CBA3AHHBIV C MHBEKLMOHHBLIM BBEAEHMEM /THOObIX
OMONOrMYECKNX BELLIECTB.
VIMnnaHTaT He TOKCMYEH U He OKasblBAET BPeAHOr0 BO3AENCTBUA Ha OpraHn3M YenoBeka npu paboTe
C HUM.
MecTa nonagaHua VimnnaHTata He06X041MMO NPOMbITb BOAOW.
MimnnaHTaT He 06pa3yeT TOKCUYECKMX COEAMHEHWIN B BO3AYLLIHOM Cpefe U B CTOYHBIX BOJAX, He
MPUBOAUT K CAaHUTapPHO-0MaCHbIM 3arps3HEHUAM OKPY>KatoLLLER cpefp!.
MnnaHTaT 4O/MKEH COOTBETCTBOBATL TPeOGOBaHNAM OMOMOrMYecKoin 6e30NacHOCTN B COOTBETCTBUN
¢ FOCT P 52770, TOCT P NCO 10993-2 n cepun ctaHgaptos MOCT 180 10993, u fo/mKeH 6bITb
HETOKCUYHBbIM.

3anpeLaeTcs nprMeHeHne MegUUMHCKOE U3fenne Npu Ha/IMUYMK BHELLHWX NOBPEXAEHWIA
YNaKoBKM (6MCTEPHOI YNAKOBKM, LUNPULA).

3anpelyaetcsa npvMeHeHie MeauLMHCKOTO U3AeNns No NCTEYEHUHO YCTAHOB/IEHHOTO CPOKa
rogHoctu (cm. n. OwmnbKa! MCTOYHMK CCbINKN He HalifdeH.).

3anpeLlaeTtcsa npuMeHeHe MeguLUHCKOro n3genus, ecnv MimMnnaHtat uMeeT HeOAHOPOLHBIA
Uivnn MyTHbIA BUL.

BrvcTepHasa ynakoBka, cofepxkallas wnput ¢ IMniaHTaToM SO/MKHbI ObITb BCKPbITHI
HEeMoCpPeLCTBEHHO Mepes UCMo/b30BaHMEM.

3anpeLyaeTcs NOBTOPHOE NPUMEHEHVE U CTepunsaums ViMniaHTara B LWNpuLe.

3anpeLleHo B 04HONM npoueaype NPUMeHsATb VIMNaHTaT U MHbEKLMOHHbIE UMMNIAHTaTbI APYTnX
npoun3BoAnTeNeNn.

17 CBEAEHNA O CTEPUJTUSALNI
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/ HHCTpyXuMA NO MPUMCHEHHIO HA NCARUMHCKOE HIACNHE
«Hmnnanrar uaTpasepmanshbiit NUCLEOFORM B sapuantax ucnonsenns NUCLEOFORM u NUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, npoussoncrea AO «JIAHCTEPH», Poccua

N3penue ctepunu3yloT B napoBoM crepunusarope npH 121 °C B Teyenne 20 MHHYT.

18 TPAHCIIOPTHUPOBAHHE H XPAHEHHE

MeauunHckoe H3AENME TPAHCMOPTHPYIOTCS BCEMHM BMIAMH TpaHCNOpTa B KPBITHIX
TPAHCMIOPTHBIX CPEJACTBaX B COOTBETCTBHH C TpeOOBaHMAMM M MpaBHJIAMH NMEPEBO3KH I'PY3OB,
JICHCTBYIOIIMX HAa K&)KIOM BHAE TPAHCNOPTa NpH TeMneparype ot +5 °C no +25 °C.
MenuiMHCKOe H3/Ie/THE XPaHAT B CYXOM, 3alMIIEHHOM OT CBETa MeCTe NpH TeMneparype ot +5 °C
no +25 °C.

19 YCJOBHUA JKCIUIYATAIIUHA '

HWmnnanrar uatpagepmansHeiit NUCLEOFORM B BapuaHTe HCIIONHEHHA ABISETCS
UMILIAaHTHPYEMBIM H NpeAHa3Ha4deH MIA Henosb3oBaHus B ycnosuax JIITY (Lentpax
3CTETHYECKOH MEAMLIMHBI, CTallHOHAPHI H T.1.). DKCILTyaTHpOBAaTh MpH Temneparype ot +5 °C no
+25 °C. Ummnantar uaTpagepManbibiii NUCLEOFORM B BapuanTte HenoHEHHA
NUCLEOFORM Mmoxer HCIoab30BaThCsl TOJIBKO MEAHLIMHCKHM NIEPCOHANIOM, HMEIOLHM
COOTBETCTBYIOIIYIO KBATH(UKALKIO U BJIAACIOIMM HHBEKIIHOHHBIMH TEXHHKAMH.

20 PEKOMEHJALIUHA NTAIIUEHTAM

PexoMeHayeTcs HCONB30BaTh CJEAYIOIHE TEXHUKH BBEJEHHS OCHOBBIBAsICh Ha
HHIUBHAYAILHBIX OCOGEHHOCTAX KOXHBIX TOKPOBOB NMalueHTa. BBeaenne MeauuuHckoro
H3JENUA JOJDKHO OBITH IJIABHBIM H PAaBHOMEPHBIM.

Badcno ocTaHaBIHBATh BNPBICK H3JEJIMA A0 BBIXOAA HIJIBI H3 KOXH BO H30exaHue
BBITEKaHHA MaTepHaJia WM €ro NonajaHUs B MOBEPXHOCTHLIE CJI0H KoxH. [IpoBomuTe
KOPPEKIMIO TONBKO 10 focTHxeHus 100% ot xenaemoro o6bema. U3berats u36bITOUHOM
KOPPEKIIHH.

Pexomennyercs x wnpuuam npuMeHATs HHBeKUHOHHBIE HIBl 30G, 31G, 32G.
OzHako, B 3aBHCHMOCTH OT MCIIO/Ib3YEMOi TEXHHKH HHBEKIIHOHHOTO BBEIEHHS, BO3MOXHO
TaKKe MPHMEHEHHE CTEPHIIBHBIX KaHioJb 25G, 27G wiun 30G
* Mukponanynsl
* MukpokanensHo B 061aCTh «(KHCETHBIX» MOPIIHH, MOPIIMH «TOPAELIOBY.

* MukpoGoniocsl B 061aCTH KpacHO# KaifMEI r'y0, MoYeK yuie.

» Jlune#tHO-peTporpaaHas c cenapauueil NOBEpXHOCTHRIX JIMHEHHBIX MOPIIHH.
* Jluneinnie

» ByropkoBas TexHHKa

* Toueunsie

* BeepHble

* TyHenbHule
*  MynbTHIOYHKTYpHas
¢ TexHuxu "Beep" u "cerka"

[1Ipu pa6oTe ¢ nedekTaMu KOXKH HAHJTYYLIHX pe3yJbTaTOB MOXKHO JOCTHIHYTb B ClTy4ae, €C/H
e eKT MOXKHO pacTAHYTh PYKO# IO €ro HCUe3HOBEHHA.
CreneHs ¥ JUTHTENBHOCTh KOPPEKIIMH 3aBHCHT OT XapakTepa oOpabaTbiBaemMoro aegekra,
HanpsHkeHHS TKaHe#t B 06/1acTH MMIUIAHTALMH, ITyOHHBI 3a/leraHHs HMIUIAHTaTa B TKAHH H
METONMKH BBEIACHHS.
Bonpoc o nosropHom npuMeHeHnn MU npuHuMaeT Tonbko Bpad, OLlEHHBas pe3yaLTaT OT
NpHMEHEHHs, IPUHMMAET pellieHHe O NOBTOPHOM IIpHeMe MalKeHTa Yepe3 14 auHei o
HeoOXoaAMMOCTh NOBTOPHOIO BBeAEHUs (A1 Bcex 30H BBeaeHHs MU B 3aBUCHMOCTH OT
ocobeHHOCTe#H OpraHM3Ma NaluHeHTa).

[Tpn HEO6XOaMMOCTH, NOBTOPHOE BBECHHE BO3MOXHO 4Yepe3 14 nHeit (14 Bcex 30H

BBeseHHA MU B 3aBHCHMOCTH OT 0COOEHHOCTEH OpraHu3Ma MalHeHTa).
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VHCTPYKUMA NO NPUMEHEHMNIO HA MEANLIMHCKOe n3genue
«MIMnnaHTaT nHTpagepmanbHblit NUCLEOFORM B BapuaHTax ucnosHeHns NUCLEOFORM n NUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, npounssoacTea AO «J'IHI7ICTEPH», Poccusa

Cxewma (Kypc) nprMeHeHus coctaBnseT 1-4 npouefypsl (415 Bcex 30H BBeaeHuss MU B
3aBMCUMOCTM OT 0COBEHHOCTEN OpraHM3ma nauyeHTa).

21 CPOKTOAHOCTM
[apaHTUIiHbIV CPOK FOAHOCTU MEAULIMHCKOrO U3Aenns- 3 rofa co AHs CTePUM3aLn.

22 FTAPAHTUN N3ATOTOBUTENA

Mpoun3BoAUTENb FAapaHTUPYeT COOTBETCTBME KauecTBa MeAMLIMHCKOrO U3AeNus Npu coboaeHnm
TpeGOBaHUI K TPAHCMOPTUPOBAHMIO, XPAHEHWIO U MPUMEHEHWUIO W3AENNS, YCTaHOB/EHHbIX B
TEXHWNYECKOI IOKYMEHTALIMN.

MeAMLUMHCKOE M3a€enne ¢ UCTEKLIMM CPOKOM FOAHOCTY NPUMEHEHMIO HE MOAIEXNT.

23 YTUNN3ALNA
MeauLMHCKUE U3AeNns, MOANEXaLLMe YTUN3ALIMM, NOBPEXAEHHBIE UK X YacTy

YTUNN3MPYHOTCH Kak MeauLUMHCKMe 0TXoAbl Knacca b B cootseTcTBumM ¢ CaHlMnH 2.1.7.2790-10.

24 MAPKMPOBKA
Ha aTuKeTKe LUNpuLa:
NOrOTVN NPOU3BOANTENS;

HanMeHoBaHWE WUCMOSIHEHNA MEAMUWMHCKOIo wnsgenna  CcornacHo  HacTtoAwum
TEXHNYECKUM YC/IOBUAM,

06bEM UMMIaHTaTa
HOMep NapTuu;
[aTa NpoM3BO/ACTBA.

Ha aTukeTKe 6nMcTepa A/1s LWNpuULa fA0MKHO 6bITh YKa3aHo:

- MOMHO€ HanMeHOoBaHME MeANLIMHCKOI o U3aenna C yKasaHMeM BapunaHTa UCMO/IHEHUA
CornacHo HacToAUM TEXHNYECKNM YCI0BUAM;

- HavMMeHOBaHVe N KOHTaKTbl MPOU3BOAUTENS, €ro NOroTun, CUMBOM MPON3BOAUTENS
1 afipec MecTa NPOU3BOACTBA;
- 00beM pacTBopa B MJi;
- HOMep napTuu;
- [ilaTa NpoM3BOACTBA;
- CPOK rofiHOCTH;
- npegynpexaatowas Haanucsb: «HegonycTMo MNpUMEHEHWE B Crlyvae HapyLUeHWs
LIe/TIOCTHOCTM YMaKOBKU»;
- Hagnuck: «He TOKCUYHOY;
- KOMIMYeCTBO MeANLMHCKNX U3LeNNIA B YNaKOBKe;
- MaHUNyAUMOHHbIE 3HAKW:
*  CVMBO/ CTEPUNIBHOCTM C YKazaHWeM MeToAa CTepun3aumu;
*  CMMBOJI «3arpeT Ha NMOBTOPHOE MPUMEHEHNEY,
e CUMBOS «He CTepnnn3oBaTb NOBTOPHO»;
e cuMBON «OBPaTUTECH K UHCTPYKLMM MO MPUMEHEHWIO;
e  CUMBON «TemnepaTypHbIi Anana3oH»;
* cumMBON «He gonyckaTb BO3LECTBME COMTHEYHOMO CBETa;
*  CUMBOJ «XpYynKoe, 06palaTbCs OCTOPOXKHO»;

e cuMBO/ «COMEPXKUT XKUAKOCTb.

Ha ngeHTnhmKaLoHHON CaMOK/eALLEeNcs STUKETKe:
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/

HBCTpyxinem 00 NPHMCHEHNI0 HS MEARUHHCKOE HIALANE

KHUmnaantar nrpascpaansiisit NUCLEOFORM » papstanTax senoaneaus NUCLEOFORM s NUCLEOFORM RICH» no

TY 32.50.22-008-115243961-2020, npossaoactsa AO «ISIHCTEPH», Poccns

— RAMMCHOBAHHC MCOHIHHCKOIO H3IOCIHSA B BAPDHAHTE HCIIOJIHCHHA B COOTBEICTBHH C

HacToAIuMHE TY.

- o6peM MNnnanTarTa B LINpHIE;

r

r )
. 4

- caepyomue cumpois no 'OCT P UCO 15223-1:

«Kon naprau»

«O6patdTeCh X MHCTPYKIIMH N0 IPHMCHCHHIO»

«HUcnonk3oBaTth J0...»
«HA3penue CTepuABHO, ¢ YKa3aHHEM METOAA CTEPHIIH3ALIKHY

«3anpet Ha NOBTOpHOE IIPEMEHEHHEY

«Temmeparypusilt iuanason xpanenus ot +5 °C no +25 °C»

«Xpynxoe, 00pamaTLCH OCTOPOXKHO»

«He crepunmm3oBaTh NOBTOPHO»

Ha nauxe go/mkno G6ITh yKasaHo:
— NONHOe HaNMEHOBAHME MEeAMIIMHCKOro M3fienud C yKa3aHHeM BapHaHTa

HCIIONHCHHA,

— HOMEP HaCTOALNAX TEXHHYSCKHX YCIOBHH;

— ofneM pactsopa UMnnanTaTa B mrpune um ¢rakone;

— Ha3sHAYCHHEe MEMLHACKOrO NINCNHA,

~ HAMMCHOBAHMC M KOHTAKTHI MPOM3BOAKTENA, €T0 JIOTOTHIL, CHMBO/N NMPOM3BOABTENS
H apec MECTa IPOH3BOJCTBA;

— IITPUX-KOS;

— MaHUMYJALRHOHHEIC 3HAKH:

CHMEOJI CTEPHIBHOCTH ¢ YKa3aHHEM METO/Ia CTEPHIIH3ALIUY;
CHMBOJ «3anpeT Ha NOBTOPHOE IPHMCHEHHEY;

cuMBOn «He cTepHIHIOBATS TOBTOPHOY;

cHMBON «O6paTHTeCh K HHCTPYKIME [0 IPHMEHEHHRION,
cuMBOa «TemmeparypHsiit anamaszon»;

cuMBo «He gonyckaTts BO3RCHCTBHE CONMHEYHOTO CBETAY;

cHMBOJ «XpynKoe, o0palaTbes OCTOPOXKHO»;
cHMBON «COAEPKHT KHAKOCTLY,

— HOMeEp NapTHu;
— JIATA NIPOU3BOICTBE;
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/ HECTpyQans Mo npEMeHEHIN0 HE METIINHCKOS HINEIHE
«HUmnnantar uutpasepmansisit NUCLEOFORM s papuanTax nenonsenus NUCLEOFORM w NUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, mposcxsoscmaa AO <SIAHCTEPH», Poccim

— HAMMCHOBAHAEC M  KOHTAKTEI OpPraHA3aldd, NPAHMMAIOWICH  OpPETCHIKK

norpedurencit;

— HOMEP H JATA PETHCTPAHOHHOTO YAOCTOBEDCHHMA;

— COCTaB C KOJHYECTBEHHEIM CONEPKaHACM ACHCTBYIOMIKX BELICCTD;

— KOMIMYECTBO MEAHIMHCKHX H3ZIeNNH B yIIaKOBKE;

— npeRynpexnaoman Haanuck: «HeaonmycTHMO npuMeHERKE B Clydae HapylWICHHA
HCJIOCTHOCTH YIAKOBKHY;

— pammuch: «Cmoco6, ycnoBra — NPHMEHEHMS,  OKasHBaeMbif  adexr,
Npeaynpex/ieHus H OPeROCTEPEKEHHs O BO3MOXHRIX HexenaTeNbHHX 3ddexrax
NpHMCHCHHS MeJHIIMHCKOTO H3AE/NHA YKa3aHhi B HHCTPYKIIHH N0 MPHMEHCHUIO;

— HaANUCh: «He TOXCHIHOY;

- YCNIOBHA XpaHEeHRS;

, - cnocol yTHmIanmm;

- CPOK FOAHOCTH;

- Haamuch: «VIRCTpyKIA N0 NpHMEHEHNIO (BIJIABII) BHYTPH YIIAKOBKHY.

CHMBOTH Ha ITHKETKE H YIIAKOBKE AOKHE cootetcTBoBaTh TOCT P UCO 15223-1.

Ha wHapyxnyi0 cropoHy TIpynmoBo# Tapnl (KOpoOKH) HIH sIIWK2 s

TPAHCTIOPTHPOBaHHA HMIIanTaTa HABOCHTCS JTUKETKA, Ha KOoTOpol omxeo OHTH yKasauo:

v J—
1.2'1_" - KOJI IApTHH;

&] - 1aTa H3rOTOBJICHHS;

g - HCMONB30BATH JAO ...;
wee ﬂ - TeMIepaTYpELIl JHaNa3oH;

® - 3aMpeT Ha NOBTOPHOC NPHMEHeHHe;

@ - ciMeon «He creprin3oBaTh NOBTOPHOY;

m - 0OpaTHTECh K MHCTPYKUMH N0 NPHMEHCHHUIO;

@I - cHMBON «CTepUnH3aLAa NapoOM HIH CYXHM TEILIOM»;
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/ HHCTPYKIMK 170 BPHMEHEHEN HA MEIMIHHCKOC RISSANC
«Hmnnasrar nETpascpMansinit NUCLEOFORM s sapuantax wenoaneis NUCLEOFORM s NUCLEOFORM RICH» no
TV 32.50.22-008-115243961-2020, npousacacrea AQ «/IAHCTEPHS», Poccas

- caMBON «Xpynkoe, o6paImaTeca OCTOPOXKHOY;

M.
—7 .
‘ |\ - cumBon «He AONYCKATH Bmeﬁm COJIHEYHOTO CBCTAa»,
®

I - CAMBON «COePXRHT KHIAKOCTHY,

- HAUMCHOBAHHC H KOHTAKTHI IIPOU3BOAUTENA, €r'0 JIOTOTRIL, CAMBOII NIPOR3BORUTENS H
anpec MecTa IIPOH3BOACTRA;

- NONHOC HAUMEHOBAHUE MEAHITMHCKOrO H3MIETHY C YKa3aHHEM BapHAHTA HCTIOMHEHHA;
- HOMCEp HACTOSIIUX TEXHUYECKHUX YCIOBKH;

- HOMEP K JIaTa PErHCTPAINOHHOIO YAOCTOBEPEHUA;

~ KOJIMMECTBO NaYCK ¢ HIACHANM;

~ HAATHCH «HE TOKCHIHO;

- HaUNACh «HEAOMYCTHMO NpPHMCHEHHE B ClydYae HapyIIeHHN LENOCTHOCTH
YTaKOBKHY.
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/

HnCTpyKian 00 NPUMEHEHHI0 HA MEAHKHHCKOE H3HE
«Mnnnaurar ynrpagepMatsiisit NUCLEOFORM p paprarTax Henomenus NUCLEOFORM w NUCLEOFORM RICH» no
TV 32.50.22-008-115243961-2020, nparzsonctan AO «/ITHCTEPH», Pocens

25 HOPMATHBHAA TOKYMEHTAILIHA
Oboszuavenne HaumeHoBaHue

FOCT 20790-93 lMpubopw, annaparsi u o0opynosaHue MeauumMHckHe. OGume
TEXHHMSCKHE YCTIOBHA
Mamnnusl, npabopsl H ApyrHe TexHudeckue wsaenua. HenonueHns ans

FOCT 15150-69 PasTHYHBX  KNWMATHYeCKMX  paifoHoB.  Kareropum,  ycnosns
IKCILTYATALMH, XPAHEHWA M TPAHCHOPTHPOBAHMK B YACTH BO3ACHCTBMA
KTHMATHYCCKMX (PaKTOpOB BHewHeH cpeast
HMmianratel xupypraveckne. UMnnmaHTaTsl Ha OCHOBE CHASYPOHOBOR

I'OCT P 58484-2019 KHCNoTht. CTaHAapTHO® PYKOBOACTBO IO ONPEACNICHHIO XAPAKTEPHCTHK
THAJIYPOHOBOH KHCMOTHL KAK OCHOBBI MCAHIMHCKHX H3aennH,

I'OCT P HCO 14630-2017 UmnaHTaTH XHPYpruveckne HeaktueHbie. Obune TpeboBanus

rOoCT 7933-89 Kapron ana norpeburenmsckoif Tapsi. OGLme TEXHHUYECKHE YCIOBHA

[OCT 25250-88 [néHxa TMOMMBHHUIXNIOPUAHAA VI HITOTOBJICHHS TAPHI NMOA NMNILEBbIE
MPOAYKTH H JNECKAPCTBCHHLIC CPEACTBA
Hanenns meguumeckiic. CHMBOJIEL, NPMMECHACMBIC TIPR MAPKHPOBAHAW HA

FOCT P UCO 15223-1-2014 | MEAMUMHCKMX H3ACTHMEX, OJTHKETKAX H B  CONPOBOAMTENLHOM

aoxymenramuu. Yacts 1. OcHOBHbIE TpeSOBAHNA

I'OCT ISO 14971-2011.

Msanenus meauumuckue. IlpumeneHne MeHeDaMeHTa pucka K
MEARUMHCKHM MINCNHS

Manenus  mepnpmeckue.  TpebGosanma  GesonacHocTw.  Meromw

I'OCT P 52770-2016
CAHWTAPHO-XHMHYECKHX M TOKCHKOMOTHYCCKHX UCTITAHNI
Hagenna  meammnekne.  Ouenxa  Gwonoruveckoro  pelicTeus
I'OCT P HCO 10993-2-2009 | meamumpscknx w3genuit. Yacre 2.TpeGopanus Kk ofpamenmo ¢
KHBOTHBIMH
F'OCT ISO 10993-2011 Cepun ctannapros. Hanenua meauumnckue. Onesika Guonorunueckoro
ACHCTBHA MEAHIHHCKHX HINEAHH
'OCT 28840-90 MawmHe! 119 HCNBITAHUA MATEPHANOB HA PACTIDKEHHUE, CKATHE W MIrub.

Ob1me TexHHYecKkHe TpeGoBaHHA

CanlTuH 2.1.7.2790-10

CanHTapHo-3nHaeMHONIOTHYecK e TpefoBaHHR K oGpalleHHIo ¢

MEAMIHHCKHMHY OTXORAMH

Ipuxas Munagpasa Poccun | O6 yTBepX¢HAN HOMEHKIATYPHOM KNACCHOHKALIMY MEAHLIHHCKHX

ot 06 mions 2012 r. Nedn magenuis

FOCT 31508-2012 Hanenns weguuuHcxkue. KnaccHskauma B 3aBHCHMOCTH  OT
NOTEHUMANBHOIO PHCKa NpMeHeHna. O6wue TpeGosannus

roCT 18251-87 Jlenta wieeBas Ha OyMakHOMN OCHOBe. TeXHHuECKHE YCIOBHS

TY 18.12.15-001-16891509-
2017

ITUKETKH CaMOKIeqlHecs
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VIHCTPYKUMA MO NPYMEHEHMIO HA MEAVLIMHCKOE M3fienive
«MmnnaHTat nHTpagepmanbHbli NUCLEOFORM B BapuaHTax ucnofHeHnsas NUCLEOFORM n NUCLEOFORM RICH» no
TY 32.50,22-008-115243961-2020, nponssoacTea AO «JTAVICTEPH», Poccust

26 OTO

NUCLEI"FORM |
20,0 mr/mn 1.2 mn

LLInpuy, ¢ nmnnadTatom nHTpagepmasibHeiM NUCLEOFORM
B ucnonHeHnn «NUCLEOFORM 20 mr/mn 1,2 mn»

LLnpuy ¢ mnnadTatom nHTpagepmaisHeiM NUCLEOFORM
B ucnonHeHmn «NUCLEOFORM 20 mr/mn 2,0 Mn»

PucyHok E.5 - LLnpuy, B 6amncTepe ¢ nMmniaHtatom nHTpagepmanbHbivi NUCLEOFORM
B ncnonHeHmn «NUCLEOFORM 20 mr/mn 1,2 mn»
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/ WHcTpykuw! no MprMeHeHnto Ha MeULIMHCKOE n3genue
/ «MmnnakraT nHTpaaepmanscHblii NUCLEOFORM B BapuaHTax ucnonHeHns NUCLEOFORM nNUCLEOFORM RICH» no
' TY 32.50.22-008-115243961-2020, npoussoactea AO «JTANCTEPH». Poccus

PucyHok E.6 - LLnpwuy B 6nncTtepe ¢ umniaHTatoMm nHTpagepmaibHbiv NUCLEOFORM
B ucnonHeHun «NUCLEOFORM 20 mr/mn 2,0 mnx»

NMPUMEP MAPKNPOBKW BJZTCTEPA

MegunumHckoro nsgenua «MmnnaHtat uHtpagepmaibHbii NUCLEOFORM
B BapuaHTax ucnonHeHna NUCLEOFORM n NUCLEOFORM RICH»

| Hirtm U S e«ai
HMumttn anumpmw Mmsa NUCUOFOAM M.l Kr/HA.
Cumfejw p AWLIMW» » an

R(KMV|H«M«UU M—H}W_B
mi AR M "o

il>MI T Meekn.yx 6a*u» Ou Mme?ab.* 4TN.«p.1.ma.41
K

—®O I O
hllmvihuh—l—btfci nt——
rmnunu

npumep Mapknposku VimnnaHtata nHTpagepmaisHoro NUCLEOFORM
B ucnonHeHnn NUCLEOFORM 20 mr/mn 1,2 mni»
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/ VIHCTPYKLMA M0 NMPUMEHEHNIO Ha MEAULIMHCKOe U3fenne
«MmnnaHTat nHTpagepmanscHbliin NUCLEOFORM B BapuaHTax ucnonHeHns NUCLEOFORM nNUCLEOFORM RICH» no
TY 32.50.22»008»115243961-2020, nponssoactea AO «/TANCTEPH», Poccus

NUCLESFORM 0 A
MWoIKIIVVIBHZONS ("%%

blunamrtn wrtfw yw M iue NUCLEOrOKM M/T«m u.

m HOR e MMH%
m (BAbiMAOvawow. n 47A,ecMl,wS-43; Iﬁl

XTN: ritzi

Hq a«ycTiiiiaiipwicnwwe»cx)id»»MBywtt— dr i»xCT W twyfM —
Hcrmouw CpmnamMeTm 3N M CAUbl UTCHOCKUXK.

Mpumep MapknpoBky imnnaHTata nHtpagepmansHoro NUCLEOFORM
B ucnonHeHn NUCLEOFORM 20 mr/mn 2,0 mni»
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VIHCTPYKLMS NO NPUMEHEHUIO HA MeIMLINHCKOe n3fenve
«MmnnaHTaT nHTpagepmanbHbliiin NUCLEOFORM B BapuaHTax ncnonHeHns NUCLEOFORM n NUCLEOFORM RICH» no
TY 32.50.22-008-115243961 -2020, npoussogcTea AO «TANCTEPHS», Poccus

MAKET MAUKW (MOTPEBUTE/IBCKON YMAKOBKW)

MmnnaHTaT MHTpagepmaibHbii NUCLEOFORM
B ucnonHeHnn NUCLEOFORM 20 mr/mn 1,2 mn

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU Cro. 16
Tp.



VIHCTPYKUMA MO NPUMEHEHUIO Ha MeAVLMHCKOE U3fenve
«IMnnaHTaT MHTpagepmanbHbli NUCLEOFORM B BapuaHTax ucnonHeHns NUCLEOFORM n NUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, nponssoacTtea AO «flﬂl7ICTEPH», Poccusa

WmnnaHTaT nHTpagepmanbHbii NUCLEOFORM
B ncrnosiHeHn NUCLEOFORM 20 mr/mn 2,0 mn

NUCLE®

MTBHRIHTIM VB 11,0

Z0.0 mr/mn

O Leistem*

AOWIirtcTwwHM piacin—iicMLLKPYC»
UP3W, r.M0g—..yn tOIWMI J4ATA.
cinl. K

«*nMtvMoMarnMiu

Mtctonppi—o L[> ;
U7K6.r,Hoow.yn.HanTHco«. A  cip«

Ytuncmu» \wwiOTcniiicOwnwW JTB»»

27 YNONTHOMOYEHHbBIN NPEACTABUTENb MPOVN3BOAUTENS
AKLMOHepHOe 061LecTBO «J1slicTepH dapmacbioTukanc M6X Pyc» (AO «IANCTEPH»)
119361, r. MockBa, yn. bonblaa Ovakosckas, A.47A, kopn. 1

Ten.:+7 (499)322-00-88

Email: 3220088@mail.ru
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MpoLumnTOo 19cKpeoneHo nevarbIic
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YTBEPXKJIAIO

I'enepansusiit
AO JISACTEPH»

MO MIPMMEHEHHIO MEJHITHHCKOI'O M3AEJIHA
Hmnnanrar autpaaepmaanasiii NUCLEOFORM

B saprauTe ncnoanenus NUCLEOFORM RICH
«MmMnnantar maTpascpmamsasti NUCLEOFORM B sapuantax ucnonHenns NUCLEOFORM n
NUCLEOFORM RICH» 1o TY 32.50.22-008-115243961-2020

1 HAHMEHOBAHME MEJMIHHCKOI'O H3IE/JIHA
HAMMEHOBAHME MEAHIIHHCKOT O H3AEJINA
«Umnnanrar uatpanepmanbabii NUCLEOFORM B papuanTtax nenonnenna NUCLEOFORM n
NUCLEOFORM RICH» o TV 32.50.22-008-115243961-2020

Ne

o Hcnonuenne KoMnnextauns Kon-so,ur.
1 | AMnassTaT Ilnpsn ¢ uMnaarTaTOM obnemMom 2.0 M 1
HHTPaRCPMAThHEIH Bmactep 1
:I;CLBOQORM RJ&H B Hanestuduxaumnontan caMokneaancs ITHKETKA 2
NUCLEOFORM 22 Mr/mn HEcTpyxaHa o NpUMEHSHHIO (BKIaALIIN) 1
2,0 Mn no TY 32.50.22-008-
115243961-2020 Tlaika xapromian » :
2 | Munnasrer Lnpuu ¢ wMnnantaroM obeMom 1,2 Mn 1
HHTpagepMantHaA
NUCLEOFORM RICH 8 Bancrep H
uﬁganEr(e) HCNOMHEHKA HpeHTMOHKALMOHHAS CAMOKNSANIASCE STHRETKA 2
NUCLEOFORM 22 mr/mn
1.2 w1 o TV 32.50.22 HHCTPYKIHA N0 NPHMEHEHINO {BKNAMNLI) 1
115243961-2020 Ta4xa kapToRKas !

2 CBEAEHHA O NPOH3BOAUTEJIE MEAHIIHHCKOIO H3AEJIAA
[pou3BoauTeNs MEAUIHHCKOTO H3AENHE:
AxnmoHeproe obmectso «Jlaiicrepn Gapmacsiotakaic ['M6X Pyc» (AO «JIAUCTEPH»)
119361, r. Mocksa, yn. Bonsmas Ogakosckas, a. 47A, kxop. 1.
Ten.: +7 (499) 322-00-88
Email: 3220088@mail.ru
e H3BOJICTBA M€ CKOTO H3JICTHS
117105, r. Mocksa, yn. Haratauckasn, 4. 3A, c1p.5

3 HA3SHAMEHHE MEAUIIHHCKOI'O H3JEJIHA
Hmnnanrar npeanasHayueH JUIA HCIOMb30BAHAR B MIACTUYECKON M 3CTETHYECKOMH
MEeQHUHHE, KOCMECTOJIONHH, JVIA YBI&XKHEHHA HETAMHBONR 30HBI, JUI KOPPEKLHH
NMOBEPXHOCTHEIX, CPeAHE- MMYOOKHX H ITyOOKMX MOPIHH, BO3HUKINKX B pe3yabTaTe
HHBOJIIOLAK KOXH Ha JHLe, IIee H BEpXHeil gacTH rpyaHolt knetku. BocnonrHenus
YTPaYeHHBIX 06beMOB MATKHX TKaAHEH, KOPPEKIIMHA OBAMA JIKLA, AN YBNAXHEHHS KOXH.
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HHCTpYXitHa N0 MPRMEHCHHIO HA MCAMUMHCKOS HIRC/IHE
«HAmnnaurar uurpanepmansHeit NUCLEOFORM s sapuasntax ucnonnenus NUCLEOFORM u NUCLEOFORM RICH» no
TV 32.50.22-008-115243961-2020, npoussoacrea AO «JISAACTEPH», Poccus

4 IIOKA3AHMS JJisA IPUMEHEHHUSA MEJUIIMHCKOI'O U3AEJIMA
e papHaHT HcnoaHeHus NUCLEOFORM RICH:

Koppekuus cpeaHe-BhIpaXeHHBIX MOPLIHH, BOCIIOJHEHHE MATLIX H GO/BLINX
061,eMOB TKaHH, KOPPEKLIHA KOHTYPOB, BhIPOXKEHHbIE MOPLIHMHBI B 06/1aCTH 1162, KOMHCCYPBI
ry6, BLIpaKEHHBIE MEXOPOBHBIE MOPLIMHLI, "T'YCHHBIE TaNKH", HHBEKLIHOHHAA
PHHOILTACTHKA, 6HOapMHpOBaHHeE OBalla JIMLA, BHIPAXKEHHBIE HOCOTYOHBIE CKIIAIKH,
ry6onoaboponounsie cknanku, 06beM H MOpLIMHBI MoaGopoaka, 6e3onepaunoHHONR
HHTHMHOH KOHTYPHO# IIaCTHKH.

IIpumensiercs s GezonepaliHOHHON HHTHMHONH KOHTYDHOH IJIaCTMKH: Kcepo3a
aHOTeHHMTAIbHON 30HBI, CKJIEPO3HPYIOILEro JIKXEHA, JIEHKOMNIaKHH, HeoNNa3uil eHKH MaTKH
H BYJbBBI, NMCNIAPEYHHH, BYJbBONHHHH, BarHHM3Ma, aHaIbHBIX TPCIIMH, XPOHHYECKOH
Ta3oBoH OOJM, BOCCTAHOBJICHHE €CTECTBEHHOrO YBIAKHEHMS CIM3HCTOH 060J0YKH
BlarajiMila H aHOreHUTAILHOM 30HBI.

5 ITPOTHBOITIOKA3AHHMA MEJHIIMHCKOI'O U31EJINA.
sajlepruyecKkas peakuus Ha MoOble KOMIIOHEHTHI, BXOASALIHE B COCTAB MEIHLIHHCKOTO
H3EJHA;
*6GepeMEHHOCTD H JTaKTallus,
*CHCTEMHOE JIEYEHHE PETHHOUAAMH;
* CHCTEMHas aHTHKOAry/ISHTHas H aHTHTPOMOOTHUECKas Tepamuy;
* CHCTEMHass HMMYHOTEpanHus;
* BoCNIATHTENbHAA HHPHILTPALHA KOXH;
* POrpPeCCHPYIOLINH XPOHHYECKHI epMaTo3;
* MH}eKUHA, BbI3BaHHAA BUPYCOM FepIieca, B CTaluH 060CcTpeHHus;
* apaHEOIIaCTHYECKHH NPOLIECC B MECTE BBEJCHHUS;
* TAXKEN0€ COMaTHYeCKOoe 3aboneBanHe B CTAIMH 1€KOMIIEHCAIIH.

IIpoTuBONOKa3aHHA NPH NPUMEHEHHH /11 Ge3onepanHonHOi HHTHMHOMH
KOHTYPHO#i NJIACTHKH:
THIIEPYYBCTBHTENBHOCTD K IIOOOMY KOMIIOHEHTY MEIHLIMHCKOIO H3E/IHS;
OTATOLLECHHBIH anneproJorHyeckuii aHaMHes;
caxapHsbl#f auaber;
TybepKyJes; A
KJIHHHYECKH 3HaYUMbI€ HapylUEHHS CBEPTHIBAEMOCTH KPOBH HJIH MPHEM aHTHKOATryNsAHTOB;
3JI0Ka4Y€CTBEHHBIE HOBOOOPpa30OBaHH,;
GepeMEHHOCTD WIIH KOPMIIEHHE IPYAbIO;
XpOoHHYeCKHe 3a00JIeBaHHSA B CTaIHU AEKOMIIEHCAIIHH;
akTHBHas ¢aza repneTuyeckoi HHQekuHuH;
HHEKUHOHHBIE 3a60/1eBaHUs YPOT€HHTAIBHOIO TPaKTa B ocTpoi ¢ase;
NMCUXHYECKHe 3ab0JIeBaHK;
HapyuIeHHe ONOPOXKHEHHA MOYEBOTO My3bIps;
ocTpble HH(EeKLHOHHBIE 3a00IeBaHN;
HaJIHYHE B KOPPEKTHPYEMbIX 30HaX NEpMaHEHTHBIX QHILIEPOB.
ayTOMMMYHHbIE 3abo/ieBaHHs,
CKJIOHHOCTB K Pa3BHTHIO rHNepTpo¢HueckuX pyOLIOB, OCTPhIE BOCHIAINTE/BHBIE IIPOLIECCH
B MECTax NpearnonaraeMoi HHbEKIHH,
BOCNAJIHTENbHBIE NPOLECCH H 3a001eBaHus, TepeAaBacMble MOJIOBBIM IyTEM,
HHIHBHAYyallbHad HENEPEHOCHMOCTb THATyPOHOBOM KHMC/IOTHI,
Bo3pacT a0 18 ner.
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VIHCTPYKLMSA MO NPYMEHEHWIO HA MeAWLMHCKOE n3fenve
«MmnnaHTaT nHTpagepmanbHelin NUCLEOFORM B BapuaHTax ncnonHeHns NUCLEOFORM n NUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, npoussogcTea AO «TANCTEPH>, Poccus

6 PUCKWN MPUMEHEHWNA
HeahdeKTBHOCTL NPUMEHEHNS;
HexapaKTepHble aniepruyeckme peakumu;
O6pa3oBaHve remaTtom B MeCTe BBELEHWS;
YBenuyeHue noboyHbIX 3QeKTOB;
VHprumpoBaHve naumeHTa.

7 BO3MOXHOCTb YAANTEHNA N SAMEHDbI
3BneyeHne UM 3aMeHa UMMaHTaTa MHTPaaepMaibHOro HeBO3MOXHA. NS BbiBeAEHUSs
MMM YCKOPEHHOTO paccachbiBaHKs BO3MOXHO Ha BbIGOP MPaKTUKYHOLLEro Bpaya 1CMnosb3oBaHue
Pa3/IMUHbIX anmapaTHbIX MeTOAMK (Hampumep, [apCoHBanb, 3MeKTporopauums, Tepanus
MUKPOTOKaMu, BanopusalLvs) uiv BeefieHre hepMeHTa rmanypoHnaasbl AU NOHMMAasbI.

8 OMMNCAHUE

NmnnaHTaT uHTpagepManbHbiik NUCLEOFORM B BapuaHTe ucnonHeHmss NUCLEOFORM
RICH 22 wmr/mn, npeactaBnseT co60M  Npo3payHblid,  GECLUBETHbIA,  CTepPUbHBIN,
OVMOCUHTETMYECKUIA, OMoAerpaaMpyemMblii B TKaHAX OpraHM3mMa YenoBeka, WMMaaHTar
NHTpaLepMa/ibHbIA, MOMELLUEHHbIA B CTEPWbHbIA CTEKNAHHLIA Wnpuy. CwunTblin ManypoHaT
HaTpUA COCTOUT M3 LIeNein HaTpusa rmanypoHata, COefUHEHHbIX MonepeyHbIMU cBsizsmu ¢ 1,4
oyTaHanon-gurnauuuannosbiM  atupom (BAA3), ABnseTcs nonmcaxapugoMm, COCTOAWMM U3
efMHUY, D- rNroKypoHOBOW KUCNOTbI M N- aueTUnrnioKo3ammnHa, Habyxwmx B (hoctaTHOM
6ydepHOM pacTBope.

buogerpagaums meguumHckoro nsgenus imnnadtat uHtpagepmansHbii NUCLEOFORM B
BapuaHTax mcnonHeHms NUCLEOFORM n NUCLEOFORM RICH 3aBucut ot BapraHTa
MCNOJHEHWS Y UHAMBUAYaANbHBIX 0CO6EHHOCTeN naupeHTa: ans ucnonHeHns NUCLEOFORM

RICH 22 mr/mn, cTeneHb nonepeyHoro cumeaHms 2 % :8-1 0 mecAues

9 Cnocob NPMMEHEHMA MEANUNHCKOTIO N3AENTNA

Mepen Hayanom npoueaypbl He06X0AMMO MPOMHAOPMUPOBATL MaLMEHTA O MOKa3aHMAaX W
MPOTMBOMOKA3aHUAX K MPUMEHEHNO MeAMLMHCKOTO W3Aenns, O BO3MOXHOM pasBUTUM
MOBGOYHBIX peakLyii, CBA3AHHbIX C €0 MPUMEHEHVEM.

Mepea HaYanoM UHBEKLMW CNeayeT TLiaTeNbHO NPoAEe3NH(NLMPOBATL MECTO Ero BBEAEHNS.
"ManypoHoBast KUCNoTa He COBMECTUMA C COMSIMM YeTBEPTUUYHOTO aMMOHMS, TaKUMI, Hanpumvep,
KaK X/opwn 6eH3a/IKOHUS. YunTbIBas 370, HUKOrAa He cneayeT AoMnycKaTb KOHTakTa M3menuns ¢
AaHHbIMW COEAMHEHUSMW, a TaKkKe C MEeAULMHCKAM XUPYPrUYECKUM WHCTPYMEHTapUeM,
06paboTaHHbIM UMK,

Y [anuTb U3 Wnpuua Nnpoobky, BbIHAMAas eé, Kak NnokasaHo Ha puc. 1

1
Puc. 1

3aTeM, MMIOTHO HacaaWTb MHBLEKLWMOHHYIO WMy, He BXOAALLYI B KOMMMEKT MMnnaHTaTa, Ha
HAKOHEYHWK LUNpuUa (puc. 2) U akKypaTHO HaBUHTUTL €€, Bpallasi Mo YacOBO CTPEsKe.

Puc. 2
CpoenaTb JOMONHWTENbHbIA MOBOPOT WU/bl 40 MOMEHTa ee 6/I0KMPOBKKN. 3alMTHbIA KONNa4voK
UMbl AOHKEH HAXOAUTLCA B NOMNOXEHWW, NPeACcTaB/IeHHOM Ha puc. 3.
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y VIHCTPYKUMA MO NPUMEHEHWNIO HA MEAULIMHCKOE U3fenune
«MmnnaHTat nHTpagepmansHbliin NUCLEOFORM B BapuaHTax ucnonHeHns NUCLEOFORM n NUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, npoussoactea AO «/TANCTEPH». Poccus

Puc. 3
Ecnu 3alUMTHBIN KONNa4voK 3aHUMaeT MoJoXKeHWe, NPeAcTaBIEHHOE Ha pUc. 4, TO MHBEKLIMOHHAA
nrna cumTaeTcs NOACOeANHEHHON HenpasuIbHO.

Puc. 4
3arem, MOMECTMB Nasiblbl Ha YCTAHOB/IEHHbLIN Ha LINPUL, yNnop Ans NanbueB W yaepXxuBas
KOprnyc wwnpuua B 04HOW pyKe M KONMayoK B APYroi (puc. 5), CHATb KOAMayoK, MOTAHYB 3a
Hero.

Puc. 5
MiMnnaHTaT cnefyet BBOAWUTL MeL/IeHHO.
HecobntogeHne yKasaHHbIX Mep MPeaoCTOPOXKHOCTM MOXKET MPUBECTU K CPbIBY MHbBEKLMOHHOIA
UrNbl W/nnn ytedke VimnnaHtaTta B 061aCTU LLNPULEBOrO HaKOHEYHMKa.

10 BO3MOXHbIE OCNOXHEHWA N TNIOBOYHbBIE 3@ ®EKTDI

Kak nposiBneHve TpaH3MTOPHbIX peakumii BO3MOXKHO NOSB/IEHWE KPaTKOBPEMEHHOMO
KpoBoTeueHus (1-2 MVH) 1 NnosiB/ieHe KPOBOMOATEK 60/ U 3yja B MOMEHT UHBEKLMUN Ha
HenpogomkuTenbHoe BpeMsi (10-15 MyH.). BO3MOXKHO NOSIBNEHME 3pUTEMbI, KaK CNeacTBme
MECTHOPA3paXKatoLLEro UM KOMMEHCATOPHOI0 AeNCTBUSA, KOTopas, B CBOKO 04Yepelib, LO0BO/bHO
ObICTPO NPOXoAmMT (He 6onee 2 cyToK). MNposiBneHne YNIOTHEHUS B MECTE UHBEKLMK, BA/IMKOB U
KOMOYKOB (He 60see 4-5 CyTOK), U3MEHEHNE LiBeTa KOXW 1 YBE/IMYEHWE YyBCTBUTE/IbHOCTU B
MeCTe UHBLEKLNN.

1 B3AVIMOAENCTBWE C APYTVIMU MPEMAPATAMU

MpumeHeHe MeanumHcKoro usgenus MmnnaHtaT unHTpagepMmanbHblii NUCLEOFORM B
BapmaHTax ucnonHeHna NUCLEOFORM RICH B coyeTaHun c Apyrumui megmvuUnMHCKUMU
N30eNNaAMN N NeKapCTBEHHLIMU MpenapaTaMy He U3y4aoch.

12 MnPNHUWNMM PABOTbI MEAVNUMNHCKOIO N3AENUNA

[elicTBre MEAMLIMHCKOrO M3Aenuns 3aK/H0UaeTCst B MOBbILLEHMN MOBEPXHOCTU KOXM U OCHOBaHO
Ha EeCTECTBEHHO  CMOCOGHOCTM  rMAPOMUILHBIX  MONMEKYN  FMasypoOHOBOW  KWUCNOTI
B3aMO/IEICTBOBATb C KO/IMYECTBOM BO/bl, KOTOPOE HAMHOIO MPEBbLILLAET BEC CAMMX MOJIEKY/I.
[aHHbIl 3DheKT NO3BONSET 3aMONHWUTL YYacTKM MeXay CKNafkamu, rapaHTvipys npu 3Tom
YNPYrocTb KOXE.

Bnarogapsi CBOMM YHWUKa/lbHbIM MEAMLMHCKAM 1 (DU3MYECKVM CBOICTBaM, rMaypoHOBas
KACNOTa WCMONb3YyeTcsl [N Pas/IMUHbIX  MEAWLMHCKMX TMPUMEHEHWUI, OT  3CTETMYECKOI
MeAVLVHbI A0 OPTONEANN.

ManypoHoBasl KWUC/OTa B KauyeCcTBE BaKHOTO KOMMOHEHTA KOXW SBMSIETCS  OCHOBHbIM
CTUMYNATOPOM 006pa30BaHKsi 3M1aCTUYHOIO reneobpasHOro OCHOBHOIO BELLECTBA, KOTOPOe
MPOTMBOCTOMT YCUIUAM CxaTus. OHa CNoco6CTBYET rMAPOAMHaMIKe TKaHein NyTem Co3faHus
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VIHCTPYKUMS N0 NPUMEHEHUNIO Ha MeAWLMHCKOe n3fenve
«MmnnaHTaT UHTpagepmanbHblli NUCLEOFORM B BapuaHTax ncnosiHeHna NUCLEOFORM n NUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, nponssoactea AO «J1HI7ICTEPH», Poccus

MpocTpaHCTBa /151 ABVXXEHUS KNETOK, CUMTAETCS, YTO OHa perynnpyet angdysnio nutaTenbHbIX
MWUKPO3/IEMEHTOB, MeTab0/IMTOB U FOPMOHOB MEXAY KNeTkamu U CTUMYMMPYET MUTPauuio w
nponungepamio rmbpobaacToB 1 NOCNEAYHOLLYHO NPOAYKUMIO KonnareHa.

MoA06HO CMHOBMANBHOM XMAKOCTU, KOMIMYECTBO rMalypoOHOBOM KUCIOTbI B KOXE MPOrpeccmMBHO
CHMKAETCS C BO3PacTOM, YTO NMPUBOLAMUT K PasBUTUIO BO3PACTHbLIX MPU3HAKOB U (HOPMUPOBaHNIO
MOPLLMH, a TakKe Kak pe3yNibTaT CHKEHUIO 3M1aCTUYHOCTY U TMapaTaLum KOXW.

B 06nacTu 3CTETUYECKOI MeAULMHBI FManypoHOBas KUC0Ta NpPUBAEKaeT 0coboe BHVMMaHMe B
KayecTBe Kapkaca u3 6uomatepuana. Mpu BBeLEHUN B KOXY A/IMHHbIE BO/IOKHA rManypOHOBOM
KUCNoTbl abcopOupytoT BoLy M 06ecneyvBatoT 06beM. 10 3TOM NPUYUMHE HaNOMHWUTENU C
rMa1lypoHOBOW KMC/OTOI CTAHOBATCA MaTepuanom Bblbopa /18 UCNo/b30,BaHNA B KOCMETO/IOM N
L1591 KOPPEKLMN MATKUX TKaHEeR 1 fepMbl.

13 TEXHWYECKOE OMMCAHWE MEANUWHCKOTI O N3AENNA

WmnnaHtat  uHTpagepmanibHbln - NUCLEOFORM B BapuaHTe  WCMOSTHEHMA
NUCLEOFORM RICH npeactaBnseT co60i Npo3payHblid, 6GECLBETHbLIA, CTEPUIbHBIN,
OMOCUHTETMYECKUIA, BUOderpagMpyeMblii B TKaHAX OpraHuM3Ma u4enoBeka, WMMaHTaT
WHTpaLepMa/ibHbINA, MOMELLEHHBIA B CTEPU/bHBIN CTEKNAHHBIA Wnpuy,. ClmnTblid vanypoHat
HaTPUA COCTOUT U3 LENeil HaTpus rmaslypoHarta, COefMHEHHbIX NOMnepeyYHbIMK CBA3AMU C 1,4-
oyTaHguon-gurauuaunosbiM  agmpom (BALJ), ABnseTca nonucaxapuaoMm, COCTOALMM U3
eanHuy, D- TrNOKYPOHOBOM KUCNOTbl M N- aueTWIrMioKo3aMmMHa, HabyXwmx B (hocgaTHOM
OytepHOM pacTBope. PYHKUMOHa/IbHOE Has3HayeHve VIMniaHTata He peann3yetcs MyTéM
(hapmMaKo/Iornyeckoro,  MMMYHOJIOTMYECKOrO,  FEHETUYECKOro WM MeTabonmyeckoro
BO3/ENCTBMS Ha OpraHn3m YesioBeka.
13.1 CocTaB MegULNHCKOI0 U3aenns

Ko n pfata
Mpownsso-
HaumeHnoBaHNe Kon-Bo, HasHaueHune peecTpoBOi 3anucu
McnonHeHne AvTensb,
KOMMNOHEHTa MT/Mn (byHKUMSA) (per.ya-vHusa), Ne
cTpaHa
®C,HA,CAS
NUCLEOFORM RICH 22,0 AKTUBHOE XTn CAC, ® C-000226 oT
Hatpus Bel ecTBO ®paHunsa 01.11.2011
rmanypoHar ®C 000226-011111

CAS N 9067-32-7

Kannit ® ochart NUCLEOFORM RICH 0,24 BydhepHoe Panreac, USP,BP,Ph. Eut.
1-3ameuwy BelWw ecTBoO NWcnaHnua CAS N 7778-77-0
Hatpni NUCLEOFORM RICH 1,44 BythepHoe Panreac, USP,BP,Ph. Eur.
®ocar 2- Bel eCcTBO NcnaHnns CAS Ne 10039-32-4
3amew . 12
BOAHBI
NUCLEOFORM RICH 8,0 Bcnomora- 000 P N002499/01 ot
Hatpua TenbHOE «M 3XP», 17.11.2008
xnopunp Bel, ecTBoO Poccua P N002499/01-
221018
NUCLEOFORM RICH 0,2 Bcnomora- Panreac, USP, BP, Ph. Eur.
Kanuns xnopup TenbHOe McnaHua CAS No 7447-40-7
Bel,ecTBO
NUCLEOFORM RICH Lo 1,0 mn PactBOopuTtens «® apmacwu nAmn 001938 orT
Bopga gna HTe3- 18.12.2012
MHbeKLyuNi ToMeHb», nn 001938-181212
Poccuns CAS X0:7732-18-5
Auvrnnungunos NUCLEOFORM RICH ATeHT nonepevyHOro Sigm a- Esponeiickas
bl apup 1,4- cwusaHNs Aldrich, ®apmakones
Bytanagunona 2% cw A
<2 mM.4.

13.2 KoMnieKTHOCTb MegULMHCKOro 13genus

Ne
/ McnonHeHne Komnnektayuusa Kon-so,wT.
n/n
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VIHCTPYKLMS NO MPUMEHEHMNIO HAa MeANLLHCKOe n3aenue
«MMmnnakrat nHTpagepmMa;ibHbliit NUCLEOFORM B BapuaHTax ucnonHeHnss NUCLEOFORM n NUCLEOFORM RICH» no
TY 32.50.22-00S'l 15243961-2020, npoussoactea AO «J'IﬂI7ICTEPH», Poccusa

Ne

/ McnonHeHne Komnnektauuns Kon-so,wr.
n/n
| MmMmnnanTtart W npuy c nmnnaHtatom o6bemom 2,0 Mn 1
MHTpajepmanbHblii BnncTep 1
NUCLEOFORM RICH B8
MpeHTMOMKaLMOHHAA caMoKnesl asca aTUkeTKa 2
BapnaHTe MCNONHEHNSA
MWHCTPYKLMA NO NPUMEHEHNIO (BKNajbl W
NUCLEOFORM 22 Py P ( Avlu) !
Mmr/mn 2,0 manno TY
32.50.22-008- Mauka KapTOHHasna 1
115243961-2020
2 MWmnnaunTtart
W npuy c umnnantatom o6bvemom 1,2 mn 1
MHTpanepmanbHbl i
NUCLEOFORM RICH g bBaucrtep 1
BapnmaHTe NCNONHEHNA MpeHTndmkaumoHHas camoknesal aaca d3TuMKeTkKa 2
NUCLEOFORM 22
WHCTPYKLMWA NO NpuMeHeHNo (BKNapjbl ) 1
mMmr/mn 1,2 mn no TY
82.50.22-008- Mayka KapToOHHasR 1

115243961-2020

14 NMH®POPMALNA O NEKAPCTBEHHbLIX CPBACIBAX, COOEPXALLNXCA B MU
Hatpua ruanypoHat ®C 000226-011111 npoussogcTtsa XTJ/1 CAC, dpaHuus.

Hatpusa xnopug P N002499/01-221018 npoussogctea OO0 «M3XP», Poccus.

Bopga ans nHbekumia JM 001938-181212 «dapmacuHTe3-THOMEHb», Poccus.

15 TEXHUYECKUWE XAPAKTEPUCTUKN MEOVNUMNHCKOI O U3AENNA

HavimeHOBaHWe nokasaTens TpeboBaHMA K MoKasaTesto
noTyY

OnucaHve LBeTa 1 3anaxa OT 6ecLBeTHOro A0 CBET/IO-
YKENTOro LpeTa, 6e3 3anaxa

O6bem VMimnnaHTarta Bo hnakoHe 20+£01 mimwwm 1,2+01

pH 7,0-75

OcMONANBLHOCTb 200-400 mOcm/Kr

Haimuvie MexaHUYeCKMX BK/TOYEHWIA be3 Hamuma MexaHN4YecKmx
BK/THOUEHWIA

CopepxxaHune rnanypoHara Hatpua B ImnnaHTaTe 22,0 mr/mn £2%

[OnHammyeckas BA3KOCTb bonee 1MMac

Cofep>xaHuie 3HO0TOKCYHOB He 6onee 5 E9/Mn

CrepunbHOCTb [omkeH 6bITb CTEPUTbHBLIM

["'epMeTUYHOCTL LWNpULA ¢ iMniaHTaTom [omkeH 6bITb repMeTUYHbIM

Yceunua ons npuBefeHns B ABMXKeHMe LWTOK-NopwHA  He 6onee 40 H

wnpuua

15.1 Wnpuy

Mpwn npownssoacTee VimnnaHTaT nHTpagepmanbHblin NUCLEOFORM B BapraHTax UCMOMHEHNS
NUCLEOFORM 1 NUCLEOFORM RICH no TY 32.50.22-008-115243961-2020

PermcrtpauynoHHoe
HavmeHoBaHWE MEAULMNHCKOTO O6bémM wnpuuya,
MpounssoguTens, cTpaHa yfOoCTOBeEpeHMUE,
nspenns M A
HOPMATUBHbLI I AOKYMEHT
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VIHCTPYKUMA MO NPUMEHEHUIO HA MeANLIMHCKOE n3sfenve
«MMmnnaHTaTt nHTpagepmanscHblii NUCLEOFORM B BapuaHTax ucnonHeHnss NUCLEOFORM n NUCLEOFORM RICH» no
TY 32.50.22-008»! 15243961-2020, npoussoactea AO «JIANICTEPH», Poccus

W npuubl Aana
npeagBapuTenbHOro

HanonNHeHMA 0OAHOPa30BbLl €

LW aHb H Balirao T n
CTEPUNbHBbIE; Ay Py

Meagvnkan Monumep PY Noe P3H 2013/764 oT
MopwHM AN wnpuues; 3 mMn

Komnauun 1Tumutag, 26.03.18 r.
YNNOTHNUTENU NOpLlW HA

Kntai
3NacTUYUYHbBIE ANA WNPULEB,

Ynopbe AN nanbues Ans

wnpuuyes

16 TPEBOBAHWNA BESOMACHOCTN MEANUWVHCKOIO N3AENNA

Hatpus ruanypoHat, ncnonb3yemblii B Ipov3BoAcTBe VIMnnaHTaTa HeXXMBOTHOIO
MPOVCXOXAEHNS, NONYYeH NyTeM MUKPOGHOM PepMeHTaL UM 1 TLLATENbHO OUMLLEH. TeM He MeHee,
Bpay JO/DKEH YUUTbIBATb NOTEHUMANbHBIA PUCK, CBA3AHHbIN C MHBEKLMOHHBLIM BBEAEHUEM JTHOObIX
OMONOrNYEeCKNX BELLLECTB.
IMnnaHTaT He TOKCUYEH 1 He OKa3blBaeT BPeAHOr0 BO3AENCTBUA HA OPraHn3M YenoBeka npu pabote
C HUM.
MecTa nonagaHus MimnnaHtata He06X04MMO NPOMbITb BOAOW.
mnnaHTaT He 06pa3yeT TOKCUYECKUX COeAMHEHNI B BO3AYLLHOW Cpefie Y B CTOYHbIX BOAAX, He
MPUBOAUT K CAHUTapPHO-OMaCHbIM 3arps3HEHNAM OKPYXKatOLLEN cpefp!.
MnnaHTaT fOMKeH COOTBETCTBOBATL TPEOOBaHMAM 610N10rMYeCcKoin 6e30MacHOCTY B COOTBETCTBUN
¢ FOCT P 52770, TOCT P NCO 10993-2 n cepun ctaHgaptos FOCT 150 10993, n Ao/mKeH 6bITb
HETOKCUYHbIM.

3anpelyaeTcs npuMeHeHe MeanLMHCKOE U3Lenve Npy HaIMYMN BHELLLHUX MOBPEXAEHNI
ynakoBKW (6MCTEPHOM YNaKoBKM, LLNPULA).

3anpeLaeTca npyMeHeHe MeauLMHCKOTO U34enns no NCTEYEHUIO YCTaHOB/IEHHOTO CPOKa
rogHoctu (cMm. n. Owmnbka! MCTOYHMK CCbINIKW He HaAEeH.).

3anpelyaeTcs npuMeHeHne MeguLUMHCKOro n3genus, ecnm ViMnnaHTar MMeeT HeOLHOPOAHbIN
WV MyTHBIA BUA,

BaunctepHas ynakoBka, cogepkallas wnpuy, ¢ ViIMnnaHtatom AoKHbI 6bITb BCKPbIThI
HEMoCPeLCTBEHHO Mepes UCMOo/b30BaHMEM.

3anpeLLaeTcs NOBTOPHOE MPUMEHEHNE U CTepun3auma VimnnaHrtara B LUNpULE.

3anpeLleHo B 0AHOIM npouefype NPUMeHNATb VIMNiaHTaT U MHbEKUMOHHbIE MMMNIaHTaTbl ApYrmX
NPOV3BOANTENEN.

17 CBEAEHUNA O CTEPUJTU3ALUNN
3penve ctepunmnsyoT B NapoBom ctepunmsarope npu 121 °C B TeyeHne 20 MUHYT.

18 TPAHCIMOPTUPOBAHWE N XPAHEHWE

MeguunHcKoe  n3fenne  TPaHCMOPTUPYKOTCA  BCEMM  BMAaMW  TpaHCrnopta B KPbITbIX
TPaHCMOPTHBIX CPefCcTBax B COOTBETCTBUWM C TpebOBaHMAMM W MpaBuiaMu MepeBO3KN rpPy30B,
[eVCTBYIOLLMX Ha K&XXA0M BUAe TpaHcnopTa npy Temnepatype ot +5 °C go +25 °C.
MeanuUMHCKOE U3fenine XpaHAT B CyXOM, 3alMWEHHOM OT CBETa MecTe npu Temneparype ot +5 °C
[0 +25 °C.

19 YCNOBUNA SKCMNNYATALUNN

WmnnaHTaT MHTpagepmanbHbin NUCLEOFORM B BapuaHTe UCMOHEHUS ABNSETCA
MUMNNIaHTUPYEMbIM W1 NMpeaHasHayeH 415 Mcnosib3oBaHus B ycnosuax JIMY (LleHTpax
3CTETMYECKON MeAMLVMHBI, CTaUMOHapbl U T.4.). SKCNNyaTMpoBaTh Npy TeMnepatype oT +5 ®C o
+25 °C. MimnnaHTtat nuTpagepmansHbii NUCLEOFORM B BapuaHTax UCMOMHEHWS
NUCLEOFORM n NUCLEOFORM RICH MOXeT 1cnonb308aTbCs TOMbKO MEANLUHCKAM
MepcoHa/IoM, UMEIOLLMM COOTBETCTBYIOLLYHO KB/IM(MKALMIO U BafetolM NHBbEKLMOHHBIMU
TEXHUKaMW.
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WHCTPYKLMSA MO NPUMEHEHMNIO Ha MeAMLIMHCKOe u3aenue
«MIMnnaHTaT MHTpagepmanbHblii NUCLEOFORM B BapuaHTax ucnonHeHnss NUCLEOFORM n NUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, npoussogctea AO «J'IﬂI7ICTEPH», Poccusa

20 PEKOMEHAALUNW NAUVEHTAM

PekomeHAyeTCa UCMO0Mb30BaTh CNnefytoLlive TeEXHUKN BBEAEeHUA OCHOBLIBAACH Ha
NHAMBUAYa/bHBIX 0COBEHHOCTSAX KOXHbIX MOKPOBOB NaumeHTa. BeegeHne MeanLmMHCKOro
U3ennsa LOMKHO ObITb NAaBHLIM M PaBHOMEPHBIM.

Ba>KHO 0cTaHaB/MBaTh BMNPbLICK U34eNA A0 BbIXOAA UT/Tbl U3 KOXMN BO M30eXKaHWe
BbITEKaHUA maTeprana Uan ero nonagaHna B NoBEPXHOCTHLIE CI0N KOXM. [posoauTe
KOPPEKLMIO TOMbKO A0 focTukeHns 100% oT xenaemoro o6bemMa. V36eratb U30bITOUHON
KOppeKuuu.

PekomeHZyeTca K LLNpuLam NPUMeHATb MHbeKUMOHHbLIe urnbl 30G, 31G, 32G.
OfHako, B 3aBUCUMOCTM OT MUCMO/b3YEMOIN TEXHUKN UHBEKLMOHHOIO BBEEHWS, BO3MOXHO
TaKXke NPYMeHeHNe CTEPUIbHLIX KaHtonb 25G, 27G nnn 30G
*  Mukponanynebl
» MwuKpoKanenbHO B 061aCTb «KMCETHBIX» MOPLLMH, MOPLUUH «TOPAEL0B».

*  MuKpobontochkl B 0651aCTU KPacHOM KaliMbl Iy6, MOYEK YLLEN.

* JIMHeHO-peTporpagHas ¢ cenapaumein NOBEPXHOCTHbIX NMMHENHbK MOPLLVH.
* JlnHelHble

» bByropkoBas TexHWKa

e ToueuHble

* BeepHble

e TyHesNbHble

e MynbTUNYHKTYpHas

e TexHuKnM "Beep" 1 "ceTka"

Mpwn paboTe ¢ feheKTaMm KOXN HaUTyULLNX pe3y/ibTaTOB MOXHO LOCTUTHYTb B C/ly4ae, ec/u
AeeKT MOXXHO pacTAHYTb PYKOI 40 ero MCHe3HOBEHWS.
CTteneHb 1 ANUTENbHOCTb KOPPEKLMM 3aBUCUT OT XapakTepa 06pabaTbiBaeMoro fedeKTa,
HanpsXKeHNs TKaHein B 061acTy UMNaHTaumm, rny6uHbl 3a1eraHna uMnaaHTaTa B TKaH! U
METOVKM BBeLEHWS.
Bonpoc o nosTopHOM npumeHeHUM M nprHMMAaET TOMbKO BpaY, OLieHNBasA pesynbTar OT
NPUMEHEHMS, NMPUHMUMAET PeLLIEHME O NOBTOPHOM MpreMe MauueHTa yepes 14 gHen o
HeobXoaVMOCTb MOBTOPHOIO BBeAeHUS (419 BCeX 30H BBefeHVs MU B 3aBUCMOCTI OT
0COBEHHOCTEN opraHM3ma MauyieHTa).
Mpy HEO6XOAMMOCTM, NOBTOPHOE BBEAEHME BO3MOXHO Yepe3 14 AHeit (415 BCEX 30H
BBefeHMs MW B 3aBUCMMOCTU OT OCOOGEHHOCTE OpraHmn3ma nauueHTa).
Cxewma (Kypc) npumeHeHNs coctasnseT 1-4 npouefypbl (419 BCex 30H BBeaeHus M B
3aBMCKMMOCTM OT OCOBEHHOCTE OpraHmn3ma nauyeHTa).

21 CPOKTOAHOCTMU
CapaHTWIAHBIA CPOK FOAHOCTM MeAULMHCKOTO U3aenusi- 3 rofa co fHA CTePUIN3aLmnm.

22 FTAPAHTUN N3TOTOBUTENA

Mpou3BoAnTENb FAPaHTUPYET COOTBETCTBUE KauecTBa MEAMLIMHCKOTO U3fenuns npu coboAeHnN
Tpe6oBaHUIAi K TPaHCMOPTMPOBAHUIO, XPAHEHWIO W MPUMEHEHUIO W3[eNns, YCTaHOBMEHHbIX B
TEXHWUYECKOIA JOKYMEHTaLMMW.

MeauLMHCKOe U3AENNE C UCTEKLLIM CPOKOM FOAHOCTY NMPUMEHEHWIO HE MOANEXNT.

23 YTUNNN3ALUNA

MeauuuHCKre n3genvs, Nnognexallue yTuamsaunm, noBpexxaeHHbIe UM ux YacTu
YTUIU3NPYHOTCA KaK MeAnUMHCKME 0TXoAbl Knacca b B cootBeTcTBUM ¢ CaHllnH 2.1.7.2790-10.

24 MAPKVPOBKA
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] HHCTpysips nO NPHMCRACHING Ha MEIRLARCKOE NAE/ME
«Hmnaanrar unrpagepmansHiil NUCLEOFORM » sapuaurax ucnonseusia NUCLEOFORM ¢ NUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, npouzsosctea AO «JIAHCTEPH», Poccin
Ha 3TukeTKe mnpHnA:
— JIOTOTHIL IPOM3BOXUTENS;
— HAHMCHOBAHHMC HCIIOJIHACHHA MEAULHHCKOrO H3AENAHs COTNacHO HACTOAIMM
TCXHHYCCKHM YCIIOBHAM,
— ofbem HMOTAHTATA
— HOMEp NAapTHH;
— J1aTa IPOH3BOACTBRA.

Ha >tuxerxe 6nucrepa Ana mnpuia J0KHO OBITH YKa3aHO:  *

— MOJHOE HaUMEHOBAHHE MEUITHHCKOTO H3AEINA C YKa3aHHEM BAPHaHTAa HCITOHEHHA
COrIACHO HACTOALIUM TEXHHYECKHM YCIIOBRAM;

~ HaUMCHOBAHHE M KOHTAKTHL NIPOHIBOMHUTENS, €r0 JIOTOTHIN, CHMBOJ NPOH3BOANTENA
U anpec MecTa MPOU3BOICTBRA,

~ ofibeM pacTBOpa B MIT;

- HOMep NapTHH;

~ JaTa MPOH3BOACTBEA;

— CPOK MOAHOCTH;

- npeaynpexzaiomas Hammach: «HegomycTuMo npuMmesienne B cilydae HapyuleHus
LEOCTHOCTH YIAKOBKH»;

— Haamues: «He TokcHuHO»;

— KOJIHYECTBO MEAHITHHCKUX H3AENUH B YIIAKOBKS;

— MaHHNYNSUMOHHBIC 3HAKH:

® CHMBOJI CTEPHIILHOCTH € YKa3aHHEM METO/Ia CTEPHIIU3AINEM;

CHMBON «3alpeT HA NOBTOPHOE IPAMEHEHHE»;

cumBoin «He crepumnionaTs OBTOPHO»;

CHMBOX «OOpaTHTECH K HHCTPYKIHH IO NNPHMEHEHHION;

camBon «TeMnepaTypHEI# quanazoHy;

cumson «He pomyckars Bo3aelCTBHE CONHEYMHOTO CRETAY;

cHMBOI «Xpynkoe, 00pamaThcs OCTOPOKHOY;

cHMBOI «COOEPKHT KBIKOCTHY.

Ha naeamuduxanuonsolt camoxnesmetcs ITukeTxe:
— HAHMCHOBANHE MCIHIWHCKOTO M3AENHA B BapHaHTE MCMONHEHUN B COOTBETCTBHH C
Hacrosmmmu TY.

- o6bem iMnnanTara B mnpuue;
- caeayoumie camBons o 'OCT P UCO 15223-1:

r

LOT «Kon maprun»

E ﬂ «OO0paTHTeCh K MHCTPYKIIHH 10 MPHMEHSHHION

r N
g «Mecnoms3oBats A0...»
o ]
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WHCTPYKLMA N0 NPUMEHEHUIO Ha MEAULIMHCKOE n3fenvne
«MmnnaHTaT nHTpagepmanbHoli NUCLEOFORM B BapuaHTax ncnonHeHns NUCLEOFORM n NUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, npoussogctea AO «J'IﬂI7ICTEPH», Poccusa

STERILE «M13fenme cTepunbHO, € ykasaHeM MeToaa CTepuamn3aumn»

«3anpeT Ha NOBTOPHOE MPUMEHEHNE

«TemnepaTypHbIi AManasoH XpaHeHus oT +5 o +25 ¥*G»

P
I «XpyrnKoe, 06palatbCs OCTOPOXKHO»
@ «He cTepunn3oBaTtb NOBTOPHO»

Ha nauke f0/mHKHO BbITh YKa3aHo:
- NONHOE HauUMeHOBaHME MeAMLMHCKOro u3fenMs C  yKasaHMeMm  BapuaHTa
NCNOMHEHNS,
- HOMep HaCTOALLMX TEXHUYECKMX YCNOBUIA;
- 06bvem pacTBopa ViMnnaHTara B LUNpULE UK (iakoHe;
- HasHayeHve MeLMLUMHCKOro nsgenwvs;
- HaMMEeHOBaHMe N KOHTaKTbl MPOV3BOAUTENA, ero 0roTumn, CUMBO NMPOU3BOAMTENSA
1 agpec MecTa Npon3BOLACTBa;
- LUTPUX-KOA;
- MaHUNYNALMOHHbIE 3HAKW:
*  CUMBO/ CTEPU/ILHOCTU C YKa3aHVWeM MeTofa CTepUNn3aLLmu,
*  CUMBON «3anpeT Ha NOBTOPHOE MPUMEHEHME,
* CUMBON «He CTepnNN30BaTL NMOBTOPHO»;
* cumBOn «O6paTUTECh K MHCTPYKLMM NO NMPUMEHEHUIO,
*  CMMBON «TemnepaTypHbI AManasoH»;
* cuMBON «He fonyckaTtb BO3AENCTBME COTHEYHOMO CBETAY;
*  CUMBON «XpYynKoe, 06paLLlaTbCA OCTOPOXKHOY;
* cumBon «CoaepXKUT XNAKOCTb»;
- HOMep napTuu;
- [laTa Npou3BOLCTBa,;
- HaMMeHOBaHMe W  KOHTaKTbl  OpraHvsauuu,  NpUHUMALOLLEN  MpPeTeH3uK
notpebuTenen;
HOMep W faTa PerncTpauuoHHOro ya0CTOBEPeHNS;
COCTaB C KOJIMYECTBEHHbIM COAEPXKaHNEM [eNCTBYIOLMNX BELLECTB;
KOMMYECTBO MeAULMHCKNX U3AENNIA B YMAKOBKE;

npeaynpeXxaatollas Hagnuck: «HegonycTMMo MPUMEHEHUE B Cyyae HapyLUeHUs
LLeNIOCTHOCTY YMaKOBKU»;
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HNCTPYRUMA N0 IPHMEHENENO 1A MEIMUIMECKOC MIRCAHE
{HUmnnanrer mavpascpmanstbii NUCLEOFORM a sapyanTax ncnoauennax NUCLEOFORM » NUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, npomasonctea AQ «/ITACTEPH», Poccws

—HammHch:  «Crioco0,  ycnmoBHs — NpHMeHeHms,  OKasbiBaeMuli  adexr,
MPEAYNPERACHAS M MPEJOCTCPEKEHHS O BO3MOXHEIX HekenaTeNnbHEIX 3ddexrax
TIPUMEHEHHA MEAHMLMECKOTO N3AEIHA YKa3aHEl B HHCTPYKLMH [10 IIPHMEHEHHION,

— Hagmucsh: «He TokcHuno»;

— YCIIOBHS XpaHCHHA,;

— cocol YTHIH3AIMH;

— CPOK F'OZHOCTH,

— Hamuck: «HeTpyxnus no npuMereHMIO (BKIAXBINT) BRYTPY YIIAKOBKHY,

CHMBONE! HA 3THKETKE H YNaKkoBKe A0DKHBI cooTBeTcTBOBaTh' T OCT P HCO 152231,

Ha mapyxayl0 cropony rpymnoBo#f Tape (KOpOOKH) HIM sEKa A

TpaHcnoprHpoBalus HMIuianTaTa HAHOCHTCA 3THKETKA, Ha KOTOPOl JOMKHO OBITH YKa3aHo:

u - H3TOTOBHTEID,;
E - KOJ\ IApTHH,

& - AaTa H3rOTORICHHS,

g - HCTIONB30BATH JI0 ...
. H - TEMIICPaTYPHBIH AHANAa30H;

@ - - 3aNpeT HAa NOBTOPHOE NPHMEHEHHCE;
@ - cuMBON «He cTepunn30BaTh NOBTOPHOY;
E :i] - 06paTHTeCh K HHCTPYKUMH MO NPUMEHEHHUIO,

EI'EH.E 1 - cHMBON «CTepHTH3ALHA NapOM HIH CYXHUM TEIUTOMY;

I - CHMBON «XpYyTIKo€, 00pamarbcs OCTOPOXKHO;
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HMHCTpYXitHa N0 NPHMEHEHHIO HA MCIWLIHHCKOS H3C/HC
«Hmnnanrar unrpanepmansHeiii NUCLEOFORM B Bapuantax ucnoaHenns NUCLEOFORM u NUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, nponssoncrsa AO JISHCTEPH», Poccus

M.
/.\ -
ﬂ~\ - cumBon «He monyckaTs BO3a€HCTBHSA COTHEYHOTO CBETA;
a

- CHMBOIJI ((COACP)KHT KHIKOCTBbY,

- HAMMEHOBaHHE H KOHTAKTbl NPOM3BOJMTENA, €r0 JIOrOTHII, CHMBOJI IPOH3BOAHTENA H
azapec MecTa NpoH3BOJCTBA; .
- NOJIHOE HAUMEHOBAaHHE MEMLIMHCKOrO H3E/Us C yKa3aHHEM BapHaHTa HCTIOIHEHHS,
- HOMEp HaCTOALIMX TEXHHYECKHX YCIOBHH;
- HOMEp U JaTa perHCTPaLlHOHHOIO YAOCTOBEPEHHS;
- KOJIMYECTBO Na4yeK C U3AENUIMH;
~ HAJIMHUCh «HE TOKCHYHOY;
- HaQONHCh «HEJONMYCTHMO TMPHMEHEHHE B Clyyae HApYLIEHHA LEJIOCTHOCTH
YIIaKOBKH ».
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WIHCTPYKUMSA NO NPUMEHEHUIO Ha MEAULMHCKOE U3fenme
«MNmnnaTt-aT nHTpagepmansHbliin NUCLEOFORM B BapunaHTax ucnonHeHns NUCLEOFORM n NUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, nponssoactea AO <<ﬂﬂl7ICTEPH>>, Poccusa

5 HOPMATUBHAA OACKYMEHTALUWA

O603HaueHne

FOCT 20790-93

MOCT 15150-69

OCT P 58484-2019

FOCTPNCO 14630-2017
OCT 7933-89

MOCT 25250-88

FOCTPNCO 15223-1-2014

FOCT 150 14971-2011.

OCT P 52770-2016

MOCT P NCO 10993-2-2009

OCT 150 10993-2011

FOCT 28840-90
CaHlMvH 2.1.7.2790-10

lMprka3 MuH3apasa Poccum
ot 06 voHa 2012 1. NedH

"OCT 31508-2012

OCT 18251-87
TY 18.12.15-001-16891509-
2017
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HavmeHoBaHWe

Mpnbopbl, annapatel W 060pydoBaHWe — MeguumHcKue.  Oblme
TEXHWYECKVie YC/oBYA

MalumHbI, MPUGOPLI N Apyrve TeXHUYecKMe m3gems. LicnonHeHws ons
PasMMUHbIX  KIMMATWMYeCKMX  paiioHoB.  Kateropuw,  ycnosus
3KCrlyaTaumn, XpaHeHUs W TPaHCMOPTUPOBaHNS B YaCTU BO3AEVCTBUS
KMMaTNYeCKMX (hakTOpOB BHELLHEA cpefpbl ©

VMnnaHTaTbl Xupyprudeckue. VMniaHTaTbl Ha OCHOBE IWaslypOHOBOWA
Kvcnotbl. CTaHOaPTHOE PYKOBOACTBO MO OMPEfe/ieHN0 XapaKTepucTUK
Iia/TypPOHOBOM KVC/IOTbI KaK OCHOBbI MEAVILWHCKX U3ENIA.
VMniaHTaTbl XMpypruyeckvie HeakTviBHble. O6LLye TpeboBaHA

KapToH gns notpebutenbekol Tapbl. OB6LLve TEXHUYECKUE YCTIOBYSA
MNéHKa NOSMBUHWIXIOPUAHAA A1 U3rOTOB/IEHUA Tapbl MOA, MULLEBbIE
MPOAYKTbI 1 SIEKapCTBEHHbIE CPeACTBa

3nenua meamumHekme. CYMBOSIbI, NPUMEHSEMbIE NMPY MapKMPOBaHWUN Ha
MEOVUMHCKUX — U30eNMAX, 3TWKETKaX W B COMPOBOAMUTE/NbHON
JOKyMeHTaumn. Yactb 1. OCHOBHbIle TpeboBaHMA

W3penma  meguupHcKvie.  TpuMeHeHWe  MeHekMeHTa  pucka K
MEAVILIMHCKVM 130e/ms

W3genma  meguumHckue.  TpebosaHms  6esoriacHOCTW.  MeTofpl
CaHUTaPHO-XUMMYECKMX 1 TOKCUKOMOTUYECKUX UCTIbITaHNIA

W3genma  meguumHekve.  OueHka  GMOMOrMYECKOro  AeiCTBUS
MEAULMHCKUX  u3penmiA.  YacTb 2. TpeGoBaHWMA K OOpaLLeHo ¢
YXMBOTHbLIMU

Cepus cTtaHgapToB. V3genma MeguupHcKve. OueHKa Oronormyeckoro
[EVCTBUA MEAVLHCKNX V3LENNIA

MaLLHb! 19 UCTIbITaHUA MaTepUasioB Ha PacTsXKEHVe, CXaTve 1 K3rub.
O6LLpe TeXHUYECKVe TpeboBaHA

CaH1TapHO-3NMAEMUOIONMYECKIe TPeboBaHUS K 0OPALLIEHNIO C
MeLVLMHCKAMM 0TX0AaMN

06 YTBEDKEHIN HOMEHK/TaTYPHOI KacCUmKaLWn MeAULIMHCKAX
V30enni

N3perma  meguupHcKkvie.  Knaccudmkaums B 3aBMCMMOCTM  OT
MOTEHLMAIBHOTO PYCKa NMprMeHeHns. O6LLme TpeboBaHNS

JNeHTa KneeBast Ha ByMaXXHO OCHOBE. TeXHUYECKVIE YC/IOBS

JTUKETKN CaMOK/IeALLmecs

Crp. 13



Mucrpyxum 110 NPUMCHCHHIO HA MCIHLIMHCKOE H3ACINE

«HUmnananrtar uurpanepmansubii NUCLEOFORM B Bapuantax ucnontenus NUCLEOFORM n NUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, npouzsoactea AO JIAHUCTEPH», Poccus

26 ®O0TO

IInpuu ¢ aMnnanTarom uHTpagepmanbibiM NUCLEOFORM
B HcnosiieHud «KNUCLEOFORM RICH 22 mr/ma 1.2 ma»

HInpwuu ¢ umnnantarom HuTpagepmanbisiM NUCLEOFORM
B ucnonHeHnn «NUCLEOFORM RICH 22 mr/ma 2,0 ma»

Hnpuu B Gnucrepe ¢ ummnnantaToM untpagepMaibibiM NUCLEOFORM
B ucnonnenud «KNUCLEOFORM RICH 22 mr/ma 1,2 mn»

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU Crp. 14
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HIHCTPYXUNA (10 IPUMEHCHNIO HA METHUMHCKOS HIIEAHE
«Hmnaarar murpagepmansisil NUCLEOFORM s sapuanmax ucnonsenus NUCLEOFORM s NUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, npomeoacrea AQ «ISHCTEPHs, Pocciy

IlImpun B 6mictepe ¢ MmnnanTaTtoM HETpaaepManrbHeiM NUCLEOFORM
B HenommeruH «NUCLEOFORM RICH 22 mr/vn 2,0 Mi»

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU Cwmp. 15



WHCTPYKUMA N0 NPUMEHEHUIO Ha MEAWLIMHCKOE u3fenue
«MmnnaHTaT nHTpagepmanbHbli NUCLEOFORM B BapnaHTax ncnonHeHns NUCLEOFORM n NUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, npoussoactsa AO «IANCTEPH>, Poccus

Mpumep MapkmnpoBkn MmnnaHtata nHTpagepmansHoro NUCLEOFORM
B ucnonHeHnn NUCLEOFORM RICH 22 mr/mn 1,2 mn»

IMe—yalamyest) Sna

MeHTMmMnMm

i,a.4>A.nTlLUt<I

04 QS -X M*3) T~ 13

MpymMep MapKmposkn MmnnaHTaTta nHTpagepmansHoro NUCLEOFORM
B ucnosiHeHun NUCLEOFORM RICH 22 mr/mn 2,0 mn»

@ 000 LHPMH (&7 INFO@CIRMIRU € WWW.GOSZDRAVNADZOR RU Cp. 16



WHCTPYKLUMSA NO NPUMEHEHNIO HA MEANLMHCKOE U3jenne

«MAmMnnaHTaT MHTpagepmMmanbHbli NUCLEOFORM B BapuaHTax ucnonHeins NUCLEOFORM n NUCLEOFORM RICH» no
32.50.22-008-115243961-2020, npoussoactsa AO «/1F|I7ICTEPH», Poccusa

MAKET MAUYKW (MOTPEEUTENBLCKON YNMAKOBKW)

WmnnaHTaT HTpagepmanbHbli NUCLEOFORM
B ncnonHeHmn NUCLEOFORM RICH 22 mr/mn 1,2 mn

@ 000 LUPMH (] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU Crp. 17



VIHCTPYKLMSA NO NPUMEHEHUIO HA MEAULIMHCKOE U3fiene
«MMmnnaHTaT nHTpagepmansHblin NUCLEOFORM B BapuaHTax ncnonHeHns NUCLEOFORM nNUCLEOFORM RICH» no
TY 32.50.22-008-115243961-2020, npoussogcTea AO «ﬂFIVICTEPH», Poccusa

MmnnaHTaT nHtpagepmansHbii NUCLEOFORM
B ucnosiHeHnM NUCLEOFORM RICH 22 mr/mn 2,0 mn

AOsMenpm BvM M maitc MvAl
uB/lar.Meo—.yuBoa— i OIMK1— A47/,
cT*.b

uraupoal [1b My

MicwnpauMacTt

linos r.MBcmMAyn HvanMoa*.A oM

Y TMMM* « eoenvTCTMie CoMb«ai7<7VO-w>
Cpoxitt<ocn(
Oraao« A»WMroTemms
Ifog tHAtfMnenrH iHHU w MiiUM

ELIOMV/BaM BT T*Ua™ 0 PMaU VB, (Mruy M pata

27 YMOJTHOMOUYEHHbIV MPEACTABUTENb NMPOUN3BOAUNTENA
AKLMOHepHoe 061LecTBO «JIalicTepH ®apmacbroTukanc Mm6X Pycy» (AO «TAVICTEPH»)
119361, r. MockBa, yn. bonbliaa Oyakosckas, [4.47A, kopn. 1

Ten.: +7 (499) 322-00-88

Email: 3220088@mail.ru

@ 000 LUPMH (] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU crp. 18



MpowntO]1"3P eHO neyarbio

JinctoB
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YTBEPXAAKO

eHepanbHbIi AnupeKTop
AO «NTANCTEPH»

A. EpmornaeBa

WHCTPYKLUWNA
no MPUMEHEHWNIO MEOWLWHCKOTO U3AENNA (BKNALBILW)

MmnnaHTaT nHTpagepmanbHbii NUCLEOFORM
B BapunaHTe ncrnosiHeHna NUCLEOFORM

HAUMEHOBAHWE MEAWLUWHCKOIO U3AENNA
«mnnaHTat nHTpagepmanbHbin NUCLEOFORM B BapunaHTax ncrnonHeHns NUCLEOFORM u
NUCLEOFORM RICH» no TY 32.50.22-008-115243961-2020

ONMMCAHMNE MEONUNHCKOIO N3AENNA
WmnnaHTaT nHTpagepmaibHbin NUCLEOFORM B BapuaHTe ucnonHeHns NUCLEOFORM 20
Mr/mMn, npegcTaBnseT cobor Mpo3payHblid, 6eCUBETHLIN, CTEPWbHLIA, OGUOCUHTETUYECKUIA,
onogerpagmpyeMblii - B TKaHSIX OpraHM3Ma 4esioBeka, WMMIaHTaT  MHTpagepMasibHbIN,
MOMELLEHHBIA B CTEPUNbHBIA CTEKNSHHLIA wnpuy,. ClumTbid [vanypoHaT HaTpus COCTOUT M3
Lener Hatpus TruanypoHata, COeAUHEHHbIX MOnepeyHbIMK  cBA3sMKM ¢ 1,4-0yTaHauon-
aurnuuuamnosbiM atmpom (BALLI), ABNseTcs nonmcaxapugom, COCTOAWMM U3 eauHuy, D-
INIIOKYPOHOBOW KMCNOTbI M N- aLeTUNrnoKo3ammHa, HabyXwmx B ¢ocgaTHOM OydepHOM
pacTsope.

KOMNNeKTHOCTb MeAULMHCKOro U3genns

Ne
; McnonHeHue Komnnekrtauus Kon-so,wr.
n/n

1 Mmnnaunrtar W npuuye nmnnanHtatom o6bemom 2,0 mn 1

MHTpajepmManbHbl i BancTep 1
NUCLEOFORM B8

MWpeHTndhMKkaumMoHHaa caMoKkneal aaca 3TUKeTKa 2
BapumaHTe UCNONHEHNSA
NHuceT KUna No npumeHeHNo (BKNapgb w 1
bl UCBEOPOKM 20 PyKu P ( A )

mMmr/mn 2,0 Mmn no TY
32.50.22-008- Mauka KapToOHHAA 1
115243961-2020
2 Mmnnauntar
W npuy c mmMmnnaHtatom o6bemom 1,2 mn 1
MHTpajepManbHbl i
NUCLEOFORM &8 bnncrep 1
BapnaHTe MCNONHEHNSA NWpeHTuhmnkaunoHHas camoKneal aaca aTukKeTKa 2
NUCLEOFORM 20
WHCTPYKLNA NO NPUMEHEHNIO (BKNapjbl W) 1
mMmr/mn 1,2 mn no TY
32.50.22-008- Mauyka KapToHHasn 1
115243961-2020

HASHAYEHVE MEANUMNHCKOIO U3AENTNA
MnnaHTaT npeHasHayeH Ans UCMoMb30BaHWS B MAACTUUECKOW U 3CTETUUECKOI
MeauLVHE, KOCMETONOTK, /151 YBNAXKHEHUS UHTUMHOW 30HbI, AN KOPPEKLMM
MOBEPXHOCTHbIX, CPeAHe- Fy6OKMX 1 TNYyBOKUX MOPLLMH, BOSHUKLLVX B pesy/bTaTe

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



HHBOTIOUMH KOKH Ha JIHIe, mee # BepxHel yacTd rpyAuHolt kneTkh. Bocnomenns
YTpaueHHBIX 00beMOB MATKHX TKaHel, KOPPEKIMH OBaNa JIHNA, N YBIAKHEHUA KOKH.

NIOKA3ZAHHA I NPHMEHEHHA MEAWOHHCKOTO H3AEJINA
o papuanT ncnonsenns NUCLEOFORM:

Koppexuus noBepXHOCTHRIX MOPIIHE «I'YCHHBIX JIATIOK» B MOPIIMH HaZ ryboif,
KOPPCKIIHA HOBEPXHOCTHRIX MOPITHH B 061acTAX ¢ TOHKOH KOXeH, MENKHX MOPIIHH B
obnactu n6a, MexOPOBHLIX MOPIMHLL, GHOAPMHAPOBAHHE OBANIA JIHIA, TOHKAE HOCOTYOHEIC
CKJIQNKH, MEJIKHX KHCETHRIX MOPILHH, KOMHCCYPH Y0, KOppexuns o&seua ry6, 3anonHcHAe
MOPIIHH B 00/ACTH WeHd B 30HLl CKONLTE,

INPOTHBOINOKA3ZAHMS MEJHITHHCKOI'O M3AEJIHA
*a/LIepradeckad peakuia Ha Mobble KOMIOHCHTE], BXOAALIHME B COCTaB MEAHLMHCKOTO
H3JICNHA,;
*GepeMEHHOCTE K NaKTalHs,
*CHCTEMHOE JIEYEeHIE PETHHOHIAMHA,
* CHCTEeMHAd AHTHKOAIYISHTHAS H AHTUTPOMOOTHYSCKAS TeparHs;
* CHCTEMHas KMMYHOTEpaIs;
* BOCTIATHTENbHAS MHPUNETPAITHS KOXKH;
* NPOrpecCHpyOLIMY XpOHHIEeCKHH AepMaTos;
* uHdeKIUs, BEI3BAHHAN BUPYCOM repreca, B CTafHH 060CTpeHH A,
* NapaHeoNIaCTHYECKHH MPOIECC B MECTE BBEACHHA,
* TIKEI0¢ COMaTHYECKOE 3a00/eBaHME B CTAAKH ACKOMIICHCAIlH,

INOBOYHBIE 3®PEKTHI

Kak npossneHne TpaH3WTOPHEX PeaKiiHit BOSMOXHO MOSB/IEHHE KPaTKOBPEMEHHOTO
KpoBoTedeHus (1-2 MMH) B HOABNCHHE KPOBOMOATEK GOMM H 3yAa B MOMEHT HHFEKIHH Ha
HenpoAcmxuTeAbHOE BpeMsa (10-15 Mun.). Bo3aMoxHO nossneHue 3pHTEMBI, KaK CNEACTBHE

MECTHOPA3IPAKAIOMCTO WM KOMIICHCATOPHOTO ACHCTBHA, KOTOPad, B CBOIO OYepens,
HOBONBHO GHICTPO HpoxomuT (He Sonee 2 cyrok). [Ipoapnenue ynnotHenus B MecTe
HHBCKIHE, BAIAKOB H XOMOYKOB (He Gosee 4-5 CYTOK), H3MEHEHHE LIBeTa KOXH H

YBCIHYCHAC TYBCTBHTCNILHOCTH B MECTE HHBCKITHA.

PHCKH NPHMEHEHNA

— HeaddexTHBHOCTE NPUMCHERHAS;

— Hexapakrepinle annepruveckue peakunH;

— OObpasosanne reMaroM, rpaHyfeM, YIUIOTHCHIH B MECTe BBEACHHA
- Ypenusenue no0oTHBIX 3P PeKToB;

— Hndammpopanne nanueHTa.

CIIoCOb INTPHMEHEHHS METHIHHCKOT'O H3IEJTHA
Ilepen nauanoM mponeRyps! HEoOXOAMMO NpPOoHHPOPMUPOBATH NMANHEHTA O NOKA3AHHAX M
NPOTHBONIOKA3AHAAX K HNpPHMEHCHHI0 MENROHHCKOTO H3AENHA, O BO3MOXHOM Ppa3BUTHH
noSOMHEIX peaKuuif, CBA3AHHKIX C €T0 TPHMEHCHHEM.
ITepen Ha9anoM KHBEKUMH CAEAYET TIRATENLHO MPOAC3HAGHUIMPOBATE MECTO €10 BBEICHHN.

¥ panuts 13 nmpana npofxy, BHIHAMAR e, KaK M0Ka3aHo Ha puc. 1.

Puc. 1
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3aTeM, NJIOTHO HaCaAUTh HHBEKLMOHHYIO Uy (HE BXOAALIYIO B KOMIUIEKT) HA HAKOHEYHHK
wnpHua (pHc. 2) M aKKypaTHO HaBHHTHTH €&, Bpalllas 110 YaCOBO# CTpeJiKe.
G

Cnenatb IONOJHHUTENBHBIMH NOBOPOT MIJIbl 10 MOMCHTA €€ 6HOKPlpOBKH. 3alMTHEINA KOJINMAa4oK
HINIb JOJIKEH HAXOAHUTBECA B MOJIOKCHHUH, NPEACTABJICHHOM Ha DHC. 3.

L Y

Puc.3
Ecnu 3aimuTHBIA Konmayok 3aHMMaeT NoJoXKeHHe, NPEJCTaBlIEHHOE Ha PHC. 4, TO HHBEKIIHOHHAS
Hrjia CYMTaeTCs NOACOSAHHEHHOM HEeNpaBHILHO.

Puc. 4
3areM, NOMECTHB NaJIbLibl HA YCTAHOBJICHHBIH Ha WINPHI| YTIOP UM NaNbUEB U YAEpKHBas
KOpNyC UINpHLA B OAHOH pyKe H KONMavoK B Apyro# (puc. S), CHATH KOJINa4oK, MOTAHYB 32

HEro.
el m_fﬁ — 1

<= )
Puc. 5

MMnnaHTaT cieayer BBOOHTH MEIEHHO.
Hecobmoznenune ykasaHHLIX Mep NpeaoCTOPOKHOCTH MOXKET MPHUBECTH K CPLIBY HHBEKLHOHHOM
Ursl W/um yreuke MMnianTara B 06J1acTH IINPHLIEBOrO HAKOHEYHHKA.

B3AMMOJIEACTBHE C IPYTHMH IIPENNAPATAMH
[Ilpumenenne Menuumunckoro migenus Mmnnaurar murpanepMansueiii NUCLEOFORM B

BapHaHTax HcnonHeHds NUCLEOFORM B coveranuu ¢ AJpyruMH MEAHLIHMHCKHMH H3ACTHAMH H
JIeKapCTBEHHBIMH MpenapaTaMH He H3y4asoch.

YCJIOBHA IKCIVIYATALIMH
Wmnnanrar untpagepmansiblit NUCLEOFORM B BapuanTax HcnonHenus NUCLEOFORM

ABJIAETCA MMIUIAHTHPYEMbIM H NpeAHa3sHayeH MIA Hcnonb3oBaHuA B ycnoBuax JIITY (Llentpax

3CTETHYECKOH MEIHLHHBI, CTALHOHAPLI H T.4.). JKCILTyaTHpPOBaTh NpH TeMneparype ot +5 °C a0
+25 °C.

PEKOMEHJAILIMH NTAIIMEHTAM
® Mepe/ HCTOb30BaHHEM HEOOXOAHMO NPOBEPHTH CPOK NOAHOCTH H LIEJIOCTHOCTH YNaKOBKH
MEAHLMHCKOTO H3J€/HsA

® HCIOJB30BATh TOMLKO Y OJHOIO MalKHeHTa.
e cobmonare CaHHTapHO-3IMHICMHONOrHYeCKHe TpebGoBaHKs BO BpeMs NpoLeayp
BLINOJIHEHHS HHBEKLHH, TaK KaK HMEETCS PHCK BO3HHKHOBEHHA HHPEKUMI.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& He NOABEPrarh HHTCHCHBHOMY BO3ACHCTBHIO NOBHIUCHAEBIX TeMIICpaTyp (conneunnii caer
HIH CONApHit) KM 3HAYATCIFHOMY OXJIANACHUIO MECTa HHBCKILHIA;
® YTHIH3APOBATH INMPHI] C OCTATKAMH refif-HMILNAHTaTa NOCAE HCTIONE30BaHNA,

3anpemcno HCOOAL30BATE MEARMHHCKOE H3AEAHE:
* IPH HAPYIICHUH UCAOCTHOCTH CTEpUNbLHOR ynakoski. He crepmimsosats nosropuo!
* IPH HETUIOTHOM NPRJICTAHNH Y INNPHIA KPHIIKA KoJmadka HakoHeuHuKa Luer-Lok;
* ¢ HCTEKIINM CPOKOM I'OIHOCTH;
* IIPH M3MCHEHHAX BETA AN NPO3PaHHOCTH COACPKAMOTO MIIPHNA.’

Orpannvenns

*HE¢ NPOBOJHATH HHBEKIHH B 00/1aCTH BEK;
*HC NPOBOJATH HHECKIHH B KPOBEHOCHBIE COCYIH;
*HE IPAMERATL B KOMOHHAIMH ¢ THIHHIOM, IA3CPHBIM JICYCHHEM H YIBTPa3BYKOM;
*HC IIPAMEHATD B MECTAX, Iie €CTh APYTHE relb-HMIUIAHTATH;
*NIPHMCHEHHE Y JIHI, HE JOCTHIIHX 18 jJeTHero Bo3pacTa TOJNBKO ¢ COIJIACHSA POAUTENeH WM
3aKOHHBIX MIPCACTABHTCINER.

HapseucHne WK 3aMeHa MMNIAHTATA HHTPAZACPMANbHOTO HEBOIMOXHA. J{NA BHIBEACHHS
HJIH YCKOPCHHOIO pacCachiBAHHA BO3MOXKHO Ha BHOOP MPaKTHXYIOMIEro Bpa4a HCNONL30OBAHKE
PAIHYHHX aNNapaTHHX MeToAMK (HAUpHMEp, AAPCOHBANb, MIEKTPONOPANMS, TEpamus
MHMKPOTOKaMH, BaNlOpH3atinAg) MK BBeficHHE (epMeHTa rHANYPOHALA3H KK JIOHTH A3k,

CPOK I'OJHOCTH
I'apanTHRREIN CPOK rOAHOCTH MELHIMHCKOTO H3AieNHS — 3 TOMIa.

CBEJAEHHA O ITPOR3BOANUTEJIE MEANIIHHCKOI'O H3TEJIAA

AxnmoRepHOe obmectBo «JIxticrepr PapmachioTuranc 'M6X Pyc» (AO
WJISACTEPH»)

119361, r. Mocksa, yn. Boimsman Ouakobcxas, A.47A, c1p.1, ka6, 42

Ten.: +7 (499) 322-00-88 Email: 3220088@mail.ru

Homep PY:

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



YTBEPXOAKO

CeHepanbHbI AVPEKTOp

NHCTPY KLU WA
No NMPMMEHEHWIO MEAVNUNHCKOIO U3JENNA (BKNAALDBILL)

NmnnaHTaT nHTpagepmasibHbli NUCLEOFORM

B BapuaHTe ncnonHeHna NUCLEOFORM RICH
HAMMEHOBAHWNE MEANLUWMHCKOIO N3AENNA
«mnnanTat nHTpagepmanbHbii NUCLEOFORM B BapuaHTax ucrnonHeHns NUCLEOFORM u
NUCLEOFORM RICH» no TY 32.50.22-008-115243961-2020

OMMNCAHVNE MEAMUMNHCKOIO N3AENNA
WmnnaHTat unHTpagepmanbHblik NUCLEOFORM B BapuaHTe ucnonHeHnss NUCLEOFORM
RICH 22 wr/mn, npeactaBnseT Cco60/  Npo3payHblid, GeCUBETHbIA,  CTEPW/bHLIN,
OVMOCUHTETMYECKNIA, BUOAErpagupyemblii B TKaHSIX OpraHM3ma YesioBeka, MMMIaHTar
WHTpaLepMa/ibHbIA, MOMELLEHHbIA B CTEPW/bHLIA CTEKNAHHLIA Wnpuy. CwunTbli manypoHart
HaTPWsA COCTOUT U3 LieMneil HaTpus rmaslypoHata, COeAMHEHHbIX MonepeyHbIMU CBA3AMK C 1,4-
oyTaHanon-gurauuannosbiM agupom (BAL3I), ABNseTcA nonucaxapuaom, COCTOALLMM U3
efnHULY, D- rNroKypoHOBOM KWCMOTbl M N- aueTWUariKo3amMuHa, Habyxwumx B gochaTHOM
OytepHOM pacTBope.

KoMNneKTHOCTb MeAULUHCKOro nU3genus

McnonHeHne Komnnekrtayuns Kon-so,wT.

1 MmnnanTtart W npuy c mmnnaHtatom o6vemom 2,0 mn |

MHTpajgepManbHbl i Bauctep 1
NUCLEOFORM B

MWpeHTuhnkKkaunoHHAA caMoKnealw afaca 3TUKeTKa 2
BapuaHTe UCNONHEHMNSA
NHucer KULnWAa NOo NPpUMEeHeHUO (BKNapjbl W 1
NUCLEOFORM RICH Py P ( A )

22 mr/mn 2,0 Mmn no TY
32.50.22-008- Mauyka KapTOHHaA 1
115243961-2020
2 MmnnanTtart

W npuy c mmMmnnantatom o6bemom 1,2 Mmn 1
MHTpajepManbHbl i
NUCLEOFORM &8 bnucrep 1
BapunaHTe ncnonHeHunsn MpeHTnhukaumMoHHas camMmoKneaw asca aTukeTka 2

NUCLEOFORM RICH
22 mr/mn 1,2 mnno TY

MHCTPYKLMNA NO NPUMeHeHNO (BKNapgbl W) 1

32.50.22-008- Mauka KapToHHas !

115243961-2020

HASHAYEHVE MEANUNHCKOIO U3AENNA
MMnnaHTaT npeAHasHaueH Ans UCnonb30BaHWUs B NNACTUYECKON U 3CTETUYECKOI
MeauLVHE, KOCMETONOTUW, /151 YBNAXKHEHUS UHTUMHOIA 30HbI, 47151 KOPPEKLM
MOBEPXHOCTHBIX, CpeHe- rNy6OKMX 1 FNYy60KMX MOPLLMH, BO3HUKLLVX B pe3y/nbTaTe
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HHBOJIOLMH KOXH HA JMIIC, lIce W BepXHeH YacTH rpyaHol wieTkd. Bocnonuerus
yTpaYeHHBIX 00BEMOB MATKMX TKaHel, KOPPEKIIMHE OBAaNa TUNA, AN YBIIAKHEHHA KOXKH.

MOKA3ZAHMA VIS NIPHMEHEHHA METUIIHHCKOT O H3IEJIHA
¢ papuanT Henoaneans NUCLEOFORM RICH:

Koppekuus cpeate-BRIpaXEHHRX MOPIIHH, BOCIIOJHEHHE MANKX H GONBIIMX
001bEMOB TKAHH, KOPPEKIMA KOHTYPOB, BEIPaXCHHEIC MOPIIMHE! B 00nacTH n6a, KOMHUCCYPH
ryb, BhipakeHHbIe MeXXOPOBAbIC MOPIIMHEI, "TYCHHBEIE ANKK", HHBEKIMOHHA
PHHOIIACTHKA, GHOAPMHPOBAHAC OBANIA JTHIIA, BHPAKEHHEE HOCOTYOHEIE CKITANKH,
ry6onoaSoponoynnie craaku, 0bbeM B MOpmIHE! nopGopoaka, GezdnepauonHoM
HHTHMHOHK KOHTYPHOH IUIACTHKH.

IpuMenserca ans GesonepalMoRHON HHTEMHOM KOHTYpHOH ILIACTHKM: Kceposa
AHOTCHATANGHON 30HEL, CKICPOIUPYIOMIEro MHXeHa, JelKONakuK, Heonnasui melkn MaTku
H BYIbBH, AUCHApCYHHM, BYJbBOXMEWH, BATHHH3MA, AHANBHLIX TPERIMH, XpOHMYecKOH
TasoBoif OOmM, BOCCTAHORJIECHME €CTECTBSHHOIO YBIAKHEHMA CAM3NCTOH OGONOUKH
BIATATAIGA H AaHOTCHATAIBHOH 30HEL

IMPOTHBOIIOKAZAHHUA MEAHIIMHCKOI'O U3AE/IHA
*ALICPrUIecKas peakijg Ha MoOsie KOMIOHEHTH, BXOAAIHE B COCTAB MEAMLIMHCKOIO
H3JeNH;
*GepeMEHHOCTD H JTaKTal|s;
*CHCTEMHOE NICYCHNE PCTHHOMIAMH;
* CHCTEMHAA AHTHKOATYISHTHAA H ARTHTPOMOOTHUECKAN Tepanud;
* CACTEMHAs HMMYHOTepaIus;
* BOCHANMMTENbHAN HHOWIETPAIIHA KOXH,
* NPOTrPECCHPYIOMHE XpPOHMYCCKHIl AepMAaTO3;
* HH(EKIHA, BRIIBAHRAN BEPYCOM reprieca, B CTaguu 00OCTPCHNAN;
* NIapaHEOILTACTHYCCKHUHE MPOLECC B MECTE BBEACHHA;
* TAXENOe COMaTHYCCKOS 3a00NCBAHNE B CTANHH ACKOMIICHCAIH.

IIpoTHBONOKA3AHESR IPH NPUMEHEHHN 118 Gesonepannonnoit RHTHMHOH KoHTYpHOH
IIACTHKH:

CHREPYYBCTBHTENBHOCTD K MOOOMY KOMIIOHCHTY MEAMITAHCKOTO B3ACIAS,

OTATOLIEHHEIN a/LICProJIOrHIeCKult aHaMHes;

caxapHuift auaber;

TyOepKynes;

KIMHUYECKE 3HATHMEIC HAPYLICHHA CBEPTHBacMOCTA KPOBH M IPHEM aHTHKOAT'YJINHTOB;
3M0Ka4YeCTBEHHEIEC HOBOOOpazoBaHMuA;

GepeMEHHOCT WIH KOPMIIEHHE FPYABIO;

XpOHHYCCKHE 3200/16BAHNA B CTANMH ACKOMCHCALINY;

axTHBHas ¢haza repneTutieckod HHeKuun;

rHpexiHoHNLIe 3200/1eBAHNA YPOreHUTANLHOTO TPAKTA B OCTpoii dase;

nCHXHYECKue 3a00/1CBaHNs;

HapylIeHHe ONOPOXKHEHHA MOYCBONO MY3RIpS;

OCTpHIC HHpEKUHOHHEIC 3a00eBaHNs;

HANHYHAC B KOPPEKTHPYEMbIX 30HaX NICPMAHEHTHEIX GHILIEPOB,

8yTOMMMYHHEIE 3a00/eBaHu,

CKNIOHHOCTD K Pa3BHTHIO TRIICPTPOPHICCKEX PyOLIOB, OCTPHE BOCHAMHTEILHEIE OpoLIeceH
B MECTax npeanonaracMoil HHHEKIUN,

BOCTIAIMTEALHBIC NPOLCCChl K 3a00neBaHun, CPeaaBaeMBIC IOJIOBBIM NTyTeM,

HHAABHAYaNbHAA HEMIEPEROCHMOCTh THATYPOHOBOM KMCIOTHI,
* BO3pacT Ao 18 ner.
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Kak npossiicHre TpaH3HTOPHBIX peaxiuii BO3MOXKHO NOSBICHAE KPATKOBPEMEHHOIO
kpoBoTeycHuA (1-2 MMH) K IOSBJICHAE KPOBONOATEK GOMNH H 3yZla B MOMEHT HHBEKIHA Ha
HenpoaomxmTenbaoe BpeMs (10-15 Mun.). BosMoxno noseneHAe 3puTeMl, Kak CRSACTBHE
MECTHOPa3ApaKaloiIero HH KOMIEHCATOpHOTO AcHCTBHA, KOTOpas, B CBOIO O%¢penb, AOBOIbHO
6ricTpo npoxoauT (He Gonee 2 cyTok). [Iposenenne ynnoTHeHHA B MeCTe HHbEKIIMH, BAJIIKOB K
KOMO4YKOB (He Oosiee 4-5 CyTOK), H3MEHEHHE IBETA KOXKH M YBEITHYCHHE YBCTBHTE/IBHOCTH B
MeCTe UHBEKIIHM. '

PUCKH NPUMEHEHHA

— HeaddpexTaBROCTE NPAMEHEHAS,

- HexapakTepHhle aIepru4ecKne PeaKiHu;

— OOGpaloBanne reMaToM, IPaHyJieM, YIUIOTHCHHH B MECTE BBEACHHR
— Vpemmuenue nobounnx 3¢¢exTos;

- HHdummposanne nauueHTa.

CITIOCOB NPHMEHEHHS MEJHITHHCKOI'O H3AEJIHA
Ilepea HauanoM RpoleRyphl HEOGXOIMMO NPOHHPOPMHPOBATL NAIMEHTa O MOKAZAHMAX H
NPOTHBONOKA3AHHAX K MPHMCHCHMIO MEMHNMHCKOIO H3ACNHA, O BO3MOXHOM Pa3BUTHH
no6o9HbIX peakinii, CBA3aHHEIX C €TI0 MPUMEHCHHEM.
ITepen BavanoM HHBEKUAH CleAYeT TIIATENHHO NPOAe3HHHIMPOBATL MECTO €r0 BBEACHHS.

Y Januth #3 UmpHDa Npo6Ky, BHHAMaA e€, Kak IToKa3aHo Ha puc. 1.

[kl
Puc. 1

3aTeM, LIOTHO HACATUTD HHLEKITHOHBHYIO HIY (He BXOASUIYIO B KOMIUIEKT) Ha HAKOHCHHHK
mmpana (pAC. 2) H aKKypaTHO na:n_n'm'rs e&, Bpalas o “acoBoO# CTpeNKe.

bilvhth)

dnm
Puc. 2
Caenars 20DOMHUTENBHEIA TOBOPOT HITH A0 MOMEHTA e GIOKHPORKH. 3AMMTHEI XOANAY0K
HI/IBl JO/DKEH HAXOAMTRCS B IIONOXKEHHH, IPEACTABACHHOM Ha PHC. 3.

Puc. 3
Ecns 3amuTHRIE KOIMAYOK 3aHUMAET MONOKEHHE, NPEACTABIECHHOS HA PHC. 4, TO KHBEKIMOHHAS
UrJIa CIHTaeTCs NOACOeAHHERHOH HenpaBUNBHO,
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3areM, NOMECTHB NANHOH HA YCTAHOBIEHHE HA INNMPHI| YIOp AL DANLICB H YACPKUBaA
KOpNyC MOpHIA B OAHOR pyke H KONIAY0K B Apyro#H (prc. 5), CHATH KONMAYOK, NOTAHYB 3a
Hero,

TIOI

Prc. 5
HMmnanTar clieAyeT BROAUTL MELICHHO.
Hecobmonense ykasaHHBIX Mep NIPEAOCTOPOXKROCTHE MOXET [IPHBECTH K CPLIBY HHLEKIMOHHOMN
Hrisl #/m yreuke FiMnnanrara B 0671aCTH MINPHIICBOTO HAKOHEYHHKA. *

B3AMMOJENACTBHE C APYIHMH NNIPENAPATAMH
[Ipamenenne Menununckoro minenus Mmnnaurar untpaaepMansibili NUCLEOFORM B
papuanre HcnomHenna NUCLEOFORM RICH B coderanud ¢ APYrUMH METHIUHCKHMHA

H3ACIRAMHA H JICKADCTBCHHBIMH NpenapaTaMy He H3yYalochk.

YCJIOBHA SKCILTYATALIMM
Hmnnanrtar urrpaaepManbitii NUCLEOFORM B papuanrte ucnommenns NUCLEOFORM
RICH smnsercd HMILIAHTHPYEMBIM M NpeOHA3HAYCH /IS MCHONB30BanmA B ycnopuax JITY

(Ilenrpax >creTHyeckod MEMHIHMHEL, CTALMOHAPH H T.J1.). DKCIUIYATHPORaTh NPH TEMIEpPaType
oT +5 °C no +25 °C.

PEKOMEHIJALIIMHA NAIIHEHTAM

® MiepeX HCNONBb30OBAHHEM HeOOX0UMO MPOBEPHTH CPOK TOAHOCTH K LENOCTHOCTH YNIAKOBKH
MCAHIHHCKOTO M3ACITHS

¢ HCOOML30BATEH TONBKO Y OMHOTO NAllHCHTA.

e coyDOAATH CAHATAPHO~MIKAEMHONOTHYCCKAE TpeGOBaHU BO BpeMs IpoLieaAyp
BHIIONHEHHUA HHHEKIHH, TaK Kak HMeeTCd pPUCK BO3HUKHOBeHHA HH(pexuii.

® HE MOABCPrarh HATCHCHBHOMY BOACHCTBHIO NOBHINEHHLIX TEMAEPATYp (CONHEMHLIA CBET
HJTH CONApHI) HIH 3HAYHTENLHOMY OXJIKACHHIO MCCTA HHBCKIHEI;

¢ YTHIH3HPOBATH HINPHIL C OCTATKAMH re/lf-HMIUIARTATA NOCHe HCTIOMB30BAHHA.

3anpemeno BECIL30BATL MEIHIHHCKOE HIZE/IHE:
* [IpH HApYUICHHH HECNOCTHOCTH CTEpHIIbHOM ynakoBkH. He crepunusobars nosTropHo!
* MpH HCINOTHOM NPHJICTAHHH Y IIPHNA KPHIIKK KoJmnadka HakoneuHuka Luer-Lok;
* ¢ HCTEKITHM CPOKOM FOXHOCTH;
* IPH U3MCHCHHAX LIBETa HIIH HPO3PaTHOCTH COACPRUMOTO MINPHLA.

Orpanuacans

*He NPOBOAMTL HHBEKIEH B 00NacTH BEK;
*He NPOBOJUTE HHECKIHH B KPOBEHOCHBIE COCYBI;
*He NPHMCHATH B KOMOHHAI(MK C NHIIMHIOM, NA3ePHAIM JICICHHCM B YIbTPa3BYKOM;
*He PHMCHATD B MECTaX, Iie €CTh APYTHE reib-HMNIAHTATEI,
*IIPAMEHCHHE Y AMIN, He NOCTHrHX 18 NeTHEro Bo3pacTa TOMBLKO ¢ COrNacHs poARTENcH M
3aKOHHHIX NPCACTABHTENCH.

H3pneyenue wim 3aMCHa NILNAHTATA HHTPAACPMANLHOIO HEBO3MOXKHA. J{ng BLIBEACHAR
HIIH YCKOPEHHOTO PacCachiBAHHA BO3MOXHO Ha BHIGOpP MPaKTHKYIOIEro Bpa4a KCNoJb30BaAHNE



PazTHYHLIX aNNapaTHREIX METOAMK (HampHMep, AApCOHBANG, JIEKTPOMOPALMA, TEpamus
MHKPOTOKAMH, BAaIOpPA3aAs) HiTH BBeicHHe (epMEHTa rHATYPOHRAASH HITH JJOBMMA3K.

CPOKTOAHOCTH
l"apanTHEHEL CPOK NOAHOCTH METHIMHCKOIO H3Aenus — 3 roga.

CBEAEHHSA O NPOUIBOJUTEI/IE METHITHHCKOI'O H3JEJIAA

Aximonepaoe obmectso «Jaticrepn dapmacsiorrkanc 'M6X Pyc» (AO
«JITHCTEPHY)

119361, r. Mocksa, yn. Bonsinas Ogaxorckas, 1.47A, c1p.1, xaf. 42

Ten.: +7 (499) 322-00-88 Email: 3220088@mail.ru

HoMmep PY:
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