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OIIMCAHUE U30BPETEHUA
2420- 561181EA/032
COCTABBI XUVIOPITPOKAHWHA /IUIA MECTHOI'O IPUMEHEHUA U CITIOCOBBI
X IPUMEHEHUA
OBJIACTD M30BPETEHUA

Hacrosimee wu3o0pereHne OTHOCUTCS K JO3UPOBAHHBIM (OpMaM Uil  MECTHOTO

NPUMEHEHHs] U COCTaBaM XJIOPIPOKAWHA JJIsl MHAYKLUN MECTHOW aHeCcTe3uu U 00e30011BaHus,

KOTOpbIE SIBJIIOTCSL  TepameBTH4YecKH 5()(PEeKTHBHbIMM, XMMHUYECKH CTAaOMJIBHBIMH H, B

YaCTHOCTH, MIPUTOHBI IJIsI KPATKOBPEMEHHBIX O(TaNIbMOJIOTHYECKUX MEAHLIMHCKUX MPOLETYP.
YPOBEHb TEXHUKH, K KOTOPOMY OTHOCHUTCA USOBPETEHHUE

MecTHbIE aHECTETMKM BBIYCKAIOTCS B MNpojaxy Oe3 pemenrta ais OOJerdeHHs

Pa3NUYHBIX COCTOSIHUH, BKJIIOYAIOIIMX COJHEYHBIE OXOTH, HEeOOJbIINE OXKOTH, YKYChl H
y)KaJlUBaHUS HACEKOMBIX, MOBPEKAEHUs, BbI3BAHHbIE SJOBUTBHIM IUIIOIIOM, >KEITHUHHUKOM,
SOBUTBIM CyMaxoM, W HeOOJbIINE TOpe3bl M CCAaAMHbL. Takke HMX HCIONB3YIOT B XOAE
HeOONBIINX XUPYprudeckux mnporenyp. CToOMaTronord HCHONB3YIOT HUX sl OOeCredeHHs
OHEMEHHs TKaHU TOJOCTH pPTa Nepel WHBEKIHEeH MECTHOIO aHEeCTETHKA, O(TaIbMOJIOTH
UCTIONB3YIOT MX JUUIs1 0OeCreueH sl OHEMEHUs! MIOBEPXHOCTH IJ1a3a MPHU MPOBEACHUH HEOOJBIINX
XUPYPTrU4ecKux OmnepaLuil 1 MEAULMHCKUX MPOLEAYpP; U OTOJAPUHIOJIOTH HCIONb3YIOT UX NPU
NPOBENEHUH MPOLEAYP B YIIHOM KaHaie. Moiekynbl, OmoOpeHHbIE B KadeCTBE MECTHBIX
anecretnkoB B CIIIA u EBpore, BKIIFOYAIOT, Cpeny NMPOYNX, JUAOKAUH, OCH30KauH, MPUIIOKANH
U OKCHOYTPOKaMH.

Xnopnpokaun HCI npencrasisier coOol CrMHAIBHBIA aHECTETHK KOPOTKOTO IEHCTBUS,
koTopsiit noctyneH B EBpornie u CIIIA B MHBEKLIMOHHBIX JO3UPOBaHHBIX popmax. OH omoOpeH B
Eppone nmst xupyprudeckux mnpouenyp, musimmxcs a0 40 wmunyt, u B CIHIA mus
WUHTPATEKAJIbHOTO NPUMEHEHHMs M Ui O0eCHneyeHHus MEeCTHOW aHEeCcTe3MH IOCPEICTBOM
uH}UIBTpauy 1 OJoKanel nepudepuueckux HepBoB. MHTpaTekaabHbli MHBEKIIMOHHBIN COCTAB
onucan B mareHte CIIIA Ne 8969412, BbimanHom Sintetica S.A. DTOT COCTaB COHEPIKUT
xyopripokaud HCI, xjmopun HaTpust U JOCTATOYHOE KOJIMYECTBO XJIOPUCTOBOAOPOAHOU KUCIOTHI
s obecrieuenuss pH or 3 mo 4. B mareHTe Takke ONHCAHO, YTO TPU MPOU3BOICTBE
JO3MPOBAHHBIX (POPM XJIOPIPOKAMHA BaKHO padoTaTh B OECKUCIOPOAHON cperne, MpoayBaeMoi
a30TOM, JUIsl MpeNyNpexaeHus Ierpajaluy XJoprnpokauHa. [[pyrue MHBEKIMOHHBbIE COCTaBbI
XJIOpIIpOKanHa OmucaHbl B onoOpeHHo FDA HMHCTPYKIMH MO NMPUMEHEHUIO Nesacaine®. Dt
coctaBbl copepkar xjoprpokanH HCl (1-3%), xnopun HaTpus U HEOOS3aTENbHO AMHATPUHN
EDTA neruapat u MetminapaOeH. JTa MOJIEKyJa HUKOTr[a He Oblia oo0peHa Al MECTHOTO
COCTaBa, MPEATONIOKUTENBHO, TIOCKOJIBKY OHA SIBJIIETCSI BBICOKO THAPOQPIIIBHOW M HE TIPOXOIUT
yepes3 KOXKy.

HecmoTpst Ha 3TH CyIIecTBYOIUE CIIOCOOBI JIEYEHUST OCTAETCS MOTPEOHOCTh B MECTHBIX
AHECTETUKAX, B YaCTHOCTH, B COCTaBaX, KOTOPBIE SBJIAIOTCS MPO3PAuYHbIMU U CTEPUJIBHBIMU, U
NPUTOAHBI JJIsI MPUMEHEHHs] B OQTAIbMOJOIHYECKUX IMPOLEeaypax. OTH COCTABbI OJIKHBI

XapaKTepHU30BaTHCA CIICAYOIIUM:



- YCTOWYMBOE aHECTEe3HpyHoluee NeHcTBUs 0e3 3HAUNTENbHON BapHAOENbHOCTH MEXIY
MMalMCHTaMM,

- IPOTHO3UPY€EMasl JJIUTEIbHOCTh aHECTE3UPYIOLIETO ACHCTBUSA; U

- KpPaTKOBpPEMCHHAas1 MAJIUTCIIbHOCTDH HeﬁCTBHﬂ, B YaCTHOCTH, MOJisI TPUMCHCHUS B
KPaTKOBPEMEHHBIX MEAULIMHCKUX MPOLEAYPAX.

Xnopnpoxkaud HCl Hukorna He mMpOW3BOAMICS B JO3MPOBAHHOW (popMe 1 MECTHOTrO
NPUMEHEHHUs, 1 OH MOT Obl OBITh IPUBJIEKATENBHBIM, B YACTHOCTH, €CJIU MPEOJ0JIeTh IPOOIeMbI
CTaOMJIBHOCTH M MTPOU3BOJICTBA.

CYIITHOCTBL U3OBPETEHUA

Ilocne TIATENBHOrO  HCCIENOBAHMS U SKCIIEPUMEHTHUPOBAHUS  H300peTaTenu

pa3paboTayii COCTaBbl U JO3UPOBAHHBIE (POPMBI XJIOPIPOKAUHA AJISI MECTHOTO MIPUMEHEHUS CO
CTPOTrO OMNpenejieHHbIM TPOPUIEM aHECTE3UH, KOTOpbIe SBJSIFOTCS CTAOWIBHBIMU |
MPO3PAYHBIMU U, B YACTHOCTH, TIPUTOMIHBI JIJIsl TPUMEHEHUST B HEOOMbIINX O(TAIbMOJIOTHYECKUX
XUPYPTUYECKUX OmNepauusx W mporenypax. Takum oOpa3oMm, B MEePBOM NPUHLUIHATBHOM
BapHaHTe OCYILIECTBJICHUs M300pETeHUe OTHOCUTCS K COCTaBY JJIsi MECTHOTO MPHUMEHEHUS sl
UHIYKIUH JIOKAJbHOrO 00e300/MBaHMs WM aHECTE3WH, conepkamemMy: (a) TepaneBTHYECKH
3¢ pexTHBHOE KOJIMUYECTBO XJIOPIPOKAWHA WA €ro (papMaleBTUYECKU MPUEMJIEMON COJIU JIJIst
WHAYKLIHUH YKa3aHHOTO 00e300auBaHus Wik aHecte3ud, (b) OOUH WIN HECKOJIbKO 3aryCTHTENICH;
u (c) Boxy.

OcobeHHO MPUrOJHBIM 3aryCTUTENIEM SBIISIETCS THAPOKCUITUIILEIUIION03a, KOTOpasi, Kak
OBpUIO OOHAPYKEHO, OKA3bIBAET CTAOWIM3UpYIOLIee BIIMSHIE HA XJIOPNPOKanH. B To Bpems kak
OOBIYHO XJIOPIPOKAMH JOJDKEH COAEpPXKATbCs B OECKUCIOPOJHOW Cpele C IMpOAyBaHUEM
WHEPTHBIM Ta3oM, TaKUM Kak a3oT, IJIsl TPeAyNpekAeHus Aerpajalidl XJIOPHpPOKauHa,
n300peTaTeNy OTKPBUIM, YTO XJOPIPOKAWH, COCTABJIEHHBIH C T'MAPOKCHUITHIILEIUIIONO30H, He
TpeOyeT NPoayBaHUSI HHEPTHBIM Ia30M.

Jlpyrvue  BapuaHThl  OCYLIECTBJIEHUS OCHOBaHbl YaCTMYHO HA  HEM3MEHHOM
AHECTE3UPYIOIeM JIEHCTBUU W JJINTEJHHOCTH JNEWCTBUS COCTABOB, M  MEIUIMHCKUX
NMPUMEHEHUsX, BO3MOXHBIX Onaromapsi 3Tomy. Takum oOpa3oMm, B JpyroM BapUaHTe
OCYIIECTBIIEHHs] M300pETEeHHE OTHOCHTCS K CIIOCOOY MHAYKIMM MECTHOrO 00e300JMBaHMS HIIH
AaHECTE3WH y MIIEKOMHTAIOLIEr0, HY)KOAIOIIErocsi B 5TOM, BKJIIOYAIOIIEMY MECTHOE BBEICHUE
YKa3aHHOMY MJIEKOITUTAIOIIEMY COCTaBa IO HACTOSIIEMY U300PETEHHUIO.

JIOTIONTHUTETBHBIE TIPEUMYIIECTBA W300pETEeHUs] yKa3aHbl YaCTHYHO B OIMUCAHUH,
KOTOpOe ClieAyeT aajee, W YaCTUYHO OyAyT OYEBHUAHBIMU W3 OMNHCAHHS, W MOTYT OBITh
YCTAHOBJICHBI TyTE€M NPUMEHEHHs] HACTOSINEro n300peTeHus Ha mnpaktuke. [IpeumymnectBa
n300peTeHHsI MOTYT OBITh PeaJTu30BaHbl U JOCTUTHYTHI MOCPEACTBOM 3JIEMEHTOB U KOMOMHAIUH,
KOHKPETHO YKa3aHHBIX B mpujaraemou gopmyie uzodpereHusi. Crenyer MOHUMATh, YTO Kak
BBILIEYKA3aHHOE O0IIlee ONMUCaHUe, TaK M MPHUBEISCHHOE HIKE MOIPOOHOE OMHCAHUE, SBISIOTCS
TOJIBKO WJUTIOCTPATHUBHBIMU U TIOSICHSIIOLTUMU, U HE OTPAaHUYUBAIOT 3asIBJICHHOE N300peTeHHeE.

[HOJPOBHOE OIMMCAHUE

Onpeoenenus u ynompeo.ienue mepmuHos




B Hacrosimeil 3asBKM NPUBOASATCS CCbUIKM Ha pasinuHble nyOnukaumu. CopepskaHue
ATUX MyOJIMKAWKA BKJIKOYEHO B HACTOSIIYIO 3asiBKY B IMOJHOM OoObeMe it Oosee moapoOHOTo
OIUCAHMsI YPOBHSI TEXHHMKH, K KOTOPOMY OTHOCHUTCS Hactosiiiee nzobperenue. IIpuBeneHHbIe
CCBUIKU TaKk€ MHAMBHUIYaJbHO U KOHKPETHO BKJIIOUYEHBI B HACTOsLIEEe ONUCAHUE B KA4YEeCTBE
CCbUIOK B OTHOIIGHHMM MaTepHajia, COAEpKaIlerocs B HUX, KOTOpbIH o0OCyxmaercs B
MPEJIOKEHUH, HA KOTOPOM CCBIJIKA OCHOBAHA.

B HacTosimeil 3asiBKM MPUBOASTCS CCbUIKM Ha pasiudsble nyOnukanmu. ConeprkaHue
3TUX MyOJIMKALMK BKJIKOYEHO B HACTOSINYIO 3asiBKY B MOJHOM oObeMe st Oosiee moapoOHOro
ONHUCAHMsI YPOBHSI TEXHHKH, K KOTOPOMY OTHOCHTCSI HacTosiiee mzoOperenue. [IpuBeneHHbIe
CCBUIKM Tak)k€ WHIAMBHIYaJbHO U KOHKPETHO BKJIIOUEHBI B HACTOsLIEEe ONUCAHUE B KAa4yeCTBE
CCBUIOK B OTHOLICHHM MaTepuaya, COIAEpPXKAIerocs B HUX, KOTOPBIA 00CyKmaercss B
NPEJIOKEHUH, B KOTOPOM MPUBEAECHA CChIIKA.

Kak ucnone3yroT B onucanuu u ¢dopmyse uzodpereHust GopMa eJUHCTBEHHOTO YHCIHA
BKJIFOYAET YIIOMHHAEMbIe OOBEKTHI B (JOPME MHOKECTBEHHOT'O YHCIIA, €CJIH KOHTEKCT SIBHO He
yKa3biBaeT Ha WHOoe. Hampumep, TepmuH "(apMaleBTUUECKUH HKCLMIUEHT' OTHOCHTCS K
OHOMY WJIM HECKOJIbKUM (papManieBTHYeCKUM SKCLUITUEHTaM Il IPUMEHEHUs B OMTUCAHHBIX B
HACTOSIIIEM OMHMCAHUHU COCTABAX M CIIOCO0aX.

Kak #ucrone3yroT B HACTOSIIIEM OIMUCAHWUU, TEPMUH "TPUOIU3UTEIHHO" KOMIEHCHPYET
BapUabENbHOCTh, JOMYyCTHUMYIO B ()apMaLeBTUYECKON NPOMBIIIJIEHHOCTH W MPHCYLIYIO
bapManeBTHYECKUM TPOAYKTaM, TaKyl0 KaK OTJIMYMA JO3MPOBKH IPOAYKTOB BCJIEICTBHE
BapbUPOBAHUS MPH NPOU3BOACTBE M 00YCIOBIEHHON BpeMEHeM Aerpafaluy npoaykra. B oqHom
BapUaHTE OCYLIECTBJIEHUs TEPMUH JIONTyCKaeT J000e BapbUPOBaHHE, KOTOPOE MPH NMPUMEHEHUH
(bapMaleBTHYECKIX MPOAYKTOB Ha IPAKTHKE MO3BOJHUT OLIEHHMBAEMOMY IPOAYKTY CUHUTATbCA
(apmaLeBTHYECKH KBUBAJCHTHBIM MM OMOSKBUBAJIEHTHBIM YKa3aHHOH n0o3upoBKe. B npyrom
BapUaHTE OCYLIECTBJIEHHs] TEPMUH AOMYCKAaeT BapbHUpOBaHUE B mpeaenax 5% OT yka3aHHOMH
JO3UPOBKH WUJIM KOHLIEHTPALIUU COCTaBa.

Tepmunbl "mpoBeneHue jedeHus" U "neueHue", KOrga UX HCMHOJB3YIOT B HACTOSIIEM
OMMCAHUH, OTHOCATCS K MEAHMIMHCKOMY BEIEHHI0 TNalleHTa C HaMepeHHEM BbUICUHTD,
CMSITYHTDh, CTAOMJIM3UPOBATH WJIM MPEAYNpPEeANTb 3a00JNeBaHUE, MATOJIOTHYECKOE COCTOSHUE,
NOBPEXKACHUE WJIM HapylmeHne (B COBOKYMHOCTH '"HapymeHue"). DTOT TEPMHUH BKJIIOYAET
aKTUBHOE JIEYEHHE, KOTOpPOE TMpEACTaBisieT COOOH JieueHHe, HANpaBICHHOE KOHKPETHO Ha
yJlydlleHue T[pU HapylIeHuu, a TaKKe BKJIIYaeT 3THOJOTMUYECKOe JIeUeHHe, KOTOpoe
npeAcTaBisieT coOOH JieueHue, HAalpaBJICHHOE HAa YCTPAHEHHE MPHYUHBI aCCOLIMHPOBAHHOTO C
HUM HapyiueHus. Kpome TOro, 3TOT TepMHUH BKJIOYAeT MaJUIMATUBHOE JI€UEHHE, KOTOpOe
NPEACTaBIsIET COOOW JieueHHe, IMpeaHa3HauYeHHOEe NJIsi OOJIerdyeHHsl CHUMIITOMOB, a HE JJIs
U3JICUCHHs] HApPYLIEHHs, IPEBEHTHUBHOE JIEYEHHE, KOTOpOEe TIPENCTaBiIsAeT COOOH JieueHue,
HANpaBJIeHHOE HAa MUHMMM3ALWI0 WM YaCTHYHOE WIM TOJIHOE HWHIHOMPOBAHHE Pa3BUTHS
HApYLICHWUs;, W TOAJEPXKUBAIOIIEE JIEYEHHE, KOTOPOE TMPENCTaBJIseT COOOH JedeHue,
UCIIOJIB3yEMOE AJIs1 JOMOJIHEHHsI APYrol KOHKPETHOM TEparuy, HANpaBJIECHHON HA YyJIy4YIIEHHE

IIPU HAPYLIECHUH.



Kak ncronp3yroT B paMkax u300peTeHus, "TeparneBTudecku 3pQeKkTHBHOE KOIMYECTBO"
OTHOCUTCSI K KOJIMYECTBY, JOCTATOYHOMY Ui MHIYKIIMH SKEIaeMOro OMOJIOTHYECKOrO OTBETA.
Tepanesruuecku 3p(HekTUBHOE KOJUYECTBO MIIH 032 3aBHCAT OT BO3PACTa, I10JIa U MACChI TeJa
NalMeHTa U TeKyIIero MeAUIIMHCKOTO COCTOsIHUSA nanuenTa. KpanuguiupoBaHHblil cienuanuct
criocoOeH OnpeneNuTh HaJUIeXKalue JO3UPOBKH B 3aBHCUMOCTH OT 3TUX M JPYrHX (akTOpoB B
JOMOJHEHHE K HACTOSIIIEMY H300PETEHHIO.

"dapmaneBTHYECKU MPUEMJIEMBbIH" O3Ha4aeT TOT, KOTOPbII MOJNE3€eH Uil U3TOTOBJICHHUS
(hapMaleBTHYECKON KOMITO3HMIIMU, KOTOpasi B OOIIeM sBJisieTCsl O€30MacHOM, HETOKCUYHOW U He
SIBJIIETCSI HEXKEJIATENbHONH HU ¢ OWOJIOTMYECKOW, HHM C WHOW TOYKH 3PEHHUs, M BKIKOYAET
KOMITO3UIUIO, KOTOpasi SIBJISIETCS MPUEMJIEMOM Uil BETEPUHAPHOTO MPUMEHEHUS], a TaKKe IS
(bapMaleBTHUECKOTO TMPUMEHEHUs y uenoBeka. "dapMmauneBTUYECKH MpHeMJIeMble Cou”
O3HAYAIOT COJIM, KOTOPBIE SIBIISFOTCS (PapMaLeBTHUECKH MPUEMJIEMBIMH, KaK OMPEAEICHO BbIIIE,
U KOTOpPbIE 00TaaroT KeJlaeMoii (hapMaKOJIOrHYeCKON aKTHBHOCTBIO.

Korma macca akTHBHOrO UWHIPENUEHTa IpPUBENEHA 03 YINOMHHAHHS CBOOOJHOTO
OCHOBAHUS WJIM COJIM AKTUBHOTO MHTPEINEHTA, IMOHATHO, YTO Macca MOJKET OTHOCHTBCS K Macce
CBOOOZTHOTO OCHOBAHHMs HJIM K Macce BCEH COJNM. AHAJOTMYHO, KOTZAa MOJIEKYJa MOXKET
CYLIECTBOBATh B KAQUECTBE I'MIpPATa U MPUBEICHA MACCa MOJIEKYJIBbL, MIOHSITHO, YTO Macca MOXKET
OTHOCHTBCSI K MacCe THpaTa WM Macce MOJIEKYJIbl 0€3 THAPATUPYIOIINX MOJIEKYJT BOJBI.

Korma nuama3oHbl BbIp@XEHbI B  HACTOSIIEM ONHCAHUM MyTE€M  YKa3aHUSA
aNbTEPHATHBHBIX BEPXHUX M HIDKHUX PAHUL] AMANa30HA, OYAET MOHATHO, YTO KOHEYHbIE TOUKH
MOryT OBITh KOMOWHHPOBAaHBI JIOOBIM 00pa3oM Tak, 4YTOOBI 3TO OBUIO MaTe€MaTUYECKH
ocymecTBuMo. Takum oOpaszom, Hampumep, auamazoH or 50 wmmum 80 mo 100 mmm 70
AJIbTEPHATUBHO MOXET ObITh BbIpaKEH Kak psi auana3oHos ot 50 no 100, ot 50 no 70, u ot 80
no 100. Korzma psim BepXHUX TpaHUIl WIM HUKHUX TPAHULl CBSI3aH C HCIOJIb30BAHUEM (hpasbl
"w/unn", OyaeT MOHSATHO, YTO BEPXHHE TPAHULLI MOTYT ObITh HEOTPAHMYEHHBIMH HIDKHHMHU
rpaHULIAMH WM CKOMOWHHUPOBAHbI C HIDKHUMH TpaHuuamu, u Haobopor. Takum oOpazom,
Harnpumep, nuana3oH oonee 40% wu/unu menee 80% BkitOYaeT auanasoHsl Oosee 40%, meHee
80%, u 6onee 40%, HO meHee 80%.

Korma B HacrosieM ONMHMCAHWUM TPUBENEHbI NPOLIEHTHI, KOHIEHTPALWH WA JPyrue
€IMHULIBl H3MEPEHHsI, IOHSATHO, YTO 3TU €IUHUIIBl H3MEPEHHS MPEIACTABISIFOT COOOM MPOLEHTHI
10 Macce, ecii He YKa3aHO HHOE.

Obcyorcoenue NPUHYUNUATLHBIX GAPUAHINOE OCYUJeCMETEHUS

HzobpeTeHne MoxeT OBITh OMpPENENIEHO Ha OCHOBE HECKOJbKUX OCHOBHBIX BAPHAHTOB
OCYIIECTBIIEHHsI, KOTOPbIE MOTYT OBITh CKOMOMHHMPOBaHBbI JIOObIM 00pa3oM, (PHU3UUECKH |
MAaTeMaTHYeCKH  BO3MOXHBIM, C  T[OJYYEHHEM  CJIEAYIOLUIMX  OCHOBHBIX  BapHAHTOB
OCYLIECTBJICHHUS.

B mepBoM OCHOBHOM BapHaHTE OCYIIECTBJICHUS M300pETEeHHE OTHOCUTCS K COCTABY IS
MECTHOTO TPUMEHEHHs JUII HMHIAYKIHUM MECTHOro 00e3001MBaHUS WM aHECTEe3UH,
comepkamemy: (a) TepameBTUYeCKH 3(P(PEKTUBHOE KOJIMYECTBO XJIOPIPOKAWHA WM €ro

(dbapmMaLeBTHYECKU MTPUEMJIEMON COJIU JJI1 MHAYKIMH YKA3aHHOTO MECTHOTO 00€300JIMBaHUs UITH



aHeCTe3HH, (b) OIIMH WIN HECKOJIBKO 3aryCTUTENeH, HPENNOYTUTENIHHO
THIPOKCHA THIILEIUTIONO3Y; | (C) BOAY.

Bo BTOpOM OCHOBHOM BapHaHTE OCYLIECTBJICHHsS H300pETeHHE OTHOCHTCS K TellF0 IS
MECTHOrO TPUMEHEHMs [UIi HWHIAYKLUMH MECTHOro 00e300/MMBaHUS WM AHECTE3HH,
comepkamemy: (a) TepaneBTUYeCKH S(PQPEKTUBHOE KOJMUECTBO XJIOPIPOKAWHA WM €ro
¢dapmaLeBTHYECKH IPUEMIIEMON COJU JIsi HHAYKIIMN YKa3aHHOTO MECTHOTO 00€300IMBaHusI W
AHECTE3UH, (b) OVH Wn HECKOJIbKO 3aryCTuTeneH, MPEANOYTUTENBHO
TUIPOKCHA THIILIEIUTIONO03Y; | (C) BOAY.

B TperbeM OCHOBHOM BapHaHTE OCYLIECTBJIEHUs H300pETEHHE OTHOCHTCS K
o()TaNbMOJIOTHYECKOMY ~TeIF0  JJisl MECTHOrO MpHUMEHEHHUs] JJisi WHAYKIMA MECTHOIrO
00e300IMBaHNsT MITH AHECTE3HH, conepskamemMy: (a) TepaneBTudecku 3QQeKTHBHOE KOJHMYECTBO
XJIOPTIIPOKaNHA WK ero (papMaleBTHYECKH MPUEMIIEMOI COMM A MHAYKLHH YKa3aHHOTO
MeCTHOro o0e30onmBanusi win aHecre3ud; (b) OOWH MM HECKOJBKO 3aryCTHTENEH,
MPEINOYTUTENBHO THAPOKCUATHIIIEIITIONIO3Y, U (C) BOAY.

B 4eTBepTOM OCHOBHOM BapHaHTE OCYIIECTBJIEHUs HM300pEeTeHHe OTHOCUTCS K CIOCoOy
NPOM3BOACTBA COCTaBAa MO HACTOSIEMY  HM300pPETEHHIO, BKJIIOYAIOIIEMY  CMeEIleHHE
XJIOPTIIPOKanHA WK ero (apMaleBTHYEeCKH MPUEMIIEMOI COJM, OIHOTO WJIM HECKOJbKHX
3aryCTUTeNeH, CpencTBa Aisi Koppekuuu pH 1 BOIbI 11 OTyUeHHs COCTaBa.

B msiTOM OCHOBHOM BapHaHTE OCYIUECTBJICHUS H300pET€HHE OTHOCHUTCS K CIOcoOy
MHIYKLUN MECTHOTO 00e300JIMBaHMS WJIM aHECTE3UH Y MIIEKOMHUTAIOLIEro, HY)KOAIOLIerocs B
5TOM, BKJIOUAIOIIEMY MECTHOE BBEICHHE YKAa3aHHOMY MJICKOIMTAIOIIEMy COCTaBa IO
HACTOSLIEMY U300PETEHHIO.

Obcyacoenue nOOBAPUAHMOS OCYIeCMBIeHIUs COCMABA

H3o0perenne Moxer crarh OoJiee MOHSATHBIM C MOMOLIBIO PA3IMYHBIX MOJBAPUABHTOB
OCYLIECTBJICHHsI, KOTOpble MOIYyT MOAUGUIMPOBATH JIIOOBIE MPUHINUIHAIBHBIE BAapPHAHTHI
OCYILIECTBJIEHHsI. DTU TOABAPUAHTHI OCYIIECTBIIEHHSI MOXHO KOMOMHHUPOBATD JIFOOBIM 00paszoM,
KOTOPBIM SIBJSIETCS OCYLIECTBUMBIM C MAaTeMaTU4eCKOH M (PU3MUECKOW TOYKU 3pEHUs, C
MIOJTyYeHUEM JIOTIOJHUTENIbHBIX TIOBAPUAHTOB OCYIIECTBIICHHUS, KOTOPbIE B CBOKO OY€Pedb MOTYT
MOIU(HUIMPOBATH JIFOOBIE U3 OCHOBHBIX BAPHAHTOB OCYIIECTBIICHUS.

[MpuronHbie n03upoBaHHBbIE (OPMBI AJSI COCTABOB IO HACTOSIIEMY H300PETEHHIO
BKJIFOYAIOT TeJd, JIOCBOHBI, Ma3H, MacThl M Kpembl. KOHLEHTpalusi Mo Macce XJIOpIpOKarHa B
cocTaBe, KaK MPABUJIO, HAXOMUTCS B Auamna3one ot 1% no 5%, umu ot 2% no 4%, Ho Hauboee
OHa COCTaBJisieT MPUOIM3UTENBbHO 3%. XJIOPIPOKAWH, KaK MPAaBHJIO, MPUCYTCTBYET B KaueCTBE
COJIM, M 3Ta KOHLIEHTPALMs, KaK MMPaBUJIO, OCHOBAHA HA Macce BCEW COJIM, XOTS 3TH MPOLEHTHI
TaK)kKe MOXHO HCIOJb30BaTh, HCXOAS M3 Macchl CBOOOmHOro ocHoBaHus. OcoOeHHO
NPEANOYTUTENILHOMN COJIBIO AJISi COCTABOB IO HACTOSILEMY U300PETEHHIO SIBIISIETCS THAPOXIJIOPH,

3arycTuTenb TaK)Ke SBISETCS BAKHBIM KOMIIOHEHTOM COCTaBa Jjisi OOecreueHHs
CTa0MJIBHOCTH COCTaBa W €ro MPHUIOAHOCTH B MENULMHCKUX NPUMEHEHUSX, B YaCTHOCTH,
Oo(TaNbMOJNIOTUYECKUX ~ MPHMEHEHUsXx.  [IpeAmouTurenbHO — 3aryctureib — o0OecrednBaeT

NPO3payHbIil COCTaB U, TEM HE MEHee, JIETKO MOAaeTCs epepaboTke I MOTy4YeHUs] IPOAYKTa



C TMOAXOnALIeNl BA3KOCTBIO U OKCIUTyaTAllMOHHBIMU XxapakTepuctukamu. Iloaxopnsinue
3aryCTUTENN BKJIIOYAIOT, HAMpUMeEp, MPOU3BOAHBIE LEJUIIOJIO3bl, HATypalbHble KaMeou U
HEOpraHW4yecKue coefuHeHus. bojee KOHKpeTHble MPUMEpbl BKIIOYAKOT METUIILEIIIION03Y,
TUPOKCUATUIILICIUTIONO3Y, TUAPOKCUMIPONUIILE/UIION03Y, KCAHTAHOBYK) CMOJy, TYyapOBYIO
KaMmeb, TMEKTHH, CUJIMKAT AJOMUHUS, AQJIIOMOCHJIMKAT MAarHusi, JUOKCHUA KPEMHUs U UX
KOMOUWHALIMH.

I'MapOKCHATUIILIEIITION03a  OKa3ajach OCOOEHHO TPUTOMHOH JUIsI  COCTaBOB IO
HACTOSIIEMY H300pPETEHHI0O B KOHIIEHTpalusx no macce B auamasone ot 0,1% mo 2,5%.
IIpennoururenpHast KOHLIEHTPALHS 10 Macce THAPOKCHUATHIILIEIUIIONIO3bI HAXOUTCS B 1UAINa30He
0,25% no 2,0% ruapoKCUITHILEIUTION03bI o Macce, wiu oT 0,75% no 1,75%, u Haubonee
MPEeAnoYTUTENBHO OHa cocTasisier 1,0% wmm 1,5%.

JUIsl COCTAaBOB TaKKe SIBJISIETCS TIOJIE3HBIM A00aBIEHHE CpencTBa Ayl Koppekuun pH st
NpeaynpexaeHus TUApoNn3a XJopnpokauHa. 3HadeHue pH cocraBa mnpeanoyYTUTENBHO
cHxkaroT g0 pH or 1 go 6, ot 2 no 5, wnu OT 3 10 4 ¢ UCNONB30BAHUEM CPEACTBA AJIA
koppexkuun pH. Ilogxopsmme cpeactsa ans koppekuuu pH nns npumeHeHust B cocTaBax
BKJIFOYAIOT XJIOPUCTOBOJOPOAHYIO KHCJIOTY, MOJIOYHYIO KHUCIOTY, JHMMOHHYIO KHCIOTY U
BUHHOKaMEHHYIO KHCIIOTY, npuyeM Hanbonee MPEANOUTUTENBHOMN SIBJISIETCS
XJIOPUCTOBOIOPONIHAST KUCIIOTAa. B 3HaueHWsIX KOHLEHTPALMU B COCTABBI OOBIMHO HOOABIISIOT
XJIOPUCTOBOAOPOIHYIO KUCIIOTY, 3KBUBaeHTHYIO oT 0,05% 10 0,35% wumm ot 0,10% no 0,25% 1
H xnopucroBomopomgHoit kucnore, npeanoututenapbHo ot 0,13% go 0,17% 1 H
XJIOPUCTOBOAOPOIHOMN KUCIIOTE.

CocraBbl mpeacTaBisitOT cOOON COCTaBbl Ha BOJHON OCHOBe. Boay, mcmosb3yemyro B
COCTaBax, MPEANOYTUTENbHO OUHUINAIOT U IeTa3UPYIOT MOCPENCTBOM OapOOTHPOBaHUS a30Ta UIIH
APYroro MOAXOASIIETo Crocoda.

B mo0oM wu3 BapWaHTOB OCYIIECTBJICHHMS HACTOSILIEro H300pETeHUs, BKIIOYAs
KOHKPETHbIE BapUAHTBhl OCYIIECTBJIEHUS, ONMUCAHHBIE B HEMOCPEICTBEHHO CIEAYIOLINX HUXKe
ab3amax:

- xoHueHTpams xjgopnpokanHa HCI B coctaBe moxer cocraBnAth 2-4 macc.%, 2,5-3,5
macc. % i npudnusutensHo 3,0 macc.%;

- BSI3KOCTb cocTaBa MOKeT cocTaBisiTh 300-1500 mlla ¢, 600-1400 mlTa ¢. S00-900 mlla
600-750 wlla ¢, 900-1500 wIla ¢, wam 1100-1400 wmlla c¢. CnenoBatenbHO,

THIPOKCHATHIILIEIUTIONIO3Y MOXKHO JO0aBIISITh B KOJHUECTBE ((.S.), TpeOyeMOM i JOCTUKESHHSI

C,
KaKOH-TH00 U3 BBIIEYKA3aHHBIX BA3KOCTEH;

- KOHIIEHTpPALUMsl THUAPOKCUATHIILECIUTIONO3bI B COCTaBe MOKeT cocTaBisate 0,25-2.0
macc.%, 0,5-1,5 macc.%, 0,6-1,4 macc.%, 0,5-1,0 macc.%, 0,6-0,9 macc.%, 0,7-0,8 macc.%, 0,8-
1,2 macc.%, unu 0,9-1,1 macc.%; u/unm

- pH cocraBa moxer mpencrasisite cobori pH 2.5-4,5, pH 2.8-3,8 wim pH 3,0-3.4.
Cnenosarensno, HCl moxxHO nmoOaBnATh B KonmudecTBe ((.S.), TpeOyeMOM Uil JOCTHIKEHUS
mo00ro U3 BhIIEYKa3aHHBIX ypoBHEH pH.

B 0mHOM KOHKPETHOM BapHaHTE OCYILECTBJIEHHUS COCTAB IO HACTOALIEMY U300pPETEHHUIO



conepxkut oT 2% nmo 4% mno wmacce xyopnpokamHa HCI, or 025 nmo 2,0%
TUAPOKCUITUIILICIITFONIO3b],  XJIOPUCTOBOAOPOAHYK) KucaoTy (.s. 10 pH or 2,8 no 4,0 u
OUHUILIEHHYIO BoAy (.s. 10 100%.

B npyrom KOHKpETHOM BapHaHTE OCYLIECTBIIEHHUSI COCTAaB MO HACTOALIEMY HU300PETEHHIO
comepxkutr ot 2% go 4% mno wmacce xyopmpokamna HCI, or 0,6 nmo 0,9%
TUJIPOKCUA THIILIEIUTIONO3bL,  XJIOPUCTOBOJOPOIHYI0 KHUCIOTY (.8. 10 pH or 2,8-40; u
OUYHIIEHHYIO BOAy ¢.S. 10 100%.

B npyrom KOHKpETHOM BapHaHTE OCYIIECTBIIEHHUSI COCTAB MO HACTOSIIEMY H300PETEHHIO
comepxkutr ot 2% go 4% mno wMacce xjopnpokamHa HCI, or 0,8 mo 1,2%
TUAPOKCUATUJILICIUTIONIO3b];,  XJIOPUCTOBOJOPOIHYIO KkuCIOoTy ¢.8. 1o pH or 2,8-40;, wu
OUYUIIEHHYIO BoAy (.S. 10 100%.

B npyrom KOHKpETHOM BapHaHTE OCYIIECTBIIEHHUSI COCTAB MO HACTOSIIEMY HU300PETEHHIO
conepxut ot 2% no 4% mno macce xjoprpokanHa HCI;, ruapokcustunuemmonosy q.s. 1o 600-
1400 mlla c; xJIOpUCTOBOAOPOAHYIO KUCIOTY (.S. 10 pH oT 2,8 10 4,0, U OYMIIEHHYIO BOAY (.S.
1o 100%.

B npyrom KOHKpETHOM BapHaHTE OCYIIECTBIIEHHUSI COCTAB MO HACTOSLIEMY HU300PETCHHIO
conepxut ot 2% n0 4% no macce xjopnpokanHa HCI;, ruapokcustunuemmonosy q.s. 1o 500-
900 mlIa c; x10pHUCTOBOIOPOAHYIO KUCIOTY (.S. 10 pH oT 2,8 1o 4,0; u ounIneHHyo BOAy (.S. A0
100%.

B npyrom KOHKpETHOM BapHaHTE OCYLIECTBIIEHHUSI COCTAaB MO HACTOSLIEMY H300PETCHHIO
conepxut ot 2% 10 4% no macce xjopnpokanHa HCI, ruapokcustunuemitonosy q.s. 10 600-
800 mlIa c; XJ1IOpUCTOBOAOPOAHYIO KUCIOTY (.S. 10 pH ot 3,0 10 4,0; u ounineHHyr BOAy (.S. A0
100%.

B npyroMm KOHKpEeTHOM BapuaHTe OCYIIECTBJICHHUS] COCTAB MO HACTOSIEMY M300PETEHHIO
comepkut ot 2% 1o 4% mno macce xyopnpokanHa HCl, ruppoxcustunnenonosy q.s. 1o 900-
1500 mlla c; xmopucToBOAOPOAHYIO KUCIOTY (.S. 10 pH oT 2,8 10 4,0; U OUMIIEHHYIO BONY (.S.
1o 100%.

B npyrom KOHKpETHOM BapHaHTE OCYIIECTBIIEHHUSI COCTAB MO HACTOSIIEMY HU300PETEHHIO
conepxut oT 2% 1o 4% mno macce xnopnpokanda HCI, rugpokcusTunuenaronosy q.s. 1o 1100-
1400 mlla c; xmopucToBOAOPOAHYIO KUCIOTY (.S. 10 pH oT 3,0 10 4,0; U OUMIIEHHYIO BOAY (.S.
1o 100%.

B oco0eHHO mpeanoyYTHUTETbHOM BapUaHTE OCYINECTBICHHS COCTaB MO HACTOSIIEMY
uzobperennro  comepxkut 3% mo wmacce xmopnpokamHa HCL, or 0,25 mo 2,0%
TUJIPOKCHA THJILIEIUTIOJIO3bI, XJIOPUCTOBOAOPOIHYIO KUCIOTY B 00beMe, 3kBuBajieHTHOM oT 0,17%
10 0,13% 1 H x1opucToBOJOPOAHOM KUCIIOTE, U OUUILEHHYIO BOAY (.S. 10 100%.

CocraBbl Takke MOTYT OBbITb OXapaKTEPH30BAHBI ITOCPENCTBOM APYTHUX IPHU3HAKOB.
Hampumep, B m000M H3 BapHaHTOB OCYLIECTBJICHHS HACTOSINErO HW300pPETEHHs] COCTaB
NPEANIOUTUTECIIbHO ABJISICTCA CTCPUIIbHBIM. KpOMe TOro, B .]'II-O6OM N3 BApUAHTOB OCYIICCTBJICHUA
COCTaB MPEANOYTUTENBbHO UMeeT BA3KOCTb OT 100 no 12000 mlIla ¢ mim ot 1000 no 10000 mlla c,

unn ot 4000 no 9000 mlla ¢, npu onpeneneHuu ¢ UCIOJB30BAHUEM BPALIAKOLIErOCsS CTEPKHS



BrookField DV II+Pro 2 wm 3 mpu 100 06/muH, kak onucano B pazaene 2.2.10 EBpomnetickoii
dapmakonen nzganus 2016 rona. Takxke cOCTaB MPEANOYTUTENBHO ABISIETCS JTMOO MPO3PAYHBIM,
7100 CBETOIPOMYCKAOIIIUM.

Cnocobul nevenus

CocraBbl MO HACTOSIIEMY H300PETEHHI0 MOXKHO MCIOJb30BaTh B JIOOOM crocole, B
KOTOPOM HCTOPUYECKH MCIOIb3YIOTCS MECTHBIE AHECTETUKH, XOTSI OHU OCOOEHHO NMPUMEHHUMBI B
o(TaNBMOJIOTHUECKUX CIIOco0ax NpuMeHeHus. bbuto 00HAapyKeHO, YTO COCTaBBl SIBIIIFOTCS
3¢ pexTUBHBIMU [JIT MHAYKIHMM JIOKAJBHOW aHeCcTe3uu Wik 00e300JIMBaHUS HAa TOBEPXHOCTH
POTOBHIIBI, U UX MOKHO HCIIOJIb30BaTh B XO/€ IIA3HOH XUPYPrHUECKOW ONepaIiy WK B CIydae
UCTHPAHHUS WJIM TPaBMbl POroBUIbl. OCOOEHHO NPUTONHBIC XUPYPTHYECKUE OMEpaluy IS
NPUMEHEHUs] HACTOSIIIEro M300peTeHHs] Ha MPAKTUKE BKIOYAIOT, HAPUMEpP, XUPYPTHUYECKYIO
ONEpaLMI0 Ha KaTapakTe, JICYCHHE MaKyJIOMATHH, OOIIECMPHUHATYI0 XUPYPTHYECKYIO OIMEPALHEO
IO TIOBOAY TIJIAYKOMBI, BUTPIKTOMHUIO, XUPYPTHUYECKHE ONEpaluyd TNPOTUB AUAOETUYECKOM
HepomaTu W pPa3JMYHbIC JIa3epHbIE XUPYPrHUECKUE OINEepaldy, BKJIIOUYAs Ja3epHYIO
KEpaTOIJIACTUKY in situ U poTopedpaKIHOHHYIO KEPATIKTOMHUIO.

CocraBbl MHOYLHPYIOT JIOKabHOE 00e300/IMBaHNE WM AHECTE3WI0 B TJla3y, W OHHU
OCYIIECTBJISAIOT 3TO, HE UHAYLIUPYS 3HAYUTENIbHOE pa3pa’keHue.

Cnocobvl uzeomosnenis

CoctaBbl MO HACTOSIIIEMY H300PETEHUI0 MOXKHO HM3TOTABIMBATH C HCHOJIB30BAHUEM
O0IIeNPUHATHIX CIIOCOOOB MPOU3BOACTBA, KaK ONMUCAHO, HampuMep, B Remington: The Science
and Practice of Pharmacy (22d edition), xorss ObUIO CHOENAHO HECKOJBKO OTKPBITMH IS
yJIy4IIEHUs] TIPOU3BOJCTBA.

Hanpumep, ObUIO OTKPBITO, YTO COCTAaBbI MOTYT OBITh IMOABEPrHYTHI 00paboTKe B
NPUCYTCTBUH BO31yXa Oe3 MpoayBaHUS a30TOM. Takum oOpa3oM, Hampumep, TOTOBBIH COCTaB
MOKHO TIOMEIIATh B MOAXOSIINNE KOHTEHHEPHI, TAKHE KaK calle, IpoOupky, OaHKU U (IIaKOHBI,
B IIPUCYTCTBHH BO3AYXa.

B TO Bpemst Kak JIeKapCTBEHHBIN MPOAYKT MOXKET ObITh YIIAKOBAH B YITAKOBKH PAa3JIMYHbIX
(opMaTOB, TPEANOYTUTENBbHBIM (HOPMATOM YIAKOBKH SIBJIIETCS OJHONO30BBbIH (hopmar ¢
comepkanueM npuoan3uTensHo ot 0,5 1o 2 rpammoB refsi. Hanpumep, iekapCTBEHHOE CPEACTBO
MOJKET OBITh YIAKOBAHO B KOHBEPT M3 JBYX HAXOMSALIMXCS JAPYr HANPOTHUB APYra JIUCTOB,
CKJIEEHHBIX IO Tepu(epru, KOTOPBIA Pa3phIBAOT HA OJHOM KOHIIE Mepe MPUMEHEHHEM U rellb
BBIJABJIMBAIOT U3 KOHTeHHepa. [IpeqnoYTuTenbHOi yIakoBKOH SIBISIETCS OMHOAO30BBIN (priakoH
U3 MOJU3TUIIEHA HM3KOM IuioTHocTH, Takoro kak 1840 H LDPE or LyondellBasell Industries
N.V., Rotterdam Netherlands.

Kpome Toro, wu3obperarenun pa3pabotamu Crnocod  CTEpHIM3aLUK  PacTBOpa
JIEKapCTBEHHOTO CPEACTBA TIE€pell CMEIIeHHeM C TelneoOpa3HbIMA SKCLUUNHEHTAMH. JTO
OCYIIECTBIISIFOT C HCIOJNBb30BAHUEM CTEPHIIM3ALUN (PHIIBTPOBAHUEM PACTBOpPA JIEKAPCTBEHHOTO
cpencTa dYepes THAPOQHUIBHYIO KacceTy, HMerInyr wmupudy mop ot 0,22 mo 0,45
MHUKPOMETPOB.

B onHom BapHUAHTEC OCYLICCTBJICHUA, KOTOprfI SIBJIIETCSI  OCOOEHHO MIPpUroAHbIM JIsd



MOJIy4EHHUS] COCTABOB O0JIee BBICOKOH BS3KOCTH, CIIOCOO CMELIEHHsI BCEX MHIPEIUEHTOB COCTaBa
NOApa3zieNieH Ha HECKOJNBKO OTAENbHBIX CTaaui, BKIIOYAOIIMX (a) CMELIEHHE YKa3aHHBIX
OJIHOTO WJIM HECKOJIbKUX 3aryCTUTENIeH, YKa3aHHOIrO CpeacTBa Ass koppekuuu pH u Bomel ms
nonyueHus: rianedo-marpukca, (b) TepMuUUecKyr CTepuim3auuio Iuianedo-marpukca, (c)
CMELIeHHe XJIOPIPOKanHa WM ero (¢apMaleBTHYECKH IPUEMJIEMON COJIM C BOXOM WU
HeoOs3aTeNIbHO CPEeNCTBOM sl Koppekiuu pH ¢ mosyueHneM pacTBOpa JIEKapCTBEHHOTO
cpencrtsa, (d) cTepuiM3alMIO PACTBOpA JIEKAPCTBEHHOI'O CpEACTBA MNyTeM (uibTpoBaHMSA
YKa3aHHOTO PacTBOpPA JIEKAPCTBEHHOTO CPEACTBA uepe3 GUIbTP, MMEIOLIHHA IHPUHY mop oT 0,22
no 0,45 mukpomerpoB, u (€) cmerieHue rane0o-MaTpUKCa W PacTBOpa JIEKAPCTBEHHOTO
CpEeICTBa C MOJIyYeHUEeM YKa3aHHOI'O COCTaBa.

B 3TOM BapmaHTe OCYIIECTBIIEHHSI MOXET COOMIOAAThCS OAHO WJIM BCE M3 CICAYIOLINX
YCJIOBUIA:

- XJIOPTIPOKAWH MOYKHO PacTBOPATH B BoJe MpH Npudau3nuTenbHo 40°C 10 KOHLEHTpauu
0,06-0,1 v/m11, 4TOOBI TapaHTUPOBATH MOJHYKO COFOOMITU3ALINIO XJIOPIPOKanHa 0e3 OCaKIeHUSI.

- pacTBOp XJjopmnpokauH/Boxa MoxHO moakuciate HCl mpu mpubmmsurensHo 40°C,
9TOOBI CTAOMJIBHOCTD WJIM PAaCTBOPUMOCTD XJIOPIPOKAWHA HE M3MEHSJIACh, TAKUM 00pa3oM, He
BJIMSISL HU Ha Aerpanauuio APl HU Ha ero paCTBOPUMOCTD.

- Tutanebo-MaTpUKCy MOXKHO ITO3BOJIATH OXJIAMUTBCS Mepen No0aBIeHHEM pPacTBOpa
JIEKapCTBEHHOI'O CPEACTBA.

- pacTBOp XJIOPIPOKAMH/BOAA MOXKHO TMEPEHOCUTh IOCPEACTBOM CTEPUIIN3ALUN
(GuIbTPOBAHHEM B PACTBOP TUAPOKCHITHIILIEIUIIONO03a/T1ale00-MaTPUKC.

- OCTAaTOK B €MKOCTH, WUCIIOJIb30BAHHON AJI CMELIEHHs XJOPIPOKAUHA U BOJbIL, MOXHO
npoMbiBaTh  mpuOImM3uTenvHo 5%  Bombl M no0aBisATH  OOpaTHO B CMECh
XJIOPTIPOKANH/TUIPOKCHATHIILIEIUTEOJIO3A.

HeszaBucumo oT cnocoba M3rOTOBJIEHMS, MPEANOYTHTENIbHBIM 3aryCTHTENIEM SIBIISIETCSI
THIPOKCUATHIILIEIUTION03a B KOJHYECTBE, KOTOpOe O0ECleYrBaeT »KEJAaeMylK BS3KOCTb, H
NPEANOYTUTENIbHBIM CPEICTBOM JUTs Koppekuuu pH siBisieTcst XJIOpUCTOBOAOpOaHAast Kuciota (1
H), cnoco® npeanoutuTenpHO BKIOUaeT cMernenue 3% mo macce xnopnpokanHa HCI, ot 0,25
10 2,0% TUAPOKCHATHIILEIUIFOJIO3bI, XJIOPUCTOBOJOPOAHON KUCIOTH q.5. 10 pH 3,0-4,0 (wm B
oopeme, skBuBasieHTHOM oT 0,17% mo 0,13% 1 H XJIOpUCTOBOJOPOTHOW KHCJIOTHI) H
O4HIIeHHOH BoAbI q.5. 10 100% c nony4yeHuem cocTasa.

NPUMEPBI

B mnpuBeneHHBIX HIDKE NpuUMepax ObUIM TPEANPHUHATHI YCWIHMS Uil OOEeCTIeYeHHUs
TOYHOCTH B OTHOLICHUH YHCEN (HAIPUMEp, KOJNYECTBA, TEMIEepaTypa U T.1.), OOHAKO CIEAyeT
YUUTBIBaTh HEKOTOPbIE OTPELIHOCTH U OTKJIOHEHus. [IpuBenenHble HUKe IpUMephl PUBEIEHbI
IUTS TIPEIOCTABIICHHS CTIIEIMAJIMCTAaM B JAHHOW OOJIACTH MOJIHOTO PACKPBITUS U OMUCAHUS TOTO,
KaK CIocoObl, 3asiBJIEHHbIE B M300PETEHHIO, MPOBOIAT U OLEHHBAIOT, U OHMU IpPEIHA3HAYECHBI
UCKJTFOUUTENbHO JJIT WIUTIOCTPALIMK H300peTeHHs M He TNpeaHA3HAuYeHbl A OrpaHUYEHHS
o0BeMa TOro, YTO H300peTaTeNy CYNTAIOT UX H300pEeTEHHEM.

ITpumep 1. USTOTOBJIEHUE COCTABOB
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C ucnonp30BaHHEM HCXOIHBIX MAaTEPUANIOB, OMHMCAHHBIX B Tabyuie la, W3roTaBiIuBaJIH
reni ¢ 3% XJIOPIPOKAWHOM, HMEIOIIHE COCTaBbl, MpUBeACHHbIE B Tabmumax 1b u lc,
CIIeNYIOIIUM 00pa3oM.

Tabnuma la

IlepeueHb NCXOAHBIX MATEPUAIOB
HcxonHelil MaTepual - TOproBoe Ha3BaHUE dasza

OuurieHsas sona

IMuapokcumsTunuesuonosa (Natrosol 250 M Pharma )

XJIopnpoKauHa THAPOXJIOPUL

ol A w| »

XnopucroBonoponnas kuciora 1 H

B mnopxomsmem ycTpoHCTBE ISl CMEUICHMs, OOOPYAOBAHHOM MEIIAJKOH U
rOMOTeHH3aTOpOM, B nobapisiin HeOONbIIMMY NOPUMAMH K A TP MEPEMELINBAHNH 10 TEX I10P,
NnoKa He OO0pa3oBBIBAJICSI ONHOPOAHBIM renp 0Oe3 HeOUCIeprupoBaHHBIX dYacTul. [lpu
HEOOXOIMMOCTH CMECh MOYKHO ObLITO HarpeBaTh BIUIOTH 10 60°C. 3aTeM cMech OXJIaXAaiu pu
nepeMelIMBaHIK 10 TeX TMOp, MOKa OHA He AocTuraia temmnepatypbl 25-28°C. 3atem nobasisiu
C u mepememuBaid A0 MOJHOTO OOpPa30OBaHMs OJHOPOIHOTO rensi 0e3 HEeAMCIIEPTHPOBAHHBIX
gactul. 3ateM pH moeommmu mo 2,70-4,00 mobasnenueM D, m cMmech CTepUIH30BAIUA Uepes3

CTEPHIIbHBIN UIIBTP, UMEoLIHH pa3mep rnop ot 0,22 1o 0,45 MUKPOMETPOB.

Tabmuna 1b
Cocras 1
Hcxonnblie MaTepuaibl Hasuauenue %
OumnineHHas Boga PactBopurens 96,330
I'mapokcuaTunuemonosa 3arycrurenb 0,500
AKTHBHBIN (bapmareBTHUECKUI
XJopnpokanHa TUAPOXJIOPUA 3,000
HUHTPETUEHT
XnopucroBonoponnas kucyiora 1 H | Mogudukarop pH 0,170
HUroro 100,000
Tabnuna 1c
Cocras 2
Hcxonnbie MaTepuaibl Hasuadenue %
OuureHnas Boaa PactBopurens 95,850
I'mapokcusTunuemronosa 3arycTuresb 1,000
AKTHUBHBIN bapmareBTHUECKHIA
XopnpokanHa THAPOXJIOpUA 3,000
UHTPEIUCHT
XnopucroBonopoxanasi kucyiora 1 H | Moxgudukarop pH 0,150
Hroro 100,000
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CxomHbplii COCTaB MOKHO TIOJIydaThb C HCIOJB30BaHHEM eme Oojee BBICOKOH

KOHIEHTPALIUU THIPOKCHATHIILEIUTIONO3bI (Takol kak 1,5%), UCHONB3ysl MO CYIIECTBY T€ Ke

COOTHOIICHHA SKCHHUITMCHTOB, YTO M B COCTaBax 1n 2, u CHOCO6OB, OIIMCAHHBIX B HACTOAIIEM

OIIMCaHHH.

ITpumep 2. ANbTepHATUBHBIN CIOCOO MPOU3BOJCTBA M COCTABEI

C ucnoyib30BaHUEM HUCXOOHBIX MaT€pUajioOB, MO CYyLIECTBY KaK ONHCAaHO B Ta6n1/1ue 18.,

noiy4yanu rexu ¢ 3% XJIOpPIPOKAaMHOM, MMEIOINNE COCTaBbl, NpUBeNeHHble B Tabmune 2b, B

COOTBETCTBHH C CXEMOU MOCIEA0BATEILHOCTH MPOLIECCa, MPUBEISHHOM B Tabnule 2a:

Tabnuna 2a. Cxema nocieoBaTeIbHOCTH TPOLECCa;

KonTtpoas B xoae | KonTpoJs B xoae
®da3za API ®a3a reas npouecca, asa | npouecca, ¢asa
API rejs
JlobaBneHue
JlobaBneHue
NpUOJTU3UTENEHO
npubmmsutensHo 40% BOABI
40% BOObl IS
JUTST UHBEKIIUI
UHBEKLIHH
OxnaxneHue 1pu
Oxnaxnenue rpu 40°C
40°C
JlobaBneHue
XJIOPTIPOKauHa U
nepeMenInBaHue 10
JloOaBieHue
MIOJIHOTO
TUIPOKCUSTUIILICIUTIONIO3bl U
pPacTBOpEHHUS
nepeMeInBaHie 0 IOJIHOTO
Koppexuust pH no Buemrnui Buy, | BHemHwmit BU]I,
pacTBOpEHHUSI
3,0 c pH, pH,
UCTIOJIb30BaHUEM | Ouosoruyeckast Ouosoruyeckas
HHC1 Harpyska Harpyska
Crepunuzanus Crepwnuzanust HarpeBaHueM | TeCT LEIOCTHOCTH
¢dunbTpOBaHNEM (Fo) Ha puibTpe
KonTpoas B xoae npouecca
ITepenoc

JlomoNHeHe HEMOCTAOINM

KOJIUYECTBOM BOIBI

pH, BsA3kOCTB

¢unbTpoBaHHE € LEJBIO

OCBETJICHUS (45

MHKPOMETPOB)
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3anonHeHue Macca conepkumoro

BTOpI/ILIHOe YIOaKOBBIBAHUE UCIIBITAHUEC HAa TEPMETUIHOCTD

Tabmuua 2b. CocTasbl

Homep ucnbiTanus EO08 E09 E10 El1l E12 E13
KoMnoHeHTBI CoorHomenust (M/m) %
Xnopnpokaux HCL 3.0 3.0 3.0 3.0 3.0 3,0
Natrosol* 1,0 0,75 1,5 1,25 1,0 1,15
Ouwninennas Boxa ((dasa

41,0 41,0 41,0 41,0 41,0 41,0
reJisi)
OuuineHHas Boga

50,0 50,0 50,0 50,0 50,0 50,0
(dpaza API)
OuuieHHas BOOA

~5,0 ~5,0 ~4,5 ~4,75 ~5,0 ~5.,0
(mpoMbIBaHuE)
HCI (1 H unu 10%) Bmnots no pH 3,0-4,0

*Kareropust H wnin HHX B 3aBucumoctu ot nenesoit Bszkoctu (H mansa EO8, HHX nmns
APYTUX UCTIBITAHUH)

Bsi3kocTh COCTAaBOB, OMHMCAaHHBIX B TaOmuue 2B, KOJMYECTBEHHO ONpPENesuid C
UCTIONBb30BaHueM Bpamaromierocs crepsksa BrookField DV II+Pro 2 unu 3 npu 100 06/mMuH, kak
ommrcano B pasgene 2.2.10 Espometickoii dapmakonen wm3manus 2016 roma. PesynbraTs
U3MEPEHHsI BSI3KOCTH MPEACTaBIEHbI B Tabnue 3c¢.

Tabnuna 3¢. Pe3ynpraTel HU3MEpEeHuUs BSI3KOCTH

E08 | E09 | E10 E1l1 E12 E13
bonee
Bsizkocts (MI1a ¢) 660 | 660 2320 1308 1577
3500
IIpomsbilieHHas Huskas Husxkas Ha,
Ha Ja Ja
OCYIIECTBUMOCTD BEPOSITHOCTh | BEPOSITHOCTD BEPOSITHO

ITpumep 3. UCTIBITAHUA CTABMJIBHOCTH COCTABOB

CocraBbl, onucanHbie B Tabnumax 1b m lc, TecTupoBany B OTHOIIEHWH CTaOMIIBHOCTH

rocjie XpaHeHusl B TeueHue Iectu Mecsues npu 20°CE5°C B 3alUIIEHHOM OT CBETa MECTe B
IBYX THIIAX YIAKOBOK: CTEKJISTHHbIE YIIAKOBKH M CTEKJITHHBIE (PJIAKOHBI ¢ OYTHIIOBOH TPOOKOH 1
AFOMUHUEBBIM KoNmadykoM. CriocoOb! MPOBENEHHs aHAIN30B CTA0OMIIBHOCTH OIMUCAHBI B TAONHUIIE
3a. Pe3ynbTaTel TECTHPOBAHUS CTAOMIBHOCTH NPUBEAEHBI B Tabmuie 3b.

Tabmuua 3a

TecTupyemble n3genust 1 METOIUKHU aHAJIN3a
Tectupyemoe usnenue Meroauka aHanusa

Bremnuit Bug BusyanpHblit




pH (xak ectb)
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pH-metp: MetrOhm 744 (Rif DM12); Ref. Ph Eur 2.2.3

TEKYLIECC U3JaHUE

Bszkocts (Mlla ¢)

Crepsxenb BrookField DV II+Pro, 100 06/mMun

Ref. Ph Eur 2.2.10, tekyuiee usnanue™

Anamz xnopnpokanHa HCI,

B2XX
%
ITpumecs ACBA % (BOXX) | BOXX
IIpumech rugpoKCUNpPOKanHA

P P P B2XX

% (B2XX)
HewussecTHble npumecH B2XX
Obwee conepkaHue
npuMeceit %

BOXX

(M3BECTHBIC+HEN3BECTHBIE)

(BXKX)

* 2-CKOpPOCTHOH cTepxkeHb ucnojp3zoBanu s 90 mlla ana cocrasa 1; 3-ckopocTHOM

crepxkeHb ucnonb3zosanu s 400 mlla ans cocrasa 2.

Tabmuua 3b
CrabunpHOCTH COCTaBa 1
HcnviTanue To Témo (o | Temo (rmoce
CTEePUIIM3ALIUN) CTEpWIN3ALUN)
Brewnuii Bua NpoiieH poNaeH npolieH
pH 3,6 3.2 HE MIPOBEPSIIOCH
xnoprnpokaud HCI (%) 105,48 103,88 104,10
OOmee conepskanue | 0,402 0,679 0,653
npumeceii (%)
Tabmuua 3c
CrabunpHOCTB COCTaBa 2
HcnviTranue To Tomo (mo | Temo (rmocne
CTEPUIN3ALIUN) CTEpHJIN3ALUN)
BHemnuii Bung NpoNAeH NponAeH MpoiAeH
pH 3,39 3,21 HE MTPOBEPSLIIOCH
xaoprnpokaud HCI (%) 107,18 111,47 105,72
OO1ee conepskanue | 0,408 0,727 0,662

npumeceii (%)

ITpumep 3. Ucnbitanue 3 PEeKTUBHOCTH Y KPOJIMKOB
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Obe3bomuBarommii  3¢gdext cocraBoB xyoprnpokanHa HCl mocie omHOKpaTHOTO
BJIMBAHUS KPOJHKAM-aJbONHOCAM OLIEHHBAIU C UCIIOJb30BAHHEM OMMCAHHOTO HIKE MPOTOKOJA.
B »10 HUCCICAO0BAHUE BKJIIOYAJIM BOCEMHAAUATD JKMBOTHBIX, U UX MOAPA3ACIAIN Ha 6 rpymir mo
TPU JKUBOTHBIX B Kakaou. Mcciemyemble COCTaBbI, COCTaB OTPHLATENILHOTO KOHTPOJS H
MOJIOXKUTEJIbHBIN KOHTPOJIb BIuBaK (50 MKJI Ha BBeJEHHE) B MpaBbiii 1a3 HA | U 5 CyTKU U B

JIeBbIi r1a3 Ha 2 cyTku. [IpoTecTHpOBaHHBIE COCTABbI OMICAHBI B TaOHIIE 3a.

Tabnuna 3a
TecTtupyemblie COCTaBbl
I'pymma Ne Jleuenune Kusotnsie Ne
1 I'enb ¢ 3% xnopnpokanHom HCI (Cocras 1) 1,2, 3
2 I'enb ¢ 3% xnoprpokannoM HCI (Cocras 2) 4,5,6
3 I'ens ¢ 5% xnopripokanHOM 7,8,9
4 Kunkocts ¢ 3% xnopnpokanHom HCl1 10,11, 12
5 OTtpunarenpabiil koHTpOsb (NaCl 0,9%) 13, 14, 15
6 [onoxutenbHbii koHTponmb Cebesine” (0,4% pacteop | 16, 17, 18
okcubynpokanna HCI)

HccnenoBanne OBUIO OPraHM30BaHO C ABYMs CTAaOUsIMH. Ha CTaauu | onpenensm
HAUMEHBIIHUN CTHMYJI (T.€. MOPOTOBAs [UIMHA HEMJIOHOBON HUTH), HEOOXOAMMBIN ISl MHAYKLIUU
MUTaTEeNbHOrO peduiekca y KUBOTHBIX IOCHE BJIMBAHUI KaXIOTO M3 JIEKAPCTBEHHBIX CPENCTB.
TecTtupoBanu HECKONBKO JJIMH HEMJIOHA U OmpeAeNeHHs HauOojiee KOPOTKOH JJIMHBL JTa
CTajusl HaBeJIa HA MbICJIb 00 MHTEHCUBHOCTH CHJIBI aHECTE3HMH ISl KXKIOTO COEIUHEHUS Yepes S
u 15 muHyT, W ugeHTHdUIMpOBaNa emuHYI0 JUMHY HUTH (2,1 CM) 11 TpUMEHEHHs Ha
ClenyroLen CTaauu.

Ha cranuu 2 mnpoBOAMIM OLEHKY JJINTEIBHOCTH AHECTE3UMH C HCIOJIb30BAHUEM
BBIOPAHHOTO MOPOTOBOro 3HaueHus. OLEHNBAIN BCE JIEKAPCTBEHHBIE CPENICTBA 33 UCKITIOUEHHEM
JKUBOTHBIX, KOTOPBIX TECTHPOBAIH CPEICTBOM 3, BCIEICTBUE HEMIEPEHOCHMOCTH, HAOJI01aeMOMH
s ao3bl 5%. JlnutenbHOCTh 00€300JMBaHUS Al KAXKOOW TPYMIBI  TECTHPOBAIH C
WCIOJb30BAHUEM OJHOM U TOH K€ JJIMHBI HEWJIOHOBOW HUTH, OMPENEJCHHON Ha CTaauu 1, Tak
YTO MHTEHCHBHOCTb MEXAHHYECKOIO CTUMYyJia ObLIa ONWHAKOBOH it Bcex rpynm. Ha sToi
CTaiuM OLEHWBaIM Hadajno s¢dexkra u AIUTENBHOCTh 3(¢eKTa TpuU JTaHHOM YPOBHE
MEXaHUYECKOr0o CTUMYJIA.

CocraBel 1 1 2 XOpoIIO NMepeHOCUIINCh, HECMOTPsl Ha UX HMU3Koe 3HaueHue pH. Ha 1
craguu coctaBel 1 u 2 Obutn HambOonee >(P(HEKTUBHBIMH TECTUPYEMBIMH CpPEACTBAMHU (I10
CPAaBHEHHIO C TIOJOXKUTEJNbHBIM KOHTPOJIEM) C TOYKH 3PEHUs] MIyOWHBI aHECTE3UH, a 32 HUMH
cinenoBan coctaB 4. Ha 2 cragum aHectesupyroinee aelicTere HaOMIOOAIOCh OT 5 MHHYT IOCIE
BJIMBaHMs 10 45 MuHYT 1t cocrasa 1, 60 MunyT 1 cocrasa 2, 20 MuHYT A cocrasa 4, u 90

®

munyT jis Cebesine”. He HaOmonmanu aHecTe3wpyromero AEHCTBUS Ui OTPULATEBHOTO

KOHTpoJst. MICXOast 3 3TUX MCTBITAHHUH, TaK:Ke MOXKHO OBLJIO MCIOJIb30BATh elle Oojiee BSI3KHiA
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coctaB ¢ OoJbIIel IIUTENbHOCTHIO ASHCTBUS, TPU HCIONB30BaHNM, Hampumep, 1,5% wm 2%
TUAPOKCHUI TUJILEIUTFOJIO3BI.
APYTUE BAPUAHTHI OCYINIECTBJIEHUA

Jlpyrue BapHaHTbI OCYLIECTBICHUs N300pPETEHUs] CTAHYT OYEBUAHBIMH CIIEL[HAINCTAM B

JOaHHOW O0JacTH C y4YeToM ONKCaHWs W TPH TNPUMEHEHWH Ha IIPAKTUKE H300peTeHws,
ONMCAaHHOIO B HacTosimeM onucanuu. Ilompasymesaercs, 4TO OMMCAHME U NPUMEPHI CIEIyeT
CUMTATh TOJBKO MWJUTFOCTPATUBHBIMM, IIPUYEM HCTHHHBII O0BEM M CYLIHOCTb H300peTeHMS

yKa3aHbl B IPUBEICHHON HIKE (opMyIie H300peTeHusl.
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D®OPMYJIA U3OBPETEHUS

1. CoctaB ansi MECTHOTO NPUMEHEHHUS Uil MUHAYKLUH MECTHOro 00e300IMBaHUS TN
AHECTE3UH, COAEPIKALIUN:

a) TepameBTH4YeckH  O5((EKTHUBHOE  KOJIMYECTBO  XJIOPIIPOKAWHA WM €ro
(apmaLieBTHYECKH PUEMJIEMON COJU JIsI UHAYKIIMY YKA3aHHOTO MECTHOTO 00€300IMBaHUS HITH
aHeCcTe3UH!,;

b) onuH UM HECKOJIBKO 3aryCTUTENEH; U

C) BOmY.

2. CoctaB rensi AJisi MECTHOTO NMPUMEHEHHs JUIi WHAYKLIUH MECTHOro 00e3001MBaHus
WJIA AHECTE3UM, COAEPIKALIUNI:

a) TepameBTHYeCKH  3((EKTHMBHOE  KOJIMYECTBO  XJIOPIPOKAWHA WM €ro
(bapMaleBTHYECKU MTPUEMJIEMOU COJIU JJIsi UHAYKIMH YKA3aHHOTO MECTHOTO 00e300IMBaHUS UJTH
aHeCTe3UH,

b) OnWH WK HECKOJIBKO 3aryCTUTENEH; U

C) BOIY.

3. OdTranbMONOrHUecKuil COCTaB TeJsl JUIsl WHAYKIHH MeCTHOro 00e300JIMBaHUs WU
AHECTE3UH, COAEPIKALIUNI:

a) TepameBTH4YeCKH  3((EKTUBHOE  KOJWYECTBO  XJIOPIIPOKAMHA WM €r0
bapmareBTHIECKH TPUEMIIEMOH COJIU ISl HHAYKIIMU YKa3aHHOTO MECTHOTO 00€300IMBaHUS UITH
aHeCTe3UH,

b) OIMH WM HECKOJIBKO 3aryCTUTENeH; U

C) BOZY.

4. CocraB mo mo0OOMy U3 TNPENUIeCTBYIOINMX ILI. ISl MHAYKUUH MECTHOTO
obe300mBaHus UM aHECTe3NH 0e3 MHAYKLUH 3HAYNTEIBHOTO Pa3ApaXkKeHUs! UM TOKCHYHOCTH.

5. Cocras no m000My U3 MPEAMEeCTBYOMMX LI AJIT MHAYKLMH MECTHOH aHECTE3UH HIIN
00e300/1MBaHMsI HAa MMOBEPXHOCTH POTOBHUIBI B XON€ IIA3HON XUPYPTHUECKOH ONepaluu Wid B
OTBET HAa UCTUPAHUE WJIU TPABMY POTOBHIIBI.

6. CocraB 1o JroOOMy U3 MPEIUIeCTBYIOIINX I1.II., coaepskamuii ot 2% no 4% mno macce
XJIOPIIPOKANHA WK €ro (papMaLeBTHYeCKU MPUEMIIEMON COJIH.

7. CocraB 1o JroOOMy U3 TPEIIIeCTBYIOIINX I1IL., coaepskamuii ot 2% mno 4% mno macce
xjoprpokanHa HCI umm ero papmaneBTH4ecKr mpUeMIIEMO COJIH.

8. Cocras 1o ro00oMy K3 MPEIIIeCTBYIOMUX I1.11., COAEPKALINi MpuOIu3uTeTsHo 3% 1o
macce xynopnpokanaa HCL

9. CocraB no J00OMY M3 MPEALIECTBYIOIUX I1.11., TA€ YKAa3aHHBINA 3aryCTUTENb BbIOpaH
U3 TPYNIbL, COCTOSINEH W3 TPOU3BOAHBIX LEJUIFOJIO3bI, HATYPAJbHBIX KaMened u
HEOPraHMYECKUX COCIHMHEHUII.

10. CocraB mo yo0OMy M3  MPENUISCTBYIOIIUX ILI., I7I€ YKa3aHHBIA 3aryCTUTENb
BbIOpaH W3 TPYIIBL, COCTOSINEH W3  METWJILEIUIFOJIO3bl,  THAPOKCHUATHIILEIUITIONIO3HI,
THPOKCUIIPOTIMIILIEIUTIONO3b], KCAHTAHOBOH CMOJBL, TyapoBOM KaMenu, NEeKTHHA, CHIINKATa

AJIOMHHUA, AJIFOMOCUJIMKATA MAarHUsl, TUOKCUAAa KPEMHUA U UX KOM6HHaHHﬁ.
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11. Cocras no nmr0b6OMy M3 NPEALIECTBYIOINX ILIL., TA€ YKA3aHHBINA COCTaB COAEPIKUT OT
0,5% no 1,5% no macce ruapOKCUITHIILICIUTIOIO3BL.

12. Cocras no m060My U3 NPERLIECTBYIOINX ILII., TA€ YKA3aHHBIN COCTaB COAEPIKUT OT
0,6% 1o 1,4% no macce rugpOKCUITHIILICIUTIOIO3BL.

13. CocraB mo nmoOOMy M3 MPEALIECTBYIOIIMX ILI., JOMOJHUTEIBHO COAEPIKALIHHA
KHCJIOE CPEACTBO A Koppekuuu pH.

14. CocraB mo moOOMy W3 TMPEALIECTBYIOIIUX ILIL, JOMOJHHUTEIBHO COAEPKALIMIA
KHCJIO€ CPEeNCTBO sl Koppekuuu pH B konudecTBe, 1OCTATOYHOM Ui npuaaHus coctaBy pH ot
2,8 1o 3,8.

15. CocraB mo moOOMy W3 TMPEALIECTBYIOIIUX ILIL, JOMOJHHUTEIBHO COAEPIKAIIHHA
KHCJIO€ CPEeNCTBO s Koppekuuu pH B konudecTse, 1OCTATOYHOM Ui npuaaHus coctaBy pH ot
3,0 no 4,0.

16. CocraB mo mo00My W3 MNPENIIECTBYIOLUIMX ILI., IOMOJHUTEIBHO COAEPIKAIIHHA
XJIOPUCTOBOIOPOAHYIO KHUCJIOTY, MOJIOYHYIO KHUCJIOTY, JIUMOHHYIO KHUCJIOTY U BUHHOKaMEHHYIO
KHCJIOTY.

17. CocraB mo mo00OMy U3 MPEOIIECTBYIOLUINX ILIL., IOMOJHUTEIBHO COAEPIKAIIHNA
XJIOPUCTOBOAOPOAHYIO KMCJIOTY B KOJIMUECTBE, NOCTATOYHOM JUIA Npuaanus coctaBy pH or 2,8
1o 4,0.

18. Cocrae mno  moboMy W3  TOPEOUIECTBYIOLIMX  ILIL,  COAEp KaIquii
TUAPOKCHUATUIILICIIIFONIO3Y B KOJIMYECTBE, TOCTATOYHOM I NpuaaHus Bs3kocty oT 300 o 1500
MmlIa c.

19. Cocras mo r000My U3 TPEAIIECTBYIOUINX I1.11., CONEPIKALIHIL:

a) 3% mno macce xjopnpokauna HCI;

b) ot 0,6% 10 1,4% ruaApOKCUITHIILEILTIONO3H,

C) XJIOPUCTOBOJOPOAHYIO KUCHIOTY (.8. 10 pH 2,8-4,0; n

d) ouninennyo Boay q.s. 10 100%.

20. CocTtaB mo 000My U3 MPENIIeCTBYIOMUX I1.I1., COAEeP KA

a) 3% mno macce xjopnpokanna HCI;

b) rUAPOKCUAI THIIIEIUTOJIO3Y (.S. 10 600-1400 mlTa c;

C) XJIOPUCTOBOIOPOAHYIO KUCIIOTY (.S. 1o pH 2,8-4,0; u

d) ounmennyro Boxay q.s. 1o 100%.

21. Cocras no 000My U3 MPENIIeCTBYIONUX I1., TAE COCTAB SIBJISIETCS CTEPYIIbHBIM.

22. CocraB 1o Jr0oMy U3 MPEeNIeCcTBYOIUX I1.11., TAe BOAA MPEACTaBIsieT coOOM BOAY,
Jera3upoBaHHYIO 0apOOTHPOBAHUEM a30Ta.

23. CocraB 1o Jr000My U3 MPEAMECTBYIOMUX I1.11., UM Bs3kocTh oT 300 mo 1500
mlla ¢ npu onpenenenuu ¢ ucnonszoBanueM crepkHs BrookField DV II+Pro Spindle 3 nmpu 100
00/muH, kak ornrcaHo B pasaene 2.2.10 Eppornefickoii papmakonen nzganus 2016.

24. Cocras no m000My U3 MPENIIECTBYIOUINX IL.I. B (popMe ress, TOChOHA, Ma3H, MacThl
WJIH KpeMa.

25. CoctaB no moOOMy M3 MPEALIECTBYIOIIUX ILI. B (hopMe OAHOAO30BON YIAKOBKH,
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coaep:xkaiuent ot 0,5 10 2 rpaMMOB rejs.

26. Cocras 10 J000MyY U3 MPEIIECTBYIOUINX I1.11., KOTOPBIN SBJISETCS MPO3PAYHBIM WU
CBETOINPOIYCKAKOLIUM.

27. CocrtaB mo Jgr00OMy U3 MNpPEAIIECTBYIOLIMX ILIL, CHOCOOHBIH MPOXOOUTH Yepe3
r'UAPOPHIIBHYIO KacceTy, UMeIoIyo mupuHy nop ot 0,22 no 0,45 mukpomerpos npu ot 40°C
1o 70°C non naBiieHHEM BO3AyXa UITU a30Ta.

28. Croco0  M3roTOBJEHHWS  COCTaBa MO JIOOOMYy M3  NPEALIECTBYIOIIUX ILIL,
BKJIFOYAOLIMI CMEIICHHE YKAa3aHHOTO XJIOPIPOKAWHA MK ero (papManeBTH4YeCKH MPHeMIIeMOt
COJIM, YKa3aHHOIO OJHOTO WM HECKOJBbKUX 3arycTuTened, cpeactBa s koppekuuu pH u
yKa3aHHOHN BOJIbI C MTOJIyY€HUEM COCTaBa.

29. Cnocob 1o .28 BKITFOUAKO LITHIA:

a) CMELICHHEe YKAa3aHHOTO OJJHOTO MJIM HECKOJIbKUX 3aryCTHTENEH, YKa3aHHOTO CPENCTBA
it Koppekuuu pH 1 BoIbI AJ1s oTyueHus! 11anebo-MaTpHLlbl,

b) TEpMUYECKYIO CTEPHITH3ALHIO TIae00-MaTPHIIbI,

C) CMeLIeHHE XJIOPIPOKANHA MM ero (papManeBTUYECKH MPUEMIIEMOI COJHM ¢ BOAOH U
HeoOs3aTeNIbHO CPENCTBOM Uil Koppekuuu pH ¢ monyueHmeM pacTBopa JIeKapCTBEHHOTO
CpEeICTBa,

d) crepmnMzanuio yKa3aHHOTO PAacTBOPA JIEKAPCTBEHHOTO CPENCTBA MyTeM (puibTpanuu
YKa3aHHOTO PacTBOpPA JIEKAPCTBEHHOT'O CPEACTBA uepe3 (PUIbTP, UMEIOIIHHA IHUpUHY nop oT 0,22
10 0,45 MUKpPOMETPOB, U

€) CMelleHue anedo-MaTpHuIlbl U PacTBOPa JIEKAPCTBEHHOT'O CPEACTBA AJIS MOJIY4EHUS
YKa3aHHOTO COCTaBa.

30. Crioco6 mo n.28 wnu 29, Brmovarouiuii cmeuenne 3% mno macce xyuopnpokanHa HCI,
ot 0,25 1o 2,0% ruapoKCU3THIILEIUIFOJIO3b, XJIOPUCTOBOAOPOIHOM KUCIOTHI q.S. 10 pH 2,8-4,0 u
OUMILEHHOH BoAkI q.8. 10 100% ¢ mosyueHuem cocrasa.

31. Criocob mo .28, 29 uu 30, JOMONHUTENBHO BKIFOYAOIIUN 3aN0JHEHHE YKa3aHHBIM
COCTaBOM KOHTEWHEPOB B MPUCYTCTBUH BO3/yXa.

32. Cnocob mo n.31, rue ykasaHHbIe KOHTEHHEPHI MPEACTABIISIOT COOOM OIHONO30BbIE
KOHTelHepH, copepxkamue ot 0,5 10 2 rpaMMOB COCTaBa Ieis.

33. Croco® MHIYKIMH MECTHOro 00e300JIMBaHUSI MM aHECTE3UH y MIIEKOIHUTAIOLIETO,
HY’KIAIOIIEerocss B 3TOM, BKIIOYANOIUNA MECTHOE BBEIEHHE MIIEKONUTAIOLIEMy COCTaBa IIO
arobomy u3 .. 1-27.

34. Cnocob6 mo m33 s MHAYKUMH MeCTHOro 00e300JMBaHus WIH aHecTe3nwn Oe3
MHAYKLUU 3HAYUTENBHOTO Pa3ApaskeHus! MK TOKCUYHOCTH.

35. Cnocob mo .33 wim 34 st MHAYKIIMA MECTHOM aHecTe3uu Wiu 00e3001iBaHus Ha
MOBEPXHOCTU POTOBUIIBI B XOZ€ INIA3HON XUPYPrU4eckoi ornepanyy Uil B OTBET HA HUCTUpaHUE
WM TPaBMY POTOBHULIBIL.

36. Crioco0 mo .33, 34 wnu 35 s MHAYKUUYA MECTHOHN aHeCcTe3uu Wi 00e300IMBaHuUs
Ha NOBEPXHOCTH POTOBULIbI B XO/I€ XUPYPrUUe€CKON ONepaLyy MO MOBOJAY KaTapaKTbl, JIEYCHMUs

MaKyJIOIIaTuu, Tp&l[PII.[PIOHHOﬁ XprpFI/I‘{eCKOfI onepanuu 1mo moBOAYy TJIayKOMbI, BUTPEKTOMUH,
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XUPYPTrUYECKUX OTMEPALHMH 110 MOBONY NHa0eTHUeCKOH He(hpOomaTuu 1 Ja3epHON XUPYPriHuecKon
OmnepaLyu.

ITo noeepennocTn
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