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(MCO 5366—2—85)

FOCYJAPCTBEHHbIH CTARJZAPT POCCHHCKON ®ENEPALLUH

TPYBKH TPAXEOTOMHYECKHE
Yactb 2 OcHoBHble TpeGOBaHHS

Tracheostomy tubes Part 2
Basic requirements

Mara seeaenns 1995—01—0}%

———

0 BBEALEHHE

Hacrosiuit cTaHxapT pPacHpoCTPaHseTCss Ha aHECTE3HOJOTHYeC-
xKoe 006OpyAOBaHHe M annmapaThl HCKYCCTBEHHOH BEHTHJ/ISAIMH JIETKHX.
B cranpapre H3JOXKeHH OCHOBHHle Tpe6OBaHHA H MeToan 00603Ha-
YeHHUsi Pa3MepPOB TPAXEOTOMHUYGCKHX TPYOOK,  H3TOTOBJIEHHHIX H3
njaacTMaccehl.

Cranpapt He pacnmpocTpaHsieTcss Ha TPyOKH CNelHaJbHOrO HasHa-
YyeHHs1 M TPyGKH, H3TOTOBJIEHHHE H3 De3HHH HJAH MeTajaja. Pasmep
TpaxealbHBIX TPYGOK ONpelensiioT No BHyTPeHHemy nuamerpy (HMCO
5361—1, HCO 5361—2 u CO 5361—4).

Cnoco6 o6Go3HayeHHsi pa3MepoB TPYGOK  BBeleH AJisi OKAa3aHHA
AOMOLIH BpauaM npH BH6Ope TpyGku. Pa3Mep Bxoaa B Tpaxew manu-
eHTa MOXeT OHTb KPHTHYeCKHM ¢akropoM, Heo6xoaumo onpepensitb
HapyXKHBIH JHaMeTp JJS KaXJAOro pasmepa TpyOoK.

TpeGoBanus, oTpaxaioliie NOTpeGHOCTH HAPOAHOro X03sHCTBa, NO
TEKCTY CTaHAAPTa BHJAEJEHB KYPCHBOM.

TpeGoBaHusT HACTOAIErO CTaHZApTa SIBAAIOTCH  0043aTeJbHEIME

Wananue opuunasbuoe
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1 HABHAYEHHUE H OBJIACTb MPUMEHEHHA

Hacrosiminfi cTaHpapT ycTaHaBJHBaeT  OCHOBHble TpeGOBaHHA K
TPaXeOTOMHUYECKHM TPyOKaM, M3FOTOBJEHHHIM M3 Iiacrmacchl. Tpyo6-
KH MpeJHa3HauyeHBl [Js MAaUHEHTOB, HYXIAIONIHXCS B aHACTe3WH, HC-
KYCCTBEHHOlN BEHTHJSIUMH JIETKHX HJHM APYrodl pPacmHpaTOPHOH IOMO-
uiM, HO 06siacTh MpUMeHeHHsi TpyGOK He orpaHuuuBaercs 3THM. Ilpe-
AycMaTpuBaloTcst TpeGoBaHHsi K 0603HaYeHHIO pa3Mepa, AHANa30HY
pasMepoB, a TaKxXKe [OINOJHHUTEJbHble  TpeGOBaHHsA, HaIpHMep, K
MaHXeTaM M BHYTPEHHHM TPyOKaMm.

2 HOPMATHBHbDIE CCblJIKH

B HacTosiieM cTaHLapTe MCHNOJB30BAHBI CCHUIKH Ha CJeAylollHe
CTaHAapThi:

HCO 594—1-—86* Konuueckue coegunenus 6 Y (Jlyep) wmpu-
LeB, UIVI U APYTHX H3feldHH MeJHUMHCKO# TexHukH. OGuue TpeGoBa-
HHUS ¥ METOJbl HCNBITaHHH

I'OCT 17807—83 AnnapaTbl MHTaJsIHIHOHHOTO HapKO3a M MCKYyC-
CTBEHHON BEHTHJSUHH JerKHX. TepMHHBL H ONpeje/IeHHs.

I'OCT P 50327.1—92 AnnapaTthl HHTafAsi{MOHHOTO HapKO3a H HC-
KycCTBeHHOH BeHTHssiuun Jerkux. CoenuHeHHs KoHHueckue. Yacers 1.
KoHuueckne nmaTpy6Ku u rHe3fa

HCO 5361—1—88* Tpybku Tpaxeanphnle Yacts 1. O6umue Tpe-
6oBanus

TOCT 19126—79 Hucrpymentor, meduyurcKue meTasiudesKue.
Obuwue TexHuuecKue ycaosus

HCO 5361—2—84* Tpy6ku tpaxeanbunle. Yacts 2. Opo- ¥ Haso-
TpaxeasbHble TPyOKH Maruina (riafikue H ¢ MaHXeTaMH)

HCO 5361—4—87* Tpy6ku TpaxeanbHue. Uacts 4. Tpy6ku Koyaa

HCO 5361—5—84* Tpy6ku tpaxeanbHbie, Hactb 5. TexuHuueckue
TpeGOBaHHA M METOABl HCIBLITAHHH MaHXKeT H TPYOOK

I'OCT P 50580.1—93 Tpy6ku Tpaxeotomuyeckue. Yactn 1. Coenu-
HeHUs

3 ONPEAEJIEHUA

3.1 OnpepenieHuss TepMHHOB, NpHMEHsieMble B HACTOSIlEM CTaH-
Japre,—no I'OCT 17807—83, 3a HCK/IIOUeHHeM  MNDHBEAECHHHX B
nynkrax 3.1.4—3.1.8; 3.1.12; 3.1.13.

* Jlo OpsIMOTO NPHMEHEHHS AAHHBIX AOKYMEHTOB B KadecTBe roCYAapCTBERHMX
CTaHAapTOB pacmpocTpaHeHHe HX ocyilectBaser BHHUHMKU
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3.1.1 Tpaxeoromuueckass Tpy6ka — Tpy6Ka, mpeiHa3HAuYeHHas IJs
BBeJleHHs] B TPaxelo yepe3 TPaxeocToMY.

3.1.2 BHewmHH#H KOHell — KOHell TPaXeOTOMHYECKOH TPYOKH, BHICTY-
naollel Hapyxy.

3.1.3 BHyTpeHHH}i KOHEll— KOHEell TPaXeOTOMHYeCKON  TpyOKH,
npelHasHaueHHBIH AJs BBeleHHS B TPaxel.

3.1.4 HomuHanbHas AJNHHA — pACCTOsIHME MO OCH TPYOKH OT (JaaH-
1a J0 BHYTPEHHEro KoHua (CM. PHCYHOK 1).

[Ipu nepemeileHuH GJaHIa HOMHHaJbHAasi AJHHA — BeJHYHHA Ne-
peMelleHHS.

3.1.5. HapyxHas TpyOka — 4acTb TPaxeoToMHueckol TPyOKH, KOTO-
pas TOCTOSIHHO KOHTAaKTHPyeT CO CJHM3HCTOH TpaxeeH MallMeHTa.

3.1.6 BuyTpenHss TpyOka — TpyOKa, KOTOpasi MJOTHO BCTaBJAETCSH
BHYTPb HapyxHO! TPYOKH (TpaxeoTOMHYeCKOH TpPyOKH).

3.1.7 3arBop BHYTpeHHeH TPyOKH — yCTPOHCTBO, C MOMOLIBLIO KO-
TOPOrO BHYTPEHHIOK TPYOKYy 3aKpemiasioT B ONPEAeNeHHOM TOJI0Xe-
HHH BHYTPH Hapy»XHOH TPYOKH.

3.1.8 3aTtBop GuaHma — YCTPOKCTBO, C IOMOIbLI0 KOTOPOro mepe-
MellaeMHlil (1aHel 3aKPemsioT B HeOOXOZMMOM HOJIOXEeHHH.

3.1.9 Manxera — pasnyBaeMbulil 6ajiJIOH, KOTOPHII MOXKeT Haxo-
AuTbcsl BOIM3M BHYTPEHHErOo KOHIA TPAaXeOTOMHYECKOH  TpYyOKH nJd
oGecrieueHust 3¢eKTHBHOTO KOHTaKTa MeXAy TpyOKo#it M Tpaxeei.

3.1.10 TpybGka pasi pasayBaHUss MaHXKeThl — TPyGKa, ¢ IOMOILbIO
KOTOPOH pasjfyBaeTcs MaHXera.

3.1.11  KoHTposbHbfi 6ajoH — 6aJJOH, KOTOPHI MOXeT OHTb
MOAKJIOUEH K TPyOKe AJAs pa3iAyBaHHs MaHXKETH C LeJblo olpenee-
HUSl CTENMEHH ee HaNOJHEeHHUS.

3.1.12 ®nanen —vactp ycTpOHCTBa,  mNpHJeraipmas K llee Ta-
nHeHTa u obecneunBamllas 3akpensieHHe TPYOKH B yCTaHOBJIEHHOM
NOJIOXKEHHH.

3.1.13 Manapen (npoBOAHHK) — yCTPOHCTBO, o6Jieruaiouiee BBeAe-
HHe TPyOKH B TPaXelo MallHeHTa.

3.1.14 Cpe3 — ckouleHHast 4acTb BHYTPeHHero KOHLA TPaxeoTo-
Muueckoi TPyOxH.

3.1.15 Yroa cpesza — OCTPHIi yroJ MeXAy  NJOCKOCTbIO cpe3a W
NpOJONLHON OCLIO BHYTPEHHETO KOHIIA TPaxeOTOMHYECKOH TPyOKH.

4 OBO3HAYEHUA PASMEPOB

Paamep TpaxeoToMuueckofi TPyOKH (HapyXKuo#t TPYOKH) HOJIKeEH
6LTh 06o3HaueH HOMUIHAJIBHBIM BHYTPEHHUM JHAMETPOM TPyOKH (mpo-
BOASIT B2MCPEHHe  MHHHMAJBHOTO  JHaMeTpa) B COOTBCTCTBHH €
Tabanueii 1.
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Ta6auua | — Iuana3oH pa3MepoB TPaXeoTOMHYECKHX TPyGOK
B Mmuaaumerpax
T (WA | | ATEA
i 2,5 2,5+0,15 7,0 7,0+0,20
3,0 3,0+0,15 75 7,5+0,20
35 3,6+0,15 8,0 8,0+0,20
4,0 4,0+0,15 8,5 8,5+0,20
45 45+0,15 9,0 9,020,20
5,0 5,0+0,15 9,5 9,5+0,20
5,5 550,15 10,0 10,0+0,20
6,0 6,0+0,15 11,0 11,020,20
6,5 6,5+0,20

5 OCHOBHDBIE NAPAMETPBI U NPYTASI HHOOPMALL U,
KOTOPASA NOJIKHA BBITh NPEACTABJIEHA

5.1 B nononnenne k TpeGoBaHusiM  pasfena 4 NOJMKHH  OBITh
npelrcTaBJeHbl CASAyOULHe TapaMeTphl H HHQOpMAaULHOHHBIC AAHHBIE:

a) ofulas HOMHHAJbHAA ILJHHA TNO IEHTPAJNBHOH OCH B MHJJIMMET-
pax OT cropoHBl HanueHTa (JaHUa A0 BHYTPEHHEro KOHILA TPYOKH,
BKJIIOYAsl CPe3 NPH ero HaJHYHH (CM. PHCYHOK 1);

b) HOMHUHANbHBIE HapyKHBIH AUAMETD, BbIDAXKEHHBIH B MHJJIHMET-
pax ¥ u3MepDeHHBH B MecTe MakcuMaJbpHOro guaMerpa. [mas Tpaxe-
anbHBIX TPYOOK ¢ BHYTPeHHHM Aauamerpom 6,0 MM H MeHee Ae#CTBH-
TeJbHbll HAPYXKHBIH AHAMETD AOJKEH cOocTaBaAth =+=5 % ycTaHOB-
JICHHOT'O HaPY2KHOrO AMAMETPA;

C) cpelcTBa, NO3BOJSIOIIHE ONPefeNuTh pasMep U hopmy TpyOKH
6c3 HapyuleHHs ee CTEePHJBHOCTH, HAaNpPHMEP HOJHOMAacLITaGHHH yep-
TeX Wi (aKcuMHAbHOe H3o0paKeHHe B JI000M cjaydyae ¢ uJaH Oes
PasMepoB, WIH HCIOJIb30BaHHE NPO3PAYHON YIAKOBKH,

5.2 JlonxkHa ObiTb NpHBEleHA cielyiolllasi HHbOPMAlKs, €CAH OHA
MpeficTaB/seTCA NPOU3BOAUTENEM UJH ITOCTABLIUKOM:

a) napamerpst A 1 B (cMm. pucyHoxk 1);

b) amanason uaMepeHH#l Ans mapamerpa B, ecau daaHel Ha Tpa-
xeeT@MuYecKofi TpyOke  mepemewmiaemeii. Ecau TpaxeoToMHuYecKas
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TpyOka HMeeT OTKJOHSIOIUICA (JaHel, napamerp B H3MepsilOT NpH
MoJIOXKeHUU (JaHna, NePpHeHAUKYAsIPHOM K OCH TPYOKH:
c) yroa © (cM. pucyHok 1)

Och
yeHrm-
pob

' Pucynox 1 — OcHOBHHE na-
AULUR paMeTpel  TPaxeoTOMHYECKOH
TPYOKH

6 MATEPHUAJIDbI

6.1, TpaxeotoMHueckHe TPYOKH, BKJIOYasi MaHXKeTH, TOTOBHIC K
NPUMEHEHHIO, NOJKHB OBITb COBMECTHMBI C TKAHAMH, B KOHTAakKT C
KOTOPHIMH OHH BXOJAT (CM. mpuJjoxKeHue A).

6.2 Matepuan AJ51 H3rOTOBJIEHHS TPYOOK H0JXKeH  ObITb HOCTa-
TOYHO JKECTKHM, CTEHKH TPYOOK JOJIKHBI OBITh TOHKHMH, HO IIPH 3TOM
LOJIKHA COXPAHATbCS CONPOTHBJSEMOCTb K NMEpPEKPy4YHBaHHIO. BBexeH-
Hasi B Tpaxel TpyOKa JOJKHA COOTBETCTBOBAThL IO (OpPMe aHATOMH-
UCCKOMY CTPOEHHIO TPaxed NalHeHTa U He OKa3biBaTb YPE3MEPHOro
JlaBJeHUs Ha TKaHU.

6.3 Ilpu XpaHeHHH B COOTBETCTBHH C HUHCTPYKIHAMH M3rOTQBHTE/S

TPYOKY He IOJKHEI TEPATH CBOEH (POPMBI.

[IpuiMeuaHus.

1 Eean TpaxeoToMuueckHe TPyOKH DpeAHasHAYeHH MJs NOBTOPHOTO INpHMeHe-
HHfl, TO TOCJC INPOMBIBKH, Je3HH(EKIHH H CTEDHJH3AUHH [O METO/aM, PEKOMEHJO-
BaHHEIM DPOH3BOJNHTENEM HJM I[ICCTABIHKOM, OHH JAOJKHL OHITh YCTOHYUBHL K H3-
Hocy. Tawuce TpyOKH JOJKHBI BLIAEDXKHBATH MpPHEMJEMbie MeTOAbl NMAapoBOH CTCPH-
JII3ALMH,

PexoMennoBaHHBIC METOJbl CTEPH/JHM3ALUMH He JOJIXKHB BBI3BIBATH H3MEHEHHH B
MaTepHaJsc, KOTOPBIE CACaad OBl TPaxeOTOMHYECKYIO TPYyOKY HECOBMECTHMOM ¢ TKa-
HSIMH, B KOHTaKT€ C KOTOPBIMH €€ HPUMEHSIOT (CM. MpuJoxeHue A).

2 TpaxeoToMuYCCKHC TPYOKH AOJ/XKHHB GBITh AOCTATOYHO YCTOHYHMBHL K BO3JAeHCT-
BHIO 2HCCTC3UPYIOIIHX NAPOB I ra30B.

3 JKenatesnbHo, UYTOGH TPaXeOTOMHYCCKHE TPyOKH pPasjHuYaJH B PEHTTEHOBCKHX
Jgydax. JIast 3TOro Mx cJeAyeT M3rOTOBJATH H3 COOTBETCTBYIOUIETO MaTepHaja HJH
BOJIH3H BHYTPeHHero KoHua TPyOKH HAHOCHTb MapKHPOBKY.

7 KOHCTPYKUHSA W OTAEJIKA

71 Oraenaxa
TpaxeoTomuueckne TpyOkH, BKaouas uaHel, [JOJMIKHB HMeTb
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r1aJAKyI0 HapyXHyl H BHYTDEHHIOW® NOBEepXHOCTH. MaHKeTa Takke
J0JIKHA HMeTb IJafKyl0 HOBePXHOCTD.

72 BRemwHH#i KOHel

BHemnnii KOHell TPaxeOTOMHYECKOfl TPYyGKH JOJIKEH COOTBETCTBO-
Batb Tpe6oBanusim F'OCT P 50580.1—93

73 ®unaHen

TpaxeoTomuueckue TPYGKH CjaefyeT ocHallaTe (JaHHamH, KOTO-
phle AOJ2KHH OBITb 3aKPYyrJeHHbBIMH IO KpasfM Y JOJKHE COOTBETCTBO-
BaTb KOHTypaM IlleH NanueHTa. Bo (uaHuax HOMXKHB GHITh Ipenyc-
MOTPEeHbl OTBEPCTHSI HJH APYrHe CPeACTBa, MO3BOJAIONINE JETKO IPHK-
penisitTb MX K nauuedty. Ecam ¢nanen max  Kaxoe-au60 JApyroe
CPeACTBO MPHCOEAHHEHHA K NMAlHEHTY He SIBJSETCH NepelBUXKHLIM HJIH
Bpaiawomumcs (cM. 7.4), TO OH JOJKeH GHITb 3aKpeIlieH MOCTOSIHHO
Ha TpyOKe.

74 TlepeMeuaeMb®! ¢dnaHen

Ecnu tTpaxeoTomuueckast TpyOka cHabxkeHa nepemellaeMbiM (JaH-
1eM, TO OH JOJIXKeH HaJeXHO KpemuThcs K TpyOke.

75 Ipocner

IIpocBeT TpaxeoToMuueckofi TPyOKH [OJiKeH OLITb B OCHOBHOM
KPYILJBM B IVIOCKOCTH, NEePNeHAHKYASAPHOH K NMPOAOJbHON OCH.

76 BuyTrpenunsa Tpyb6ka

BayTtpenuss Tpy6kKa AONXKHA NOXOAMTb 10 BHYTPEHHEro  KOHIa
TpaXeOTOMHYeckoli TPyGKHM, HO He NOJXKHA BHIXOAMUTH 32 Hero GoJjee
yeM Ha 2,0 MwM.

77 ManxeTta

7.7.1 Maunxera, ec/lH OHAa TPELYCMOTPEHa, NOJKHA GLITh HaAeK-
HO 3aKpemJieHa Ha TPyOKe.

7.7.2 MaHxeTbl TPaXeOTOMHUYECKHX TPYOOK HAOJ/IXKHBI COOTBETCTBO-
BaTh TpeboBanusm MICO 5361—5.

78 Tpy6ka aAnsi pa3iyBaHHS MaHXET

7.8.1 Tpybra dasn pazdysanus

HapyxHbili guamerp TpyOKH AJS pas3fyBaHHS AOJXKeH OBITL He
6oaee 3,0 mm. IlpocBer TpyO6KH AJs pa3AyBaHHA He HOJIXKeH mepe-
KPBIBATb TIPOCBET TPaxeOTOMHUYECKO¥ TpyOku Gosee uyem Ha 109 ee
BHYTPEHHCTO AMaMeTPa H He ROJXKEH CyIeCTBEHHO BHICTyNaTh Ha ee
HApy>XKHOH NoBepXHOCTH. MecTo npHcoenuHeHHst TPYOKH AJsi pasnmy-
BaHHs K TPaXeOTOMHUYECKOH TpyOKe MOJXKIO HAXOLHThCS 3a TPaHH-
1aMH1 CTEHKU Tpaxew.

7.8.2 KourpoasHuelii 6arion

Tpybxa AJsi paspiyBaHHs AOJMKHA OBITb OCHAlLleHa KOHTPOJbHBIM
GansoHOM M (MJIH) JAPYTHMH CDPCIACTBAMH JJSI ONpelelicHUust CTeleHH
pasiyBaHHs MaHXeTH. 3TO YCTPOHCTBO MOXKET CAYXHTb CPEICTBOM
YK43aHUA HJIH OTPAaHHYeHHs AaBJeHusi. Tpy6ka AJs PasfyBaHHS HJIH
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Apyroe ycTpOHCTBO He AOJIXHA (YHKUHOHHPOBATh KaK HePeBEPCHBHHIA
KJanaH H He NOJXHAa INPelATCTBOBaTb HAaMePEeHHOMY ONODOXKHEHHIO
MaHXKeTHl.

7.8.3 Cso600nbiii koney Tpybku dasn pasdysanus manxcer

Ha konue TpyGKkM AnA pasfAyBaHHs  MoxeT OnITb 3amuparoliee
YCTPOMCTBO MJM KJanaH AJdsi paspysanmsi. K KoHIy TpyOKH HOJXKeH
NOAXOAWTb BCTaBJEHHbI KOHM4YECKHME  QUTHHT KOHycHOCTbIO 6 %
(Jlyep) B coorBercTBuu ¢ TpeGoBanusmu MCO 594/1. Huauna cBo6oj-
HOTO KOHIA TPYyOKH Aasi pas3nyBanus Ly (cM. PHCYHOK 2) ROMXKHA
6uiTh He MeHee 40 MM, MCKJIOYas Te CJIy4yaH, KOTJa HMeeTcsl KJamaH
pa3fyBaHHA HJIH 3amupaloliee yCTPOHCTBO.

Ilpn Hanuuuu KJIanmaHa pa3AyBaHHs HJH 3amHpaioLlero ycTpPoHcT-
Ba paccrosiHue Ly, (cM. PHCYHOK 2) MeXAYy KOHTPOJBHBIM 6a/JIOHOM H
KOHHYeCKHM (UTHHIOM KOHYCHOCTbIO 6 % nonxkHO OHTL He MeHee
10 MM (ona nepeXXuMaHHf), 3a HCK/IIOUEHHeM TeX CJyyaeB, Korja
6aJl/IoH U KJanaH BXOASIT HENOCPEIACTBEHHO B KOHCTPYKIIHIO TPYOKH.

79 BHyTpeHHHH KOHel

7.9.1 BuyrpeHHuH KOHell TPaxeOTOMHYECKO# TPYGKH AOMKEeH OHITH
6e3 OCTPHIX Kpaes.

7.9.2 ¥Yroa cpesa, NIpH ero HajiHYMH, JOJKEH COCTaBJIATL He MeHee
50° (cM. pucyHoK 2).

8 MAHIPEH (npoBoxnuk)

JKenatenbHo, yTo6b NPH HANHYHH MaHAPEHA OH JIErKO YAaasIcs
H3 TPaxeOTOMHYECKO# TPyOKH nocjie ee BBelleHHs B TPaxel NalHeHTa.

9 YMNAKOBKA TPAXEOTOMHYECKHUX TPYBOK,
NOCTABJIIEMbBIX CTEPHJIbHbIMU*

Kaxpas Tpaxeotomuueckass Tpy6Gka, NOCTaB/IsieMast B CTePHJIbHOM
BUIE, JOJIKHA HaXOLHUTbCS B HHAMBHAYaJbHONl yHmakoBKe. YmakoBKa
NOJIKHA CJAYXKHTb MHKPOGHOJOrHYecKUM 6apbepom. YIaKoBKa JHOJXKHA
ofecrneuynBaTh acCeNTHYECKOe H3BJEYEHHE COXEPXKHMOTO H HCKJIOYaTh
BO3MO>KHOCTb NOBTOPHOH repMeTH3alHH COAepPXKHMOro 6e3 ykKasaHHs
Ha TO, YTO yNakKoBKa Obla yXKe HapyllueHa.

Ynaxoska rtpaxeotomuueckux TPYOOK, ROCTABAAEMBIX CTEPUAbHbI-
mu, doaseua coorgercreosars FOCT 19126.
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Pucynox 2 — TunuyHasi TpaxeoToMuyeckas TpyGka

10 MAPKHPOBKA

10.1 MapkupOBKa TPaxXxeOTOMHUECKHUX TPYO6OK

Ha ¢uanen u (Hau) TpaxeoTOMHUeCKYH TPyOKy  HOMKHA OHTh
YeTKO HaHeceHAa MAapKMPOBKA, COAepaKalliasi CJAelyIOlLIHe NaHHbIe:

a) obGozHaueHHLl pasMep (HOMHHAJBHBIN BHYTPEHHHH auamerp) B
MHJJIAMCTPax B COOTBETCTBHH ¢ TpeOOBaHHsIMH pasfiena 4;

b) nomunanbHBIE HADYXKHBIH Da3MeD B MWJIJIHMETPax B COOTBETCT-
BHH ¢ TpeGOBAaHHAMHU pasneda b;
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C) HapMeHOBaHHe M (H/H) TOProBYI0 MapKy NpeanpHUSTHS-H3rOTO-
BuTesNsi. MapkupoBka AOJKHA ObITh JIEFKO 4YHTaeMa HDH BBeJeHHH
TPy6KH B Tpaxeio MallHeHTa.

102 MapkupoBKa ymakoBOK

Ha unausupya/bHble YNaKOBKH MM  YNAaKOBOYHLIE  BKJAJLIHIA
40JKHa OBITh 4eTKO HaHeceHa MapKHPOBKA, CojepxKallas cleAyloLiHe
N aHHbe:

a) ONMCaHME COLepPIKHMOrO;

b) o6o3HaueHHBIH paaMep B COOTBETCTBHH C TPeOOBAHHAMM pasie-
Jna 4 w Apyrue OCHOBHEIE HapaMeTPhl B COOTBETCTBHH ¢ Tpe6OBaHHA-
MH pasjena b;

¢) HamMecHOBaHWe W (/M) TOPTOBYIO MapKy HpeAnpHATHS-H3rOTO-
BUTeNst ¥ (MJH) TOCTABUINKA;

d) cChIKY Ha CEpHIO M JaTy BLIIYCKa;

€) MHCTPYKUHMIO N0 OYHCTKe, [e3UHGMEKIHH M CTEPUIH3ANUH, eCclH
3TO0 HeoOXO0IUMO;

f) aBasioTCS JiM OHU CTEPHJIBHBIMH H NpeAHA3HayeHsl JH AJA pa-
30BOI0 HCIOJIb30BAHHSI.

103 MapkupoBKa, YyhmakKoBKa BHYTDPEeHHHX TPpYy-
60K

Ha HHJIHBHllyaJIbeIe YIakKOBKH JO0JIXXHa OBITh YETKO HaHeceHa
MapKHPOBKa, COepxKalllas CAeAylouihe AaHHbe:

a) pasviep HapyKHOH TpPaxeOTOMHYecKOH TPYOKH, HJs1 BBEJeHHS
B KOTOPYIO IpejiliasHayeHa BHYTPeHHsA TpyOxa;

b) BHyTpeHHHH AuaMeTp BHyTpeHHel TPYOKH;

C) omucaHHe COAEepPKUMOTO;

d) HauMeHOBaHHe H (HJIH) TOPrOBYI0O MAapKy HpPeANpHUSITHS-H3rOTO-
BHTesAs H (HJIH) MOCTABILUKA;

€) CCBIIKY Ha CepHIO BBINYCKa:

f) sBascTCS M OHH  CTEPHJBHBIMH M NpeJHAa3HadeHsl JH OHH
ZISL Pa30BOTO HCIMOJb30OBAHHU.
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ITPHJIO)XEHHE A

ACNbITAHUE HA COBMECTHMOCTDH*

Al OBIIEE

VicnnlTaHHe Ha COBMECTHMOCTb NYTeM HMNNAHTAUHK  NPOBOJAT AJAA OUEHKH
[JacTMacCOBHIX MATeDHAJOB, BXOAAMMHX B NPAMOM KOHTAKT ¢ KHBOK TKaHbio. Boab-
1l0e 3Hauenye HMeeT NOArOTOBKA MMIWIAHTHPYIOILHX MOJOCOK H IPOBEAEHHE HMOJAH-
TAalMH B ACENTHYECKHX YCJOBHSX.

A2 TIOATOTOBKA HCIIBITBIBAEMbBIX OBPA3LI0OB

Jdansa wMmnnastTanuu roToBAT 8 mosocok ofpasma u 4 moaockn usp Negalive
Contral Plastic RC** (nasnee — koHTpoabHHI o6pasen). Kaxpaaa noJjocka moaXKHa
6biTe pasmepoM He MeHee 10X1 mm. Kpas nosocox momkHbl GbiTh MaKCHMAJbHO
raajkiMK, 4To6bl H36eXaTb MOMOJNHHTENLHOH  MeXaHHYeCKON TPaBMB BO BpPeEMSt
uMmnaanTaunu. Ilosockn onpenenesHoro MHHHMAJILHOTO pa3Mepa BBOASAT C IOMOLLBIO
HIJIBE OJIf TIOAKOMKHBEIX HMHBLEKHMH, HanphMep Tako#, kKak uraa 15-ro kambpa ¢
OKOHEYHOCTbIO [JJisi BHYTPHBEHHBIX BJWBAHHH M KaHioJed aauuo#t 19 mm (0,75 mon-
Ma) M CTepHJbHOro Tpaokapa. HcmoasaywoT au6o  3apaHee NPOCTEPHANIOBAHHHE
HTJB, B KOTOpHE BCTABJAIOT CTEPUJIbHEE NJIACTMAcCOBHE MNOJIOCKH NPH acenTHyec-
KX YCJIOBHSX, JHOO BBOAAT KAXKAYI0 YHCTYIO MOJOCKY B HCAY, KAHIOMO, BTYJKA
KOTOPOH 3aHIMIleHa COOTBETCTBYIOL(HM 06pa3oM, a 3aTeM BCe NOABEPraioT CTepH-
JIH3AIHH.

ITpumMeuanue JlonyckaeTcs rasoBasi CTEPHIM3AIMS, €CJH NPHMEHSIOT Ta-
KHe BelleCTBA, KaK OKHCb 3THJICHA.

A3 METOJ OTBOPA )XWUBOTHBIX

Ot6upalorT 3710pPOBHIX B3POCABLIX KPOJHKOB Maccoil He MeHee 2,5 Kr, ¥ KOTOpHX
napaBeprefpasibHble MBIIIB JOCTaTOYHO OGoJblide 10 pa3Mepy AN HMIJNAHTALHH
UCHOBITHImAeMBIX [OJ0cOK. Mcemonp3yloT TKaHHE TONBKO — napaBepTe6pasbHLIX MBbIIIIL,
JKHBOTHBHIM MOXHO aTh Hapk0o3 C IOMOLIbI0 OGBIYHO NPUMEHSEMOTO AHECTETHKA C
ry6HHON, ZOCTATOUHOM AJA NpPeAOTBPAlIeHHS MYCKYJbHBIX  JABHKCHHE, HanpuMmep
noJepruBaHus.

A4 TIPOLEEAYPA HCTIBITAHUN

ITporoasiT nmpoBepKy Ha UYHCTON mMoOBepxHOCTH. B genb wenwbTanus wim 3a 20 g
[0 HCTO LIePCTh Y KPOJHKOB OCTPHIalOT ¢ O6eHX CTOPOH NO3BOHOYHHMKa, C HMOMOIIbID
BaKyyMa y/ajslioT OCTPHKEHHBIE BOJIOCHL

Kaxjaomy H3 ABYX KPOJHKOB RBO'ST YeTHIpE FOJCCKH MCHBITEIBacMoro ofipasia
B naparcpTeOpanbHYIo MbIIINY Ha OAHON CTOPOHE  OT NO3BOHTYHHXA HA paccros-
Hun 2,5—5 cM OT NO3BOKHOYHHKA ¥ mapanienbHo CMy C HHTCPBAJOM MeXKAY No.10c-
kamu 2,5 cM. Takum xe o00pasom BROAAT 2 MOJNOCKM KOHTPOABHOTO o0pa3na B MbU-
Iy KaXJOTO KPOJHKA ¢ HPOTHRONOJOXHOH cTopoHbl Crepunblblii MartipeH BROAAT
B MIJy, uToOH y/JCpPXKAaTh NJNaCcTMaccoBYIO INOJIOCKY B TKaHH BO BpeMsl H3BJCHCHHSA
wrapl,  Ecau wabmopaertcs 0OMAbHOE KPOBOTEUEHHE MOCHe KMIUIAHTAUMH MOJOCKH,

* Basito u3 Papmakonuu CHIA.

**¥ TrproBo¢  HA3RaHUC  NPOMHILLIEHHOTO IPOAYKTA, BLIIYCK2eMOro
us Pharmocopeal Convention Inc, 12601. Twinbrook Parkway, Rockville, maryland
20852, USA. B nacrosiiee BpeMs Ha TOPrOBOM DBIHKE HeT APYFHX TIPOAYKTOP, HpH-
MEHAEMRBIX B 3THX HENSX,
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To nybinKaT MOMEWalT Ha Apyryw cTopony. Ilocse saBepuwieHHs — uMmiaHTauuu
3AKpHIBAIOT HajApes.

KposnukoB Ha6uiogaoT B TedeHHe 72 4, 3aTEM HX yMepUIBJSIIOT BBeJEHHEM MO-
BHIlennofi [03u amecTesmpyoumero pemecTBa. [fo HCTeyeHuH HEKOTOPOro BpeMeHH
TKaHH paspesaioT Oe3 kpopoTeuenns. Iloax MHKpockomoM paccMaTpHBAaOT 06JacThb
TKAHH BOKPYI NEHTPaJbHOH 4YacTH KaXAoH HMNJaHTHpyemo# noJiockd. Ilpn HeoG-
XOJZUMOCTH MCIOJAB3YIOT VBeJHUHBaloLlMe JUH3HW. TkaHp B HenocpeiacTBeHHOH O6JH-
30CTH OT NOJIOCOK KOHTPOJbHOrO o6pasila OKa3hlBAeTCs JHUIEHHOH KPOBOH3JHSHHIA,
NJEHOK M/ HHKaNCyJsuni.

Pe3ynbTaThl HCHBITAHHSI CYHMTAWTCA  YAOBJAETBOPHUTEJBHHMH, eClH Y KaXKAOro
KPOJIMKA TOJNbKO OJHAa M3 YETHIPeX HCMHTHIBAEMEIX MOJOCOK BHI30BET GoJiee CHIABHYIO
peaklHIo Ha HMINIAHTAUHMIO, YeM MOJOCKH KOHTPOJBbHOTO o6pasua.

A5 UCIIBITAHHE HA COBMECTHMOCThH

Henolranue nwa cosmecTumocTe caedyer npogoduTs 6 cooreeTcreiu ¢ «Pecaamen-
TOM npoBeQenusn CAHUTAPHO-XUMUYECKUX, ToKcukoao2udeckuy u 6uonozudeckux uc-
nHITARUL CTEPUAUBOBAHHDL UHBEKYUOHHOIX WNPUYE8 OOHOKPOTHO20 nNpUMEHEHUA>,
yreeprcdennvin Munsdpasom Poccuu.
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