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BBepoeHve

Octpast nuapesi octaeTcs TJIaBHOM NPUYMHON JETCKOM CMEPTHOCTH, HECMOTpPSI Ha HECOMHEHHBIN yCIIeX
niepopajiibHOM perunpatannonnon tepanuu (IIPT) B teuenme muorux Jjet. C 1978 r., kxorma Becemupnas
opraumzanus 3upaBooxpanenus (BO3) u Herckuit porn Oprannsannm O6bennaeHHbIX Haruit (FOHVCE®)
npussau [1PT, ncnons3ys pacTBop nepopaiibHbIX peruaparanuoHHbIx cojell (ITPC) B kauecTBe OCHOBHOTO
MeTojia 60pbOBI ¢ 00E3BOKMBAHIEM, CMEPTHOCTh CPEI JETEH IO IISTH JIET, CTPANAOIINX OCTPOM Tuapeer,
cHmM3mIach ¢ 4,5 MmmmnoHa mo 1,8 mmmmona exeromHo. OmHAKO HECMOTPS HAa OTH BIEYATISIONINC
JOCTUKEHMSI, OCTpasi [uapest OCTaeTcs TUIUPYIOIIeN IPUIMHON JeTCKON CMEPTH B Pa3BUBAIOIINXCS CTPAHAX.

BO3 u IOHHUCE® BeImyCTHIN NEpPEeCMOTPEHHBbIE PEKOMEHIAIWY, HAIpaBICHHbIE HA 3HAYUTEIBHOE
COKpallleHHe YMcia CIydaeB CMEepTH B pe3yibTaTe Juaper. OTH HOBbIE PeKOMEHAAINMHU IMPUHUMAIOT BO
BHUMAaHUE JBa HEJaBHUX Ba’KHBIX JOCTHKECHUSI. DTO AIEMOHCTpPAIUS MOBBIIIIEHHON 3 (HEeKTUBHOCTA HOBOH
dopmyasl ITPC, comepKaliell CHU>KEHHbIe KOHIIEHTPALlUX TJIIOKO3bI U CONM, U yCIeX INpU NpUMEHEHHH
IOOAaBKY IIMHKA B JONOJHEHWE K PEerHApaTalliOHHOM TEpaluy IMPHU BeICHUU TUApEHHBIX 3a00JeBaHUM.
IIpemynpexnenne u nedeHne o0e3BoXMBaHUS ¢ momolbio ITPC u XuarocTed, OObIYHO TOCTYITHBIX B
JOMAIITHUX yCIIOBUSIX, TPYIHOE BCKApMIIMBAHNE, PETYIIIpHOE KOPMIIEHNE, N30MpaTeIbHOE NCIIOIb30BaHTE
aHTHOMOTHKOB M obecrieueHne Jo6aBKy UHKA B TeueHne 10 14 mHew SBISIOTCS pellalolMU TeparusiMu,

KOTOPBIC IIOMOTYT HaM JOCTUYDb BDTUX ueneﬁ.

D10 rocodue IIPEIOCTABIIACT JINIaM, OTBETCTBECHHBIM 3a IIPUHATUC peHIeHI/II;I, 1 MEHEJIKEpaM IIporpaMmM
I/IHCI)OpMaI_[I/IIO, KOTOPYIO UM HCO6XO,III/IMO BHEIPUTH I/I/I/IJII/I TIOCTECIICHHO HapalnyWBaTh IIPUHATUEC PEILICHUSA
Ha HallMOHAJIbLHOM YPOBHE€ II0 BHEIAPEHUIO HOBOM (bOpMyJ'II)I IIPC u JIO6aBKI/I IOMHKAa B Ka4Y€CTBE€ 4YaCTu

KIIMHUYECKOI'O BEICHU A HHapCﬁHBIX 3a00JIeBaHN.

BeeneHune



HoBble pekomeHgauum rno
KNVH/YECKOMY BedeH IO Ovapen

OOmuMY TEeNSIMU JTaHHOTO pasjiesa SIBISIOTCS —

m  JlocTHXKEeHNMe XOPOIIIeTo TIOHUMAaHUS ¥ OCMBICIICHUS HOBBIX PEKOMEHIANNH, pa3padoTaHHbIXx BO3
u TOHUCE®, 01 KIMHAYECKOTO BeICHUS Auapen

m  [IpenocTaBlieHHE BO3MOXKHOCTHU JIMIIAaM, OTBETCTBEHHBIM 3a IIPUHSTHE pPEIICHUN B cdepe
3IpaBOOXpaHEHUsI, CIIeNIaTh NH(HOOPMIPOBAHHBIN BHIOOP B IPUHSATHH/BHEIPEHUN STHX PEKOMEH IAIIHI

2.1 Y10 o3HaualoT HOBble pekoMeHZaunm?

PaboTHIKaM 31IpaBOOXpaHEHUS, UMEIOIINM OTHOIIICHNE K JICYCHHIO NeTeH, CTPATafoIINX JHapeei, CIeayeT
HCIIOIb30BaTh HOBBIN IIepOpaIbHbIN peruapataiinoHHbi conesoit (ITPC) pacTBop ¢ HU3KOI OCMOJISPHOCTEIO,
pexomennoBanHbIN BO3 u FOHUCE® B 2003 roxgy. Kak u mpeskpe, HOOIIPUTEIBHBIM IS HAX SBIISIETCS
obecIieYeHre JINI] 110 YXOIy 3a JIeTEMHU ¢ Tuapeei nIByms 1-1uTpoBeiMu maketamMu HoBoro ITPC pactBopa
IJIs. TOMAIITHero MIPUMEHEeHUsI IO TeX IOop, MTOKa He MPeKpaTUTCs Juapes.

Kpome Toro, nuia mo yxomy TOJKHBI OBITh OOECTIEYeHbI JOCTaTOYHBIM KOJIMYECTBOM J00ABOK IIMHKA
IJISI TIPOJIOJIXKEHMS ToMalrHero JedeHus B TeueHue 10-14 nuent. IlevaTHbIN MaTepual (BKIIoYasi TEKCT U
WIUTIOCTPALIMM) C COBETaMU IO NpOodUIaKTUKE U JEYSHUIO TUaper Ha JOMY HNOJIXKEH MPefoCTaBIISThCS C
ITPC u moGaBKOM IIMHKA.

ITo-pexxHEMY peKOMeHIIyeTCs IIPUMEHEeHIE KUIKOCTEN Ha JOMY ISl TPOUIAKTUKN 00E3BOKIBAHNUS,
Y KPUTEPUH TI0 BHIOOPY COOTBETCTBYIOIINX JOMAIITHUAX KHUIKOCTE!N OCTAIOTCS HeM3MeHHbIMH. OIHAKO JIeTH
C Irapeei, IOIyJaroIye JIeUeHIe Ha JOMY C TIOMOIIIBIO JOMAIITHUX XKUIKOCTEN, TOIKHBI TAKKe MTOTyJaTh
nmo0aBKy IMuHKA B Teuenue 10-14 mHew.

Ycrmex B CHUXKEHWH CMEPTHOCTH W 3a00JIeBaeMOCTH OT IWApEeW 3aBUCHUT OT IPUHSITUS U OTOOpEHUS
IIPaBUTENBCTBAMH ¥ MEJUIIMHCKAM COOOIECTBOM HayYHOM 0a3bl U OT IIPEUMYIIECTB HOBBIX Tepanuil. OH
TaK3Ke 3aBUCUT OT YCUJICHHS CEMEWHBIX 3HAHWN MO MPOdIIAKTHAKE U JCYCHHUIO AMaper M OOecIedeHUs
nHbOpMaIFe! 1 TMONIEePKKA ceMel ¢ HeJOCTATKOM OOCITYKWBAHM.

TloaTOMYy TIepecMOTPEHHbIE PEKOMEHIATINH TETAl0T aKIEHT Ha TIOHNMAaHWY CEMBEH U OOIIIECTBOM ITyTeH
GOpBOEI C THapeei.

®  Martepu u Apyrue Jnna Mo yXony JOJKHBI —

o Ipemynpexxnath 00e3BOKMBAHWE IyTeM PAHHETO NPUMEHEHUsS IOBBIIIEHHOTO KOJIMYECTBA
COOTBETCTBYIOIINX KMUIKOCTEH, TOCTYITHBIX B JOMAIITHUX yCIOBUSX, BKI0o4ast pacTBop I[TPC
TIPYU €TO HAIMIUN

[m] HpOJIOJ'I}KaTI) IIMTaHUEC (I/IJ'II/I YBEJIUYIUTDL I'PYAHOE BCKapMJ'II/IBaHI/Ie) BO BpEMs 0OJIe3HU U YCUJIUTDH
IIUTaHUE IIOCIIC

o PacmosHaTh mpu3HaKM O00E3BOKHMBAHUS M NOCTABUTh PeOeHKA B METUIIMHCKOE yUpesKIeHHe
nast HoBoro ITPC uinu BHYTpPUBEHHOrO 3JEKTPOJUTHOrO PAacTBOpa, U O3HAKOMUTBCS C
CHMIITOMaMHU, TIPU KOTOPBIX HEOOXOTUMO MEIHIIMHCKOE JIcUeHHe (HalpuMmep, auapes ¢
TeMOKOJIMTOM)
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o  O6GecrneuynTh pebeHKa TOMONMHUTENbHO 20 MT IIMHKA B JeHb B TeueHue 10-14 mueir (10 mr B
JIleHb JJIS1 IeTeW B Bo3pacTe 1o 6 MecsIieB)

®  PaGoTHHWKaM 37paBOOXpPAHEHUS CIEILyeT —

m} KOHCyJ’II)TI/IpOBaTL MaTepeI;I O HavaJle INPUMEHEHUSI MOAXONAINNX ITOCTYIIHBIX JOMAITHUX
)KI/IJIKOCTGﬁ HEMEIJICHHO B HavYajle BOSHUKHOBECHUS AHUApEn y pCGCHKa

o Jleuuts 00Ge3BOKHUBAHME C IOMOIIBIO HOBOro pactBopa IIPC (Miim BHYTPHBEHHOTO
BJIEKTPOINTHOTO PacTBOpa B Cilydyae TSZKEIIOro 00e3BOKMBAHMS)

m} HPI/IJIaBaTL 0co00e 3HaYeHHE HENIPEPHIBHOMY KOPMJICHUIO HJIXW YBCJIUYCHUIO I'PYIHOI'O
BCKapMJIMBaHMs BO BpEMS TUapE€U U IMOBLIIIEHHOMY KOPMJIIEHUIO IIOCIIE I[HapeﬁHOI‘O BIIHU30Ja

m] Hcnonbp30BaTh aHTHOMOTUKHM TOJBKO B clIly4dae HeO6XOJII/IMOCTI/I, HanmpuMmep IIpu guapee C
TEMOKOJUTOM WU INUTEIIJIC3€, U BO3ACPXKHUBATBCA OT IIPUMCHCHUSA HpOTI/IBOJII/IapeI;IHI)IX
JICKApCTBCHHBIX IIpEIiapaToB

o  OO6ecreuynBaTh JIeTeN TOMOIHUTEIbHO 20 MI IMHKa B JeHb Ha 10-14 mreir (10 Mr B IeHb ISt
nerer B Bo3pacte 10 6 MecsleB)

o JlaBaTh cOBET MaTepsiM O HEOOXOIMMOCTH yBEIUYEHUs 00beMa MOTPeOIsieMON XKUIKOCTH 1
MIPOJIOJIZKEHNUSI KOPMIIEHUST BO BpeMs OyIyIIMX BIIA30/I0B TUApEeH

2.2 HayuHble ooKasaTenbCTBa B MoggepXKy rnpegcrasneHHbIX
HOBbIX peKoMeHZaLuumn

ITepecmoTpenHsble pekoMeHmannd, copmyauposanHsie BO3 u FOHUCE® B cotpynHuyecTBe ¢ ATEHTCTBOM
CIIIA 1o mexpayHaporHoMy pa3zsutuio (FOCAU]) u npyrumMu MUPOBBIMHU BKCIIEPTaMM, OCHOBBIBAIOTCS Ha
BIIeMEeHTaX MPOILIBIX PEeKOMEHIANWi (paHHee IMpUMEHEHWe IOBBIIIIEHHOTO KOJIWYECTBa KHUIKOCTEH,
perylisipHoe KOpPMJEHHME MJIM MOBBIIIEHHOE IPyJHOE BCKapMIIMBaHHE U pacllo3HaBaHUE IPU3HAKOB
00e3BOXKMBaHU), U IPUHUMAIOT BO BHUMAHME JIBa HEJABHUX Ba>KHEHIIINX UCCIIEIOBATEICKUX OTKPBITHSI.

m  Pa3paboTka ycOBEpIIEHCTBOBAaHHOTO cocTaBa pacTBopa [IPC ¢ MOHMIKEHHBIM cofepKaHUEM
rirroko3sl 1 conu (NaCl), KOTOpBIN cOKpalllaeT JJIUTEIbHOCTh ANaper, yMEHbIIIaeT 00BEM CTyJa U
CHUKaeT HeOOXOAMMOCTh BO BHEIUIAHOBBIX BHYTPUBEHHBIX (B/B) XKUIKOCTSIX

m  JlemoHCTpanus TOro, 4To fo6aBKa IIMHKA, JAaHHAS BO BPeMsI M cpa3y IIOCIIe DIIN30jia OCTPOI IuapeH,
YMEHBIIAET MMPOIOJIKUTEIBHOCTh U TSXKECTh 3a00J€BaHUsI W CHUKAET MPOLEHT BOSHHUKHOBEHUS
JIyapeu B rociepyroliue 2-3 Mecsua

2.2.1 YcosepLueHctsoBaHHaA cdopmyna MNPC

B Tteuenmne Gomee 25 mer BO3 m IOHUCE® pexomenmoBanmm yHUGbHUIUPOBAHHYIO (GOpPMyITy pacTBoOpa
nepopaibHbIX peruapaTanroHubIX cosert (IIPC) Ha ocHOBE IITIOKO3BI ISl TPy IPEKICHUS WITH JIEYSHU ST
00e3BOKMBAHUS B pe3ylIbTaTe JUaper, BHe 3aBUCHMOCTH OT IPUYMHBI WX [TOPAXKEHHON BO3PACTHOM I'PyTIIIBL.
PexomennoBanHas 1o ocienHero Bpemern popmyna [TPC, koTopast oGecrieunBaza pacTBOp, COgepKaIINi
90 MOKB/i1 HaTpus ¢ 061men ocMousipHocThIo 311 MOcMm/1, Tokasana cBoio d(hGbEKTUBHOCTD U OTCYTCTBUE
OYEBHIHBIX ITOOOYHBIX 9((PEKTOB B MacIiTabe MAPOBOIO HCHONb30BaHUA. OHAa B 3HAUUTEIbHON CTEIICHU
BHECIIa BKIIAJ B CYIIIECTBEHHOE TTT00AbHOE CHIKEHIE CMEPTHOCTH OT AMapeiHbIX 3a00IeBaHUN 32 BPeMsI
BTOrO NepHuoja.

B Teuenue 20 mociieTHUX JIET OBLTH MPEIIIPUHSITH MHOTOUYHCIICHHBIC UCCIeIOBAHN S, HATIPABIICHHBIC HAa
pa3paboTKy «yiyumreHHoro» pactBopa [IPC. Ilenbio siBIsiIack pa3paboTKa MPOIyKTa, KOTOPBINA ObI OBLI,
II0 MEHBIIeW Mepe, TaKMM ke 0e30macHbIM U (hGhEeKTUBHBIM, KaK cTaHmapTHbM pactBop I[IPC mms
IIpeAyNpeXIeHNS U JIeUeHUs 00e3BOXKMBAHMSI, HO, KPOME TOTO, YMEHBIIIAJ ObI KOJIMYECTBO BBIIEISIEMBIX
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DKCKPEMEHTOB MIIM 00Jajall Obl IPYTMMHU BaXXHBIMH TIpeuMylnecTBamMu. OJIWH TOIXOJ|, 3aKIII0Yaics B
CHUKeHMH ocMouisipHocTH pactBopa IIPC Bo m3GexkaHue BO3MOKHBIX HeOIaronpusiTHbIX 3¢ deKkToB
TUNIEPTOHUU B pe3yJbTaTe UNCTON aOCOPOIUU KUIKOCTH. OTO OBLIO JOCTUTHYTO IIyTEM CHUKEHUS
KOHIIeHTpaIuu rirroko3sl u cotu (NaCl) B pacTBope.

HccrenoBanust 1Mo OLEHKE TAHHOTO MOAXOAA OBUIM PacCMOTPEHBI Ha KOHCYJIbTaTUBHOM TEXHUYECKOM
COBEIIAHUHY, COCTOSIBIIIEMCSI B Hbm—HOpKe (CHIA) B urosre 2001 roma. TexHudueckue peKOMEHAAUHU TI0
addextnBHOCTH U GezomacHOCTH ITPC co CHMIKEHHON OCMOJSPHOCTBIO y HETEH C OCTPOHM IHuapeer
HEXOJIEPHOTO IIPOUCXOKISHUS U 'y B3POCIbBIX U JeTel ¢ Xouepon 0b11H npencrasiensl B BO3 u IOHUCE®.

DTH UcchenoBaHus MOKa3alu, yTo 3 deKTUBHOCTH pacTBopa [TPC miist teueHust geteit ¢ oCTpou 1uapeen
HEXOJIEPHOTO TPOUCXOXKIEHUSI BO3pacTaeT MPU CHUKEHWU CONEPKAHUS HATpHsl B HEM 1O 75 MDKB/I,
conep>KaHMs TIIOKO3BI 0 75 MMOJB/IT U ero odmen ocMmoispHocTd g0 245 mOcwm/a. IToTpeOGHOCTH BO
BHEIIJIAHOBOM JOTNOJHUTEIbHON BHYTPUBEHHOHN TepaluH y JeTel, MOIy4aBIIMX PacTBOp, CHU3UJIACh Ha
33%. B KOMOWHMPOBAaHHOM aHAIIM3€ HTOTO UCCIENOBAHUS M UCCIENOBAHUM ¢ npyrumu pactBopamu [1PC
C TIOHWXKEHHOW OCMOJISIPHOCTBIO (ocMmomsgpHOCcTh 210-268 mOcwm/n, Hatpunn 50-75 DKB/IT) KOTUIECTBO
BBIJIEISIEMBIX DKCKPEMEHTOB TaK3Ke CHU3MIOCh Ha 20% ¥ yacToTa pBOTHI puOan3nuTeTbHO Ha 30%. PactBop
¢ 245 mOcMm/1 TakKe OKa3aJICsl CTOJIb JKe 0e30IacHbIM U, TI0 KpariHe! Mepe, TaKUM 3Ke 3] heKTUBHBIM, KaK
crangapTHeii [TPC npu ncnoiab30BaHUU y IETEN C XOJIEPOU.

TIPC co CHUKEHHON OCMOJISIPHOCTBIO, COIEpIKAIIUN 75 MDKB/II HATPHUsI, 75 MMOJIb/JI TITFOKO3bI (OOIIasT
ocMOIISIpHOCTH 245 MOcMm/1), sIBAIsSIeTCSI TaKUM 3Ke 9 HeKTUBHBIM, Kak U crangapTHbIN [TPC y B3pocibix ¢
XOJIEpO! |, CJIeOBAaTEIbHO, MOXKET NMPUMEHAThCsl BMecTo cranpaptHoro ITPC mpu jedeHun B3pOCIbIX C
XOJIEpOU.

BcerencTeue moBbiiieHHON 3ddekTBHOCTH pacTBopa ITPC co CHUKEHHON OCMOJISIPHOCTBIO, OCOOEHHO
IJIs JeTer ¢ ocTpol nuapeer HexolsiepHoro mnpoucxoxjeHus, BO3 m IOHUCE® B HacTosiliee Bpems
PEKOMEHOYIOT CTpaHaM HCIOJb30BaTh U IPOM3BOAUTH CleAyOIlylo ¢dhopMyly B3aMeH paHee
pexoMeHaoBanHOrO pacTBopa IIPC ¢ o61ier ocMosipHocThio 311 MOcm/i.

MPC co cHumkeHHon rpammbl/nuTp MPC co cHmXeHHon MMOnb/NTP

OCMONMAPHOCTbIO OCMOMNAPHOCTbLIO

Xnopua HaTpuA 2,6 HaTpui 75

[miokosa 6eaBonHan 13,5 Xnopua 65

Xnopua kanua 143) 'nioko3sa, 6esBoaHan 75

TpuHaTpWUA LUMTpaT, LernapaT 2,9 Kanui 20
UunTtpat 10
O6Laa ocMONAPHOCTb 245

HecmoTpst Ha TO, 4TO peKOMEHJIOBaH NaHHbIM yHUbuuuposaHHbN coctaB I[IPC, xpurepuu,
omry6amkoBanHble paHee BO3 u JOHNCE®, ocranncy Hen3MeHEHHBIME IS TpreMileMbIx coctaBos ITPC.
ODTH KPUTEPHUH TepeunciIeHbl HIXKe; OHHU JeTalIbHO M3JIaraloT KejlaeMble XapaKTepUCTUKHU pacTBOpa, Iocie
TOTO KaK OH IIPUTOTOBIICH COTJIACHO MHCTPYKIIMH Ha ITaKeTe.

m  OOImmasi KOHIIEHTpaIusl BelllecTBa (BKJIFOYasi BKJAM TIFOKO3bI) JOJKHA ObITh B pamkax 200-310
MMOJIb/I
®  MupuBrmyanbHas KOHIICHTPALIHS BEILECTBA

o Tmoxosa — JomkHa ObITh IO MEHBIIIE Mepe paBHOM HATPHIO,
HO He mpeBbluath 111 MMOIB/a
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o Harpunt — IomxeH ObITh B paMKax 60-90 MOKB/1

o Kami — IomxeH ObITh B paMKax 15-25 MOKB/1
o Hwutpar — Iomxen 6bITh B pamKax 8-12 mMmoms/n
o XJopup — IomxeHn 6bITh B paMKax 50-80 MOKB/n

2.2.2 [lobaBka LyHKa Npy neyeHn ocTpon anapen

CunraeTcs, 4TO IPUMEHEHNe [IMHKA X JIeYeHUH OCTPON JUaper BO3IEUCTBYeT Ha IMMYHHYIO (OyHKIIHIO
WU KUIIEYHYI0 CTPYKTYpYy MM (yHKIIMIO U BOCCTAaHOBJIICHUE SIUTENHMAIBLHOrO Ipoliecca IpH Juapee.
BbL10 00HApYKEHO, YTO AedUIUT IIMHKA HMeeT [IUPOKOe pacIpOCTpaHESHHE CPeIy HeTel B pa3BUBAIOIINXCS
CTpaHax M BcTpeuaeTcs Ooiblme Bcero B JlatmHcKON Amepunke, Adpuke, bimkaem Bocroxe u FOxuOM
Asun. BpIIO ycTaHOBIEHO, YTO IIMHK WIpaeT PElIAolyl0 pollb B METalLIO-dH3MMaX, IOIUpUOOCcCOMax,
KJIETOYHON MeMOpaHe W KJIETOYHON (DyHKIINH, YTO IPUBOLUT K yOEXKAECHUIO O TOM, YTO OH TaKXKe UIpaeT
LIEHTPAIBHYIO POJIb B KJIETOYHOM POCTe U B (GYHKIWHM UMMYHHOHN CACTEMBI. BBLIO TaKKe IMOKa3aHo, 4TO
IoTepsl KUIIIEYHOTO IIMTHKA BO BpeMsl TUaper yCyryOJsieT paHee CyIIecTBYIOINN nedUuuT IUHKA.

Y6enuTeabHbIe OKa3aTeJIbCTBA KJIMHWYECKOW 3HAYMMOCTH IIMHKA OBIIHW ITOJYyYEHBI IIPHU
PaHIOMH3UPOBAHHBIX KOHTPOIMPYEMBIX HCIBITAHUSX, OLICHUBAIOIINX BO3EHCTBUE JOOABKY IITHKA BO BpEMs
ocTtpon u nepcuctupyromen guaperd. B 2001 r. BO3 co3paina cosemanue skcneptoB B Hero-Ienu, Uunus,
IUIs. pACCMOTPEHHS Pe3yJIbTaTOB BTUX UCCIEIOBAHUIL.

OCHOBHBIE XapaKTEPUCTUKU DTUX KCCIEIOBAHUM BKIIOYANIN PaHIOMHU3WUPOBAHHYIO ILIAIe6o-
KOHTPOJIUPYEMYIO MOJIeNb, JIUI] B BO3pacTe OT OJHOTO Mecdlla JO ISITH JIeT U CyTOYHYIO 3JIeMEHTapHYIO
JI03y ITMHKA, KOJIEOIIONTYI0CS B IPOMEKYTKE OT 5 o 45 MT B ieHb. B 9THX HCIIBITAHUSIX NETH, TIOIyYaIoIre
IWHK, UMeIA 3HAYUTEIHHO 0ojiee OhICTPOE BBI3IOPOBICHUE, YeM JETH, MOJydalolnne Ianedo (OKoJIo
20% cHUXKEeHUS BO BpeMsl TeueHUs nquapeu). JleueHue MUHKOM Takke rpuBedio K 20%-HOMY CHUXKSHHIO
PHUCKa OCTPBIX SIU300B C IITUTEILHOCTRIO Ooltee 7 mHer. HeKoTopble 13 STUX UCCIETOBAHUI IIPOBOIIINCEH
B YCIIOBUSIX CTallMOHAapa, W OICHWBAIOCH BIWSHUE MOOABKW ITMHKA HAa MPOXYyKIWI0 cTyla. CHUXeHUe
KOJIMYECTBA BBIIEISIEMbIX DKCKPEMEHTOB OIPEAeIIsIIoch B Ipepenax oT 18% no 59% y merert, mody4yaBIInX
JiedeHue IUHKOM, 10 CPaBHEHUIO C TPYIIIoN miane6o. Bo Bcex aTux uccnenoBanusx dhdeKT OT MpruMeHeHHs
IUHKA He OTJHUYaJICSl CYLIeCTBEHHO IO BO3PACTy HMIM COCTOSHHUIO YNUTAaHHOCTU, OLEHEHHBIX
aHTponoMeTpudecky. Pe3yibpTaT He 3aBHCEN OT THIAa IIMHKOBOM COJIM, MCIIOJIB30BaHHON B BUJE CyJbdaTa
LIMHKa, alleTaTa [IMHKA WY TIKOHATa IUHKA, U ObLT OJUHAKOBO Db (EeKTUBHBIM. XOTSI ONTUMAIBHYIO
03y BCe eIlle MPEeICTOUT YCTAHOBUTD, MPEICTABISACTCS, YTO MOBHIMICHUE DD EKTUBHOCTH OyIET
HE3HAYHUTEIbHBIM NIPY YBEJIMYEHUN OOBIYHO HCITONB3yeMOM CYTOYHOM JO3bI BJIEMEHTapHOro IuHKa B 20
mr g0 30-40 r B meHb. HecmoTpst Ha TO, YTO OOJBIIUHCTBO HCCIEIOBAHUN IO HACTOSIIEIO BpeMEHHU
npooguiiock B FOro-BoctouHot A3um, rie nedruuT IUHKA pacCIpoCTpaHeH OBCEMECTHO, UCCIIEIOBaHN,
IIPOBEICHHBIE B APYTUX YaCTSIX CBeTa, TOKA3aJIM aHAJIOTMYHBIE Pe3yJIbTaThI.

DKCIepThl IPUIILTA K 3aKJII0YCHHIO, YTO JO0aBKa IIMHKA, JaBaeMas B KonmuecTBe 10-20 Mr B IeHb B
teuenne 10-14 quen, siBasercs: 3¢ bEeKTUBHBIM CPEICTBOM B 3HAUUTEIIBHOM CHUKEHUU TSIKECTU JUAPEH U
TIPOIOIKUTEIEHOCTH 3a00IeBaHMS.

KpaTkoe nznoxeHne HayqYHbIX (haKTOB, TOATBEPKIAIOIINX HOBbIE PEKOMEHIALINHN 10 BEJCHUIO TUAPEN,
npuseneHo B IIpuitoxkenun 1.

Bce cTaThu, KOTOpBIE HCIOIB30BANMUCH NPU MOATOTOBKE DTOTO KPATKOrO M3IIOKEHUS, BMECTE C
HEKOTOPBIMHU Ba*KHBIMHU CHPAaBOYHBIMU MaTepralaMHd M 00pa3loM IpesdeHTanuit B dopmare PowerPoint
IJIS COeMCTBUS TporaraHae, BriatoueHbl B CII-IIncK, KOTOPhIA MOXKHO IproOpectu yepe3 BO3/Otmen
3JIOPOBBS U pa3BuTHUs geren u mogapoctkoB (CAH, snexTporHas moura: cah @who.int) nim 8 CriennaibHOR
KOMHCCHH 10 U3y4YEeHHIO IIMHKA.
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Kak npeTBopuTb B XW13Hb 3TV HOBbIE
rnobarnbHble pekoveHdauun no pabore Ha
CTPaHOBOM YpPOBHE

Pamka 1 lMoAcHUTENbHbIN CNMCOK 3anHTepecoBaHHbIX CTOPOH

3T0T CNMCOK LO/KEH COOTBETCTBOBATL CNELUMPUYECKOMY KOHTEKCTY Kax a0/
cTpaHbl

MwuHuctepcTBO 3gpaBoOXpaHeHnA

- Otpen/lMNporpamma 340p0BbA AETEN

- Otoen ®apmaummn 1 OCHOBHLIX IEKAPCTBEHHLIX NMPEnapaToB
- [porpamMma KOHTPONA 3a ManApuen

- [vpexTopa no PenponykTvBHOMY 3a0poBbio 1 Mporpamm no BY/CMNOy
- [OupekTop NEpPBMYHON MELMKO-CAHUTAPHON MOMOLLIX

- OTnen caHWTapHOro NPOCBELLEHUA

- CneuvanucTtsl Nnepudepu4eckoro U paioHHOro0 3paBoOXpPaHeHuUn
- Otnen oby4enua

MuHuctepcTeo dmHaHCOB

- [upekTop BloaxeTa 3apaBooXpaHeHUn
MpodeccrmoHanbHble opraHM3auun

- MegnuvumHekre 1 nepmMaTpuYveckue accouvaumm

- Accouvaumna mepcectep

- Accouvauva thapmaLleBToB

YacTHbIVi cekTOp

- [Mpoussooutenu umHka un MNPC

- WwvnopTeps 1 onToBukK

- YacTHble KIMHWUKK U anTeku

- MarasuvHbl nekapCcTBEHHLIX NMPenapaTos

- TpaauunoHHbEe LenuTenu

Apyrve

- Jlvua, npuHUMAaIoLLIME NOAUTUKY B 34PaBOOXPAHEHWU HA HaLMOHANbHOM
ypoBHE

- Twua, npuHMMaloLlme peLleHna B NoiMTUKe OeTcKOoro 34paBooxpaHeHun
- 3alUMTHUKM HauMoHanbHon cCTpaTerm cHU>XXeHuAa BenHocTn

- MeHenxeps NporpamMm no VHTErpupoBaHHOMY BEAEeHWI0 BoneaHewn
netckoro BospacTa (VIBBOB)

- MeHenxxeps NporpamMm no KOHTPOMio 3a AvapeiHuiMu 3abonesaHnamMK
- MeHen>xeps NporpamMmm no MHTEPBEHLMAM B MUTaHWUK
- HMo

- CoBmecTHbE NapTHepH, BkNio4Yaa MmHoroctopoHHue (BO3, OHIVICED,
BcemupHuii bark 1 T.0.) 1 nByctopoHHue (IOCA, OenaptameHT
CoenvHeHHoro KoponescTBa no MeXXayHapoLHOMY pasBUTUMI0 U T.4.)
napTHepsl

IMaru, cBs3aHHBIE C NOpoOIEccoM
BKJIOYEHHUSI HOBBIX PEKOMEHIAIIUN B
CTPaHOBYIO MOJHUTHUKY 3JIpaBOOXPaHEHUS,
BKIIFOYAIOT —

®  OnpeneneHre KIFOUYEBbIX
3aMHTEPECOBaH-HbIX CTOPOH

u HaxkonnmeHne KIMHUYSCKUX U
HAayYHbIX NOKa3aTEJIbCTB

m  Opo0peHre HOBBIX
pexoMeHmaunun

m  IlepecmoTp/oOHOBIIEHHE
CYIIECTBYIOLINX MOJUTAYECKUX
PYKOBOJCTB

B npeaie, BCeOObEMITIONINI JOKYMEHT
0 HOBOW TIOJIUTHUKE JOJIKEH MPEICTABISATh
MIPEIIIOCHIIKA TPOOIEeMbI; 00BSICHATH
CBSI3b C CYIIECTBYIOIIUMH IOJUTHUKAMH,
MIpOrpaMMaMU ¥ CTPATETHsIMU; Pa3bsICHSTh
POJH MHCTUTYTOB U OPTraHU3AIIMI, KOTOPBIE
OyZyT BOBIIEUCHBI; W OOBSICHSATH JETalln
HOBBIX PEKOMEHIAIIHI.

Oxpy:Karolasi 06CTaHOBKA ITOJIUTAKYU
31paBOOXpaHEHU I u CHUCTEM
31 paBOOXPAHEHUSI OTINYAETCS B Pa3HBIX
CTpaHax, IIO®TOMYy HE CYILIEeCTBYeET
11aGJIOHHOTO IIPOIlecca 10 BHEAPEHUIO U
W3MEHEHUIO TIOJIMTUKY 3IpaBOOXPaHEHNUS,
KOTOpBIA OBl OOecleYnBall rapaHTHIO
pe3yiibTaTa B KaXJoW cTpaHe. B »ToMm
CMBICJE HHUXKECIenylllue IIaru
MpelcTaBJIeHbl He KaK a0CONITHas
TIOPO>KHAs KapTa JJIsl U3MEHEHU s TTOJIUTUKH,
a cKopee - KaK pPYKOBOJACTBO IS
DIEMEHTOB, KOTOpbIE, BEpOSITHO, OymyT
3a/ICICTBOBAaHbl B Pa3BUTUU U TPUHSITAU
HOBOW MOJHUTHUKHU JEeUeHUS IUapew,
BKJTIOYAOIIeN ITMHK 1 HOBBIN pacTBop [TPC.
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3.1 OnpepeneHve KMOYeBbIX 3aMHTEPECOBaHHbIX CTOPOH

3anHTepecOBaHHbIE CTOPOHBI, KOTOPbIE OYAyT BOBIEUEHBI B IIPOLIECC MPUHSITHS PELLIEHUSsI, TOIKHBI OBITh

OIIPEICIICHEI. OHI/I, BEPOSATHO, BKIIIOYAIOT T'OCYTapCTBEHHBIX YNMHOBHUKOB HAa HAITMOHAJIbBHOM W MECTHOM

YPOBHAX, Opranm3anuy I'paXXIAaHCKOTO COO6H_ICCTBa, TakKue€, HAIpUMEP, KaK HENPaBUTCIbCTBECHHBIC

oprarmu3anuu (HIIO) u mpodeccroHanbHbIe acCONMAINY, aKaJeMUYeCKe HHCTUTYTHI U YaCTHBIN CEKTOp

(Pamxa 1). Husa goctukenust 3 deKTUBHOIO corjacus o MPOIBUKEHUIO0 N3MEHEHN s TOIUTUKHY U TIpoLiecca

peanmsany BIIEpEN OY€HDb YaCTO IIOJIE3HO YUYPEOAUTh MEXaHU3M WUJIU CTPYKTYPY, TaKyIO Kak HaHI/IOHaJII)HI)II;I

KOMUTET, IPEACTABUTEIBCKYIO pa60qy}o Tpyniry Win crieiiuajJbHyl0 KOMHUCCUIO, YJIE€HBI KOTOpOI;I JOJI2KHBI

I/I36I/IpaTBC}I 13 YHrcClia 3aMHTCPECOBAHHBIX CTOPOH.

B yactHOCTH, TpodeccHoHaNbHbIe METUIINHCKIE OPTaHU3alIHHT,
TaKVe KaK HaIlMOHAIbHBIC TIeIUaTPIYECKIE acCOIIUAIIAN, BEPOSTHO,
HaXOJSITCSI B TIO3UIIMY, UTPAIOIIEH BaXKHYIO POJb IIPU ONpeNleIeHNN
HOBOW IOJIUTUKU W OKA3aHUU BIUSHUS HA JIUL, PUHUMAIOIIUX
pemenne. [loHnMaHMe TOrO, KAKMM 00pPa30M HOBBIE PEKOMEHIAIINHI
3aTPOHYT CYIIECTBYIOIINE ITOIUTUKA ¥ TPOTPAMMBI, TAKKE SIBISIETCS
HEOOXOIMMBIM.

DrTa MONMUTHKA MOKET BKIOYATh B ce0sl HEIOCPEINCTBEHHO TY,
YTO MMeeT NpsIMOe OTHOILIEHHE K 3IpaBOOXPAaHEHMIO, TaKyl0 Kak
HallMOHAJIbHASl TIOJIUTUKA 3APAaBOOXPAHEHUs, HO TaKKe U Te, UYTO
CBSI3aHBI C COIIMATBLHBIM pa3BuTreM (Pamka 2).

AHanu3 rporecca MpUHSTHS PELIeHH TOTpeOyeT TIaHUPOBaHUS
TTOCTICMYIOIINX IIaroB. [IpWHSATHE perIeHniT IBISIeTCS KOMIUIEKCHBIM
7 3a4aCTyI0 BKJII0YaeT MHOXKECTBO IIPOTUBOPEUUBBIX TOBECTOK JHS.
IIpernsiTcTBYSI K IPUHSITUIO PEIICHHUH NOIKHEI OBITH OMpPEEIeHbI, 1
TakKUM 00pa30M HETOHSTHBIC BOIIPOCHEI MOTYT OBITh IPOSICHEHBI W
MPaBUJIBHO JIOHECEHBI O JIWI, MPUHUMAIOIUX pelueHus. omkHa
IpUHUMATECS BO BHUMaHHE CTPYKTypa 3IpaBOOXpaHEHUS.

Pamka 2 lNMonuTtuku, nporpammsl n
cTpaTermm, KoTopble MoryT 6biTb
3aTPOHYTbl HOBOW MOMUTUKOW

- HauvoHanbHbE NONUTUKK 3 paBooxpaHeHunA

- Tonutukun petckoro 3[ApaBo00OXpaHeHuda un
cTpaTerunn Bb>XXnBaHUA neten

- HauvoHarnbHbe cTpaTerum CHUXKEHUA
BenHocTM

- WHTerpuposaHHoe BeneHne BonesHen
netckoro BospacTta (VIBBOB)

- [porpamvmbl KOHTPOA 38 AMAPEAHBIMY
sabonesaHnaMuM

- Monutunkn nutaHua
- LUenu TeicavyeneTtuna 8 oBnactu passuTUA

- CrtpaTternyeckve Hanpasnenns BO3 no
Yny4LUEeHWI0 300P0BbA U PasBUTUA LETEN U
NoapOCTKOB

HaHpI/IMep, CHUCTEMaA 3JIPaBOOXpPAaHCHWSA B HEKOTOPBIX CTpaHaX NECIECHTpAJIN30BaHa, I MHOTHC PEIICHUA

IIPUHUMAIOTCSI HA MECTHOM yPOBHE. B »sTon CUTyallull MOXKET OBITH HCO6XOJII/IMO Ha paHHEM DTaIle€ MpoBECTU

KOHCYJIbTallUM C MECTHBIMU CTPYKTYpaMu, IIPUHUMAIOIIUMU PEIIEHU, C TEM YTOOBI BOBJIEYD UX B opouecc.

3.2 COOp KAMHMYECKMX W HAYYHbIX OaHHbIX

HJIH TOTO YTOOBI IIPUHATH IIOJIUTUYCCKOE PEIIICHUE, HCO6XOI[I/IMLI KIIMHUYECKNE U HAYYHBIC TOKa3aTeJIbCTBA

IIPEUMyIIECTB U3MEHEHUN B JICYCHUMU. KpaTKI/II;I 0630p HAYYHBIX IOKAa3aTECJIbCTB B IOAJIEPXKKY HOBBIX

peKOMeHI[aHI/II;I 110 BEACHUIO Jruapeu MpEICTABJICH B HpI/IJIO}KeHI/II/I 1. KmnroueBnie CIIpaBOYHBIC MaTCpHUaAJIbl

MOT'YT TaK2Ke€ COIECPzKaThbCsA B HpI/I.HO}KCHI/II/I 2. CBI/III;CTG.HLCTBa 00 DKOHOMHYHOCTHU 3aTpaT MOI'yT IIOMOYb

B y6e}KJIeHI/II/I MCHEIIZKEPOB IIporpaMM, KOTOPbIC 3aHUMAarOTCA 6IOI[}KCT3MI/I.

BHHHCMHOHOFI/I‘ICCKHG JaHHBIC IIO OJETCKHUM 0O0JIE3HIM MOTYT HCIIOJB30BAaThBCA IJIsI INEMOHCTpAIlnU

3HAYMMOCTU OUapeu B 06H_ICCTBCHHOM 3ApaBOOXpPAaHCHUU CTpPaHBbI. JIaHHLIe O BE€ICHUU Cliydasi JE€TCKOIro

3360H6B3HI/I§I, BKJIIOYasl IIpaBUJIIbHOEC HCIIOJIB30OBAHUE JICKAPCTBEHHBIX CPEICTB, 6y,]IyT IIOJIE3HBIMU, IJIs1

TOrO YTOOKI IOKA3aTh BO3MOKHOE BIIMSIHIE HOBBIX peKOMeH,]IaI_[I/H;I.

BaI/IHTepeCOBaHHLIe CTOPOHBI, KOTOPBIE 6y}1yT BOBJICYCHBI 1 3aTPOHYThI HOBOH HOJII/ITI/IKOI;I, SABIIAIOTCS

pa3jiInYHbIMHU, BKJITIOYast I‘OCyJIapCTBeHHI)II;I U YacCTHBIN CECKTOPHI.

Kaxnmas rpymma OymeT WMeTh CBOM

COOCTBEHHBIN B3I Ha 3aTparuBacMbI€ BOIIPOCHI U 6yneT 3aHTEpECOBaHa B TOM, YTOOLI ee HUHTEPEChI

ObuIH yuTeHbI. [109TOMY BpeMs U yCHIIMs, 3aTpauyeHHbIe Ha yperyIupoBaHie HTOTo JOKYMEeHTa Ha pAHHEM

Kak npeTBopuTb B XW3Hb 3TN HOBblE rnobanbHble pekomeHgauun no pa60Te Ha CTpaHOBOM ypOBHE




JTare mpolecca N3MEeHEHUsI TIONUTHKH, TaIyT BO3MOXKHOCTh CTOPOHHHKAM HOBBIX PEKOMEHIAIIUI UMETh
OBICTPO HOCTYNHYIO HHGMOPMAIUIO, KOTOPash MOXKET OKa3aThCsl HEOOXOLMMOW IJIs pearnpoBaHUs Ha
0eCIOKONCTBA 1 BOIIPOCHI.

I'mobanpHBIe areHTCTBa, Takue Kak BO3, Herckuit raobampabil hoHn Opranm3annu OO0heIUHEHHBIX
Hanuit (JOHUCE®) u [TapTHepcTBO 3a 3MOpPOBbE MaTepel, HOBOPOXKAECHHBIX U JeTeH, MOTyT IIOMOYb B
NIpefoCTaBIeHUH (aKTOB U MH(POPMALUU 110 OIBITY B IPYIUX CTPaHAX.

3.3 OpobpeHne HOBbIX pekoMeHgauumn

O6CY)KJICHI/I$I C KITFOYEBBIMU 3aNHTEPECOBAHHBIMU CTOPOHAMU JTOJIZKHBI OBIThH IIPOBEICHBI HA PaHHEM 9Tarie
IIponecca USMCHEHU A TIOJTUTUKH. HGJ'ISIMI/I OTUX O6CY)K,I(6HI/II;I SIBIIAETCSA PaCCMOTPEHUE —

m  XapaxTepa U chepbl IeNCTBUS HOBBIX PEKOMEHIAINI
®  Kax HOBBlE PEeKOMEHNAIIUU COOTHOCSTCS C HOTPEOHOCTSIMHU CTPAHBI

m  BoBieuyeHus [Tl pealu3alliil PEKOMEHIAIINI U HEOOXOIUMbBIE PEeCypChl

ITo BO3MOXKHOCTH caMble BEICOKVE YPOBHN MUHUCTEPCTBA 3[PaBOOXPAHEHNUSI JOIKHBI ObITH BOBJICUECHBI
B MHAMBUIyalbHbIE MU TPYNIOBHIE COBEIIAHMSA. OTH BBIIIECTOSAIINE JIHUIA, IPUHUMAIOIINE PeIIeHMs,
IOJKHBI MONYYUTh HOCTATOYHYIO WHGMOPMALWIO O HOBBIX PEKOMEHIALMWSAX, IS TOTO UYTOOBI
TIpeficelaTeIbCTBOBATh Ha ITOCIENYIOIINX COBEIIAHUSX C TIO3NINY 3HaHUH. HeoO0XoaumMo TakkKe BKIIOUYUTh
B IIpollecc OOCYyKaeHUs NpodeccroHallbHble OpraHu3anuy (MeLUIMHCKUEe, NMapaMeJUINHCKHUE U
(hapmareBTHUECKTE aCCOITMAINNT), TOHOPOB U APYIHX IMapTHEpoB, BKirodas HIIO, KoTopble 3amATEpecOBaHbI

Pamka 3 Bo3mo>KHbIe KnkoueBbie
BOMpPOCHI B NpoLecce U3aMeHeHUA
MONUTUKN

- Bbin nu NnpoBeneH aHanu3 v NPeAcTaBneHUe
3MNNAEMMONIOrMYECKMUX, COLMATbHLIX U
NoBEAEHYECKMX L0Ka3aTenbCTB Ana
U3MEHEHUI?

- bBbin nn npoBeneH aHanua NONUTU4ECKOR
OKpy>KaloLLer 06CcTaHoBKM ANA NPUHATMA
peLleHnin?

- bbin nn NpoBeLeH aHanns U oueHka
BO3MO>XXHbLIX BApuaHTOB 3aMeHb?

- Bbinv nu yYpexxaeHs COOTBETCTBYIOLLIME
CTPYKTYpH,/KOMUTETH AnA HabnioneHns 3a
npoueccom paspaboTku U peanusauvu HoBOW
NoNUTUKK?

- Bbin v npoBeneH aHanua noTeHUunana cuctem
3[paBO0OXPaHeHuA ANA peanMaaumm
NONUTUKK?

- [posogunack nu paBoTa No LOCTUXKEHUIO
cornacua 1 nponaraHia nepemMeH cpeau
COOTBETCTBYIOLLUMX 3aUHTEPECOBaHHBIX
CTOPOH?

- Buino nu peluerve 06 namMeHeHUK coenaHo
othuumansbHo?

B YJIyUIlIeHUH 3J0POBBS JeTeH B cTpaHe. JloKyMeHTalusl, OIMCaHHas
B IpeabiayIemM pasueine (1 B [Ipunoxxennn 1), OyeT IONe3HON Ipy
TIPOBENICHNH DTUX 00CcyKueHnn. LlerxsiMu 5TuxX 06CyKICHIH TOIKHO
OBITh JOCTHUXEHHE ONOOpEeHUS ODTUX HOBBIX MNO3HAHUU
npodeccuoHaJIbHBIMU acCCOUMANUIMHU U  KIIUYEBBIMU
3aMHTEPECOBAaHHBIMU CTOPOHAMM, a TAK3Ke pa3paboTKa U OOHOBIICHIE
CYILIECTBYIOLIECH OPUIIAATBHOM ITOJIUTAKY 110 KIMHUYECKOMY BEIECHUIO
IAapen.

OcHOBBIBasACh Ha KPaTKOM U3JIOKEHHUH (DAaKTOB U 000K IPyron
JONOJHUTENBHON MH(pOPMaIUK, MOJy4eHHO! Ha MECTHOM YDOBHE,
HallMOHAJbHbIE METUIINHCKAE aCCOIMALINY /WX JUIA, BIUAIOIINE
Ha TOJHUTHKY, JOIKHBI PAacHojaraTb BOZMOXKHOCTSIMH SICHO JaBaThb
orpefieleHle HallMOHAJIbHON MOJUTHUKY 110 HOBBIM PEKOMEHIAIUSAM
IUTS BeIeHUsI TUapen, YTO JOJKHO BKIIIOYAaTh OIMCAaHUE YPOBHEN HIIN
THUIIOB IIyHKTOB COBITa, KOTOpbIe OynyT pacupeneisits [IPC u nuHK.

ITepedyeHp KJIIOUEBBIX BONPOCOB B OTHOLIEHHUHU IIpoliecca
M3MEHEeHHS IOJIUTHKY, KOTOpPble MOINIA Obl ITOMOYb CIELHANbHON
KOMHPCCHH TI0 HU3YUIEeHNIO JaHHOTO BOIIPOCa MIIM paboyvelt TpyIIe mpn
IJIAHUPOBaHUU, MPOUJUIIOCTpUpOBaHbl B Pamke 3. Dtu miaru He
SBJISIOTCS IOCJIEN0BAaTEIbHBIMU U HE BCE MOTYT OKa3aThCs
HEOOXOIVMBIMH, €CIIH JJOCTUTHYT KOHCEHCYC B OTHOIIIGHUH N3MEHEHNST
TIOJIUTUKH.

B kauecTBe mpumMmepa HUXKe NpeNCTaBIE€HO 3asiBIEHHUE IO
NpYMEHEHUIO0 [IMHKA TPY BEeJeHUM Iuapeu, caenanHoe MHIUMCKON
akagemuen nenuarpun (MAII).
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Pexomernnarun CrielHaabHON HAITHOHAJIBHOH Komuccuu HAII mo npuMeHeHHI0 ITHHKA TIPH

auapee, 18-19 aprycra 2003 roma.

3.4

OcHOBBIBasICh Ha MCCIENOBaHUAX, NMPOBEICHHBIX B VIHIUU M IPyTrUX pa3BUBAIOIIMXCS CTpaHax,
HMMeeTCs JOCTATOYHO OCHOBAHUM AJIsl pEKOMEHIALUY IMHKA IpY JIEYEHUU OCTPON TUaper B KaueCcTBe
IOTIONIHEHU S K nepopaibHoi perugparanuu. Onunako [TPC octaeTcst oOCHOBOM Tepaluyl IpU OCTPOM
Juapee, a UHK UMeeT JOIOJHUTEIbHbBINA YMEPEHHBIN N0Je3HbIN 9 DEKT B CHUKEHUHU KOJIUYEeCTBa
BEIZIEISIEMBIX DKCKPEMEHTOB U TIPOIOIKUTEIIFHOCTH arapen Kak noronHaeHue K [IPC. Ipu mro6s1x
00CTOSITeNIbCTBaX IepopajibHasi perujipaTalliOHHAasT Tepamlus JIOJKHA OCTaBaThCS OCHOBHBIM
METOJOM JICUEHUS.

JledeHue ocTpoll auaped C MOMOIIBIO IIUHKAa MOXKET HMMETh IOJOXKUTEIbHBIN 5ddeKkT Ha
3a060J1eBa€MOCTh ¥ CMEPTHOCTH OT APYTHX JETCKUX MHGbEKIIIH.

YuudunupoanHas go3a B 20 Mr djieMEHTapHOI'O IIMHKA JOJXKHA JaBaThCS JIETSIM CTapllle IIeCTH
MecSILIEB B TeUeHUE NIEPUOJA JUAPEU U, [10 KpaliHeN Mepe, B TeueHue 7 JTHEU IIOocie IPeKpalleHust
IAapen.

OcHoOBBIBasCh Ha BCEX MCCIENOBaHUSAX, IPyNIa BHecTa MpeoKeHHe O TOM, UTO COJIM IIMHKA,
Takue KakK cylibdar, TIIIOKOHAT U alleTaT, MOTYT OBITh PEeKOMEHI[OBAHBI.

Heo6xogumo nopjiepkaTh WHAYCTPHUIO IO M3TOTOBIIEHUIO MperapaTa [IUHKA, KOTOPBIN COfepIKall

GBI TOJIBKO OUWHK. }I{CHGSOCOJICP)KB.H_[I/IG CbOpMI)I HE TOJIZKHBI UCIIOJIB30BAThCA C TMHKOM, TaK Kak
2K€JIE30 IIPEIATCTBYET BCAaChIBAaHNUIO IIMHKA.

MepecmoTp/obHOBNEHNE PYKOBOACTB MO MONUTUKE

OcHoBrIBasch Ha 3agBieHNN MAII 11 HayYHBIX TaHHBIX, yIIOMSHYTHIX BbIle, [IpaBuTenscTBO MHIMN co3naio

KOMHTET TI0 PAaCCMOTPEHHIO POJHM IWHKA B KaUyecTBE MONOJIHUTEIbHOM Tepanuu K pactBopy IIPC mist

BEICHU L OCTpOI;I auapeu. HeKOTOpBIe 3aKJIIOYCHU A KOMUTETA, KOTOPLIE 6yJIyT COCTaBJISITh HOBYIO IIOJIUTUKY

IO BEICHUIO AMApeH, SBISIOTCS CIEAYIOIINMHI —

IMockonbry Wunuitckass Axkanemus neguatpun, BO3 u JIOHUCE® yxe omobpuiy mpuMeHeHUe
IMHKA B KauecTse jgononHeHus K [TPC npu BeneHMn amapen, KOMUTET PEKOMEHIyeT BHEIpEHUE
IIMHKA B HAIIMOHAJIBHYIO IporpaMMy B KadecTBe fononHeHns K [IPC npu BeneHnn auapen y JeTen.

Cytounas 1o3a B 20 MT »JIeMeHTapHOro IMHKa IToKa3aia ce6st 2 beKTUBHON 1 6e30IIacHOM Jlaxke
IUISL IeTell paHHEero BO3pacTa W IIO3TOMY SIBISIETCS PeKOMEHIOBAHHOM.

JIOIKHBI MCIIOMB30BAThCS MperapaThl MUHKA CO CPOKOM XpaHEHUS, TI0 MEHBIIIEH Mepe, 2 Tofa.
Bce comm: cymbdar, ameTaT W TIIIOKOHAT IIWHKA, - SBJISIOTCS TOIYCTUMBIME (hOpMaMU COJIEH
nuHKa. OJHAKO cynbdar MUHKA UMeeT HU3KYI0 CTOMMOCTb, 9 (EeKTUBEH 1 6€301aceH U B CBSI3U C
DTHM SIBIISIETCS ONITUMANBHBIM 15T HAITMOHAIBHON ITPOTPaMMEI.

[IpnMeHeHe MWHKA peKOMEHIyeTCs TIPH yJacTud Bpadew CHCTEMBI MepBUYHON MEIUIIMHCKOMN
OMOIIU. XOTS JJIsI TOTO, YTOOBI JOCTUYh MaKCUMAJBHOTO 3ddekTa B 60pb0e ¢ muapeei, IIMHK U
ITPC noJKHBI OBITH JOCTYIHBIMUA Ha YPOBHE OOIIIMHBI.

Kak npeTBopuTb B XW3Hb 3TN HOBblE rnobanbHble pekomeHgauun no pa60Te Ha CTpaHOBOM ypOBHE



Bonpochl npu peanM3auim HOBbIX

pekomMeHaaLmm

Dot pasmen choKycHpoBaH Ha KIFOYEBBIX KOMIIOHEHTax B MHTerpanuu HoBoro ITPC m mo6aBkyM OWHKA C

IpYTUMM peKoMeHJauusMu no JjeueHuro guapeu (Pamka 4). Paspgen paccMaTpuBaeT KOMIIOHEHTBI

peanmsanuu, 3aTparuBaroIue Kaxk FOcyHapCTBeHHBII;I TaK U YaCTHBIN CEKTOPBHI.

Pamka 4 KnroueBble KOMMOHEHTbI Ansa
BHegpeHua Hoeoro MPC u go6aBku LmHKa
npu BegeHnn auapeun

1. Bonpockl no npogykTy
2. Bonpocbl MeHem>XMeHTa NMocTaBoK

a) TexHuueckune

i. PaccmoTpeHve nekapcTBeHHOr0
perynvpoBaHua

i. PaccmoTpeHve Cnvcka 0CHOBHbIX
nekapcTteeHHbx cpencts (COJMC)

ii. PaccmoTpenve PykoBoncTea no
ctaHpgapTHomy nedenuio (PCM) n/mnn
pykosoacts VIBEOB

iv. ~0B6y4eHve v HabnioneHve 3a paboTon

MennepcoHana

v.  WHdopmauwa, obpasoBaHve 1 oLeHKa
3n0poBbA (MIOK), HaueneHHsle Ha
o6LLecTBo

b

OnepaTtuBHbE

i. 3ameHa ctaporo MPC (ecnn HM3Ko
ocmonapHbv MPC npuHAT)

ii. MnaH BKNIOYEHNA NEeYEeHNA UMHKOM C
HoBbIM cocTasom [PC

ii. MporHoavposaHue noTpebHocTen U
KonM4ecTBa

iv. ~ MecTHoe Npon3BOACTBO

v.  3akynka

vi. Pacnpenenenve

Vii.  /IHBEHTapHBII MEHELXXMEHT

vii. PacnpepeneHve B 4aCTHOM CekTope

iX. PaCCMOTpeHME MEXaHM3MOB KOHTPO/A
Ka4ecTBa

- Oapwmakonoruveckan 6ANTENBHOCTbL
- CnexeHvie 3a Ka4ecTBOM NPOAYKTa

3. MOHUTOPUHT 1 OLleHKa

10

Hecmortpst Ha TO, YTO I1ary IpefcTaBICHBI TOCIEIOBATEIHEHO, HTO
He O3Ha4yaeT, YTO OHU JOJKHBI MPOBOIUTHCS B HTOM MOpsigke. B
JIeVICTBUTEIBHOCTH, MEPOIIPUSITUS MOTYT IPOBOAUTHCS IapalliIeIbHO
IUTSl MOCTUKEHUsSI TapaHTUU HaJJIeKaIlel MOATOTOBKU U OBICTPOI
peanm3anmu. Hwuke mpuBOmATCS I OOCYXKIEHUS pa3IUIHbBIS
BOITPOCHI.

4.1 Bonpocsl, Kacalowmeca npogykra

MHorre BUTaMHHHBIE NPOIYKTHI M IpyTHe MHUILeBble JTOOaBKH,
colepKalue MUHK, SBISIOTCS JOCTYIHBIMUA B KOMMEPUYECKON CETH.
OpmpHako HeYacTo BCTpevyaroTcs MPOAYKTHI, HMeIOIIue
PEKOMEHIOBaHHOE Coiep:KaHue IIMHKA. B CBsI3M ¢ 9TUM HEOOXOIUM
MPOLYKT, COIEp3KAIIUN TOJBKO IUHK, XOTSI U C BO3MOXKHBIM
nobasrneHueM Menu. I[IpomyKT HOJKeH OBITh M3TOTOBIEH TaKUM
00pa3oM, YTOOBI 3aMaCKUPOBATh CHIILHBIN METAIITUNIECKHI TPUBKYC
[OWHKA, IJI TOTO YTOOBI YIYUIIUThH ero IpueM meTbMu. [Ipemapat
COJIU IIUHKA JJISI IETCKOIo MPUMEHEHNS MOXKeT UMeTh (hopMy cHpoma
niu TabneTok. CrenuduKanuy IpoLyKTOB IIMHKA IS TIPHMEHEHU ST
TIpU BeIeHUN Anapen mepedncieHsl B [Ipunoxennn 3. IToKyMeHT ¢
Ha3paHueM “CrenmduKalliOHHbIE PYKOBOJSIINAE yKa3aHUS IS
TabJIETOK IIMHKA U TIePOPATIBHOTO PacTBOpa™ ISk OKa3aHUs TIOMOILH
CTpaHaM B BBIOOpE W 3aKyITKE KaUYeCTBEHHBIX IIPOIYKTOB ITMTHKA OBLIT
paspaboTaH B corpynanyectse ¢ Papmakomneeit CIIIA u MOKeT ObITh
TIOITy4YeH B TeYeHNe KOPOTKOro BpeMeHu 1o 3ampocy B BO3/3mopoBse
u paszsurye gereit u nogpoctkoB (CAH) niu B CrienuanbHON KOMUCCHN
10 U3yYEHUIO IIUHKA.

411 TPC ¢ H1M3KOWN OCMOMAPHOCTbLIO

®opmyna HoBoro pactBopa ITPC ¢ HH3KON OCMOISPHOCTBHIO
TIpeicTaBIeHa B pas3feie 2 ¢ IpUBEICHUEM IPUYNH H3MEHEHUS
pekomenpanuii. Bee npyrue xapaktepuctuku [IPC ocratoTcs Temu
e, BKIII0Yasi HHCTPyKIuIo 1o pa3BeneHuto. Hosblit ITPC pacdacoBan
B MalleHbKHe IMaKeTHUKU OISl PaCTBOPEHUS B 1 IWTpe YHUCTON BOXBI,
XOTSI YIIaKOBKA ¥ MAPKHUPOBKA JOJKHBI UMETh JOCTATOYHBIE OTINYUS
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IJIsL paclio3HaBaHMS €ro OT IPEAIIeCTBYIONIEro NMpoaykTa. Eciu cTpaHa ycTaHOBUIIA IIPOM3BOLUTENEH
nns craggaptHoro ITPC, To, BO3MOXKHO, IMOHamoOuTca y6eIWTh WX M3MEHHTh COCTaB. PyKopomsmue
yKa3aHHs B IOMOIIb IIPOU3BOLUTEIISM IIPU U3TOTOBIEHUH HOBOM (hOPMYJIbI ABIISIOTCS TOCTYIIHBIMU Yepe3
BO3/CAH. CrpaBo4HBIM MaTepral K TOMY PYKOBOACTBY MOXeT ObITh HaijieH B IlpunoxkeHuw 2, u
KOIMs 9TOro pyKoBojcTBa BkioyeHa B CII-IIMCK, yHOMsHYThIA paHee. TaM, rjie HEBO3MOXKHA MECTHasi
3akynka Hosoro [IPC, 60IbIIMHCTBO MEXIyHAPOIHBIX 3aKyIIOUHBIX areHTCTB B HACTOsIIIee BpeMs UMEIOT
B Hanumuuu HoBylo dopmyny ITPC, nanpumep FOHUCE® c¢ 2004 r. ocymiectBusieT 3akynku [IPC HOBOM
(opMyIIBI Yepe3 CBOMX ITOCTABIIUKOB.

4.1.2 Cupon upHKa

Cuporbl IMHKA CPaBHUTENIBHO JIETKO pa3pabaThiBaTh M IMPOU3BOJIUTH. TpeOyemasi TEXHOJOTHUS s
TIPOU3BOJICTBA TAKMX IPOLYKTOB OOBIYHO MMEETCS! B HAJIMYMK BO MHOTHX CTpaHax. [Ipy NpUHSITHY peleHus],
TIOJXOJISIT JIM CUPOIIBI IJIsT TPOTPaMMBbI, HEOOXOIUMO OLICHUTh CTOMMOCTh. DTO BKIIIOYAET HE TOJIBKO IIeHY
Ha MPOJYKT, HO TaKXe U CTOMMOCTb XPaHEHUsI U TPAaHCIOPTUPOBKH. Kpome TOro, BayKHO MPUHSITH BO
BHUMaHUE CPOK XPaHEHUS CHPOIIa, KOTOPBIN MOXKET OKa3aThCsl KOPOUe, YeM CPOK XpaHEHUs APYTHuX dhopM,
TaKUX KaK TaOJETKU.

CI/IPOH, CO,[Lep}KaHLI/II;I IUHK, Y2K€ MOXKET OBITh JOCTYIIEH BO MHOI'IX CTpaHax. Tem HE MECHEE, 10 MIPUHATHA
penieHnsa O pEeKOMEHIAIMM K HCIIOJIB3OBAHUIO IIPU BEICHUU AUAPEU CICAYIOIINE XapaKTEPUCTUKU
VMEIOINUXCA B HAJAYIUU IIPETIAapaTOB JTOJKHBI OBITH IIPOBEPECHBI:

m  KoHneHTpanus cupona HUHKA JOJIXKHA cooTBeTcTBOBaTh 10 Mr/5 mut unu 20 mr/S mu.

L] JTro0Obre PacTBOPMMBIC COJIM IIMHKA, TaKUE€ KakK cyn},(baT, TIIIOKOHAT WX aneTaTr, MOTYT OBITh
HCITIOJIb30BaHbI JId IIPOU3BOJACTBA CHUpOIIA.

m  Cupon JOJKeH coiepsKaTh TOJIbKO IMUHK. OIHAKO B HEKOTOPBIX CIIydasix MOKET T00aBISITHCS
menb (1 mr/mosy).

m  JKere3o HUKOTTAa He JOJXKHO NOOAaBISTHCS B IIpelapaThl IIMHKA, TaK KaK JKeJIe30 MOXKET
TIPETSITCTBOBATh BCACHIBAHUIO ITMHKA.

®  [IpomyKT HOJKEeH MPOU3BOAUTELCS B COOTBETCTBUU C MIPUHIIUIIAME JOOPOCOBECTHOTO IIPOU3BOJICTBA
(ITOIT) nost papmManeBTUUECKUX KOMITAHUM.

m  Cpok XpaHeHHWs cHpola IIMHKA JOJIKHA ObITh, 10 MEHBIIEH Mepe, IBa roja IPH XpaHEHWU B
COOTBETCTBYIOIIIMX YCIOBUSX, 6€3 MOCTyIIa CBETa M B CyXOM IpoxiagHoMm mecte (<30°C).

4.1.3 TabneTtku UMHKa

IIpu npumeHeHHMu y nerern B Bo3pacTe 1-59 mecsiieB TaOIETKH HEOOXOIUMO OBICTPO PACIIENUTh TPU
CMEIITMBAaHUY C YaTHOW JIOKKOM YACTON BOJBI VIIH CIIEKEHHOTO TPyIHOTO MOJIOKA (IHCIIepCHAs TablIeTKa).
PaciierieHue o6ierdaeT BBeICHIE JIETsIM, OCOOCHHO PaHHEro Bo3pacTa. Kpome IMPpOCTOTHI HCITONBb30BaHUS,
9TU TabJETKHU Jierde IO BeCy, YeM CHPOIIbI, U MX XpaHEHHe U TPAHCIIOPTUPOBKA OOXOISTCS JEIleBIIe.
IucnepcHast TablIleTKa MOKET OBITh TTOMEIIIeHa B HEOOIBIIIOE KOIMYECTBO (OKOIO 5 MIT) YUCTON BOIEI (WX
I'PyJHOTO MOJIOKA) B JIOKKE, 1 MEHBIIIE YeM B TeUeHIe MUHYTHI IIOJyUYeHHBIN B pe3yJIbTaTe pacTBOP MOXKET
ObITh BBelleH peOeHKy. [list obecnieueHus! mpreMa TabJeTOK MIIaeHIaMU U JeThbMH PaHHEro BO3pacTa
HEKOTOpbIe MTPUEMbl MAaCKMPOBKHU BKYCa SIBIISIIOTCS] BaXKHBIMU.

Y0 KacaeTcst CHPOIIOB, OKa3alloCh, YTO JIF00asi pacTBOPHMAsT CONlb IIMHKA, HAIIPAMeED CylIbdaT, TITFOKOHAT
WJIM alleTaT, MOXKeT OBITh MCIIOIb30BaHA IIPH IIPOM3BOJCTBE TabiIeToK. CpoK XpaHEHMS TaOIETOK LIMHKA
TOJKEH OBITh, 110 KpaliHe! Mepe, IBa Toa IIPY XpaHEeHUH B COOTBETCTBYIOIINX yCIOBHX, IIPU OTCYTCTBUA
cBeTa U B cyxoM mpoxiagaom mecte (<30°C).
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Ta6xerku MoryT 6bITh B hopme 10-TH MUIUTUTPAMMOBBIX TAOIETOK IUHKA MK 20-TH MUJLITUTPaMMOBBIX
Ta0JIETOK IIMHKA. XOTsI, BEPOSITHO, JIerde NMeTh TOJIBKO OJHY J03y B HAJIMYKMHU B JAHHOU CTpaHe BO M30eXKaHue
OIIMOOK B NO3UPOBKE. B0O3MOXKHO, TOSTOMY SIBISETCS MPENIOYTUTEIHHBIM PEKOMEHIOBATEH IIPOIYKIIIIO
7 3aKkynky 20-TM MWUINTPAMMOBBIX Ta0JIETOK M OOECIEeYUTh YCJIOBHS IJIsI TOTO, YTOOBI TaGJIETKH
MIOJICUUTBIBAIIUCH, IJIsI oOJerdeHust BBefeHust 10 Mr meTsiM B Bo3pacTe 10 6 MecsiieB. B »Tom cirydae
menast TabjeTka OyHmeT JaBaThCs KaXKABIA NEHb JETsSM B Bo3pacTe 6 MecsIieB W CTaplle, a ITOJIOBHHA
TabJIETKH - IeTsIM B BO3pacTe 1o 6 MecsieB. B cirydae ncronb3oBanust 10-TH MAIUTUTPaMMOBBIX TaOIIETOK
IEeTSIM CTapIlX BO3PAaCTOB OyJeT HEOOXOMUMO JaBaTh IO 2 TAOJIETKH €3KeTHEBHO.

Ta6ieTKy IMHKA MOTYT IIPOM3BOAUTECS HA MECTHOM ypoBHe. OIHAKO TEXHOJIOTHS U IPOLlecc KayecTBa
K TIPOM3BOACTBY BTHX TabJIETOK B COOTBETCTBUY C IPHUHINIIAMU Jo6pocosecTHOTO IIporn3BoacTaa (IIIII) k
(apmaneBTHYeCKUM IperapaTaM He BCeTJia JOCTYITHbI B OONIBIIMHCTBE CTpaH. Eciu MecTHOe MpOM3BOICTBO
SBISIETCS. HEOOXONUMBIM YCIIOBHEM, TO MECTHbIe (hapMalleBTUYeCKHe KOMIIAHWHU, 3aMHTEPECOBAaHHbIC B
IIPOM3BOJICTBE BTUX TabOJIETOK, MOIKHBI pa3paboTaTh TEXHOJOTHIO AJIS AWCIIEPCHH W CO3JaHUS BKyca. B
DTOM CIIydae MOXKET ITOHAJTOOUTHCS BHEIIHSSI TIOMOIL.

4.2 Bonpocbl MeHemKMeHTa B cCHab>xeHun

CyIIecTByIOT TeXHUYECKUE U OllepaTHBHBIE BOIIPOCHI, TPEOYIOIINe pACCMOTPEHUST BHYTPY CHAOXKEHYECKOTO
MEHEIKMEHTa. DTO BKIFOYAeT B ceOsI MEPOIIPUSTHUS, OTHOCSIIINECS K YIIOPSIOUYSHHAIO 1 COOTBETCTBYIOIIEMY
IIPIMEHEHUIO IMHKA, C TIOMOIIIBI0 pa3pabOTKY 1 pacTIpOCTPaHEHU ST PyKOBOASIINX YKa3aHUH 1 pa3pabOTKHI
Y IPUMEHEHNUsI COOTBETCTBYIOIINX 00yYaloNINX 1 NHGOPMAIIMOHHBIX 00pa30BaTeIbHO-KOMMYHUKATUBHBIX
(UOK) crpareruii. OmnepaTUBHbIE BOIPOCHI BKIIIOYAIOT MEPOIPUSTHUS, OTHOCSIIUECS K 3aKylKe U
YTIPaBIEHUIO IETIOYKON IIOCTaBOK, KOTOPbIE 00ECIIEYNBAIOT HAJIMYNE IINHKA B ITyHKTaxX JOCTaBKH YCIYT.

4.2.1 PaccMOTpeHMe TEXHUYECKMX BOMPOCOB

4.2.1.1 IlepecMOTp TIOCTAaHOBJIEHHU II0 JTeKAPCTBEHHBIM IIperraparam

WUsmenenue HOCTaHOBHeHI/II;I, HGO6XOI[I/IMI)IX JJI1 YCTIEITHOTO BHEAPECHMW S IMHKA, BKIIIOYACT PETUCTPATAIO 1
peTIIaMEHTUPYIOIINE NOKYMEHTBI OTHOCUTEIBHO ITOJUTUKHU 110 IPEANNCAHNIO, PaCIPEACIICHUIO U IIPOJaXKe
IIMHKA.

Hunk u ITPC momKHBI OBITH pa3pellleHbl sl MPONaXKW Ha PbhIHKE CTpaHbl. LIMHK MOXKET OBITh
3apEeTUCTPUPOBAH KaK JIEKAPCTBEHHBIN TIpeTiapaT WM KaK MHIIeBas 1o0aBka. Tak KakK ITMHK PeKOMEHIYeTCs
IUTSL JISUSHUS TUaper, PeKOMEHIYeTCsI, YTOOBI IIMHK ITPOXOJII PETUCTPAIUIO B KAUECTBE JIEKAPCTBEHHOT'O
mperiapaTa, JJIsi TOrO 4TOObI HAIlMOHAJBbHBIN OpraH mo JieKapcTBeHHOMY peryiuposanuio (OJIP) Hec
OTBETCTBEHHOCTD 3a TapaHTUIO KayecTBa IIPOJABA€MOI0 MPOLYKTa.

Pa3zpertieHre Ha TOProOBITIO B GOJBIIMHCTBE CTPAH 3aTParuBaeT IPOLIECC PErUCTPAIly IIPOLYKTa, KOTOPBII
BKJTIOYAET B ce0sl IpejocTaBiIeHre NHGOPMAIIOHHOTO JOChe TI0 9 (HEeKTUBHOCTH, 6€30IMaCHOCTH U IPYTHM
kauectBaM. BombiuHceTBo OJIP 3anpammmBaior ceprudukaThl IPUHITUIIOB JOOPOCOBECTHOTO IPOU3BOICTBA
(IIOIT) nas dapMIipenrapaToB, ¥ €CIU IPOLYKT UMIIOPTHPYETCS, - TO CEPTUDHUKAT O TOM, YTO MIPOLYKT ObLI
3aperucTpUpPOBaH B CTpaHe IIpoUCXOoxXaeHus. B cTpaHax, rue crapas dopma I[IPC yxxe 3apeructpupoBaHa,
Iporecc perucrpanuy HoBoro cocrasa IIPC Oyner 3HAYUTENBbHO 06JIEryeH.

IIporiecc perwcTpalyy MPOIyKTa MOXKET 3aHSTh TPU Mecsla u Gojiee, B 3aBUCHMOCTH OT TOTO, KaK
YacTO BCTPEUAETCS! PeTUCTPALIMOHHBIN KOMUTET B CTpaHe. B ciryuae, KOrjia IIMHK ellle He 3aperuCTPUPOBaH,
a CTpaHa XOYeT HAavYaTh peaju3aluio, OONBIIUHCTBO CTPaH MMEIOT MEXaHU3Mbl MO YCKOPEHHOMY
MIPOJBIKEHUIO MPOLIECCa PETHCTPAIMK JIJIsl TPOTPaMM T'OCYIapCTBEHHOTO CEKTOpA.

JTaxke ecy IWTHK HUCIIONTB30BAJICS TS JICYSHUS 3a00IeBaHUS, PETUCTPAIUS [IMHKA B KaYeCTBE MUIIIEBOR
IOOABKU SIBJISIETCSI BO3MOXKHOW W WHOTJA OBICTPOI, HO HE PEKOMEHIOBAaHHOM, TaK KaK IPOILYKIIHS
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coepxKaliux MUHK TabJIETOK U CHUPOIIOB MOXKET COIMPOBOKIATHCA MEHEEC CTPOTUMHU MEPAMU 10 KOHTPOJIIO
Ka4vyecTBa U, B CBA3U C 3TUM, ITPOJABUXKCHNE IIUHKA JJIA JICYCHUA TUApPEU MOXKET OBITH 3aTPyIHEHO. B Tom
clIy4dae, €CJId TUHK YK€ 3aperucTprupoBaH B KOMGI/IHaI_[I/II/I C IPYI'MMHU IMATATCIBHBIMUA MUKPOBJIEMEHTAMU U
BUTaMHHaMU, HOTpe6yeTCH €ro mnepeperucrpanus, Kak MOHO-IIpenapar IJisi NPpUMEHEHU IIPpU BEICHUUN
auapeu. Eciu obGe (bOpMLI, CHUpPOIT TWUHKA U TabIeTKN OWHKa, TOTCHIHWAJIbHO UMEIOTCI B HAJIHUYUU I
HCIOJB30BaHUA B CTPpaHE, B 9TOM ClIy4dac HOTpe6yeTC$I OTHCIbHAA PErucTpanusd KaxXKIoro Iipernapara.

Peructparust He OyaeT MMeTh BIUSHUS Ha MEXaHI3MBbI TTOCTABOK WII YPOBEHB UCTIOIH30BAHMS ITperapara,
TaK KaK TO HAXOMUTCS B 3aBUCMOCTH OT KaJIEHIAPHOIO TNIAaHUPOBAHUS WK KJIacCUDUKAIMN', UTO SBIISIETCS
IPYTAM peryJUpyOIUM IIPOUECcCOM. DTO OOBIYHO CJIeAyeT 3a IMOJUTUYECKUM pelIeHHeM U
PEKOMEHIAIIASIME TI0 OOTIeMy Kypcy JeUeHUs Truaper. PerncTparus B KauecTBe MEAUITITHCKOTO TIperraparta
HE O3HAYaeT, 4TO KCIOJb30BaHHUE IPOAYKTa SBISETCS 3alpellleHHbIM K INPUMEHEHHUIO B KIMHHMKAX
3IPaBOOXPAHEHUSI WU YTO OHO MOZKET OBITh JIOCTUTHYTO ITyTeM METUITMHCKHUX TIPSIIHCAHNI; [TUHK JIOIKEeH
TIPOXOANTH TaKyIO 3Ke MpOoIenypy MeXaHM3MOB IOCTaBKM, Kak u [IPC.

dapmaneBTUIeCKoe KaJeHIapHOe IUNIAHNPOBAHNE MM KiacCuMUKAIUS JOIKHBI ObITh yCTaHOBICHBI,
JUTSL TOTO YTOOBI OOECHEUNTh yCIOBUE, IPU KOTOPOM JIOCTYITHOCTh W HAJIMYKE IIMHKA B TOCYJAPCTBEHHBIX
Y YACTHBIX YYPEXKJEHUSX 3]paBOOXpAaHEHMS — alTeKkax, OOJbHMIIAX, JUCHAHCepax WM Mara3uHax, Tje
OCYIIIECTBIISIETCSI OTIIYCK JIEKaPCTBEHHBIX CPEICTB 0e3 pelenta, (hapMaleBTUYECKUX CKIajax WIH Y
TOPrOBIIEB XUMUUYECKUX IIperapaToOB — HAXOJUTCS B COOTBETCTBUU C HOBOM ITOIUTUKON 31 paBOOXPaHEHUSI.
Pexomenjryercst, 4TOOBI IIMHK MOCTABIISICS KaK IIPOIYKT, OTIIyCKaeMblIil 6e3 perernta, Harpumep kak [TPC,
IUISL TOTO YTOOBI OOJIETYATh €r0 JOCTYITHOCT BO BCEX TOUKAX COBITA JIEKAPCTBEHHBIX CPEICTB U YIy4LIUTh
€ro JOCTYIHOCTb.

4.2.1.2 IlepecMOTpP CIIHICKA OCHOBHBIX JIEKAPCTBEHHBIX CPEICTB

HoBble peKOMeHAIMY 10 KIMHUYECKOMY BEeIEHUIO TUapey CChUIAIOTCS Ha JIBa HOBBIX JIEKAPCTBEHHBIX
CpelicTBa, KOTOPBIE B HACTOSIIINI MOMEHT IIePeYNCIICHBI B TUTIOBOM cicKe BO3 OCHOBHBIX JIeKapCTBEHHBIX
cpencts (COJIC) —

m  Hossui [TPC (ITPC co cauzkenHon ocModisipHocThio) (BkiItoueH B COJIC BO3 B 2003 r.)

m  Comnu nuaka (Bxirouersl B COJIC BO3 B 2005 1.)

Baxno o6HOBATH HanmoHaNbHBIA COJIC 115t BKIITOUSHUS IBYX IIEPEYMCISHHBIX BBIIIE TPOTYKTOB, TAK
kak COJIC cry>kuT IIyTeBOOUTEIEM IIPH BHIOOpE JIEKAPCTBEHHBIX IIPeIIapaToB IS HAIMOHAIBHON 3aKyIIKU
7 1isl pyKoBoAcTB cTtaHmapTHoro jedeHus (PCJI). B cBsi3m ¢ TeM, 4TO GOIBIITMHCTBO CTPAaH HE IIPUHSIIO
aBroMatrueckn HOBbIT COJIC BO3, nmepecmotpenusiit B Mapre 2005 T., moTpedyercst mojada 3asiBKU B
HamoHanbHBIM KoMuTeT COJIC mas pemieHusi Borpoca o BkItodyeHnu Hooro INPC m nwmaka. TowyHoe
ykazaHwue getaneit o cony nuHKa B COJIC sBisteTcst He 00s13aTebHbIM, HO BAXKHO YIIOMUHAHKE O COIePIKAHIN
ayieMeHTapHoro nuuka B 10 mr u 20 mr.

4.2.1.3 Ilepecmorp pykomojcTB 1o HMHTerpupoanHoMmy Benenuio bonesnern Jlerckoro
Bospacra mwim apyrux pykoBojacTB 1o craHgaptHomy iedeHuto (PCJI)

ITocie Toro, KaKk monUTHKAa ObLIa OmoOpeHa U omyoaukoBaHa, Bce PCJI HOMKHEI OBITh HE3aMeIIUTEIIHHO
nepecmoTtpenbl. Hobie PCJI OynyT cocTaBisiTh OCHOBY IIpH ITofayue TPeOGOBAaHUS O BKIIOYEHUU ITMHKA K
Hosoro ITPC B COHC, a TaK>Ke IMPpU COCTABJICHUHN KAJICHIAPHOTO INTAaHUPOBaHM S IIPOLAYKTOB B COOTBETCTBUN
C YPOBHSIMU pacCIpelelIeHNs], YCTAHOBIEHHBIMU IIPOIPAMMOM.

' 370 03Ha4aeT NpaBOBOV CTATYC NEKapCTBEHHOr0 NpenapaTa, HanpUMep NeKapCTBEHHOE CPELCTBO, OTNYCKaemMoe TOMbKO Mo

peuenTy, unv BespeuenTypHOe NekapcTBEHHOE CPeLCTBO.
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Iocne oonoBnenust PCJI HeoO6xomuMo cpady pa3paboTaTh CTpaTerwy 1Mo WHMOPMaINU-00pa30BaHUIO-
kommyHuKanuu (MOK) nist o6ecrieueHust Toro, YTo0bl pabOTHUKAM 31paBOOXPaHEHUs Ha KasKIOM yPOBHE
TOCYIapCTBEHHBIX W YACTHBIX YUYpPEXKIEHWN, a TaKXKe WIeHaAM OOIIecTBa IPEICTaBISIACh WICHTUIHAS
nHbopMmanus.

Bo MHOrux cTpaHax pyKoBOJCTBaMU 110 cTaHfapTHOMY Jeueruto (PCJI) nisg metert 1o MATH JeT SBISIOTCS
pykoBojicTBa 10 MHTerpmpoBaHHOMY BejleHUIO Ooje3Hen nerckoro Bospacta (MBBIB). IlosTomy
HaloHabHbIe pyKoBogcTBa VIBBIIB 0MKHBI OBITH IEPECMOTPEHBI JJIST BRITFOUEHUST KaK HOBOW (DOPMYITbI
ITPC, Tak v OMHKA JJIs JIeUueHusT Tuapen. Takon mepecMoTp JIJIsl HOBBIX o0mux pykoBojcTB UBBJIB 6611
yxe cnenan BO3/IOHUCE®. Ecnu umerorcs apyrue PCJI, pykoBoncTBa IUIsi MeIpabOTHUKOB, yYeOHbIE
IIAaHBI UJIM CIIPABOYHUKHU WU IPyTrUe TOKYMEHTBI, OTHOCSIIIAECS K JEUSHUIO TUapeu y IeTen 10 ISITH JeT,
- BCE OHM HYXKJIAIOTCS B IlepecMoTpe. JIJIsi HEKOTOPBIX M3 BTUX MaTepUaIOB Oy GIIMKOBaHUE COBEPILICHHO
HOBBIX JOKYMEHTOB Cpa3y K€ I10CJIe IIPUHSATHUS HOBBIX PEKOMEHIAIMNI MOXKET OKa3aThCs HEBO3MOXKHBIM
73-3a CTONMOCTH. B 3TOM cilydae CTpaHBI MOTYT M30paTh OIyOJIMKOBAaHWE MOMOIHEHWS IS 3aMEHBI
pasmerna 1o guapee B OpUTHHAJe PYKOBOICTBA, NIPUHUMAasi BO BHMMAaHHE TO OOCTOSTEIbCTBO, UTO IS
3aBepILEHUs JTOKyMEHTa MOTpedyeTcst OT Tpex IO IIECTH MecsleB M, KpoMe TOro, BpeMsl Ha MX IevaTh U
Ty OIIMKAA0. DTU (HAKTOPBI, TaK JKe KaK U HAJIMYHAEe ITPOLYKTa, TOJIKHBI IPUHIMATHCS BO BHIMAaHUE TIPU
IIJTAHUPOBAaHUM PACIPOCTPAaHEHMS! PYKOBOJCTBA, a TaKXKe NP 00yYEHUN W KOHTPOJIEe MeIpaGOTHUKOB.

Kpome TOro, HoBasi NMONHUTHKA JIEUEHUs AMaped AOJIKHA NPUHAMAThCSI BO BHUMAaHME B IIpoLiecce:
pa3paboTK¥ paGovYMX BCIIOMOTATENbHBIX CPEJCTB B COOTBETCTBUU C TUIIOM MEIUIIMHCKOTO pabOTHUKA U
YPOBHEM yXOJa, PEBU3NHU CYIIECTBYIOIINX PaOOYMX BCIOMOIAaTENbHBIX CPEACTB IO AHapee, pa3paboTKU U
IIepecMOTpa MEXaHN3MOB IT0 HaOJIIOEHUI0, MOHUTOPUHTY M OLIEHKE.

4.2.14 O0yyeHHMe W KOHTPOIb MeTUIMHCKUX PadOTHUKOB

s pacrpoctpaHeHus nepecMorpeHHbIX PCJI HeoO6XomnMo pa3paboTaTh IIaH, KOTOPHIM ObI BKIIOYAI
PYKOBOZCTBA AJIs FOCYIAPCTBEHHOIO U YaCTHOI'O CEKTOPOB, U aKTUBU3AIUIO UIIU/1 00ydyeHre MeIpabOTHUKOB
000MX CEeKTOpPOB. YueOHbIN IIaH U Matepuaisl o VIBBIB Heo6XonrMo mepecMoTpeTh TaKUM 00pas3oM,
YTOOBI OHU OTpaxalyd U3MEHEHUS! PyKOBOJCTBA.

OO0yueHne/aKTUBH3ALUS IeSITEIBHOCTH CPEAX MEAULIMHCKIX PaOOTHUKOB 10 IpUMeHeHuo HoBoro ITPC
7 10GaBIICHHUIO IMHKA IIPH JICUYSHNN JTHUapey JOJKHBI OBITh ITPOBEIECHBI B TEUCHIE KOPOTKOT'O BPEMEHH 1 10
TOTrO, KaK IIMHK OyAET JOCTYIIEH Ha ypOBHE YUpeXXIeHM! 31paBooxpaHeHus. I[IpoBeneHue oOyueHUS Ha
CIIMILIKOM PaHHEM 3Talle MOXKeT MMEeTh HeraTUBHBbIEC pe3ynbTaThl. Harmpumep, IOCTaBIIMKU yCIyT MOTYT
HayaTh PEKOMEHJ0BAaTh HOBOE JIEYEHHE IO TOTr0, KaK OHO OyIeT ITOCTYIHO W/WIM OHM MOTYT 3a0bITh
OCHOBHBIE TEMBbI, ITOJYEPKHYThIE B XOfe OOydeHHs, K MOMEHTY, KOTJia JIeKapCTBEHHbIE CPEelcTBa OymyT
nMeTbcsl B Hanmuuu. [IpoBemeHue e OOy4eHUS IIOCIE IOSIBICHUS NPOLYKTa B YUYPEKICHHUIX MOXKET
03HAYaTh, YTO MEIPaOOTHUKHY YK€ PAa3BHUIIN IIPUBBIYKY IO HEMPABIIIBHOMY IPUMEHEHHIO IIMHKA.

ITiran 1o pacnpocTpaHEeHNIO HOBBIX PEKOMEHIAIMH 110 BeIECHHIO THAper CpeIi MEAUIIMHCKUX PAOOTHUKOB
7 OOy4YeHHIO MX NMPUMEHEHHIO JOJKEH pa3pabaThIBaThCs C YUETOM CIEIyIOIINX BOIpocoB. bByner jm
PE3epBHBIN COCTaB TPEeHEpOB Al oOydyeHHs Oymyinux TpeHepoB? Ha kakom yposue? Wnwm oGydeHue
OyIeT IPOBOIUTDH Pe3epBHBIN COCTAB TPEHEPOB LEHTPAIBHOTO MIIM PErHOHANBHOTO ypoBHA? BaxkHo GymeT
COXpaHSTh U FapaHTHPOBATh KAYECTBO OOYUCHUS Ha BCEM IPOTSKEHUH CHCTEMbI, HAIPIMep oOecIieueHue
TOrO, YTOOBI HEKOTOpbIe TPEeHephl M3 pe3epBa NPUHUMAIM Y4YacTHE HA BCeX ypPOBHSX oOydeHus. [lpu
IUTAHUPOBAHUH YYeOHBIX 3aHITHN 00ecleYbTe TapaHTHIO TOrO, YTOOb! (DMHAHCUPOBAHUE DTOH JeSTEIHHOCTH
OBLTO TOCTYITHO Ha PAallOHHOM YPOBHE 32 CUET BKIIIOYEHUS (PMHAHCUPOBAHUS B IIMKJI PAOHHOTO OIOIZKETHOTO
IIJIAHUPOBAHUS UITU MIyTEM OIIpeJelIeHNs] BHEIITHUX PECypPCOB.

PabGoune BcrioMoraTeabHbIE CpeIcTBa 1N y‘Ie6HBIe MaTe€puajbl JOJIXKHDBI OBITh pa3pa60TaHLI 1 ITOJI2KHBI
HpOI;ITI/I IIOJIEBBIC MHCIIBITAHUA. ,]IOHOJIHI/ITCJILHO, BO3MOZKHO, 6y,I[€T H606XO,D;I/IMO pa3pa60TaTL
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MH)OPMAaIMOHHBIE KOMIUIEKTHI JJIsI OTAEIBHBIX TPy TPOdheCcCHOHANBHBIX PAOOTHUKOB (HAIIpUMED, IS
IeMaTpoB, MepcoHalla MEIUIIMHCKOTO IeHTpa M T.1.). KaKIbIil KOMIUIEKT NOJKEH OBITh HaIleJeH Ha
COOTBETCTBYIOIINI ypOBeHb. B YacTHOCTH, IJIS TIepcoHaNla 6oJiee BRICOKOTO YPOBHS, BEPOSTHO, yUSOHBIX
3aHIATHH OyIeT HeJOCTaTOYHO, YTOOBI yOSIUTh MX HMCIIOIb30BAaTh HAa MPAKTHKE HOBbIE PEKOMEHIAINH 10
JleueHNIo nuapen. IIporaraHma W paclpocTpaHEeHHe TOKa3aTeJIbHBIX MaTepHaJloB yepe3 TaKhe KaHallbl,
KaK OIOJJeTeHW W TpodeccuoHalbHbIe OpraHM3alWd, MOTpeOyIoTCS Ha paHHEM dTalle Ipoliecca
MIOJIUTUYECKOTO PEIIeHUsI JJIsT YO KIeHHST BasKHBIX 3aMHTEPECOBAHHBIX CTOPOH.

B jmomoTHeHrE K MeIpabOTHIKAM YUPEXKICHUH, palOHHbIE U PETUOHAIBHBIE TPYIIIIBI U TIEIUATPBI, THOObIC
0O0IIIeCTBEHHbIE MEIMIIMHCKIE pa0OTHUKHU, obeclevnBaroIiue jeueHue ¢ nomoipo [IPC B oOiiecTse,
IOJKHBI ObITH MHGOPMUPOBAHBI U 00ydYeHbI puMeHeHut0 HoBoro ITPC, a Takke 03¢ U MPUMEHEHUIO
[IMHKA. DTHU OOILIECTBEHHbIE PAOOTHUKH OYIyT UIPATh POJIb B OOYUESHHUH JIHII ITO yXOMy 3a OONBHBIMU TIPU
BEJICHUN TWaped B JOMAIITHUX YCIIOBHUSIX.

ITocie oOyueHUs] MeapaGOTHUKOB WIIM TNPEILOCTABICHUS UM HOBBIX PEKOMEHAALMI HOTPEeOYyIOTCS
HEKOTOpble (GOPMBI CIIEXKEHUs, TaKMe KaK PeTPOCHEKTHBHBIN aHAIM3 IPEANMCAHHBIX MPAKTUK HIU
HaOJII0IeHre BO BpeMsI KOHCYIIbTaui. Ham3op JMOIKeH TakKe BKII0YaTh B ce0sl HOBbIE PEKOMEHIAIIHH.

4.2.1.5 Crparerun mo wHOOpMAOUHA-00PaA30BAHUIO-KOMMYHHUKAITAT

Peanmu3ariysi HOBBIX peKOMEHJIAIIMH 110 BEJICHUIO Jraper, OCOOEHHO TeX, YTO BHEIPSIIOT JIeYeHUe, B KOTOPOM
TTOCTABIIUKH YCIYT ¥ B OCOOSHHOCTH IMMAIIAEHTHI MMEIOT HEOOJIBIIION OITBIT WIIA BOBCE €r0 He NMEIOT, TpeOyeT
3HAYUTEIHHOI'O IIAHUPOBAHUST B OOJIACTH CTpaTETHH IT0 U3MEHEHUIO TIOBEICHNUS ¥ IIOCTPOSHUIO TTOTEHITHATIA
Ha BcexX ypoBHsiX. OCBEOMIIEHHOCTh OOIIECTBA O HOBBIX PEKOMEHMALIMSIX JOJIKHA OBITh TOBBIIIEHA C
WCTIONIb30BaHUEM pPa3HOOOPa3HBIX ITOIXOINOB, BKIIOYAs IeYaTh, CPEICTBAa MAacCOBON WHMOpPMAIIHH,
MEKJIMYHOCTHOE OOIIIeHUe U TaK Janee. Hambollee 3HAUUTEITLHOM SIBIISIETCS KOOPIMHAIIVST DTUX KaMIIaHUI
C aKTUBH3aIMel/00yYeHueM MeIpabOTHUKOB TI0 HOBBIM PEKOMEHAIUSIM JIJIsi FAPAHTUU IOy YEeHUST BCEMHU
OIHOW W ToW ke WHbopMamuu. Bo3zmMokHO, TTOTpeOyeTcs MpoBeNeHNe HEKOTOPHIX (hOpMaTHBHBIX
VICCIIEIOBAHMM JIJIsI HATIPABICHUS IIPU Pa3pabOTKe COOOIIEHNN M CTPATeTHH JJIsI EIeBhIX JIUL 10 YXOIy.
Oco6oe BHUMaHHE TOIKHO OBITh yAEIeHO BOIPOCaM MPUBEPKEHHOCTH U CIOCO0aM MOOIIPEHUS JIHI 110
YXOIy K TPONOJIKEHUIO JIeUeHUsI ¢ TOMOIIbI0 nwHKa B TeueHne 10-14 maew, Torma kak ITPC o6br4HO
JaeTcsl TONbKO B TEUYGHWE NBYX IHEH, BPEMEHM, K KOTOPOMY peOEHOK MOXKET He MMeTh yBeIWYeHUe
KOJIMYECTBA BBIJIETSIEMbIX DKCKpeMeHTOB. OUeHb Ba*KHBIM SIBJISIETCS TUIAH peau3alldd, COCTOSIIIAN W3
THIIOB CTPATETUH, IEJEBBIX TPYIIT U BpeMeHHAs COTTACOBAHHOCTh MHTEPBEHITHM.

IokyMeHT 1oy Ha3BaHUeM BHegperue yurka @ Ilpocpamme no 6opwvoe ¢ guapeeii: Yue oHoe nocooue
no nposegeHuro hopmaTucHoeo uccregoaanus B pegakuumu n-pa Mark Nichter, n-pa Cecilia S. Acuin u
r xu Alberta Vargas GbLI BBIIYIIEH B TOMOIIL TIPU Pa3pabOTKe U OI[EHKe COOOIIEHHUH 1O MTPOABUKEHHIO
IO0AaBKM [MHKA TPU JICYEHUU JMAapPEVHbIX 3a00JieBaHUNA. OTOT JOKYMEHT MOCTYIEH W pa3MelleH Ha
ciaemyromeM BeO-camTe: http://www.inclentrust.org/downloads/zinc_manual_02_21_05.doc, a Takxke
pitoueH B CJI-IIuck.

Hexkoropeimu npumepamu ctpateruii MOK ninm matepuanioB ISl BHEJIPEHUS JEUEHUS MIPU MOMOIIU
[IWHKA SBISIOTCS —

m  Bpoirfops! 151 OOIIECTBEHHBIX JIUIEPOB

®  VHCTPYKINH IS UL IO YXOIY

m  JIporpamMmbl Ha paguo, TEIEBUICHHM W HAa APYTUX KaHAJaX CPEACTB MaccoBOM HHMOpMauu
(HaripuMep, peKIaMHBIX IITUTaX)

B AyInMoKacceThl A yUpeKICHUN 3MpaBOOXpaHEHUS, PHIHKOB, IPYTUX OOIIIECTBEHHBIX MEPOIIPUSATUI

Bonpochl Mpu peanu3aumnm HOBbIX peKoMeHOaLunii
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®  BkioveHHe COOOLIEHWN OTHOCUTENIHHO HOBBIX PEKOMEHIAIWM IO BEJEHUIO IAUapeu B
CYILIECTBYIOIIUE IPOrPaMMBbI ¥ KOMIUIEKTHI IO KOMMYHHUKAIIUSIM B 3JpaBOOXpaHEHNHU (HalpuMep,
NBBJIB, rpynHOE BcKapMIIMBaHME, OOaBKa BUTAMIHA A)

m  PaGoume BcrioMoraTeJbHbIe CPeICcTBa (HalprMep, JEKITMOHHbIE IIaKaThl, KOHCYJIBTHPYIOIIIE KapThl
IUTsL MeIpabOTHUKOB, MHCTPYKTUPYIOIIKE JIUI] [0 YXOIy B TPyIIax WM WHIVBUILYAIbHO)

m  Jlmakater

m  lcnomp3oBanue “mobenuTesert” cpeny HepopMaTbHBIX IHIEPOB (CIIOPT, UCKYCCTBO, WU IESITeIN
cpencTB WHGOPMAITAU, TIOTUTUKH)

4.2.2 PaccmoTpeHve orepaTuBHbIX BOMPOCOB

4.2.2.1 3amena craporo IIPC

CTpaHbI MOTYT BOCIPUHUMATh C HEOXOTON M3MEHEHHS B JICUSHUH, KOTJa UMeeTCs OOJIBIIOe KOIMYECTBO
ITPC co crapont dopmynon. Ecnu nepexoxn Ha HOBbIM [IPC He GbLI cuenaH, MOJKHA OBbITH IIPOBEEHA
TouHas oreHKa 3amaca [IPC co crapoit ¢opmymon Kak 4YacTh IUTaHA IO 3aMeHe, W OyIyIIue 3aKyIKu
JOIKHBI OBITH YPEryJIMPOBaHbI TAKUM 00pa3oM, YTOOBI B CUCTEMe He 00pa30BhIBAIUCH OOINBIIINE 3aIlachl
craporl hbopMyJIbl, KOra IPOU30NUIET IIEPEXOl Ha HOBYIO (hOpMyIly.

IanHble 0 KoimuecTBe 3akazaHHOrO [TPC MoryT ObITh MOJYy4YeHBI M3 LEHTPAIbHOIO MEIHUIIMHCKOTO
XpaHUIUINA, PAlOHHBIX CKJIAJOB W MENWIIMHCKUX YUYPEXKICHHH IIyTeM NHCbMEHHOI'O 3arpoca OT
odbuIINaTbHBIX BIacTel. ATEHTCTBO 110 3aKyIIKaM OOBIYHO OyJeT B Kypce o ro6oMm 3akase ITPC, koTopsrit
ele He MPUObLI Ha IEHTPAIbHbBIE CKIATIbI.

Taxk kaxk ctapsiit [IPC He sSIBIIsieTCsT OITaCHBIM ISl IPUMEHEHUsI, TO U3bIMATh €r0 3allachl HE00S3aTeIbHO.
DTO MPOCTO OTHOCUTCS K BOIIPOCY IuTaHUpoBaHusI 1o BHeapeHuto [TPC takum o6pa3om, 4ToGbI 06a IIPOLyKTa
He HaXOIWJINCH B OOPAIIeHNH OMHOBPEMEHHO. DTO HEOOXOTUMO He M3-3a KaKOTO-IN00 OTIINYHS B criocobe
npuMmenenust Hosoro IIPC, a Toiabko mist M36GeXXaHWs IyTaHWIIBI, BHI3BAHHOW HEMHOTO pPa3IMYHBIMHU
MIPEICTAaBJICHUSIMH CPeIi MeIpabOTHUKOB U, YTO OoJiee BaXKHO, - CPeIU JIMII IO yxomy. Hamwmuwme craporo
ITPC He mOIKHO CIYKUTh MPETSITCTBIEM K BBEICHHUIO JOOABKH ITITHKA.

4.2.2.2 IInaH 10 BBEIEHUIO JeUYeHUS C MPUMEHEHUEM ITUHKA

HoBasg moaumTuka MOXKeET p€alin30BbIBATHCA J'II/I60 IIyTEM IIODTAIIHOI'O IIPUMEHEHUS, J'II/I6O IIyTeéM
HEMEIJICHHOTO MaCCOBOI'O BHEAPEHU A CTPAHOBOTO Macrmraoa. H.HaHI/IpOBaHI/Ie 3TOr0 KOMIIOHEHTA 3aBUCUT
oT BI)I6paHHOI‘O BapuaHTa. ITosTamHas peanmm3anys MOXKET 6I)ITI) FCOI‘pa(bPI‘lCCKOﬁ, C HCKOTOPbIMU O6HaCTHMI/I
Nin paI;IOHaMI/I, I/I36paHHbIMI/I JJIST paHHET'O UCIIOJTHEHM ST, MJIN OHA MO2KET OCYIIECTBIIATHCS COTJIACHO YPOBHSIM
CHUCTEMBI 3PaBOOXPAHCHMs, T'I€ HEKOTOPBIC YPOBHHU CHUCTEMBI 3IPaBOOXPAHECHUS BbI6paHLI T ooitee
paHHEN peajn3alyu.

IIpenmy1iniecTBa MO®TATHON pealn3alliy BKIIOYAIOT

] Boiree Hm3kme CTapTOBBIC LCHEI ITPU peain3alinu

L} Bo3MOXKHOCTE HCTIBITATh CTpaTETruu peajin3aliuy, OIPEHCIINTD 1 CKOPPEKTUPOBATH TM00bIe HpO6J'IeMI)I
C MaT€puajlaMu UJIX METOdaMu

m  [loHrMaHUe HOBBIX PEKOMEHAALINI B yUPEXKAECHUSIX 3IpaBOOXPAHEHUST MOXKET MOHUTOPUPOBATHCS
W MOJENVPOBAThCS, TAKUM OOpPa3oM II03BOIISIS JIydllle IIPOTHO3WPOBaTh moTpedHocTh B ITPC 1
LIMHKE

Peanusauua HOBbIX peKOMeH,D,aLI,I/II;I Mo KNMHMYEeCKOMy BedeHUI0 Ounapen



C 1ipyTroii CTOPOHBI, pealu3alys IUIaHa B OOIIeHAIIMOHAIEHOM MaciuTabe TpeOyeT GONBIINX HadalbHbIX

3aTpaT, XOpOLLero npeBaputenbHoro TectrupoBanust MOK u y4eOHBIX MaTepHaJIoOB, U Jy4Iler KOOPIHHAIIII

BCEX MEPONPUSITUH IJIsl OOecIieueH s yCIexa peaTn3alny.

4.2.2.3 IlporHo3mpoBaHIe ITOTPEOHOCTEN W OIIpelieIeHNe KOJIMYecTBa

HpOI‘HO3 HOTPC6HOCTCI;I U pacyueT KOJIMYCCTBA PAa3JIMYAIOTCA. HpOI‘HO?: HOTpe6HOCTefI OCHOBBIBACTCA Ha

TeOpeTI/I‘{eCKOI;I HaILO6HOCTI/I, qacTo BLITCKaIOHlefI us3 HepCHeKTI/IBHOﬁ OILICHKHA HOTpe6J’IeHI/IH, TOorJa Kak

ompefielieHe KOIMYECTBa - DTO Oollee TOYHAS OIeHKa TOTO, YTO
TpebyeTcsi, ocHOBaHHAsl Ha (aKTUUyecKoM KodbdunueHnTe
WCTIOJIb30BaHUS ¥ CEPBUCHOIO TPUMEHEHN ST UITA MOJIEIIH TIOTPEOICHUS,

a Tak:Ke OIoJKeTe.

KiroueBble BOIIPOCHI IIPY COCTABIEHUH IIPOTHO3a IIEPEUHCICHBI B
Pamrke 5.

HepBOHa‘{aHBHBIM IIaroM SBJIISIETCA OIPENCIICHUE TOTO, HEJIaCTCs
JIn IIPpOTHO3 HOTpCﬁHOCTeI;I TOJIBKO IJIsI CE€TU TOCYyNapCTBEHHOI'O
CECKTOpa MUJIN TaK2XKeE IJIsI YaCTHOI'O CEKTOopa. CyH_[CCTByeT HECKOJIbKO
Pa3iInUYIHBIX METOMOB HIJIsI COCTABJICHUS IIPOTHO3A HOTpC6HOCTeI;I,
BKJIIO4Yasd METOJbl, OCHOBAaHHBIC Ha l'IOTpe6J'IeHI/II/I7 U METOIbI,
OCHOBaHHBIE Ha 3a00JI€BAEMOCTH.

st TIPC B KauecTBe OTIIPaBHOM TOYKH MOTYT OBITh UCIIOIb30BaHbI
METOJIbI, OCHOBaHHbBIE Ha IpOIUIOM moTpedneHnn. Co BpeMeHeM
9Ta OLEHKA MOXKET OBITh YCOBEPIIICHCTBOBAaHA, TaK KaK OXMIACTCS,
yT0 HOBBIN [IPC MOKeT GbITh JydIlle IPUHST AeTHbMU U JIULIAMU IO
YXOZY, 4YTO MOXKET IIPUBECTU K YBEIWUYEHUIO CIpOca.

OpHaKo B CiIy4ae ¢ IITHKOM TaHHBIE O TIPEAbIIyIIeM OTPeOIeHuN
OTCYTCTBYIOT, M TaKUM OOpPa3oM IOIXOISIIINM METOHOM IJIs
TIPOTHO3UPOBAHUS SIBIISICTCS. METOJI, OCHOBAaHHBIN Ha 3a00JICBAEMOCTH,
XOTsI OBbI B TeUSHHE TIepBBIX JeT peanu3anuu. [loxydeHne afeKBaTHBIX
TAHHBIX IO 3a00JIEBaEMOCTH MOXKET OBITh 3aTPYITHUTEIHLHBIM H3-3a
BO3MOKHBIX HETOYHOCTEeN B MHGOPMAIMOHHBIX CHCTEeMax
MeHenxXMeHTa 31apaBooxpaHerus (MCM3), um yacTo HamrydIas

Pamka 5 KntoueBbie Bonpocbl gna
paccMOTpPeHuA Mpu MPorHo3npoBaHUN
BEPOATHOW MOTPEOHOCTU LMHKa

- Kakoi meToa NnpumMeHAETCA B HacToALLEe
BpeEMA AnA nporHoavposaHua MNPC?

- Kakum OﬁpGSDM oBocHoBLIBalOTCA NpoOrHo3sl 1
Kak oBecnevnBaeTcA nonyveHue LaHHbIX?

- [lnaHupyeTcA nu anekBaTHLI PE3epBHLIA
3arnac Ha COOTBETCTBYIOLLIMX YPOBHAX?

- HenAalTcA nn napannesnbHele ycunua ona
HaunoHanbHomn 3aKynKu 1 rpaHToB
COOTBETCTBYHOLLUUM 06DBSOM
cornacoBaHHLMN?

- Kakoit meTon onpeneneHvAa Konu4ecTsa
ByneT “cnonb3oBaH Npy ONPefeneHny oLEeHKK
1 KaKoBbl FpaHULbl AaHHbIX?

- bBynet nu peanusauna UMeTb MUNOTHBINA
XapakTep C MOCeayLMM NoCTeneHHLIM
HapaLLMBaHWEM Ha BCEW TEPPUTOPUN CTPaHbl
unu peanuaauva ByneT NOBCEMECTHOM B
HauvoHansHom maclutabe?

- KakoBo oxwuaaemoe noHMMaHWe HOBOW
MOIMTUKM MO MPOLUECTBUMU ASIUTENbHOI0
BPEMEHWN BHYTPW KaxXA0ro y4pexneHua
3/ paBO0XpPaHEeHWA 1/ unu paoHa?

BO3MOXKHas! OLIEHKA JOJKHA IPOU3BOIUTHCS, NCXOJS U3 CYIIECTBYIOMNX JaHHBIX. J{OIKHO OBITH YeTKOE
IIOHMMaHue 00 MCTOYHUKE NAHHBIX IT0 3a00JIEBaeMOCTH W IOBEIEHHS NpU OOpaIlleHU! 3a JEeUSHHeM II0
moBoxy nuapen B crtpaHe. MCM3 0GBIYHO MPOM3BOTUT COOP JAHHBIX TOJNBKO M3 TOCYIAapCTBEHHBIX
YUpeKAeHNHN 3IpaBOOXpaHEHHUS, YTO, BO3MOXKHO, IIPUBOAUT K 3aHUKEHHOW KapTHHE OpeMeHH
3a00JIeBaEMOCTH JIMapeeil B CTpaHe.

OdveHb NPUOIUZUTENBHBIM METOJLOM IPOTHO3WPOBAHMS IOTPEOHOCTEN B LHMHKE IIPU OTCYTCTBUH
Hajyexaryx ganabix ICM3 siBiisiercst CBsI3bIBAHUE BO3MOXKHOM 1OoTpedHocTH ¢ 3akyrnkon [TPC uinu ero
pacrpesiesienueM B ob1iecTBe. Hampumep, eciii IpeIioIoKUTh, YTO MAIIMEHT C Auapeeit OyIeT UCTIONb30BaTh
B cpenHeM xBa naketuka [IPC, To notpebyercs 10-14 tabnerox nmHKa B fo3uposke 20 mr. Koneuno, aTo
OTrpaHUYMBaeTCsl TOUHOCTHIO paszfgauyu [IPC u, o Bcel BepOSTHOCTH, BKIIOYAET paclpefieieHre TOIbKO B
roCyJIapcTBeHHOM cekTope. OIHaKO B HEKOTOPBIX CTpaHaX B OONBIIMHCTBE CIy4YaeB HCIIOIB3YIOTCS
noMarrare Xugkoctu BMmecto [IPC, m mosTOoMy NporHO3 MOTPeOHOCTH B IMHKE, €CIM OCHOBaH Ha
norpe6iennu [TPC, MOKeT ObITh 3aHMKEH B CPABHEHUM C HACTOSIIIIUMU HYKIaMU.

Bonpochl Mpu peanu3aumnm HOBbIX peKoMeHOaLunii
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HpI/I COCTaBJICHUU ITPOTrHO3a HOTpe6HOCTGI;I B IMHKE PEKOMCHIOBaH KOMaHI[HI;IfI noaxXo/, IIpru KOTOPOM
3aUHTCPECOBAHHBIE CTOPOHBLI M3 OTJEIa JAETCKOro 3I0POBbI U NCM3 BoBIeKarOTCS JOIIOJITHUTEJIBHO K
TIepCoOHAITY MECHTPAJIBHBIX MCOIUIIMHCKUX CKJIIQIOB. B cliy4ae, e€ciin YaCTHBIN CEKTOp 6yJIeT BOBJICKATbLCA B
obecrieueHme ILO6aBKI/I IIMHKa, I'pyniia 3anHTEPECOBAaHHBIX CTOPOH JOJIZ2KHA OBITH pacuirnpeHa Il BKITOUYCHU A
ux HpC,H;CTaBI/ITeJICI;I, TaKUX KaK HalWOHAJbHAA aCCOIHAIlA TOProBUEB XMMHNYECKUX IIpEIIapaToB HIIN
paBHO3Ha4YHaA. DTO TO3BOJSIET BCEM BOBJIEYEHHBIM O6cy}KJIaTI) IIOTCHI MAJIbHBIC OIIHNOKHU npu
IIPOTHO3UPOBAHUU HAHHBIX U JOCTUTATH COTJIaCHs IIO JIy4dIIEMYy METOAY IMMPOTHO3MPOBAHMS.

[Tosranuas peamm3anusi UMEET INPEUMYIIECTBO BO3MOXKHOTO c60pa JaHHBIX, KOTOPBLIC AAar0T IIpaBO
TIPpOMU3BECTU JIYUIIYIO OLEHKY B OTHOIICHUU IIOHUMAHHNSA HOBBIX pCKOMCHII;aLII/II;I B YUYPEXKICHUSAX
3ApaBOOXpaHEHUS, YTO, B CBOIO OYEpPEHb, YJIyUIIa€T OUECHKY BepOﬂTHOﬁ HOTpeﬁHOCTI/I JO Hadvala
O6HICH3HI/IOH3HLHOI;I peaiin3anuu.

Tak Kak JieyeHue ¢ IPUMEHEeHNeM LIMHKA SIBJISIETCS. HOBBIM METOJIOM M UMEIOTCS CJIOXKHOCTH, CBSI3aHHbIE
C TNIPOTHO3MPOBAaHUEM IIOTPEOHOCTEN, BO3MOKHO, OYAET HEOOXOIMMO pa3paboTaTh MpPEIBapUTEIbHYIO
OIEHKY OyIyIIero crpoca Ha IIUHK IJIS TIOCTaBIIIUKOB, INTAHUPYIOIIAX CBOE IIPOM3BOJICTBO. DTa OIEHKa
JOJKHA OyJeT HelpepbIBHO aHAIW3MUPOBATHCS M IPHUBOIUTHCS B COOTBETCTBHE C ITOCTYIIAIOIIEH HOBOW
nHbOpMaImen.

B ILaJII:HeI;IHIeM, IIPOTHO3bI MOTYT OBITh UCITOJIb30BaHbI Ipu oNpeacii€cHN CTOMMOCTU HOTpe6HOCTeI;I u
IIpOBEIACHUN KOJIMYECTBEHHON OLICHKU II0 3aKyIIKe, OCHOBaHHOM Ha JOCTYITHOM 6IO,IL}K6T€ " HYyXKJIax
PE3EpPBHOIO 3araca. B cBsi3m ¢ ®TUM BaxXHO OIIPEHCIINTh Ha PAaHHEM BdTalle, KaKuM o6pa30M 6yJIeT
OCYHIECTBJISITHCA (bI/IHaHCI/IpOBaHI/Ie IIpy 3aKyIIKE€ NMHKA, — Y€pe3 MI/IHI/ICTepCTBO 3ApPaBOOXpAaHCHU S, YEPE3
JOHOPOB WM ITYTEM OXKHIACMOT'0 BKJIaJa 3a HAJIUYHBIE OT HOTpe6HT6JICﬁ, — YTOOBI BBIXICHUTH, KaKO€
6IO,]I}KCTHOC coyvacTtue 6yJICT HUMETHb MECTO B IIPOLECCE ONPEICIICHUSA KOJINYECTBA.

4.2.2.4 MecTHOE ITPOU3BOJCTBO
OO6cyXieHne B OTHOILIEHMH MECTHOTO ITPOou3BojicTBa oTHOcUTCs K [TPC 1 nmHKY.

Ecnu ITPC mpom3BoguTCST Ha MecTe, yJOCTOBEphTeCh, YTOOBI Iepexoj Ha HOBYIO (hOpMyIly AIUICS 10
TeX TOp, MOKa IIPOW3BOACTBO He OyIeT HallakKeHO B COOTBETCTBUHU C IPUHIUIAMHU TOOPOCOBECTHOTO
npousBoncTia (IIIIT). Ilmoxo mpomssenenubit [IPC MoxeT BhI3BaTh cepbe3HbIe pobiIeMbl. Hampumep,
B Cly4ae, eClli YacTUIIbI IIPU NPOU3BOJCTBE MMEIOT HEOJMHAKOBBIE pa3Mephl, yKIaAblBaHWE B IaKeThI
MOKeT TIPUBECTH K 0Oojiee BHICOKOW KOHIICHTPALIMM OIHOTO W3 MHTPENMEeHTOB. B ciyuae, ecim Bce
CoIep:KMMOe TaKeTa He N0OaBJIeHO B BOLY [IJIs pa30aBicHUS, TOBBINICHHAS KOHIEHTPAIWS Kallds
TIOTEHITMAIBHO MOXKET OKa3aThCsl CMepTeNbHOM. [103ToMy JJIsl JOCTUKEHMS TapaHTUH NIPOIYKTa BBICILIETO
KavecTBa OYeHBb BaxXKHO, YTOOBI MecTHOe Tpon3BoacTBo [TPC cooTBeTcTBOBamo cranmapram 1111, n kpome
TOro, YTo0BI cTaHmapThl [III1 O6bLTH B TOCTATOYHON Mepe MOHSITHI U MPHUIEPKUBATNCH U3TOTOBUTEIISIMH.
HenaBHO mepecMoTpeHHbIe pyKoBojcTBa 1o npousBojcTBy OPC nmerotcs B pacnopsixkenun B BO3/CAH,
a Takxke cogepxatcd Ha CII-Ilucke.

IToTeHIMaT MECTHOTO IIPOM3BOICTBA JJISI CHPOIOB LIMHKA W TAOJIETOK HEOOXOLUMO OLCHUTb. OTOT
IIPOLECC JOJIKEH BBIMONHATECS B COOTBeTCTBHM ¢ MoHorpadusmu Papmakonen CHIA u cranmapramu
ITOII. Eciu MecTHBIN NpOW3BOIUTENh HE MOXKET IPOU3BOIUTH COOTBETCTBYIOIIYIO (hopMyTy TabIeToK (C
HfieaIbHBIMU Ka4eCTBAMU JOCTATOYHON MacKHPOBKY BKyCa M JUCIIEPCHOCTH), TO, CKOpee BCEro, IOTpedyeTcst
BHEIIIHSST TIOMOIIIb.

B cirydae, ecii OTCYTCTBYET HOTEHITHAT MECTHOTO IIPOU3BOICTBA IMHKA WX YCIOBUSI IMIIOPTAPOBAHUS
CBHIPbS SIBJISFIOTCS HEOJIArONpPUSITHBIMU (HEKOTOPBIE CTPaHbl UMEIOT OYeHb BBHICOKWE HAIOTW Ha BBO3UMOE
CBIPbE), BOBHUKHET HEOOXOIMMOCTh B MeKIyHApOIHON 3aKyIlKe CHpOIa WM TabJeTOK IMHKa. TeMm He
MeHee, SBISIETCS BCe eIlleé BO3MOXKHBIM PacCMOTPETh MECTHBIE BO3MOXKHOCTH IJIS IIePeyIIaKOBKHU
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UMIIOPTUPYEMBIX TabJIETOK IOHUHKa, C TEM YTOOBI BKIIFOYUTH B YIIaKOBKY I/IHd)OpMaHI/I}O Ha MECTHOM A3bIKE,

i st ofecTieueHust TOoro, YTOOBI pasMep yIIaKOBKHU COOTBETCTBOBAJ ITIOJTHOMY KYPCY JICUCHUS. ,upyI‘I/IM

BapMaHTOM IJISI PACCMOTpPEHUS SIBIISICTCS “KOMILIEKT ISl BelleHUs auapen”, Tae maketuku [1PC u taGieTku

OUHKa paCd)aCOBaHLI BMECTE€ B IIPUBJICKATEJIbHYIO YIAKOBKY C JIETKO INPUMEHUMBbIMU HNHCTPYKIUSIMU.

I[IpuHUMasT BO BHMMaHWE, YTO B HEKOTOPBIX CTpaHax IOMAIITHHUE
KUIKOCTA 0Oojee IIUPOKO HCImoab3yroTcs, yem [IPC, m uto
Heo0e3BOXKeHHbIe neTH penko mnoaydaior [IPC, Heobxommmo c
OCTOPOKHOCTHIO TONOWTH K PAaCCMOTPEHHIO TOCJIeIHen
pexoMeHmanuu. Tem He MeHee, MIOOOW ciydyall OUapewu, C
00e3BOXKMBaHUEM U 03, JOJKEeH MOJIYYUTh UHK. KpaeyroiabHbIM
KaMHeM BeJleHHs ciyd4asi quapeu siisercs [IPC, u BaxXHO He CTaBUTh
JMONlel B TYIWK, MPUHYXKIAs JWI, YXaXKWBAIOIOUX 3a OOJBHBIM,
MIOKYTIaTh HAabOp, TOTJa KaK BCE, YTO UM HEOOXOAHMMO - DTO IIMHK.

4.2.2.5 3akynka

“DddexTUBHBIN Ipolecc 3aKyNKH O00eCHeYNBaeT HOCTYIHOCTH
HaJJleXXalluX JeKapCTBEHHBIX IIpenapaToB, B HaaJeXallux
KOJIMYECTBAX, II0 Pa3yMHBIM [IEHaM ¥ OOIIEIIPH3HAHHBIM CTaHIapTaM
kavyectBa”'. KirodyeBbie BOIIPOCHI, KOTOPbIe HEOOXOIMMO 33a1aTh IIPH
pa3paboTKe NiaHa 1Mo 3akynkam just HoBoro IIPC m mumHKa,
repevncieHsl B Pamke 6.

Yacto (baKTI/I‘{eCKaH 3aKyIika " d)HHaHCI/IpOBaHI/Ie 3aKynKun
BO3HUKAIOT B PAa3JINYHBIX HeTIapTaMEHTaxX WU MUHUCTEPCTBaxX HUIIN
IIpyn y4yaCcTuM HOHOPOB. Ectp HCO6XOIH/IMOCTI> B KOOpAWHAIIUU
MepOHpI/IHTI/Iﬁ JJIST TOCTHU2KEHU ST CUHXPOHU3AalI MEKIY (bPIH&HCOBOI?I
IeATCIbHOCTBIO 1 Tpe6OBaHI/IHMI/I 3aKyIIOYHOTO ITUKJIA.

Itst peanu3anuy HOBOM TOJIUTHKY, KOTOPast O0ObEIMHSIET HOBBIN
IIPC n umHEK A JeYeHns Traper, HeoOXOIUMO pa3paboTaTh INIaH
[0 3aKyNKaM, KOTOPBIM Obl YUYHUTBHIBANl CTPATETHIO pacIpelelleHus
(BKITIOYAsl TOCYJAapCTBEHHBIN M YacTHBIN cekTop). W nmuK, u [TPC
IOJIKHBI OBITH BKIIFOUCHBI B TUTaH. XOTS IIUHK Ha HAYaJTHHOU CTAIIHI
SIBIISIETCSI HOBBIM NIPOXYKTOM, IutaH jist HoBoro IIPC nmomken
IIPUHAMATH BO BHUMAaHUe IIEPUOJ] OCBOCHMS HOBOM IPOTYKIIHH, CPOKHI
MIOCTaBOK?, U ypoBeHb 3amaca u norpebienus ITPC.

Pamka 6 KnroueBbie Bonpochl npu
3akynke HoBoro NPC v uuHka

- Kakue cyLlecTsyioT npouenyps 1/ vnm
CUCTEMB ANA YNPaBNeHWA NPOLECCOM 3aKymnkn?

- Kakol T1n 3aKkyrnku CyLLECTBYET:
LeHTpan1MaoBaHHb (06 beanHeHHbIR) nnm
L0EeLEHTPan1M30BaHHbIN?

- fBnAeTcA nv cucTema Npo3paqvHon u
athpdhekTMBHON?

- Kakue umelnTcA neHexxHsle cpencTsa anAa
1ncnonb3oBaHuA nNpu 3akynke Hosoro MPC n
unHka?

- CyLluecTBYET MM MECTHBIA UCTOYHWMK HOBOMO
MPC v/vnn umHKa nnu oHu BynyT
MMMNOPTMPOBATHLCA?

- KakoBa oxuipaemas NPpoOLOMIKXUTENbHOCTb
3aKymo4HOro uvkna oT MoMeHTa Buibopa
npoaykTa Ao ero npubbTua?

- YcTaHOBMEHH N HanaXeHHbe CUCTEMb ANA
MOHUTOPUHra paBoTel NOCTaBLUMKE U
OCYLLIECTBMIEHWA 3aKYMO4HbIX KOHTPaKTOB?

- YcTaHoBneHa nv cuctema obecneverHun
Ka4ecTBa B 3aKyno4HOM NpPOLECCE
(npexBanudmkauma NOCTaBLUMKOB,
NPVHY>XAEHWE K BHIMOMHEHWID TpeBoBaHwWi
craHpaptos XM, v 1.4.)?

- EcTb n1 HeobxonumocTb B NepeynakoBke
npoayKTa, v ecnu na, To KTo ato Bynet nenatb?

- EcTb nu HeoBxoovmocTb B pactacoske
NnpoaykTa 3apaHee, 1 ecnv a, To KTo 370
ByneT BHMNONHATL?

DTOT mJIaH IO 3aKylKaM JOJIZKCH TaK2Ke BKJIIIOYaTh I/IH(i)OpMaHI/IIO 10 METONY 3aKyIIKH, KOTOpBII;I 6yneT

HCIIOJIB30BAThECs, TO €CTh, UCIIOJIb30BAHNEC 6o OTKPBITOI'O TEHIAEPA, O'PaHNYCHHOI'O TEHICPA, IEPETOBOPOB

KOHKYPEHTHOT'O XapaKTepa, MU IIPsSIMOM 3aKylKHU. [leTanrbHoe 06Cy3KIeHNe IPEUMYILECTB U HeJOCTATKOB

3THUX METOJOB MOZKET OBITh HaﬁHGHO B pPECYypPCHBIX pyKOBO,I[CTBaXl. O,ILHaKO HAJI1 JOCTUZKECHU S JIYUIINX

II€H, KaK IIpaBUJIO, PEKOMEHIOYETCA KOHKYPEHTHasl 3aKyIIKa, XOTsI OTPAHUYCHHOE YUCJIO ITOCTABIIMKOB

IIMHKA B 5TO BPpEMS MOZKET O3HA4YaTh, YTO IIEHOBOE NNPEUMYIIIECTBO HE BCETAA NOCTUXKINMO. B 3aBucumocTu

OT UCTOYHUKOB CbI/IHaHCI/IpOBaHI/ISI, B ClIy4yae, €CJIn IUHK 3aperucCTpupoBaH B CTPaHE KaK JIEKAaPCTBEHHOE

" Hay4Hbit MeHenXmMeHT B 3apaBooxpaHeHun u BcemupHana opranmnsaumna sgpasooxpaHedud. 1997 ron. O6ecnedvenwve

nekapcTBeHHoro cHabxenua: OTBop, sakynka, pacnpeneneHue, n Cnonb3oBaHe apmMaLleBTU4eckMx cpeacTs. BTopoe

nanarHue. Xaptdopa, KT: Viapatensctso “KymapwmaH”.

2 BDEMH MeXay 3aka3oM NpoaykTa n BpemMsd, Koraa rnpoaykT AoCcTyrneH ona npuMeHeHna B MeIdUUMHCKUX yYpexXaeHnAax.
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CpencTBO, OyIeT HeOOXOIUMO 3aKyTaTh (hOPMY IIMHKA, KOTOPBIH POU3BOIUTCS TIOCTABIIIMKOM, ITPOLLIEIIITIM
TIPEeIBAPUTEIHHYIO OIICHKY Ha COOTBeTCTBHE TexHIMUYecKUM yciaoBusM IOHVCE®, nnm KoTopsIi, IO KpaiHen
Mepe, mpou3BelieH o dapmauepTudyeckuM crangaptam [III1. Bo Bpemst Hanucanust OHUCE® naxogurcs
B IIpollecce OIpefieieHns] KBaduUIIMPOBAaHHBIX TOCTABINMKOB muHKa. Otnen moctaBok IOHUCE®D
paccMaTpuBaeT HECKOJIBKO MEKIYHAPOLHBIX IIPOU3BOAUTENIEN U HAXOLUTCS B OKUAAHUU UX COOTBETCTBUS
cragmaptam npekBamuduranmn FOHUCE®. IIpemnonaraetcs, uTto K cepequue 2006 r. KOHUCE® 6ymer
MMEeTh YCTaHOBIEHHBIX M IPOMIISNIINX MPeKBaTuMHUIINIO IOCTABIIUKOB U YTO CTPaHBl CMOTYT 3aKyIlaTh
nuHK yepe3 FOHMUCE®.

Peliennst o ymakoBKe IIMHKA TOJKHBI IPUHUMATELCS B CIIyYae, eCIM yCTAHOBJIEHO, YTO 3aKyITOYHBIN
IIPOIYKT He pachacoBaH COOTBETCTBYIOIIMM 00pa3oM (B yIIaKOBKE, COIEpKAaIlel IMOIHYIO 103Y) WU eCIIU
TpebyeTcsi KomOnHUpoBaHHas yrakoBka OPC ¢ Ta6ierkamu OIMHKa. B »TOM ciryyae OymeT HEOOXOIUMO
OIIpeNesnTh (hUPMy Uil BBIIONHCHUS IEPeylHaKoBKH. ECIM IWHK 3aKymaeTcsl Il paclpelelieHUs B
rOCyJapCTBEHHOM U YaCTHOM CEKTOPaxX, HEOOXOIMMO OIPENEIIHTD, CIIeyeT JIM UCIIONb30BATh OJHAKOBYIO
YIAKOBKY IJIs1 TOCYTapCTBEHHOTO M YaCTHOTO CEeKTOpa. JLOIKHBI ObITh YCTAHOBJIEHBI SI3bIKOBBIE TPEOOBAHMUS
K yIaKOBKe, IJIsI TOrO YTOObI 0OECIeYNTh BLIOIHEHHE YCIOBHSI, KOrja Kak Te, KTO Ha3HavaeT JIeKapCTBo,
TaK ¥ MOTPeOUTEIN MMeIN HeOOXOIUMMYI0 HH(DOPMAIIHIO ITO IPABMIIBHOMY ITPAMEHEHUIO POIYKTa.

Bre 3aBHCHMOCTH OT BBIOPAHHOTO METOIA 3aKyIKU CHCTEMbI TOJKHBI (PyHKIIMOHAPOBATH HA MECTax
TaKUM 0Opa3oM, YTOOBI KYIUICHHbIE MPOLYKThI OBLIM COOTBETCTBYIOILErO KAa4ecTBa. DTO MOXKET OBbITh
TIOCTUTHYTO JIU0O IyTeM MPeKBaTudUKAIIH, JTHOO0 TOCTKBATH(MUKAIINN TOCTABIIIMKOB KaK COCTABHOM YaCTH
mporecca KOHKYPEHTHOrO TeHnepa. [[OMOJTHUTENIbHO TOMKHA (hyHKIIMOHIPOBATh CHCTEMa MOHHTOPHUHTA
MOCTABIIIMKA HA TIPeIMET FrapaHTHUU KadeCcTBa M KOHTPOJISI KAUueCcTBa BBITIOTHEHHUS, a TAKXKE [Tl Pa3pelleHus
TMOOBIX OOHAPY>KEHHBIX TPOOJIEeM.

Kak Tonpko AJOKYMEHTBI Ha TEHAEP 6yJIyT paSpaGOTaHLI, HAQYHETCA U 6y,ueT OCYyIIECTBIISITHCSA OOBIYHBIN
TIpo1eCC 3aKyNIKU M MOHUTOPUHI ITIOCTaBIIMKA. HpI/I 3TOM MOZKET HOHaHO6I/ITLCH TEXHUYCCKasA IMOMOIIb
110 3aKYIIKE€, 1 TOTa JOJI2KEH OBITh YCTaHOBJICH KBaJ’II/I(l)I/II_[I/IpOBaHHI)II;I pecypc mirst TEeXHAYECKOMN IIOMOIIIH,
a TaK2>K€ 3aKJIOYCH KOHTPAKT C HUM.

4.2.2.6 PacmipeneneHue

Kak TOmbKO HOBBIE PYKOBOICTBA ITO BEICHUIO AWApEeW OYIyT OXOOpPEHBI M BKIIOUCHBI B HAITMOHAIBHYIO
TIOJIUTHUKY C SICHBIMA YKa3aHWUSIMU TI0 pealii3alluy ¥ yCTOMYnBasi moctaBka muHKa u [IPC OyneT HataxkeHa,
OuYeHb BaXKHO PACCMOTPEThH ellle pa3 M YCUIIMTh KaHaIbl pacrpeneneHus. Heo6XoquMo Takke MOMHHUTDH O
TOM, 4TO JOOaBKa IMHKA SBISIETCS JONOTHUTEIbHBIM JiedeHreM K [IPC. ITosTomy npw Jle4eHUN THapeitHbIX
3a00JIeBaHUN IIMHK BCETJa JOJKEH IPOABHUraThes BMecTe ¢ pacTBopoM ITPC nim gpyrumu KUIKOCTSIMH,
MMEIOIIMMUCS] B HAIMYMK Ha JOMY U PEKOMEHJIOBAaHHBIMU B MECTHOM MacllTale IJIsi BEeIeHUS TUAPEH.

JLJTst TOCTHIKEHUST JKeIaeMOro 0OXBaTa IoTpedyeTcst Kak rocyIapCTBEHHOE, TaK ¥ YaCTHOE paclipeielieHre
nrHKa 1 [IPC. DTOT pa3men oxBaThIBaeT TOIBKO paclpejieleHre Ha TOCYyIapCTBEHHOM YPOBHE, BRIFOUAS
YUPEXKAEHUS 31paBOOXPaHEHM S, yUPEXKISHHS COLMAIBHOTO OOeceueHns geTel (re o0ydeHHble paOOTHIKHI
OTIPEJICIISIIOT CIlyYar ¥ KOHCYJIBTUPYIOT POTUTEIEH/IUII TI0 YXOJIY), COITUAIbHO OPUEHTHUPOBAHHBIE CITYKOBI
(pyTHHHBIE TIOJTyTOMYHbBIE “HEJeSU IeTCKOTO 3I0POBbsi”, ‘HaBEePCTHIBAIOIIUE PAYH IbI [TO OBICTPOMY OXBaTy’,
‘3aYMCTKH’ TIOJIMOMMEINNTA, APyTrhe WHTEPBEHIIMU C HCIOIb30BAHMEM COIMAIBbHOM MOOWIIM3AlUN) W
PabOTHUKOB COLMAIBHOTO 3][paBOOXpaHeHusl. JleueHne ¢ MOMOIIIBIO IMHKA JOIKHO ObITh MHTETPUPOBAHO
B CYILECTBYIOIIlee paclipelielieHe TaKUM 00pa3oM, YTOOBI OH PACIpPOCTPAHSIIICS TaKHWM e IyTeM, Kak
HOBBIN [TPC, HexXenn IyTeM CO3IaHus MapalIeIbHOTO pacIipeelIeHrs I NOOaBOK ITMHKA. B 1O cucreMe
MOTYT UMEThCsI HeJJOCTATKHU, KOTOPble HEOOXOIUMO YCTPAaHUTh JIJIsT 00ECIeUeHHsT TapaHTHH [TOCTOSTHHOTO
Halmmuns nuHKa 1 HoBoro ITPC.

Peanusauua HOBbIX peKOMeH,D,aLI,I/II;I Mo KNMHMYEeCKOMy BedeHUI0 Ounapen



Pacnpenenenne nmaka u HoBoro ITPC GymeT oTiauvaThCsi OT CTpaHbI K CTpaHe B 3aBUCKMOCTH OT TOTO,
KaK OpraHM30BaHa CUCTEMa pacIpeelIeHNs ¥ UTPAIOT JIU POJIb MITH HEeT IIeHTpalIbHble MEIUIIMHCKIE CKIIAIbI
B OTOM CHUCTEME, U TaKHM O0pPa3oM, CYIIECTBEHHBIM SBISIETCS ITOHMMAaHHNE, KaKOW THI CHCTEMBI
pacmpelielieHIs] IpeBalupyeT B TOCYJapCTBEHHOM CeKTope cTpaHbl. B cucteme “myn” yupeskneHUs
3lpaBOOXPAaHEHUS] 3aKa3blBAIOT JIEKapCTBEHHBbIC IIpelapaThl W MPUHAMJIEKHOCTH W3 IIEHTPAJIbHBIX
MEIUIMHCKNX CKJAIOB WUIM y IOCTaBIIMKOB, OCHOBBIBASICh HAa MX COOCTBEHHOM pEIICHHH O CBOMX
notpebHOCTSIX. B crcTeme “myin” neHTpaIbHbIe MEIUIIMHCKIE CKIIAIbl YCTAHABIVBAIOT THUITHI X KOTMYECTBO
JIEKapCTBEHHBIX CPEJCTB U MPUHAIJIEKHOCTEN JIJIS PAacChUIKU B KaXKJI0€ MEIUIIMHCKOE YUpeXkAeHUe Ha
OCHOBaHMY WH(MOPMAINH, KOTOPYIO OHM HOJIYYHIIN B OTHOIIEHUH OTPEOHOCTEN MEIUIIMHCKIX 3aBEICHIT.

BaxXHO TIpOBEepHUTH CHCTEMY pacIpefilelieHNs W W3yYNTh HAJIWUYHWE JIEKapCTBEHHBIX CPEICTB Ha
nepudepUITHBIX YPOBHSIX JIJISl yCTaHOBIICHHS CUITBHBIX M CIA0BIX CTOPOH, JIJISI TOTO YTOOBI CIaGble CTOPOHBI
CUCTEMBI TUCTPUOYIIUYU HE IPUBEIH K HECOCTOSITEILHOCTH B PeaIM3al[uy IIOIUTUKHU. TpaHCIIOpTUPOBKA U
€MKOCTh CKJIATMPOBAHUS HA IEHTPATFHOM W TepUbepUNHOM ypPOBHSX TaKKe SBISIOTCS BaXKHBIMHU
acIeKTaMM JJIs pacCCMOTPEHHUS.

Jpyrou cyIieCTBEHHON CTOPOHOI AJIs IPUHATHS BO BHUMAaHNE IIPU paclpe/ie]IeHUH SIBISIETCS BOIIPOC O
TOM, OyJeT Ju JedeHue ¢ nomoinpio nuHka u [TPC mpoBOmUTECS OeCIIaTHO, WIIM TpPeLyCMaTpPUBAeTCs
CBsI3aHHAS C ®THUM ILIaTa, HATIPIMeEp B TeX CTpaHaX, IJe B CHCTEMe T'OCYITapCTBEHHOTO 3IPaBOOXPAHEHUS
CYIIECTBYET BDJIEMEHT BO3MEIICHUS H3Iep:KeK M omjaTta rnorpedurensmu. OIIaTOM MOXKET OBITh
ce0eCTOMMOCTH TUTIOC TTOBBIIIICHHASI WUIA CyOCUIMPOBAHHAS 1ICHA.

4.2.2.7 IuBeHTApHBIN MEHEIKMEHT WJIHU yIIpaBleHUe
MaTepuaTbHO-TEXHUYECKUM CHAO0KeHUeM

Pamka 7 OcHOBHble BOMpOCHI B

CHab)xeHnem

ynpaeneHnun martepuanbHO-TEXHNUECKUM

MeponpusTus N0 yHOpaBIEHUIO MaTepHAlbHO-TEXHUYECKUM
CHaOKeHreM HEeOOXOIMMO OIEHUTh U OOHOBUTH MU YCTAHOBHUTH B
cly4ae, €Clli OHH €lll¢ He YCTAaHOBJEHBI, BO BCEX MEIUIIUHCKUX
YUPEKIEHUSIX. DTO HEOOXOTMMO ISl TOTO, YTOOBI 3aIachl ITUHKA U
HoBoro IIPC ympaBisiiuch COOTBETCTBYIOUIMM 00Opa3oM BO
n3bexkaHue neduIuTa U IJIsS TOTO, YTOOBI TOTEPH MU3-3a WCTEKIIIETO
CpOKa TONHOCTH OBLIM MHUHUMAJIbHBIMHU. KIF0UeBBIE BOMPOCHI
nepevuncieHsl B Pamke 7.

IoTpeByoTCst MEXaHU3MBI TI0 O0ECTIEYEHHUTO CPEIICTB YIIPABICHIUS
3aracaMu, Takre KaK HaJM4ne KAPTOUeK CKIIAJICKOTO yUeTa; XpaHEeHHe
U perysipHOe OGHOBIICHUE JTOKYMEHTALIMH; IPOBEICHUE PETYJISIPHOTO
MaTepuaJbHOr0 KOHTpOINs. Eciu mMeeTcss KOMIBIOTEPHOE
nporpaMMHoe obecledyeHUe, BEpPOSTHO, MOTpedyeTcs ero
amalTHPOBAaTh TaKUM O0pPasoM, YTOOBI BKJIIOYUTH JaHHEIE,
HEOOXOMUMbIE sl yIPaBI€HWS HOBBIMH MPOAYyKTaMU. BaskHO
00eCIeYnTh TapaHTUIO TOTO, YTOOBI CPOK TOTHOCTH MPOIYKTOB HE
HUCTEK IO MOMEHTAa UX HCIOJb30BaHUS, W YTOOBI JIIOOON 3amac ¢
HCTEKIIIAM CPOKOM TOMHOCTH PAI[MOHATIBHO yHANSIICS W3 BCEX
YUPEKIECHUH W CKIIAOB.

4.2.2.8 PacripeeieHre B YaCTHOM CEKTOpPe

Kakoi mexaHnam KOHTpOMNA 3a MaTtepuarnbHO-
TEXHUYECKMM CHabxXeHnem YyCTaHOB/EH U
ABNAETCA NN OH HALEXHLIM?

[poBoauTCA N1 peBnsunA NekapcTs, No KpaiHe
Mepe, exeronHo?

KakoBo cpenHee o6opoTHOe BpemMsa 3anaca u
CYLLIECTBYIOT NN MONUTUKE M NPaKTUKa MO
OTNycKy acCOPTUMEHTA, NMPU KOTOPbLIX HA BCEX
YPOBHAX MEPBHIMU OTNyCKAIOTCA npenapars, Y
KOTOPbLIX B NMEPBYI0 0YEPELb UCTEKAET CPOK
rogHocTn?

CyLuecTsyeT nu dyHKUMOHAbHBIN
MEHEIXKMEHT MH(OPMALIMOHHBIX CUCTEM ANA
yrpaB/eHna NoTOKOM MPOLYKUMN?

Hackonbko XopoLuo perynMpyeTca cpok
XpaHeHWA MPOAYKTOB Ha BCEM MPOTAXEHWUN
CYLLIECTBYIOLLIEN LIENOYKM cHabxenna?  Kakve
CMCTEMbl YCTAHOBIEHH ANA AENCTBUN B
OTHOLLIEHUW NPOAYKTOB C UCTEKLLUUM CPOKOM?
YCTaHOoBNEHb N1 aNeKBaTHLE MEPH

HesonacHOCTV MO NPEAYNPEXAEHMIO XULLEHW
XPaHALLMXCA NPOAYKTOB?

BapI/IaHTLI pacrpeneicHsa HuHKa U HOBOT'O IIPC B wacTHOM CEKTOpPE BapbUPYIOT OT CTPaHbI K CTpAHE H,
BO3MOZKHO, 1azKe€ OT pEruoHa K peruoHy BHYTpPH CTPaHBI. BLICTpaH OILICHKa ONPENCINUT CUIBHBIC 1 cradblie
CTOPOHBI PAa3JIMYHBIX BAPUAHTOB X TUIIOB TOPTrOBBIX TOUYEK YaCTHOI'O CEKTOpa (HaHpI/IMep, KIIMHUKU, alITECKU,
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Mara3uHbI OTITyCKa JIEKapCTBEHHBIX CPEICTB), KOTOPbIE MOTYT NOTEHIIMAIBHO pacipocTpaHsiTh HOBbIN [TPC
U OWHK. DTa OleHKa IIPUBeJieT K BRIOOpY Hanbouee MOXONAIIero KaHajla, KOTOPIM MOKHO MCIIOIb30BaTh
107151 pacripenenennst Hoporo I[IPC m nmaka. HeoGxommmo paspaboTaTh IUTaH paGOTHI C YaCTHBIMU
mocraBIIuKaMu. YacTHbIe HEKOMMepUyeckue ocTaBiuky (Harnpumep, HIIO u KIMHUKY, OCHOBaHHbBIE Ha
TOBEpPHH) JOJIKHBI ObITh TaK3Ke BKIIIOYEHBI B OIICHKY, TaK KaK OHM BHOCST 3HAYUTEIbHBIN BKIIAT B OXBAT
CITy>k0 37paBOOXpAaHEHMSI BO MHOTHX CTpaHax.

BazxHO0, YTOOBI TOCTABIIUKY YaCTHOTO CEKTOpa OBLIN OPUEHTUPOBAHBI B OTHOIIIEHUY HOBBIX JICUCOHBIX
PYKOBOJCTB IIO BEICHHIO TUapew y JIeTel B BO3pacTe JO IATH JeT. lIpodeccnoHaIbHBIE acCOUMAUU U
IpyTue OpraHu3alyH JTOJIKHBI TAK>Ke ObITh OCBEJIOMIICHBI O TPUYMHAX ¥ OCHOBAHUSIX ISl PEKOMEH AU
7 O JEeWCTBYIOIIUX PYKOBOJACTBAX II0 JICYCHUIO.

B Tex cTpaHax, Il YacTHBIA CEKTOpP SBISETCS BaXKHBIM HMCTOYHUKOM JIEKAPCTBEHHBIX CPEACTB IS
JIeYeHUs TeTell B Bo3pacTe JI0 IISITH JIeT, Haanure Kak [1PC, Tak u 1o6aBKy IMHKA (KaK TabJIeTHpPOBaHHOMN
(opMmBI, Tak U CHpOIA) M UX COOTBETCTBYIOIIee IPIMEHEeHNE TOIKHO MOOIPAThC. B cTpaHax, TIe UMeroT
MECTO TeKyIie NHTEPBEHIINHN B YaCTHOM CEKTope (Hampumep, ppaHUal3WHT WU aKKpeguTanus), OyaeT
BaKHO 00ECTIeYNTh BKIIIOUeHHe JeueHus pu nomommy Hosoro ITPC u nuHKa B y4eOHBIN IUIaH U y4eOHbIe
MaTepualbl, B CIHUCOK JEKapCTBEHHBIX CPEACTB, pa3pellleHHBbIX MJIS NpOJaXky, U B PYKOBOJACTBO IIO
MOHHUTOPHWHTY. B HEKOTOPBIX CTpaHax W INPH HEKOTOPBIX CHUTYaIHSX CYIIECTBYET BEPOSITHOCTH
PaccMOTPEHHUS COLIMAIBHOTO MapKeTHHTa [IUHKA.

CrpaHbl, B KOTOPBIX HUMEIOTCSl HeoIlllayMBaeMble OOIIEeCTBEHHbIE NOOPOBOJBLLBI BHE CHCTEMBI
OOIIIECTBEHHOI'O 30 paBOOXPAHEHHU S, 00ECIIeUNBAIOIIIel IeueOHbIe YCIIYTH, JOIKHBI U3yUUTh BOZMOXKHOCTU
IUIs BKIIIOUYEHMS! DTUX IIPEJCTaBUTENEd B IPOIecC. DTO MOMOXKET IPOSCHUTH BONPOC 00 MMEIOIIUXCS
mpo6enax B 00yu4eHUH U MOTeHIIAANe, UMEIOIIUXCSl BADUAHTOB HOBOTO JICUSHHN, a TAKKE BbIICHUTD, KaKHe
MeXaHU3MbI IOOIIPEHHUS U yCTOMYUBOCTH SBISAIOTCS 9P (OEKTUBHBIMU B KaXKI0M HOIYJISIUHA/KYIbTYpe.

4.2.2.9 Oo6ecrreueHne KadyecTBa

OcHOBHBIE BOHpOCbI O6eCHe‘IeHI/I$I Ka4yecTBa, Kacaromuecsa peannsauHI/I HOBBIX peKOMeHﬂaHI/II;I, OTHOCATCA
K SCI)d)CKTI/IBHOCTI/I I'II.')O,HyKT‘a.7 6C3OHaCHOCTI/I HpO,HyKTa ((bapMaKOJ'IOI‘I/I‘ICCKaH 6JII/ITCJILHOCTI)), Ka‘leCTBy
HpOlLyKTa " IIPOBEPKE Ka4YeCTBaA IIOCJIE ITPOJaZKU. CTpaHBI MOFyT y}Ke HUMETb CUCTEMBI CIIE2KEHN A, KOTOPLIC
mpoBoxsAT MoHuUTOpWHT mpomykumu [IPC; omHako Takme cHCTeMbI MOTYT W HE OBITH IJISI JPYTHX
JIEKapCTBEHHBIX CpeJICTB n y}K TOYHO HE CyH.IeCTByIOT JJIA IIUINEBBIX ,HO63.BOK. O6CCHC"ICHI/IC KadyecTBa B
Ipouecce NMpoOU3BOACTBA ABIAECTCA KIIOYOM U JIyqdHinm MEXaHU3MOM TrapaHTHH HpOII;yKTa KadyecTBa.
ITocTpoeHre OTEHITNANIA B CYIIECTBYIOIINX CTPYKTypax, KOTOpoe OBl COOMpAIo MOL00HYI0 HH(MOPMALIHIO
JJIsL JIpyI‘I/IX OCHOBHBIX JIECKAPCTBCHHBIX CpeHCTB, - BO3MOKHBIN BapuaHT IJIsI paCCMOTPEHUS C TOUKU 3peHI/I$I
HaI/IJIy‘{HICFO NPpUMCHCHNA UMCIOIIUXCA B HAIMYNU YE€JIOBEUYCCKUX pecprOB.

dJapmaKonor nyeckasa 6,aneanocrb
m  [lo6ounbie addhexTnl Ha HOBBIHN ITPC

Tak kax HOBBIN [IPC cOmep:KUT MEHbIIIe XJIOPHUIA HATPHSs, MOSBHUIIACH 03a00YEHHOCTh, YTO €ro
BBeJIEHUE IIPUBEJET K YBEJINUEHUIO IIPOLIEHTa TUIIOHATpUeMun. JlefCTBUTENbHO, UCCIENOBAHUS 10
oreHke ddderTuBHOCTH HOoBOro [TPC mIOKa3amu, 9To XOTS U IIpH 6oJiee BEICOKON dhHEKTUBHOCTH
110 CPaBHEHHUIO CO CTapbIM COCTaBOM HCITONIb30BaHKe HOBOTO [TPC GBLIO CBSI3aHO C TIOBBIIIICHHBIM
PYICKOM TPaH3UTOPHOM, aCUMIITOMATUYHON TUIIOHaTprueMun. B cBsi3u ¢ aTum B banrnanem u Maann
OBLIH TIPEIIIPUHSATHI UCCICIOBAHS TI0 U3YUCHUTO (hapMaKOIOTHIECKON OE30ITaCHOCTH, C TEM YTOOBI
OIICHUTH, MIEPEHOCUTCS JIU TTOBBIIIICHHBIA PUCK TPAH3UTOPHOU OECCHUMIITOMHON THITOHATPUEMUM,
HaAOJ0IaeMON NIPU M3yYeHUH Ha OOJNILHUYHOW 0Oa3e, Ha TOBBIIIEHHBIN PUCK CHMITOMATHYECKON
TUTIOHATPUEMUN Tipu TipuMeHeHnH HoBoro [IPC B mmpokux macirabax. Pe3ymbTaTsl 5THX OBYX
rcciieoBanui, oxpaThiBatomux okoyio 100 000 rocnuTamu3upoBaHHBIX B3POCIBIX U JAETEH C
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Irapeey, O4eHb SICHO TI0Ka3aliu, 9To IpuMeHeHne HoBoro ITPC He CBSI3aHO C MOBBIIIIEHHBIM PUCKOM
CUMIITOMATUYHON TMIIOHATPUEMHH. B NEeNCTBUTENBHOCTH, B BaHTIaIeI S0l CUMITOMATHIHOM
TUTIOHATPUEMHUH pa3fiesuiiach Ha JiBa Tocie BBeneHus: HoBoro I[TPC 1o cpaBHEHUIO C TIEPHOIOM,
KOTJ[a B HATMYUHU ObLIa TONBKO cTapasi popMyJa.

ITo6ounbIe dddhekTs! Ha JOOABKY ITUHKA

Jo HacTOSIIEero BpeMEeH! COOOIEHHI O TSKEIbIX IIOO0YHBIX PeakyaX Ha J00yIo ¢hopMy 106aBKH
[MHKA TIpH JIEYSHNN auaper He noctynano. Mcmprtanms Britoyanu 6omree 9 100 nereit, KoTopble
y4YacTBOBAJIH B Ipobax Ha Db (HEKTUBHOCTh B 0OOUX OTBEIEHUSIX TUIAale00 U UCCIIeOBAHMSIX IIMHKA,
u okoj0 12 000 HaGIFONeHNH y IeTel B OMHOM KPYITHOM HMCIIBITAHUN Ha 3 heKTUBHOCTh. CyTouHast
7032 IMHKA Kollebaach B Ipefeiax oT 5-45 Mr m Xopolmo mepeHocuiIach Ipy pa3HOOOOpa3HBIX
OKPY3KaIOIIUX YCIOBUsX. VcHbITaHUST He OOHApPYXKWIIA PAa3iIUYMi B IMOOOYHBIX PEAKIUSIX IIPH
IIpAMEHEHUH pa3HbIX COJIe IIMHKA (CynbdarT, aleTaT WK TIII0KOHAT) B CIIBITAHHUSX JOOABOK.

B HACTOMAIIIEEC BPpEMS € TMHCTBEHHBIM IMOOOYHBIM S(beCKTOM, TOJYYE€HHBIM U3 ,I[OHCCCHI/II;I, ABIIACTCA
pBOTa. W3 cemn I/ICHLITaHI/II;I, B KOTOPBIX ONHMCBIBAJINCH ClIy4dal PBOTBI, TOJBKO JIBa COO6HlaHI/I (6]
OOJIBIIIEM KOJTHMYECTBE PBOTEL y I[CTGI;I, KOTOPBIC TOJIyYNIN OHUHK, IT0 CPABHEHUIO C I‘pyHHOI;I H.TIaI_[C60.
B OJHOM HCIIBITAHUH coo61_uanocr, 0 OOJIBIIIEM KOJIMYECTBE PBOTEI B Hpo6e C IUHKOM ITO CPaBHCHUIO
C KOHTpOJ’II)HOI;I I‘pyHHOI;I B ClIy4Jae, KOrjja IOUHK OaBajICsi ¢ MHOKECTBEHHBIMHU ITUTATECJIbHBIMU
MUKPODJIEMCHTAMM, a HC B €IUHCTBEHHOM YHCIIC.

CraTyc B OTHOIIICHIY MEIW OIICHUBAJICS B YSTHIPEX UCHBITAHUSAX. TPH U3 YeThIpeX UCIIBITAHUN He
HaIlUTA Pa3iInyuil B CTaTyce COIEepKaHUs MEIH B CHIBOPOTKE Tocie Job6aBKu. ORHO MCHBITaHUE
00HApY>KUJIO CyIIeCTBEHHOE OTKJIOHEHWE B CHUXKEHUU YPOBHS MeIU IpU CPaBHEHHUH JETed C
IO0ABOYHBIM IIMHKOM C IE€ThMHU 0€3 T0OaBOYHOIO IIMHKA. TeM He MeHee, TH JeTH NMEIH IIJI0X0e
NATaHUe W ObUIM OTMEYEHbI KaK MMEBIINe yCTOMYMBYIO AMapelo B IIEPBOHAYAIBHOM cTaryce. B
0O0IIIeM UTOTe OTCYTCTBYIOT 3HAYMMbIE JOKA3aTeLCTBA TOTO, YTO KpaTKOBPEMeHHasI T00aBKa IIMHKA
TIpY JICUCHUN TAper OKa3bIBaeT MOOOYHEIN dh(EeKT Ha CTaTyC MEIH.

B pomonHeHWe K WCIBITAHWSIM KacaTelbHO JIeYeHUs Iuaper, OBLIO IIPOBEJEHO HECKOIbKO
HCIIBITAaHUH 1O OlleHKe 3 (EeKTUBHOCTH NIPUMEHEHNs INHKA IIPH JIEYeHUH [THEBMOHNY, MaJIsIpUH,
KOpH W TpocTymbl. JledyeHne OOBIYHO BKIIOYANO NpuOIM3uTenbHO 20 MI IMHKA B JEHb Ha
MIPOTSIXKEHWH BCETO 3a00JIeBaHUsSI, YTO OOBIYHO COCTABISIET MeHee JByX Heleldb. B aTux
WCCIIEIOBAHUSIX COOOIIIEHUN O CePbe3HbIX TTOOOYHBIX PEaKkINsiX, CBSI3aHHBIX C JOOABKOW IIUHKA, HE
TIOCTYTIAIIO.

IIpenocraBnenne wHbOPMAIMH O TIOOOYHBIX PEAKIMSIX HA JIEKAPCTBEHHBIN IIperapar

HecMmoTpst Ha OTCYTCTBHE B TUTEpaType HaHHBIX O CEPhe3HBIX MOOOYHBIX PEaKIIUSIX, CBSI3aHHBIX C
npuMeHeHneM HOoBoro [TPC win IMHKa, KaK TOJNBKO JIeueHre HaYHeT IPUHIMATh XapakTep 0osee
IMIIPOKOTO PACIPOCTPaHEHUS, HEOOXOAMMO YCTaHOBUTH MEXaHU3MBI II0 aKTHBHOMY
MIPEOCTABICHAI0 HHGMOPMAILIUH O CIIydYasix TOOOYHBIX PEakIU, CBI3aHHBIX C UX IPUMEHECHHEM.
BTO MOXKeT ObITh O0GECIEYEHO MyTeM YCTAHOBJIEHUSI CTAaHIAPTHOW OTYETHOW CHCTEMBI IIPH
MTOCPENICTBE MEIUIINHCKAX YUPEKICHUN W/UIU CIIENMATbHBIX WUCCIEIOBAHUN. DTa CHCTEMA II0
MOHUTOPUHTY MOOOYHBIX SIBICHUU JOJKHA OBITh pa3paboTaHa BHYTPU CHCTEMbI MOHUTOpPHHTA
MOGOYHBIX PEaKIIil Ha IPyTrHe JIeKapCTBEHHbBIE TpenapaTsl. MeIuIInHCKUE YIPEKICHUS TOKHBI
OBITh CHaOKEHBI (hOPMAaMU TIO0 PETUCTPAIIAU TIOOOYHBIX sIBIEHMI. Ha KaxkIoM ypOBHE CHCTEMBI
3J[paBOOXPAaHEHUS JIOJKEH ObITh Ha3HAYEH OTBETCTBEHHBIN YEJOBEK ISl COMOCTABIEHUS JaHHBIX,
a Takxe JOJIKHa ObITh pa3paboTaHa CHCTEMa OTYETHOCTH B OOpaTHOM HaIpaBJIEHWH, Ha
[EHTPAIBHBIN YPOBEHb.

Bonpochl Mpu peanu3aumnm HOBbIX peKoMeHOaLunii
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Cucrema cne>keHuA 3a Ka4ecTBoM npogykrta

CrexxeHue 3a KauyecTBOM NPOAYKTa IOJKHO OBITh MHTETPUPOBAHHBIM Ha BCEX YPOBHSIX CHCTEMBI
3][PABOOXPAHEHUSI, TSI TOTO YTOOBI OOECIIeYUTh COOTBETCTBYMOIIee KauecTBo HoBoro IIPC u cupona u/
WY TabJIETOK IIUHKA, MMEIOIINXCS B HAJTMYAY Ha PHIHKE. BcecTOpOHHSIS cucTeMa BKITIOYaeT obecrieueHre
KayecTBa BO BpeMs PErucTpalliy JeKapCTBEHHOIrO IIperapaTa, 3aKyIKW U PacIpOCTpaHEHUS depes
rOCYJIapCTBEHHBIN M YaCTHBIN CeKTOphl. OHa TaKKe BKIIIOYAeT MEXaHU3M 10 YIAJICHUIO 3 CHAOXKEeHIeCKOMN
[IeTIH JTIOOBIX OOHAPYKEHHBIX MTPOLYKTOB HECOOTBETCTBYIOIIETO KauecTBa.

PeI‘yJIHpHBIﬁ MOHHUTOPHUHI CO CTOPOHBI ITPOU3BOIUTEIIS II0 KOHTPOJIIO 3a Ka4Y€CTBOM ITapTUH, BO3MOZKHO,
TAaK2>KE€ SABJIIACTCA HCO6XOJII/IMI>IM TpeﬁOBaHI/ICM.

4.3 MOHUTOPUHI N OLEHKa

MonuTopuHr 1 onieHKa (MuO) SBISIOTCS BasKHENIIINMHI 3JIeMEHTaMH U COBEPIIAIOTCS Ha BCEM IIPOTSIKEHUU
IUTAHUPOBAHMS W peaim3anud. IlmanmpoBanue 1ist MuO HeoOXOOUMO OCYIIECTBISATh HA PaHHEM DTaIe,
YTO JOJKHO OBITh MHTEIPHPOBAHO Ha BCEM INPOTSKEHWM IIPOIIECCa pealiM3alliy TaK, YTOOBI JaHHBIC
MOHHUTOPUHTA MOTJIU WCIOJIh30BATHCS ST HAIPABIEHUS JIOOBIX M3MEHEHUH B CTPATETHSIX pealln3aliy
[IPaBUTENBCTBOM M IPYTMMU BHEITHUMY 3aWHTEPECOBAHHBIMU CTOPOHAMHY. BaKHBIM sIBIIsieTCs pa3paboTKa
mada 1o MuO, KOTOpPBIN BKIIOYAJ ObI COOTBETCTBYIOIIME MHAWKATOPHI ISl CIEXKEHHS 3a IPOIECCOM
peanu3anuu M paboOTON NPUMEHHUTEIbHO K OIIPeelIeHHBIM/yCTaHOBICHHBIM ILedsM. IM3ydenue
CUTYallMOHHOT'O aHaju3a N0 BHexpeHus HoBoro IIPC u nuHKA IS JledeHrs fraper ObLIO ObI IOJIEe3HBIM
IUTsl pyKOBOJICTBA B peaiM3alliy M JJIsI OTpeNesleHNs 0a30BOTO YPOBHS. DTOT IEepBOHAYAIBHBIN YPOBEHb
BKIIIOYaeT B ceOsi 6a3oBble maHHble o Hanmyuy [IPC m nmuHKa, U O MeTomax BeleHUs Iuapeu B
TOCYHapCTBEHHOM U YaCTHOM CEKTOpax.

B xavecTBe KOMIIOHEHTAa HHTEPBEHIUH Il IPOBEICHUST MOHUTOPHHIA U YIy4YIIeHNs KayecTBa CIykK0
3]IpaBOOXPAHEHMS] HEOOXOINMO pa3paboTaTh CIIeIHaIbHBIC MPOLEAYpPhl M IIaHBl 10 MOHHUTOPHHTY H
KOHTPOJIIO JJIsl MOAJep>KaHUs LEJIOCTHOCTH MEPOIPHUSATHUN 10 BEJEHUIO AMaped KaK B rOCyJapCTBEHHOM,
TaK ¥ B YaCTHOM CEKTOpax. DByHeT Ba’KHBIM IPOBOJUTh MOHUTOPHUHI 3a HCIOIb30BAaHWEM LIMHKA U 3a
HaJIMYAeM KaKOTo-JIN00 BIUSHUS Ha ypOBEHb IPUMEHEHHUS aHTHOMOTHKOB IIPH BEIEHUY TUApEH, a TaKKe
obecIeYnTh TapaHTHIO TOTO, YTO IIMHK HE WCIOIb3yeTcs B npenmnoutenne K I[TPC.

MokeT MOHAagOOUTHCS OOydYeHHUe IO MOJIEePKUBAIOIIEMY HAA30py, a TakkKe OygeT HeoOXOIUMO
YCTaHOBUTH MEXaHU3MbI OOPATHOM CBSI3M B CiIyvae, eClIi OHH ellle He yCTaHOBIeHbI. [1pu HEOGXOIMMOCTH,
Bce MexaHu3MbI 1m0 MuO, pa3paboTaHHbIE IJIsi MOHHUTOPHHTA Peaju3aliy JEeUYeHUs C IIOMOIIbIO [IMHKA,
IOJIKHBI OBITh MEPECMOTPEHBI U OOHOBJIEHBI B COOTBETCTBUU C JIOOBIMA M3MEHEHUSIMU B CTPATETHU
peau3auu.

JlaHHBIE U1 MOHUTOPHHTA W OIEHKH MOTYT OBITh IMOJY4YeHBI M3 CYIIECTBYIOIINX KOMILIEKCHBIX
HCCIIeIOBaHUM, TaKuX Kak Menuko-nemorpaduueckoe ucciegopanue (MIAW) nanabix nHGOpMaIMOHHON
CHCTEeMbI MeHeIKMeHTa 31paBooxpaneHust (MCM3) mim cenyanbHBIX HaydHBIX paboT. Pemrenume, Kakomn
MHGOPMALlMOHHBIN UCTOYHUK(M) HCIIONB30BaTh, 3aBUCUT OT KOHTEKCTa KaKJOM CTpaHbl M JOCTYIIHBIX
nHGOPMALMOHHBIX CUCTeM. THUIbl ”HGOPMAIIMOHHBIX CUCTEM BKIIIOUYAIOT —

m MU — DTy HaunMoOHAJNbHBIE pelpe3eHTATUBHbIC MCCIENOBAHUS JTOMOBIANEHUN OOECIIeYNBAIOT
TaHHbIE JJIS1 ITHPOKOTO CHEKTPAa NHANKATOPOB MOHUTOPHHTA M OLEHKY BINSHUS. DTO MOJIE3HBIA
HMCTOYHMK MH(GOPMAIU B OTHOIIEHUN NPAKTUKHU JINIL IO YXOLy 3a AeTbMHU

®  Mynbsruknactepasle nccnegosanus (MKH) — HMccnenoBaHus Ha ypoBHE JOMAIIIHUX XO3SMCTB

m  JICM3 — BombIIMHCTBO CTpaH UMEIOT cyIiecTByorryto MCM3, KoTopast IIpeoCcTaBiIsieT OCHOBHYIO
nHGOPMAIHIO 0 KO3(hOUINEHTaX CMEPTHOCTH U 3a00I€BaEMOCTH
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MOI‘yT CylIeCcTBOBaTh I/IHCbOpMaIlI/IOHHbIe CHUCTEMBI IIO JICKAPCTBEHHOMY MEHEIKMEHTY, KOTOPBIE
comepzkar I/IH(i)OpMaHI/IIO O MEHEJIZKMEHTEC JIEKaPCTBEHHOI'O CHaOXKeHUS

CucTeMbI OTYETHOCTH 110 IOOOYHBIM PEaKIIMSIM Ha JIEKAPCTBEHHBIN Mpenapat/dhapMaKoIOrHIecKOn
OIUTEIBHOCTHA

CrnenuanbHble ucciaeqoBaHus — IIpu OTCYTCTBUM HaAJjIeKallluX NaHHBIX JJIs IPOBEIEHUS
MOHHUTOPMHIA TOJIUTHKHU, BO3MOXKHO, OyIeT HEOOXOANMO IIPOBECTH OCOObIe MCCIIENOBAHUS IS
obecrieueHus] OTJENbHBIX TAaHHBIX (HallpuMep, aHAlW3 yUYPeXKJEHUsS 3IPpaBOOXPAHEHUS C
WCIIOJTb30BAaHUEM OIIpPOCa YBOJICHHBIX C PabOThI, PETPOCIEKTHBHBIN aHAIN3 JOKYMEHTOB H
WHBEHTAPHBIX 3aIIHCeN)

Hexkotopsie nagukaTopbl MuO mpuBeieHbI HUXKE —

Mugukaropsl mponecca

o % mepcoHalNa 3IpaBOOXpaHEHMUsI, OOYUYEHHOIO 0 BEeJeHHIO JMapeil, BKIIIovasl JieueHue Mpu
nomornu HoBoro ITPC u mmaka B TeueHne 10-14 maen

O uUMelollnuecd B Hanu4ny HUHK U HOBbIN [TPC Ha mieHTpaIbHOM CKIajie yUpeKAeHUS

o % ydYpekIeHUN 3][paBOOXPAHEHMS, CKIIAJICKUX ITOMEIICHUN 1 PHIHKOB COBITA YACTHOTO CEKTOpa
¢ noctynabiMu [TPC 1 numHKOM

o % y4YpexXIeHUN C IepeCMOTPEHHBIMI PyKOBOICTBAMHU IO JICUSHUIO, HATIPIMeEp UMeroIreecs B
HaJIMYMAU IepecMOoTpeHHoe pyKosoacTso BBIIB

o % ciydaeB AMapey y JeTel B BO3pacTe JO ITSITH JIET ¢ Ha3HAYeHUEeM WM Ipojakel ITUHKA U
HOBBIN [TPC

HNupukartops!l pesyiabTaTa

o % ciay4aeB quaped y AeTel B BO3pacTe IO IISITH JeT, TONyYUBIINX KypC JEUSHHS B TEUCHHE
10-14 nuer ¢ IOMOIIBIO JOOABKY IIMHKA, TOIMOIHATEILHO K ITPC

I/IHJII/IKaTOpLI OCBEIOMIICHHOCTH, OTHOIIICHUS U IIPAKTUKNA

o % IUI 10 yXoxy, WHGOPMUPOBAHHBIX O TOM, YTO IIMHK SIBJISIETCS OAXOISIIUM JICYUCHHEM
IIpH TMapeitHOM 3a00JIeBaHIHI

m] % MEIUIIUHCKUX ITOCTABIIMNKOB, KOTOPBIC BEPAT B TO, YTO HUHK SABIISACTCA Bd)(l)eKTI/IBH]:IM
JICYCHUEM ,unapeﬁ y JICTCI;I IO IIATH JET
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KpaTtkoe mn3noxeHue gpakTtoB

1. [JobaBka UMHKa U neyeHne OCTpPoON guapeu

MpogonxuTensHOCTbL 3aboneBaHnA

OTHOCHUTENFHO BpEMEHH OT Habopa B HMCCIeIOBaHHUEe 0 BOCCTAHOBJIEHUsI MOCIE AMApPeU DTOT 0030p SICHO
IIoKa3al, 4YTo J00aBKa IIMHKA WMeeT CyIIeCTBEHHOe OJarolpHsITHOE BIMSHUE Ha KIMHWYECKOE TeUeHUE
octport muaper. B 11 w3 12 wcciemoBaHUl T0OaBJIEHHME LMHKA ACCOIMHUPOBAIOCh C COKpAIllEeHHEM
IUTATEITFHOCTH 3a00JIeBaHNUS, I B BOCBMH CHUKEHWE ObLIO CTATUCTHYECKA JOCTOBEPHBIM. [Ipy COBOKYITHOM
aHallM3e DTUX WCCIEeIOBAaHUN MOXKHO MPUOIU3UTENHHO MOACYUTATh, YTO JOO0AaBKa IMHKA CHUXKACT
MIPOJOJIKHUTEILHOCTh 3a00ieBanus 10 25%.

KonnuecTBeHHOe COOTHOLLIEHME CyYaeB ¢ AnMTenbHOCTLIO bonee cemn aHew

IIaTe McclegoBaHUN PErUCTPUPOBANM JaHHbIE O KOJHMUYECTBEHHOM COOTHOIIEHUHU CJIy4yaeB C
MIPOJOIKUTEIBHOCTHIO CBBIIIIE CeMU THel. Pe3ynbTaThl BceX STHX MCCIEIOBaHUN ITOKA3aIH TeHICHITUIO K
CHUXKCHUIO KOJIMYSCTBEHHOI'O COOTHOIIEHWS CIydaeB C IJIUTEIHHOCTHIO CBBIIIE CEMU THEU y IeTeH,
IOy YaBIIIX JOOABKY IIMHKA, ¥ B OJTHOM CIIy4ae CHUKEHHUE ObIIIO CTATUCTUYECKH JOCTOBEPHBIM. 11 BHOBB,
COBOKYITHBIV aHAJM3 DTUX UCCIEIOBAHUI TIOKA3all, YTO JOOABICHHE [IMHKA MOXKET CHU3UTD Ha OKOIIo 25%
IOITI0 CITyYaeB MPOTOIKUTEIHHOCTHIO CBBIIIE CeMHM ITHEW, TaKMM O0pa3oM CYIIeCTBEHHO yMEHBIIIas
KOJINYECTBEHHOE COOTHOIIIEHNE 3IU30/0B, MEePeXOIINX B yCTONUYUBBIE (hOPMBL.

Obbem cTyna

B BOCBMHE HUCCIIEOBAHUSIX MTPOU3BOAUICS cOOp mHpOpMAIu 06 00beMe CTyja WM YacToTe. Bo Bcex
BTUX MUCCIENOBaHMSIX J00aBKa [IMHKA ObLIA CBS3aHA CO CHIXKCHUEM MPOIYKINU/IACTOTHI CTyJa U B MSATH
OBLITO MTOKA3aHO, YTO CHMXKEHWE OBIJIO CTATHCTHYECKH ITOCTOBEPHBIM. MICXOIS M3 BTHX HAYYIHBIX pabor,
MBI MOXKEM MPUOIU3UTETHHO TOJCUYNUTATh, YTO CHUKeHUe o0bema cTyja Ha 30% OBLUIO CBSI3aHO C
IOo0aBIEHUEM IIUHKA.

OHI/IpaSICL Ha pe3yJIbTaTbl HTOr'0 aHaJn3a, OBLIO CICJIaHO 3aKIIOUECHHE O TOM, 4YTO I[O6aBKa OUHKa
UMEET KIIMHUYECCKU TOCTOBEPHOEC IOJOKHUTEIBHOC BIUAHNWEC Ha KIIMHHUYECKOEC TCUCHUEC OCTpOfI auapeu,
CHHZKas KaK TAXKECTb, TaK U JIHUTCIBHOCTH 3a00JIEBaHUSI.

2. [ob6aBka UMHKa ¥ nNeyeHue NepcuUcCTUpPYLoLLIen auapeu

st Toro, 4TOOGBl M3MEPHUTH pe3yibTaT HO0OABJIEHUS IMHKA, IpefllaraeMoro C IepopajbHOMN
PeruIpaTaliOHHON Teparver BO BpeMsl BOCCTAHOBUTEIFHOT'O TIEPHUOJia TIOCIIe CTOMKOM Iuapeu, ObLT IIPOBeIeH
COBOKYIIHBIN aHAIIN3 YeThIPeX TOCTYITHBIX OITyOJIMKOBAHHBIX U HEOITyOIIMKOBAHHBIX PAHTOMHU3UPOBAHHBIX
KOHTPOIIIPYEMBIX HCIIBITAHNH 1O N3y4YeHNIo 3 deKTa IepopalbHON J00aBKY IIMHKA Y AeTeH IO IISITH JIeT
¢ ycronuuBou (hOopMOH JUApEU.

Bbut npuMeHeH perpeccuBHBIN aHanu3 BhikuBaHUSA Kokca (Cox) Il OIEHKM CyMMapHOTO BIIWSTHUS
IMHKA Ha MPOJOIKUTEIFHOCTh THaped U BO3MOXKHOro MudhepeHIINaNbHOIO BIUSHUS B MOATPYIIAX,
Pa3IeNeHHbIX IO TIOJTy, BO3PACTY, BeCy K POCTY W IIepBOHAYAIHLHON KOHIIEHTPAITNHN IITHKA B TLTA3MeE.
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Ietn ¢ ycroiumBon ¢dhopMoN auapew, MOJNyvaBIIWe IIUHK, UMeldu Ha 24% HUXKe BEpOSITHOCTH
npoxoirkatoriericst nuapeu (95% osepurenbubiit nntepsai [[IU]: 9%, 37%) n Ha 42% HUXKe IO Heyaaq
mevyerns: win cmepT (95% IOU: 10%, 63%), 4eMm meTw B KOHTPOIBHOU Tpymie. HeoOXommMo OTMETHTb,
YTO MMeJIach TeHICHIIMS Ooliee CHIIbHOTO dddeKTa y MalbuuKOB 1O 12 MecsIeB WM y IMEBIINX ITOTepIo
WA HU3KYIO [IepBOHAYAIbHYIO KOHIIEHTPALUIO IIMHKA B IIJIa3Me.

B ofiieM urtore, 0630p HeilaeT 3aKIOYeHHe, YTO No0aBKa IMHKA CHUXKAET MPOIOIKUTENBHOCTh U
TSI3KECTh TePCUCTUPYIOIUX (HOPM IHapew.

3. [OobaBka UMHKa U Npegynpe>xgeHne oCTpPon u
nepcuctupytowien opm guapeu

COBOKYIHBINI aHAIN3 PAaHAOMHU3MPOBAHHBIX KOHTPOJIHMPYEMBIX HCIBITAHUN y JETeH B Pa3BHUBAIOIIUXCS
CTpaHax MO3BOJIII IPOBECTH OLEHKY BIMSHUS NOOAaBKM IMHKA Ha IperylpexXiaeHue auapen (OCTpod |
ycrorunBon ¢opmbl). McHbITaHUS BKIIOYATHM TOJXYYHBIINAX IIEPOPATBHYIO JOOABKY B KOIMYECTBE XOTSI
651 ostoBUHBI 0T CyTouHOM pekomeHgoBanHOM HOpMbl CIITA (CPH) muHKa JiJ1s1 ieTe B BO3pacTe JI0 MsTH
JeT W OUEHWBAIM IpemylpexKIeHNe Cepbe3HON WMHMEKIMOHHON 3a00JeBa€MOCTH IIyTEM IIPOBEICHUS
CEeMEWMHBIX BU3UTOB. AHAJIN3 BKIIOYAI CEMb UCIIBITAHUN C “IINUTENbHBIM” 00eCIIeYeHUEM eIMHIYHON UITH
nsortHon CPH sieMeHTapHOrO IIHKA OT IISITH IO CEMU pa3 B HEJEN0 Ha MPOTSKEHUH TIeproja CIeXKEHUS
3a 3a00JI€BaEMOCTBIO W WCIBITAHUS C “KPaTKOCPOYHBIM” NPHIMEHEHHEM OT IBYX M0 4eTblpex pa3 CPH
BJIEMEHTApHOTO IIMHKA eXXEeHEBHO B TEUCHUE IBYX Heflellb C IIOCIeNyIOIINM ClIeKeHHEeM 3a 3a00IeBaeMOCTHI0
B TeueHHe 2-3 MecsleB. Pe3yibTaThl BIMSHUS Ha THapelo ObLIN IPOaHAIH3UPOBAHBI B CyMMapHOM HUTOTe
7 B ITOATPYyIIax, pa3rpaHAYEHHBIX 110 BO3pAcTy, 6a30BOM IUIA3MEHHON KOHIIEHTpPAIINN [IMHKA, COCTOSTHHIO
YIOUTaHHOCTHU U IIOIy.

B WCHBITaHMSIX C JIUTENBHBIM KypcoM y JOeTeH, IOJyYyaBIIMX JO00aBKY IIMHKA, IO CPaBHEHHIO C
KOHTPOJILHOY TPYTIIION, IPOLEHT auapeu ObuT cHrxKeH Ha 18% (KoaddunueHT BeposiTHOCTH YCIEIITHOTO
ncxoma (KBYH) 0,82 [95% U ot 0,72 mo 0,93] u pacmipocTpaHeHHOCTH cHU3MIAach Ha 25% (KBYU 0,75
[95% 0N or 0,63 mo 0,88]). CymecTBeHHON pasHULBI B ddderTe Ha MOATPYNIBI ¢ J0OABKOW ITMHKA
00OHapy>KeHO He ObLIO.

B ncnblTaHUAX ¢ KPaTKOCPOYHBIM KypCOM XapaKTep IeHCTBHUS J0OaBKM LIMHKA ObLI aHAJIOTUYHBIM
TOMY, YTO HaOIIONAJICS B AIUTENbHBIX MCIBITAHMSX: Yy JEeTeN C JOOABOYHBIM IIMHKOM, IO CPaBHEHHIO C
KOHTPOJIHOH I'PYIIIOHN, ITPOLEHT arapen cHu3mics Ha 11% (KoadbdunreHT BeposiTHOCTH yCIEITHOTO NCX0/ia
(KBYH) 0,89 [95% U ot 0,62 mo 1,28]) u pacupocTpaHeHHOCTs cHU3MIAch Ha 34% (KBYU 0,66 [95% O
or 0,52 mo 0,83]).

B 3akmmroyeHne MOKHO CKa3aTh, YTO JaBaeMas OETAM ,]IO6aBKa OUHKa IIpU JICYCHUU KaK TJINTEIbHbBIM
KypCOM, TaK W KPATKOCPOYHBIM B Pa3BUBAKINUXCA CTpaHaX CBA3aHA CO CYUIECTBCHHBIM CHUXKECHUEM
MIPOLCHTHOI'O COOTHOICHU A Jmapeﬁ.

4. [OobaBka UuHKa, neueHne U npegynpe>XxgeHne guapen ¢
reMoKonuToM

Heckomnbko I/ICCJ'ICJIOBaHI/II;I OpoaEMOHCTPUPOBAIN, YTO JIO6aBKa IOMWMHKAa KaK JJIUTEJIbHadA, TaK U
KpaTKOCpOoYHas uMeJia IOJOKUTEIBHOC BIIMAHUEC Ha PACIIPOCTPAaHECHHOCTL TU3CHTCPUN B TCUCHUEC MECALIa,
CICOYIOIICTO 3a TPUMECHECHUEM ,HOﬁaBKI/I IOWHKA.

B JOIIOTHEHUE, HAYYHBIC NCCIETOBaHM s, IIPOBENCHHBIC BO BPEMA OCTPOIrO IIMTIEJIe3a, IToKa3ajln, YTO
JIO6aBKa IVHKA CYIOECTBECHHO YJIYyYIIAaeT CCPOKOHBEPCHUIO OTBETAa IIMNUIEJJIO-KHCIOTHBIX AHTUTEI U
YBEJIUYHNBACT IIPOIOPLIUIO IMUPKYJINPYIOIUX B—JII/IMCbOHI/ITOB U IIJIa3MEHHBIX KIJIETOK, a TaKXKeE IgA—
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cnenurYeckoro MMYHOIIOOYJIMHOBOTO OTBeTa. Ilo BceM ®THM IpHYMHAM CTAaHOBUTCS SICHBIM, 4TO
nmo0aBKa IMHKA JOJIKHA aBaThCsl B KAYeCTBE MOTOJTHEHMS K JICYEHUT0 THAPEU C TEMOKOIUTOM C IIOMOIIIBIO
aHTHOMOTHUKOB.

5. [HobaBka uMHKa n oueHKa 3cpceKTUBHOCTM 3aTpat

HemaBHO OmyOIMKOBaHHOE HCCIENOBaHUE ITPOAHATM3MPOBAIO CTOMMOCTH IIPUPAIICHUS, PE3yIbTaThl
NeNCTBUS U 3aTpaTo-3hHEKTUBHOCTh IMHKA, UCTIOJIB30BAHHOTO B KaUeCTBE JIONOJHEHUTEIbHON Tepanuu K
CTaHJAPTHOMY JIEYEHUIO OCTPOU NETCKOM NHapeu, BKIIoYas NTU3EHTEpPUIO, a TaKKe IPOBEJIO MepeoleHKY
5 GEeKTUBHOCTHU 3aTpaT CTAaHJAAPTHOIO BeleHUs ciaydvasi ¢ moMolsio ITPC.

JIpeBo pelleHul HMCIOIb30BAJOCh IJIS MOIEIUPOBAHUS OXMIAEMBIX KIMHUYECKUX PE3yJIbTaTOB U
OXHUJAaeMBbIX 3aTpaT INPHU YeThIpeX albTepHATHBHBIX CTpaTerusix jeueHus. Jlydmme OocTyIHBIE
SMUJIEMHUOJOTHUECKHE, KINHUYECKNE ¥ DKOHOMHYECKNEe JAaHHbIE HCIIONIb30BAIUCH IIPH pacyeTax, a
Oo0rpennaenHast Pecrry6imka TaH3aHWS cIyKWila B Ka4eCTBE OIIOPHOW 0a3bl. BeposSITHOCTHBIN aHANN3
3¢ dHEeKTUBHOCTH 3aTpaT OBLI IIPOBEJIEH ¢ IOMOIIIBI0 METO/Ia MOofieIrpoBanus MonTte-Kapio, n Bo3MoKHbIe
BIIMSTHUS KONeOaHUN eHNYHBIX TApaMEeTPOB MCCIETOBAIUCEH B aHATIM3€ OHOCTOPOHHEH 1yBCTBUTEIBHOCTH.

B »tom uccienoBannu [TPC okasajcss MeHee 3aTpaTHO-3()DEKTUBHBIM, YeM IPEICTaBIsIIOCh paHee.
OpHako IMpUMEHEHHE LIMHKA B KauyecTBe MOIMOJHUTENbHON Tepalvy 3HAYUTEIbHO YIYyYllIajo 3aTpaTo-
5} HEKTUBHOCTh CTAHAAPTHOTO BEIEeHUS IUaped KakK IJIs TU3eHTePUNHBIX, TaK W 3a00JIcBaHUU
HEJIM3eHTEPUITHOTO MPOUCXOXKIEHUS. OTH Pe3yJbTaThl SBISIOTCS OCOOCHHO YS3BUMBIMU IS
K09 GUNIMeHTa CMEPTHOCTH HEIW3CHTEPUITHON TUaper, HO albTepHATHBHBIC WHTEPBEHIINN MOTYT OBITh
OXapaKTepHU30BaHbl KaK BBICOKO 3aTpaTo-dheKTUBHBIE JaxKe MU MeCCUMUCTUUYECKUX CIEHAPUSIX.

DTO uccaenoBaHne JaeT JOCTATOYHO OCHOBAaHUM JIJIsl pEKOMEHAAIIMY BKIIIOUeHUS] IMHKA B CTaHIapTHOE
BeJEHUE cllydasl KaK JU3€HTEPUNHON, TaK U HEJU3EHTEPUINHON OCTPOM JHAPEU.

6. [Hob6aBka UMHKa U HepauMoHanbHOe UCMonb3oBaHNe
aHTUOMOTMKOB

YpesmepHoe IpUMEHeHe aHTHONOTHKOB TIPH JIMapee SIBISIETCS TIIaBHBIM CIIOCOOCTBYIOIINM (haKTOPOM B
OTHOIIIEHUY PACTYILETO MPOLeHTa AaHTUMUKPOOHO! PE3UCTEHTHOCTY B Pa3BUBAIOIIMXCS cTpaHax. HayuyHoe
rcclleloBaHNe NPUMEHEHNs aHTHOWOTHKOB B CEIbCKUX palioHax bBaHrmanem oGHapyxmio, 4to 26%
3aKyIJICHHBIX JIGKAPCTBEHHBIX CPEJICTB OTHOCUIIOCH K aHTHOMOTHKAaM, KOTOpbIE Yallle BCEro ObLIM
proOpeTeHbl iIsl feTelt B BodpacTe 0-4 roja ¢ IeNbl0 MpUMeHeHus npu auapee; 48% aHTHOWOTHKOB
OB 3aKyIUIEHBI C TapaMeTpaMy MEeHee, YeM pa3oBasi CyTOYHas 1o03a. Takue BUIbI IPaKTUKH, BEPOSITHO,
HE TpPUBEIH K YIYYIIEHUIO 3JT0POBbS M, BO3MOKHO, CIIOCOOCTBOBAIM IOSIBICHUIO M KHUBYUYECTH
MHUKPOOPTaHN3MOB C JIEKAPCTBEHHON YCTONYUBOCTBHIO.

Tepamnusi ¢ MpuMeHEHWEM IIMHKA B KOHTPOJBHBIX HUCIBITAHUAX D(h(MEKTUBHOCTH MPU TUApesiXx ObLia
TTOKa3aHa KaK OJIarOTBOPHAS, M BasKHO OIIPENEIINTh, OYIET JIM HAJIMYAe CHPOTIa IIMHKA JIJIS JeUSHUS Tuapen
YIOBIIETBOPSITh IOTPEOHOCTH B JIEKAPCTBEHHBIX CPEICTBAX IPU JHApesiX, YTO TAKMM 0Opa3oM yMEHBIIUT
WCIOJb30BaHNE aHTHOUOTUKOB 03 KOHKYPHUPOBaHUSI C IPUMEHEHHEM IIepOpPalbHON PEeruipaTalluOHHON
tepanuu (IIPT).

B Marna6e (Banriagerir) GbUT0 TIPOBEIEHO KOHTPOJIUPYEMOe UCIbITaHUe B OOLIMHE, IIe uMesoch 30
00CITy>KMBAIOIINX PallOHOB (KJacTepoB) BOKpyT euebHoro llenTpa Martma6, B Kaxxmom okoio 200 mertert
B Bo3pacte 3-59 MecsieB, KOTOpble ObUIM Hayraj pacipeleleHbl Ha palioHbl MHTEPBEHLIUI M CPaBHEHUSI.
OnuH OOIIMHHBINA MeIpabOTHUK OOCITYKMBAJ KaXkIbli Kiactep. Bce metu B Bozpacte 3-59 MecsiieB ObLITH
BKJTIOUEHBI B CCJICIOBAHNE.
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[IpumeHeHne aHTUOGUOTUKOB JJIsI JIeUeHHsT Araper OblIo mpuMepHo Ha 70% MeHblle B parioHax, Irje
TIPOBOJIAIIACH MEPOIIPUATHS ¢ THHKOM. Kpome Toro, mocemnieHu# (hapMaleBTOB U CEIbCKUX Bpadell ObLIO
3HAYNTEIHHO MEHBINE; BHU3WTHI K CEIBCKMM BpadyaM M (apMmaleBTaM SBISIOTCS CaMbIMHU Ba’KHBIMH
OITPENIeIISTIOIITMMHY TIOKA3aTeISIMH HEHAIIIeXKAIIlero NCIOIb30BaHMSI aHTUOMOTUKOB. 3HAYUTEIILHOE CHIKECHUE
TIPUMEHEHUS aHTHONOTHKOB M CBSI3AHHOTO C DTUM TOBEICHUS B TPYIINax, I7ie IPOBOIIINCH NHTEPBEHITUH,
TIPOEMOHCTPHAPOBAIIO, YTO ITONb3a TOOABKM IIMHKA PACIPOCTPAaHSIETCS JAIEKO 3a IPelellbl CHYKCHUS
JETCKOM 3a00JIeBaeMOCTH ¥ CMepTHOCTH. J[o0aBKa IIMHKA IIPU Jiuapee ¢ 06pa30BaTeIbHbIMUA IPOrPAMMaMU,
B nonostHeHue K [TPT, MOXeT CHU3UTh HelpaBUIIbHOE IPUMEHEHNe aHTHOMOTHKOB, IPUBOJISIIEE K PA3BUTHIO
PE3UCTEHTHBIX MATOI€HHBIX MIKPOOPTaHN3MOB.
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Cneundmkaumm Ha NPOAYKTbI LyHKa O
NPVIMEHEHMA Mpy BeOeH Ouapen

1. Joswuposka

m  Kaxpas nHIMBHIyalbHAs 03a IIUHKA JOIKHA comepzkaTh 10 Mr mmm 20 MT 3J1eMeHTapHOTO ITMHKA.

m ]I CUpOIOB: KOHIIEHTpAIUs DJIIEMEHTAPHOrO IIMHKA JOJKHA ObITh Ju00 10 Mr/5 mi, mu6o 20
MT/S MIL.

m ]l TabeToK: Kaxkmas TableTKa JOJKHA comepxkaTh Mu6o 10 mMr, mu6o 20 MT DiIeMeHTapHOro
nwHKa. TabmeTku, comepxkariue 20 M 3JIEMEHTaPHOTO I[TUHKA, MOJKHBI MOICYUTHIBATHCS.

2. Twn conu UMHKa

Conb UMHKA, UCTOJIb3yeMas JIJIsl IIPUTOTOBJICHUSI CHUPOIIOB U TAOJIETOK ISl IPUMEHEHUs NpPU BeJCHHUH
Iuapei, HOKHA OBITh PAaCTBOPHMA B BOfe. B CBSI3W ¢ ®THUM, TONBKO CIEHYIOIINAE COIMU IIWHKA JOJKHEI
TIPUMEHSAThCS —

m  Cyzabdar quHKa

B ArneraTr IMHKaA

®  [IrokoHaT IIMHKA

3. Tun TabneTtok

Tax Kak TaGIeTKY IUHKA OyIyT IPUMEHSIThCS IJIsT MIIaIeHIIeB U IeTel MIIaJIIero Bo3pacTa, BaXKHO, YTOObI
TabJeTKH OBUTM OWCIIEPCHBIMHA. ODTO O3HAYAeT, YTO TaOICTKU TOIKHBI MOTHOCTHIO Ie3arpernpoBaThCS B
TeueHue okojo 30 cekyHn unu MeHee 60 cCeKyHHI B 5 MJII BOJOIPOBOAHOM BOABI MIIA IPYJHOTO MOJOKA.

4. Mackuposka BKyca

TpI/I COJIM TMHKA UMCIOT HerI/IHTHbIIZ MeTaJllInYeCKUN IIPUBKYC, UYTO IIPUBEJIO B PE3YJIbTATE K IPUMEHEHUIO
IOUWHKA B Ka4Y€CTB€ PBOTHOIO Cpe€acCTBa IO Havalla IBaJlaToro BEKa. ,]IJIﬂ TOTO YTOOBI JOCTUYDb
KaXXIOJHEBHOTO Ip€éMa B TCUYCHUE 10-14 I[Heﬁ TabJIETOK WU cypoIlia NUHKa MJIaAcHIaMu U NE€TbMU
MJIaIIInX BO3pacTOB, BaKHO, YTOOBI METAIIMYECKHUI IIPUBKYC OBLT ITOJTHOCTHIO 3aMaCKHpOBaH.

5. CtoumocTb

BaxXHO COXpaHSTH IIeHy Ha J03y LMHKA HU3KOW HACKOIBKO ®TO BO3MOXKHO. I[IpoM3BONIBHO, MBI ObI
PEKOMEHIOBAJIN, YTOOBI CTOMMOCTD OHOMU J03bI IMHKA He mpesbimaia 0,02 mosa. CHIA.

Mpunoxexune 3. CrneundukaLm Ha NPOAYKTbl LUMHKA ANA NpUMEeHeHWA npv BegeHun gvapew
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6. PacdacoBka

Ta6reTKy 1 CUPOIIBI HOIKHBI ObITH pacchacoBaHbl TAKUM 00pa30M, YTOOBI OOECIICUUTD ITOIHBIN KypPC JEIECHHS
B 10-14 exXemHEBHBIX 03 IWHKA (HAIpUMep, IJIS CHPOIOB, comepxkarmux 20 mMr/5 mur, OyTHIIN JOJKHEI
BMeraTh 50-75 mur cuporma; st TabJIeToK OJUCTepHasl ymakoBKa JIONKHA copepxkath 10-14 TabreTok).

7. Cpok xpaHeHuA

HpOJIyKT OWHKA TO0JI2KEH UMETh CPOK XpaHCHM:, 11O MeHbIIIen MeEpE, IBa roja.

Peanusauua HOBbIX peKOMeH,D,aLI,I/IVI Mo KNMHMYEeCKOMy BedeHUI0 Ounapen



