EBPA3UHCKAS SKOHOMUYECKASI KOMUCCHUS]
KOJUJIETUSI

PEKOMEHIANUSA

«21» nexabps 2021 r. Ne 30 r. Mocksa

O PyxoBoacTBe o papManeBTHUECKOH pa3padoTke
JIEKAPCTBEHHBIX CPEACTB AJIsI NPUMeHeHH st
B NeIHATPHYECKOH MPaKTHKe

Konneruss EBpazuiickoii d3KOHOMHUYECKOH KOMHCCHH B COOTBETCTBHUH
co crarbei 30 JloroBopa o EBpa3suiickoM 5KOHOMHYECKOM COIO3€
or 29 masa 2014 roga, myHKTOM 3 cTaThbu 3, MYHKTOM 2 CTaThu 4, IyHKTOM 7
crarbr 7/ CoryameHuss O €IMHBIX TNPUHIMNAX M TpaBUiax oOpalieHHsl
JIEKapCTBEHHBIX CPEACTB B pamMKax EBpasMiicKOro 3KOHOMHYECKOIO COH3a
ot 23 nekabpst 2014 rosga, a TakKe B MENIIX YCTAHOBIEHHUS €IMHBIX ITOLX0/0B
K (papMalleBTHUYECKOH pa3paboTKe JIeKapCTBEHHBIX CPEICTB [T IPUMEHEHHUs
B [IEIUaTPUUECKON NIPaKTHUKE

pPeKOMeHaYyeT rocygapcrsaM  —  wieHaMm  EBpaswuiickoro
ODKOHOMHMUYECKOr0  COro3a [0  uCTeyeHMH 6  MecsieB ¢ JaThbl
onyOnuKoBaHUsl HacTosied Pexkomenjganuum Ha odunMansHOM - caiiTe
EBpa3suiicKoro sKOHOMHUYECKOIo coro3a MpH (apMaleBTHYecKoil pazpaboTke
JIEKapCTBEHHBLIX CPEACTB I IMPUMEHEHUS B NEAMAaTPUUECKOH IMpaKkTHKe

PUMEHSTh PyKOBOACTBO COTTIACHO TIPUIIOKEHHUIO.

ITpencenarens Konnerun

EBpasuiickol SKOHOMHUYECKON KOMHUCCHN ‘M. MsicuukoBuy
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I[TPUJIOXXEHUWE

Kk Pexomennarnu Kosernu
EBpasuiickoil 5KOHOMUYECKOH KOMUCCHH
ot 21 nexadbpst 2021 r. Ne 30

PYKOBOACTBO
no (papManeBTHIECKOM paspadoTKe JeKaPCTBEHHBIX CPEICTB
JJIsl IPHMEHEeHHUs! B e JUATPHYECKOH MPAKTHKE

[. O0mue nmonoxeuus

1. Hactosimee PykoBojacTBo — ompenmenseT eauMHble TOAXONB K
(apmarneBTHUECKON pazpabOTKe JIEKAPCTBEHHBIX CPEJCTB sl IPUMEHEHHUS B
neMaTPHIECKOM MPaKTUKe (aajiee — JIeKapCTBEHHEIe IpenapaTsl IS AeTell)
¥ paspaborano ¢ yuerom IIpaBunm peructpanum M OKCIIEPTU3bI
JIEKapCTBEHHBIX CPEJCTB Ui MEIULIMHCKOTO MPUMEHEHHS, YTBEPIKIECHHBIX
Penrennem Copera EBpasuiickoli 5KOHOMHUYECKOH KOMHCCHH OT 3 HOSOpS
2016 1. Ne 78, m IlpaBmi Hajuexaiefl HpPOWU3BOJCTBEHHOMW IPAKTUKH
EBpazuiickoro sKOHOMHUYECKOI0 01033, YTBepKIeHHBIX Pemenuem Copera
EBpasuiickoli skoHOMHUYecKkoi kKomuccuu oT 3 Hostopst 2016 1. Ne 77,

2.PyKOBOACTBO COJEPXKUT pPEKOMEHAALUM 110 (hapMaleBTHYECKON
paspaboTKe JIeKapCTBEHHBIX IIperapaToB /Ui JieTeil B BO3pacTe OT POKIAECHHS
no 18 gjer. Hacrosgmee PykoBoacTBO — cleayer — paccMaTpuBarh

B COBOKYNHOCTH ¢  JPYTMMHM  aKTaMud  opraHoB  Eppasuiickoro
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SKOHOMHYECKOI'O COK3a, PeryaupyroluMu  olpallleHHe JIEKapCTBEHHBIX
CpEeJCTB.

3. Baxneiinieil 3anauyell pa3zpabOTKH JIeKapCTBEHHBIX IIPENApaToB Jjis
JIETEH, COOTBETCTBYIOIIMX WX BO3PACTY, SBIseTCsl obecreuenue paerei
IeJIeBOM  BO3PACTHOM TPyNNbl (IpyIi) JIeKapCTBEHHBIMH IpernapaTaMu
CTabUIILHOTO KAUECTBA C MOJIOKUTENILHBIM COOTHOIIEHHEM «I10J1b3a — PHCKY,
BBICOKMM YPOBHEM HUX aJCKBaTHOW BOCIPHUMYHMBOCTH MAI[MEHTAMH U HE
CO3MAIONIMMHU  M3JIMILIHION HAarpysKy Ha [aluWeHTOB U (WiM)  JIIL,
oOecreyrBaloNMX YXO0/1 3a HUMH.

4. dusznyeckue, MeTabONMUYECKHE W TCHUXOJOTMYECKUE IPOIECCH,
XapaKkTepusyollie pa3sBUTHE JIETEH OT POKAEHHS! 10 JOCTUIKECHHUS B3POCIIOTO
BO3pacTa, CBHUJIETENILCTBYIOT O TOM, YTO AETeH Hellb3s paccMaTphBarh B
Ka4eCTBE MaJIEHBKHUX B3pOCIIbIX, a TAK)KE B KauecTBE OJAHOPOIHOM TI'PYIIIIHL.
Kak crexctBue, KIMHMYECKHE MCCIENOBAHUs C Y4YacCTHEM B3POCIbBIX
HEOOA3aTENBHO SBJIAKTCS MPOTHOCTHYECKMME Jyisi jaeTeil. IlosTomy Bo
MHOTHUX CTyYasx B LEJIAX HOATBEPXKIAEHUS 0€30MacHOCTH U d(D(HEKTUBHOCTH
JIEKapCTBEHHOTO TIperapaTa Jils BCeX BO3PACTHBIX TPYII JIeTel MpOBOAATCS
KIIMHUYECKHE HCCJIEOBaHUs C ydacTHEM JeTeH BCeX BO3PAcCTHBIX IPYIIIL.
Kpome toro, sieuenue perell JieKapcTBEHHBIMM IperapaTaMu CO3[aeT
cneuuduueckue GapMareBTHIECKUe TPOOIEMBI, KOTOPbIE MOT'YT 3aBHCETH OT
BO3pacTa (HampuMep, MJAJeHLbl He MOTYT IPOIJIOTUTH TaOJIETKH
CTaHJIaAPTHOTO pa3Mepa, HOBOPOXIAEHHBIM MOTYT MOTPeOOBaThCS OUYEHb
MaJIeHbKKre OOBEMBI JICKAPCTBEHHOTO Iperapara Juis IMapeHTepalbHOro
BBEJCHUS, 4TOOBI U30exaTh Ieperpy3ku o0beMoMm U T. i.). ITostomy mern
AOJDKHBI ~ MPUHMMAThL  JIEKAPCTBEHHEIE  TpemapaTrbl  COOTBETCTBYIOLIHME
BO3pPACTy, (PapMalleBTHUECKUN AU3aliH KOTOPBIX JIOJIKEH COOTBETCTBOBATE MX

Ha3HAYEHHIO B IIEJIEBOM BO3paCTHOH rpyrne (rpyrmmax).
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5. [letn ormimMyaroTes APYr OT JApYyra B OTHOLICHWH TMPHUTOJHOCTH
pa3UYHBIX JIEKAPCTBEHHBIX (POPM U IPUMEHEHUs Y JaHHOW Kareropuu
MAalUEHTOB U IPEAINOYTEHHs 3TUX JIeKapcTBeHHBIX (Gopm. BospacT pebenka,
€r0  MHJMBHIYaJIbHOE COCTOSHUE 3/0OPOBbs, IMOBECACHWE, HAIWMYME WIH
OTCYTCTBME WHBAJIMAHOCTH, HACIEACTBEHHOCTb W KYJbTYpHas cpeia B
KOTOPOM HaxojauTcs peOEHOK B HACTOAIICE BpeMsi PAacCMATPHBAIOTCS B
KauecTBe HauboJiee BEPOSATHBIX (PAKTOPOB, OMPENENSIONNX [IPUEMIIEMOCTD
JIEKapCTBEHHOH (POPMBI JIEKAPCTBEHHOTO TpernapaTta (ajiee — NpUeMIEMOCTh
JIEKapCTBEHHOM (opmbl) Uil pebeHKa U ee mnpejnodreHre. Bmecre ¢ tem,
HayanbHOM  (papmaleBTHYECKOH pa3paboTKOM TOTOBBIX JIEKAPCTBEHHbIX
IpernaparoB Juis JAeTeld cienyeT oOeclnevyuTh CO3JaHue MHHHUMAaIbHOIO
KOJIMYECTBa PUEMIIEMBIX JIEKApCTBEHHBIX popm, CIIOCOOHBIX
YIOBJIETBOPUTHL TIOTPEOHOCTH OOJIBIIMHCTBA JETed B IeNIeBON BO3PacTHOM
rpynne  (rpymnmax).  OTOro  MOXHO  JOCTHYb IyTeM  pa3paboTKu
JEKapCTBEHHBIX  (opM, 0OJeryarommx  BBeJEHHE  TOBTOPHBIX 103
JIEKaPCTBEHHOTO npernapara u SIBIISTFOLITAX CST IPUEMIIEMBIMU
JIEKApCTBEHHBIMHU (hopMaMHU [is AeTell pa3HBIX BO3PACTOB.

6. Hacrosmee PykoBoJACTBO MNO3BONSET OTKA3aTbCs OT IPAKTHKHU
IPUMEHEHUs] Y JieTel JIEKApCTBEHHBIX IIperaparoB, He MpeaHa3sHaueHHbIX
JUIsl  MeMaTpUYecKod  TMOMyJSIIMM WM alTeYyHOI'0  WM3TOTOBIEHUS
JIeKapCTBEHHBIX TIPerapaToB JyIst JeTel, i 00eCeunTh:

MPEEMCTBEHHOCTh (papMaleBTUUECKOW pa3pabOTKH W IOCHeyromen
OKCIIEPTH3BI PErHCTPAlMOHHOIO JOChe JEKapCTBEHHBIX IIpenaparoB s
JieTel (BOCIPOM3BEACHHBIX, NHHOBAIIMOHHEIX, CYIICCTBYIOIIMX M HOBLIX);

ONTHMAJIbHYIO CKOPOCTh PazpabOTKH JIEKAPCTBEHHBIX MpenapaTos s
JIETEeH;

peann3yeMocTh TIPOMBILITEHHOTO BBIITYCKa JIEKAPCTBEHHBIX

NPEenapaToB, MOAXOASLINX JUIsl IPUMEHEHHS Y JIeTeil.
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7. 1lonmoxkenuss Hactosiiero PyKkoBoacTBa clieflyeT Y4YUTHLIBATH B XOJE
(papmarieBTHUYECKONH Pa3padOTKM BCEX JIEKAPCTBEHHBIX IIPEMapaToB s
nerei, nHpopMalusi 0 KOTOPOH TNPHUBOIUTCS B PErHCTPALMOHHOM 10CHEe
YKa3aHHbIX JIEKAPCTBEHHLIX TMpernaparoB. B  3aBUCHMOCTH OT CTajuu
pazpaboTku Hacrosilee PyKOBOACTBO TakKe YUHTHIBAETCS MIPU COCTABIEHHU
IUTAHOB KJIMHUYECKUX MCCIeOBAHUH C yUacTHEM JICTEH.

8.1lo mMepe HaKOIJICHUS! KIIMHUYECKUX W (DapMalleBTUUECKUX JIAHHBIX
BO BpPeMs Pa3pabOTKU U [10CIIEYIONIEero JKU3HEHHOTO IHUKJIA JIEKApPCTBEHHOTO
npenapara  (apmaneBTHUECKMH  Au3aiiH  roTOBOTO  JIEKAPCTBEHHOIO
npemapara Ui JeTeil B paHHeM KIMHHYECKOM WCCIIEeOBAHUM MOMKET
OTIIMYATLCA OT €ro (apMaleBTHUECKOT0 Ju3aiiHa B 3aKJIHOYHTEILHBIX
MCCIEIOBAHUAX,  HEOOXOOUMBIX  JJIsl  [OJIy4EeHHUs  paspelleHus  Ha
NPOU3BOJCTBO M peanusaluio. B Xxoje HauanpHON pa3paOOTKH cCliegyeT
M3Y4YMTh TPUTOJHOCTL W 0e30MacHOCTh MpeIaraeMoro JIeKapCTBEHHOTO
npemapara Jjis  JEeTeHd, pPacCMOTPeTh C TOYKHU BpPEHHS IPHEMJIEMOCTH
JIEKapCcTBEHHOH  (DOpPMBI  BOIPOCH  BbIOOpa TMyTH  BBENEHUS, BHJA
JIEKApCTBEHHOM (hOopMbI, noTpebHOCTeH B 103e (MpenesioB J03MPOBAHUS),
BCIIOMOTATENBHEIX BELIECTB B COCTaBe JIEKApCTBEHHOIO Iperapara Juls
JeTed, ycrpolcrBa Juisi ero BBeAeHus. Ilpu HajuiexamieM oOOCHOBAHWU B
HAYaJbHBIX KJIMHUYECKHUX MCCIEJOBAHMSIX JOMYCKAETCS HCIOJIL30BATh
IPEeIBAPUTENEHYIO BEPCHUIO JIEKAPCTBEHHOI'O Tpernapara (JieKapcTBEHHBIN
npernapar, paspelieHHbli 1 KIIMHUYeCKUX uccnenoBanuii). OnIHako 3To He
O0CBOOOKIAeT 3asBUTENss OT HEOOXOAMMOCTH pa3pabOTKM TOTOBOTO
JIEKapCTBEHHOIO Ipenapara Ajsl JeTel, KOTOpbI OylueT NMpOM3BOIUTLCH U
KOHTPOJIMPOBAThCs B MPOMBIIIEHHBIX — YCIOBUAX. Takum  obpasom,
MpeJBapUTENIbHBIE  BEPCMM  TOTOBBIX  JIGKAPCTBEHHBIX  PENaparoB
paspelieHHbIX JUI8 KIMHWYECKMX WCCIeJI0BaHUH, TONBKO Ha OCHOBAHUM

yKazamus CBELEHUMH O BO3MOMKHOCTH MX TIPUMEHEHHs Yy jeTel B oOIei



XapakTepUCTUKE  JIEKApCTBEHHOI'O  mperapara W WHCTPYKLMHM 110
MEJUIMHCKOMY IPUMEHEHHIO (JIMCTKE-BKIIAbIIIE), HE MOUIeKAT CCPUITHOMY
IIPOMBIIITIEHHOMY IIPOM3BOJCTBY, BBITYCKY B oOpallleHne U peanusamnuu 0e3
JOMOJHATENIBHEIX OOOCHOBAaHMH M HaJJIeKaIluX MpoBepoK. Ilepexon ot
NPEBAPUTENLHON BEPCHHM I'OTOBOI'O JICKAPCTBEHHOTO Tpernapara il JAeTel
pa3peleHHoro Uil KIMHUYECKUX HUCCIEOBAHHUM K JICKAPCTBEHHOMY
mpernapary, IMpPOM3BOJAMMOMY B 00BEME IPOMBILUIEHHBIX Cepuil, Bceria
0OOCHOBBIBAETCSl COOTBETCTBYIOIIMMHU CBS3BYIOIUMH HCCIEOBAHUSMM Ha
NPOTSHKEHUH pa3pabOTKH.

9.1lo Mepe HAKOIUIEHHs  3HAHUH (hapmareBTHYCCKUMU
MPOU3BOAMTENSIMH CIIEAYET IIepeCMaTpuBaTh MOJIE3HOCTh (TMPAKTHYHOCTE),
Ka4ecTBO, 0e30nacHOCTh M 3QQPEKTUBHOCTH Pa3pElIEHHLIX T'OTOBBIX
JIEKApCTBEHHBIX IpernapaTtoB sl JeTed B HWHTepecax JeTedl M JIUII,
of0ecreYrBarOIIMX YXO/1 32 HUMH.

10. Hacrosiiee PykoBOJICTBO HE CONEPIKUT OIMUCAHMS KaKUX-JIMOO
acmeKkToB  (hapMaleBTUYECKOM  pa3pabOTKHM  TOTOBBIX  JIEKAPCTBEHHBIX
[pEenaparos i JETEH, TaKKe TPUMEHSIOIUXCS K TOTOBBIM JIEKAPCTBEHHEIM
npenaparaMm Juis  B3pocsbiX. Hactosiee PykoBosctBo He  ciexmyer
paccMaTpuBaThb KakK COZepiKallee HCUepPIBIBAOIIYI0 HHQOPMALUI |
UCKJIIOYaroIiee Hajauyue  JIpyrux  acleKkTOB,  3HAYMMBIX  JUIS
(bapmaneBTHYECKON pa3paOOTKHM TOTOBBLIX JEKAPCTBEHHBIX MPENapaToB J{is
nereit. Ilponssonurens GapmMareBTHUECKON MPOIYKIIUK BlipaBe 000CHOBATE
OTKJIOHEHWE OT Hacrosniero PykoBoAcTBa, CBA3aHHOE C HAIMUYUEM OPYIUX
aCIieKTOB, 3HAYMMBIX Ui (papmaleBTUYECKON  pa3paboTKH  I'OTOBBIX
JIEKapCTBEHHLIX IIpenaparoB ais jneredl. llepeuncrieHHble B HACTOSIIEM

PyKOBO,[[CTBe HPHUMEPBI HE CIICAYET PaCCMATPHBATL B KAYCCTBE € IMHCTBECHHO

BO3MOKHBIX BAPHAHTOB.
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11. Onpenesnenus

11.JIns ueneli Hactosmero PykoBoAcTBa HCMONB3YIOTCS MOHSATHS,
KOTOpBIE€ 03HAYAIOT CIeAyIolIee:

«BepupuKalnus MOJU(QUKALMN JIeKAPCTBEHHOW (OpMBI Ui JeTel
(verification of a modification)» — mnoJiydeHHOE Ha OCHOBAaHWUH HOBBIX
pe3yJIbTaTOB aHAUTHYECKUX (OMOaHANMTUUYECKUXK) HMCCIEIOBAHWMN, JaHHBIX
HAy4YHOH JMTEpaTypel M NPAKTHMUECKOTO OIBITA IOJTBEPIKJECHHE TOIrO, YTO
npejiaraemMasl  MOOM(MKALUS  JIGKAPCTBEHHOW  (OPMBI  HE  HU3MEHSET
(apMaleBTHUECKUX XapaKTEpUCTHK MEepBOHAYATIBHOTO JIEKAPCTBEHHOTO
npenapara s AeTel M He OKa3blBaeT OTPHIATEIBLHOTO BIMSHHSA Ha €ro
©e3omacHOCTh U (WITH) 3 PEeKTUBHOCTE;

«TOTOBBIM JIEKAPCTBEHHBIM mpemnapaT st mered (pediatric medicine
product, pediatric medicinal product)» — nexapcTBeHHbINM npemnapaT s
J€Tel B NOTPEOMTENbCKON YNAaKOBKE C BIIOKEHHBIM B Hee JIO3HMPYIOMIHM
YCTPOMCTBOM M YCTPOHCTBOM JJsi BBEACHHUS, a TaKiKe HHCTPYKIHEH 110
MEIUIUHCKOMY IIPUMEHEHUIO (JIMCTOK-BKJIa IBIIN);

«JICKapCTBEHHBIN npemapaT s naeted (pediatric preparation)» —
JIEKapCTBEHHBIH IIpernapar B JIEKapCTBEHHOW (Gopme MeTCKOHM MO3UPOBKH
(Hampumep, TaOJIETKM 5 MI, pacTBOpP Ui WUHBEKIMH 5 MI/Mil) Wi B
JIEKapCTBEHHOH (opme, MO3BOJSIONIEH IpU OJHOKPATHOM NPUMEHEHHH
obecreunTs JETCKYI0 JIO3UPOBKY, COAEPIKAIMUCS B  YIAKOBKE C
COOTBETCTBYIOLICH MapKHUPOBKOM (Hampumep, pacTBOp JUIsl HHBEKIHH
5 mr/mn, 1 M =5 mr wiu 2 M = 10 mr);

«JIeKapCTBEHHLIH Mperapar Uit AeTeil, COOTBETCTRYIOIIMH X BO3PACTY
(age-appropriate pediatric medicine)» — JeKapCcTBEHHBIA Ipenapar,
(papmaneBTHYECKNI JM3alH KOTOPOTO IMO3BOJISET HMCIIONB30BAThE €ro I

LIEJIEBOH BO3PACTHOM IPYIIIBI (Fpymmn) fAeTel;
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«nekapcTBennas  Qgopma Juis  gereit  (pediatric  formulation)» —
JI03UpoBanHasl JeKkapcTBeHHas (popMa JeKapcTBEHHOT0 Ipenapara s fereil
OTpeIeIeHHOI0 COCTAaBa,;

«moppuxanusa (modification)» — COBOKYNHOCTH OTeparuii Tepes
BBEJICHHEM JICKAPCTBEHHOIO Mpenapara MalueHTy, MPOBOJAMMBIX € IIEJILIO
€ro JOCTaBKH IAalMEHTY Ha OCHOBE allbTepHATHBHOM cTparerun (Hampumep,
IyTeM yJy4lIeHUs AOCTYITHOCTH JIEKAPCTBEHHOTO Npernapara Ajisl JAeTell Uin
KOPPEKIIUH A035I);

«IpeJBapUTE/IbHAs  BEepPCHUs  JIEKApCTBEHHOTO  mpernapara WM
JIEKapCTBEHHBIN INpenapar, pazpelieHHbIH IS KIHHHYECKUX HCCIe0BaHUN
(preliminary preparation (as called enabling preparation)» — nekapcTBeHHBIIH
mpernapar B OTHOCHUTENBHO IIPOCTOH M YHAOOHOH NSt IPHUCOTOBJIEHUS
JIEKapCTBEHHOH (hopMe, KOTOPBIH IO3BOJISET NPOBOJUTEL JOKIMHHUYECKHE U
(M) paHHUE KIMHUYECKHE WCCIICJOBaHUs, BO3MOXKHEIE TOJBKO TOCHE
pa3pabOTKH TOTOBOIO JIGKAPCTBEHHOTO TIpenapara, COOTBETCTBYIOIIETO
BO3pacTy JETeu;

«TIPUEMJIEMOCTE JIEKAPCTBEHHON (HOPMBI JEKapCTBEHHOTO Ipenapara
s pered»  (patient acceptability) — xapakTepHCTHKa Ha3HAYEHHOTO
JIEKapCTBEHHOT'O Ipenapara, o0Oo3Hayvaromas CrIocoOHOCTh W TOTOBHOCTD
[alMEHTa K €ro NPUMEHEHHUIO, a JIMla, 00eCIIeUnBaloIEro yXod 3a HUM, — K
OKa3aHUIO IOMOLIN IPH ITpHeMe (BBEJICHNH ) JIeKapCTBEHHOTO TIperapara;

«(papmManeBThueckass paspadorka (pharmaceutical development)» —
COBOKYITHOCTh aCIIEKTOB, OINMCLIBaEMbIX B paspene 3.2.P momyns 3
PEruCTPAMOHHOrO JOChe JIEKAPCTBEHHOTO Mpemnapara, B pasjeie 6.0 obiuelt
XapaKTEpPUCTUKKM  JIEKApCTBEHHOIO Ipernapata W B HMHCTPYKIUM IO
MEJIMIIMHCKOMY TIpUMEHeHHIO (nucTke-Bkiajbiie). llpencrasiser coboii
nmpouece  paspadoOTKM,  BKIOYask —~ BCE  OTHOCSIIMECS K HEMY

(])api\{aHeBTH‘JeCKHG dCIICKTDI (HaHpI/lMep, KOHTPOJIL CLIPbA, BaJlAalMsl
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AHAJIMTUYECKUX METOJUK M T. J.) M3 aKTHBHOH (apmaneBTHYecKon
cyOCTaHuMK JIeKapCTBEHHOI'O Tpenaparta Ui JIeTel, MOAXOJSIero s
BBEJCHHS CaMUM PeOEHKOM WM JINLOM, 00eCTIEUHBAIOLIUM YXO/ 3a HUM;
«papmanesTHUeCKMii JIM3afiH TOTOBOTO JIEKAPCTBEHHOIO Iperapara
(pharmaceutical design of a medicine)» — COBOKYNHOCTH 37€MeHTOB
FOTOBOTO IEKapCTBEHHOTO npernapara, BKJIFOYAOLIAS] COCTaB,
NIEKApCTBEHHYI0 (hOpMy, MyTh BBEJEHHs, YACTOTY JIO3HPOBAHMUs, YINAKOBKY,
ZO3UpYIOlIee YCTPOWCTBO WMJIM YCTPOWCTBO JIJIsl BBEAEHUS, a Taroke

HHCTPYKIHMIO II0 MEAHLMHCKOMY INPUMEHECHHIO JICKAPCTBEHHOTO Ipenapara

(JIMCTOK-BKJIQ/IBIII).

1. O6mume noaxo/s! K GpapMalieBTHUECKON pazpaboTke
JIEKAPCTBEHHBIX CPEACTB JAJIsl IPUMEHEHUS
B [I€JINaTPUUYECKON IIPAKTHKE

12.JTr06oit  nmexkapcTBeHHBIH — mpemapar Uil JeTeld  clemyer
pazpabarbiBaTh ISl YJOBJIETBOPEHUs MOTPeOHOCTEH MAlMEHTOB U ero
CepUHHOr0 MNpoM3BOACTBA. JIIA NOCTHIKEHHS 3THX IeNiel NpHMeHseTcs
CHCTEMATHYECKUI MOAX0 K (papMalleBTHYECKO# pa3paboTKe B COOTBETCTBUU
C pPYKOBOJACTBOM IO (hapMaleBTHUECKOH pa3paboTke JIeKapCTBEHHBIX
CpeJICTB, IPUHUMaeMbIM EBpazuiickoil 3KOHOMHYECKOH KOMHUCCHEA.

13.Eciiu  npuMeHHMO, CllelyeT yCTaHOBMTh TNpo(MIbL KadecTBa
JNIeKapCTBEHHOT'0 Tpenapara jis AeTel ¢ y4eToM KOHKPETHBIX MOTpeGHOCTEMH
JOETCKOH  KaTeropuu  HacenmeHusi. Ha ocHoBe nmpoduis  kauecTBa
JICKApCTBEHHOTO Ipemapara Jis JIETeH ONpelensioTcsl ero KPUTHUYECKHE
MOKA3aTe/Il KaueCTBa, JIEKapCTBEHHas (hopma, a Takoke MmapamMeTphl Ipolecca
IIPOU3BOJCTBA, KOTOPBIE MOTYT MOBIUATH HA HUX. TakOM MOAXOJ IMOMOMXKET

ONpeAeuTh  (papMaleBTUUECKUH  JM3aliH  TOTOBBIX  JIEKAPCTBEHHBIX

IIperapaToB Jisl I€TECH.
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14.1lpuanMas pelenue o paspaboTke (papMaleBTHUECKOrO aAMu3aiiHa
rOTOBOrO JIEKApCTBEHHOrO Ipenapara sl JeTed, IOMHUMO acIeKTOB,
obcykmaeMbIX B pazfenax V — XI Hacrosiiero PykoBoacTBa, clieiyer Takke
YUIHTBHIBATE:

MWHHMAJILHEIA BO3PAcT, COOTBETCTBYIOIIYIO (DPU3UOJIOTHIO PA3BUTHS U
BO3PACTHLIC XapaKTEPUCTUKU JIETeH 11eJeBOI BO3pacTHOM Ipymisl (TpyIn);

COCTOsIHUE, TNOJUIeKAalllee JIEYEHHIO, U CBS3AHHBIE C 3THM COCTOSHHUEM
0coOeHHOCTH pebeHka (Harmpumep, JeTH ¢ GU3HUECKUMHU WM YMCTBEHHBIMH
HEeIOCTaTKaMH, HEOOXOAMMOCTb OrpaHHUYEHUs MOTPeOJIeHUs KHMIKOCTH,
BBICOKAsI BEPOATHOCTL COBMECTHOIO JIEUEHMsI HECKOILKUMH IpernapaTaMy,
HECIIOCOOHOCTD ITPOIJIaThIBAHUS M3-38 KPUTHUECKHUX 3a00/eBanuii);

KPUTUYHOCTh  J1O3bl  (KpyTOH  HakKJIOH  KPUBOH  «mo3a  —
papmakoauHaMuuecKkuii  OTBET», Y3KHM TeparneBTHUECKUH [IHMama3oH) |
PEXUM JI03UPOBaHMS (pacueT J103bl, NoA00p J103BI, ONpeAeIcHre J[HUana3oHa
7103);

BO3PACTHYHO aKTUBHOCTH JIETEH II€JIEBOM BO3PACTHOW IpyMIbI (Ipyrin)
(HampuMep, TOITKOIHHOM, IIKOJILHOM);

MaKCUMaJbHYyI0  IMPOJO/DKUTEIBHOCTh  JIEYEHHS M YacTOTY
JO3UPOBAHUS,

YCIIOBHs, B KOTOpPBIX OyIeT IPHUMEHSThCS JIEKAPCTBEHHBIN Ipenapar
(HanpuMmep, B CTAMOHAPHBIX UM aMOyJIaTOPHBIX YCIOBHUSIX);

Apyrue ocoO0eHHOCTH pebeHKa, JIUI, OCYIIECTRIISIONINX VX0 3a HUM, U

HX ITOBCJICHHUCE.

I'V. XapakTepucTUKN aKTUBHOI
(apmalieBTHUECKON cyOcTaHIK

15. 1Ipn BoIOOpe akTUBHOM (hapManeBTHUECKOH cyOcTaHuu cliepyer

[NPpUHUMAThL BO BHHMaHHE TaKHE ¢C (l)HE}I/IKO—XHMHLICCKHG XdPaKTCPHUCTHUKH,
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KOTOpPBIe 0OecreunBaOT BO3MOKHOCTb € MCIIONB30BAHUS JIIsl IPOU3BOJICTBA
TOTOBOI'O JIEKAPCTBEHHOIO npenapata Aias aereil. Hampumep, B HEKOTOPEHIX
CIydasX JUIsl IPOM3BOJCTBA KUAKOTO JIEKAPCTBEHHOI'O Iperapara MOYKET
norpeboBarbes  (apMaueBTHUeckas — cyOCTaHIMsT ¢ YIYUIIeHHOH
pPacTBOPUMOCTBIO (HaNpUMep, MWCMONb30BAHWE WHOW COJMM WJIM 3aMeHa
(apmaneBTuueckoil cyOCTaHIIMM B BHIE OCHOBaHHMsS Ha COJb ATOM
(apmaneBTHuecKkoil cybcrannuu). Kpome TOro, MOBBIIEHHIO CTENEHU
NIPUEMJIEMOCTH JIEKAPCTBEHHOH (OpMBI ISl AeTel MOKET CriocoOCTBOBATE
BBIOOD MeHee pacTBOPUMON (opMbl (hapMaleBTHYECKOW CyOCTaHIMU MJIs
MPEOJOJIEHHsT  BKYCOBBIX  mpoOsneMm  (Hampumep, oOparHas  3aMeHa
(apmaneBTHyeckold cyOCTaHIMM B BHAE COJM HA OCHOBaHHE 3TOM
(apmanieBTHYECKOH CyOCTaHITHH).

16. Ha panneli craguu gapManeBTHYECKOil pa3paboTKH peKOMEH 1yeTCs]
BeIOpaTe (opMmy dapMaieBTudeckol cyOcTaHIMKM (KUCIIOTa, OCHOBAHUE,
COJIb, TOJUMOP(HOE BELIECTBO, XMMHUECKOE COeIUHEHHE DPAaCTBOPEHHOIO
BELIECTBA C PAacTBOPUTENEM U T. II.) C YYETOM CBOMCTB, BIIHMSIOLIMX Ha
pa3pabOTKy TOTOBBIX JIEKAPCTBEHHBIX TpenaparoB st aereill. BuibpanHas
Gopma dapmaneBTHYECKOH CyOCTaHIIMKM JIOJDKHA IO3BOJIHMTL pa3paboTaTh
JIEKapCTBEHHBIM Ipenapar s JeTed, COOTBETCTBYIOIIMH WX BO3pacTy,
JUIS. MCHONb30BaHUs B IEJI€BOM BO3pacTHOM rpynmne. Popma akTHBHOM
(bapmarieBTHUYECKOM cyOcTaHImu, BbIOpaHHAs ImE: pa3zpaboTku
JIEKapCTBEHHOM (DPOPMBI JUIsl IeTel, MOMKET OTIINYAThCSI OT (POPMEI AKTUBHOI
(apmaneBTHUecKod  cyOcTaHLUM,  MCIOJNB3YeMOW  [uis  pa3paboTKu

JIeKapCTBEHHOHN (QOPMBI JJ1s1 B3POCIIBIX.



11

V. 11yt BBef€HUS U JekapcTBeHHast (hopma
1. ®apmanepTrueckas pazpaboTKa JiJist BCeX MyTel BBEACHUS

17.lns xkakmoil W3 IeNeBBIX BO3PACTHBIX TPYI JeTeH cleiyer
paccMOTpeTh U 000CHOBAThH BHIOOP KOHKPETHOW JIeKapCTBEHHOM (OpPMEI U
myTH ee BBeJieHus. ODOCHOBaHME BKIIIOUYAET B ce0ST KAK MUHHMYM:

COCTOSIHUE, TIOJIJIeXKALee JICUCHHIO;

MPOIOJDKUTEIIbHOCTE JICUEHHUS;

CBOMCTBA aKTUBHOM (papMalleBTUUYECKOM CyOCTaHIINu;

HEOOXOOUMOCTb  NMPHMEHEHHsI  BCIIOMOTATENIbHBIX  BELIECTB B
JIEKapcTBEHHOM Gopme 1uist nereil (1 ux 6e30macHOCTE);

JNO3UPYIOIIME  yCTPOMCTBA M YCTPOMCTBA Uil BBEIEHUS
JIEKApCTBEHHOTO TIperapara;

pe3yJIbTAThl UCCIIe0BAHMS CTA0OMILHOCTH,

aHaym3 TpeOOBaHUH K JO3MPOBKE JIEKAPCTBEHHOTO TPENapaTa;

OLIEHKY pHCKa OLIUOOK J03UPOBAHUS;

acTeKTBl  NPUMEHEHUs]  (Hampumep, TPOCTOTa  BBEACHUS W
MPUEMIIEMOCTD JIEKAaPCTBEHHOH (POPMBI JIst IeTeit).

18. C genbro obecredyeHus: ageKkBaTHOrO JEYeHUs IeTel BceX IelIeBhIX
BO3PACTHBIX I'PYII U IPH HEOOXOJUMOCTH C YUETOM Pa3JINYHOIO COCTOSHHUS
370pOBBs, NPOQMIS pa3BUTHs 3a00J€BaHUs WM 0COOEHHOCTEH MOBEIEHHUSI
ACTEH JUId ONHOH M TOM XKe (apMaleBTHUECKOH CYOCTaHIIMH MOXeT
noTpeboBaThCs BEIOOP pa3UuHBIX MyTel BBeleHus U (WIM) JeKapCTBEHHBIX
hopm.

19. TIpusiiekaTeJEHOCTE  TOTOBBIX JIEKAPCTBEHHBIX IIPENapaTtoB s
jerel o/oKHa OBITH TLIATENBbHO cOaTaHCHpOBaHa ¢ PUCKOM HealeKBATHOM
MPUEMIIEMOCTH JIEKAPCTBEHHOH (popMbl [Ulsl leTell U cydaiiHbIM [IPUEMOM 1

MpoaHaJlM3upoBala B OTHOIIEHWH BCEX acCIlEKTOB JICKapCTBEHHOT O Ipenapara
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(JlekapcTBeHHOH (OpPMEI, COCTaBa, NO3UPOBKH, NEPBUYHON M BTOPUUHOIL

YIaKOBOK).

2. ®apmanepTHyecKas pa3paboTKa JIeKapCTBEHHBIX (hopM
JUIsI TIpHeMa BHYTPb B TIeJMaTPHUECKO# NpaKkTHKe

20.Ilpuem  BHYTPb ~ MOKeT  OBITb  JIOCTUTHYT  HOCPEJCTBOM
HCIIOJIb30BaHKsI HECKOJBKMX BHIOB JIEKapCTBeHHBIX (Gopm. [lpu mpueme
BHYTPb OCHOBHBIMH SIBIISIOTCS JKUJKHE M TBEPIBIE JICKAPCTBEHHBIE (OPMBI.
ITpu BEIOOpE CllEyeT yUMTBIBATE MPEUMYIIECTBA U HEJOCTATKH KOHKPETHOM
NIeKapCTBEHHOW (POPMBI U1t JeTel LeeBoi BO3pacTHON TpyITibl (Ipyiin).

21.Teepable OAHONO30BbIE JIeKapCTBEHHbIE (OPMBI Uil MpUeMa
BHYTPb MOT'YT 00ecCIeunTh CTabUIBHOE U JIeTKoe Jo3upoBanue. OHaKo mpu
HEOOXOJIMMOCTH MHAMBUIYAIBHO MOJOOPAHHOTO JIO3MPOBAHMSI BO3PACTACT
KOJMYECTBO JO3MPOBOK JUI JIEYEHUS TMAllMeHTOB BO3PACTHOM LIEJIEBOM
rpynnel  (rpynm). [ paciiMpeHuWst JuMarna3’oHa JO3MPOBAHUS TabJIeTOK
HCIOJIb3YIOT pa3[e/IUTEIbHbIE PUCKH, [TO3BOJISIFONIME BBOJUTH YaCTh MOJTHOU
J03b1 TabJIETOK, WM OTHOBPEMEHHBINM MPHEM HECKOJBLKMX TabIEeTOK, eciid
OHM MMEIT HeOONBLIION pazMmep, COAEpXkaIIUX TOJBKO YacTh Tpebyemoii
J103bI, 17151 JOCTABKH HEOOXOIMMOM JIO3EL

22 Tlopowmkn, TpaHyabl M XXHIKOCTH JUIsi TIPUEMa BHYTPh OOBIUHO
obecrieunBaroT  OONBIIME  Mana3oH  JO3MPOBAaHUs, YeM  TBEpJIbIE
OJHOJI030BbIE JIEKapCTBeHHbIe (opMbl. HekoTophie TBepibie OQHOI030BEHIC
JIeKapCTBEHHbIE (DOPMBI Il IIpUeMa BHYTPb (HAIIPUMED, JUCIEpTUpYyeMBble
WM IIMIYYHE) MPEAHa3HAYeHbl JUIS JUCIIEPTUPOBAHMS, CYCIEHANPOBAHKS
WJIM  pacTBOpPEHMsi Iepes NpuMeHeHweM. [lins pacmmpenus auanazona
JO3WPOBaHMS JIEKAPCTBEHHOI'O IIperapara He CleayeT MCIOoJIb30BaTh 4acTh
pacTBopa, CyCIeH3HU WM SMYJIbCHH JIEKApCTBEHHOIO Ipernapara Jijis AeTeH.

O,HH&KO B OTIPEJICJIICHHBIX ClIydasax TaKoM [MOOX04 MOKET OBITD OonpaBJaH IipH
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YCJIOBHHM, YTO MpOLEIypa MPUIOTOBIEHUS JIEKAPCTBEHHOTO TIpernapara K
npueMy Oblia HajuiexanuM o0pa3oM BajluAMpoBaHa (HAIPUMED, BAKHEI
JIETKOCTBL  NPUIOTOBJIEHWS  SKUAKOTO  MpemnapaTta, OJIHOPOJTHOCTh
oOpasyromelicss KUAKOCTH U JIEFKOCTh M3MEPEHUS HEOOXOMMOro obbema).
Kak mpaBuiio, ciiejyeT u3deratb MHOIOITAIHBIX MPOLEAYP, TOCKOJILKY OHH
YBEJIIMYMBAIOT PUCK OLUMOOK IIPU JJOZUPOBAHMH.

23.Jletn MOryT OBITH HECIOCOOHBIMHU WIJIH HETOTOBBIMH IIPOIJIOTUTH
JIEKapCTBEHHBIM Ipenapar, jaxke eciM JieKapcTBeHHasi popMa, COCTaB WM
Iperapar, CYuTatoTCs COOTBETCTBYIOIIMMU Bo3pacTty. [loatomy 3asBurensM
CIeIyeT MpPOaHAIM3UPOBATh LEJIECOOOPa3HOCTh TOCTABKH HAa  PBIHOK
pasNUYHbIX JO3MPOBaHHBIX (OPM, COCTABOB WJM TpemaparoB (HampuMmep,
KUAKOM (OpMBI ISl TIpUeMa BHYTpPb, a Takke TablieTok). Ecam 3To He
IPEACTABIACTCS. BO3MOYKHBIM, 3asBUTENIO CIELYeT PacCMOTPEeTh Jpyrue
CTpaTeruy IpuemMa JIEKApCTBEHHOrO IperapaTa AJisl JAeTell MpHUBEJeHHBIE B
pazmenax V u IX Hacrosimero PykoBojctra. st neTei, He CrocOOHBIX

IIPOIJIOTHUTH HEO6XO,[[HMBI€ JIEKapPCTBEHHEIC [penaparel, MO2KET

HOTpe6OBaTbCH HNX 30HJOBOC BBEACHHUE.

Teepapie GOpMEI JIeKapCTBEHHBIX MPeNnapaToB
IUIst lIpuemMa BHYTPb

ITopo1iku u rpanynbl

24.1TopoLIKA U IpaHyJbl MOXKHO JaBaTh JIETSAM C MEPBLIX THEH XU3HH
NpH YCIOBHU WX MPUMEHEHMs B JKUIKOH (opme. B TBepmoit dopme ux
0OBIYHO BBOJAT B CMECH C IONYyTBepjoi muiiedl. Eciu JexapcTBeHHbIE
npenaparbl Jiisi JeTed MPUMEHSIIOT C TMOJYyTBEPAOM IHILEH, X MOYKHO
CYMTATh MPUEMJIEMBIMH JIEKAPCTBEHHBIMH (OPMAMU € BO3pacTa, KOTOPLIN
OOBIYHO COCTaBIIET OKOJIO 6 MecsleB, Korjaa peOeHOK MOXKET IMPUHUMATh

TMONYTBCPOYIO ITHILY .
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25.Cneryer OLEHUTh B OTHOLICHWH 11€JI€BOM BO3PACTHOM I'PYIIIbI
(rpymi) pucK MHONajaHWsl NMPU BIOXE B JIBIXAaTENbHBIE TYTH, YAyLIbS U
JKEBaHWsl TOPOLIKOB (TrpaHyn), pasmep, (opMy M KOnuuecTBO (00bem)
IOPOLIKOB (rpaHyl), a Takxke JiroOble crennpUUecKue XapakTepuCTUKH
npenapara. s NpUMEHEHMsS MOPOIIKOB W TpaHyl  HeoOXOauMmo
JIO3UpPYIOIllee YCTPOMCTBO, €CIIM OHM HE YMaKkoBaHbl B OJHOJ030BbIE

YIaKOBKH (HallpUMep, callie-TIaKeThl).

Tabnerku

26.Pasmep u ¢opma TaONETKHM HMEIOT OCHOBHOE 3HAYEHHE sl
CIocOOHOCTH pebeHKa IporyoTuTh ee. [Ipuemnemocth pasmepa u (HOpPMBEI
TabJIeTOK JUIS LEeNeBOH BO3PACTHOM TpYIIBl cleayeT o0OCHOBaTh M IpH
HEOOXOAMMOCTH IOATBEPANTH COOTBETCTBYIOUIMMHU KCCIIEHOBAHUSMHA HIIH
KIIMHUYECKUMH JaHHbIMU. CrielyeT OTMETUTb, YTO B HAYYHOW JIUTEpaType
IPUBEJCHBl OIPAHMYEHHBIE JaHHBIE O BIUSHUU pa3Mmepa, (GOpPMEI U
KOJaMYecTBa TaOJETOK Ha NPHEMJIEMOCTh JIEKAPCTBEHHOM (HOpMBI IS
pasIMYHBIX BO3pacTHbIX rpynn geTed. [Ipu XpoHudeckux 3aboseBaHUIX
IPUEMJIEMOCTD JIJIS JIeTeil TabIeTOK KOHKPETHOro pa3Mepa U (OpMBI MOKET
ObITh  yNydllleHa IIyTeM COOTBETCTBYIOIIErO OOYYEHHs WX I[pHEMY
nmaureHtamu. Ilpuemiemocts pasmepa u (GoOpMBI TAONETKH TaKKe MOYKET
OBITH  ylyyllleHa ¢ TIOMOLIBIO COOTBETCTBYIONIMX HHCTPYKLIMN  UIsl
COBMECTHOT'O BBEACHHUS C noJyTBepjaod mnwumeii. Ecaum Tabnetkn He
npegHasHaveHbl JUls [POIJATHIBAHUS  HENOBPEXKJECHHBIMU  (HAIpUMeEp,
TabJIETKH, JUCIEPTUPYeMBbIe B IIOJIOCTH PTa, KEBATEJbHbIE WM LUMITYyYHe
TaONeTKH), UX pasMepsl U (GopMa HUMEIT MeHblee 3HaueHume. OHAKO

HpO6HeMbI BKyCOBOﬁ I[MPUBJIEKATCJIIBHOCTH MOT'YT 3HAa4YHMTC/IBHO ITOBJIMATL HA

IMPpUEeMJIEMOCTD 3THUX THIIOB TaOJIETOK.
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27.11lpou3sBocTBO TabsIeTOK HEOOMBIIOTO pa3mMepa, COAePKAIINX YacTh
TpeOyeMOH  [103bl, MOXHO paccCMaTpHBaTh Kak CrHoco0  yaydlleHHs
OPHEMIIEMOCTH JIEKAPCTBEHHON (OPMBI M (WJIK) YBEJIHMYEHHsS JHana3oHa
nosupoBanus Tabnerok. Tabnerku HeGosblIOro pasmepa pazpabarbiBaioT
TakuM 00pa3zom, 4TOOBI Jl03a U1 AeTel ILeNeBOi BO3PACTHOW IpyIIbI
OOCTHIajach 3a CYeT IpHeMa OJHOH WJIM HECKOJBKMX TaKHX TabJIeToK
(rpyniy MHOIZa Ha3bIBAIOT «MHUHH-TaONETKAMK»). Eciam s 1ocTHKeHUs
No3pl  TpeOyeTcss  NpUMEHEHMe  HeCKONBKHX  TabJIleTOK,  ClieyeT
IpOaHaJIM3UPOBAaTh U OOOCHOBATHL BO3MOXKHOCTH IIpUEMa HEOOXOAMMOro
KOJIMYeCTBa TabJeTOK JUIsi COOTBETCTBYIOMIUX LEJEBBIX BO3PACTHBIX I'PYII
TeTel.

28.Tlomumo pazmepa U HOpMbI TAOJETKH MPUTOAHOCTL TAOIETOK IS
JeTei crenyer NONOIHUTENLHO 0OOCHOBATH MO OTHOIIEHHWIO K Pa3IMuHBIM
COCTOSIHMSIM ~ 3[0OPOBBs, NPOQUIAM pa3BUTHS 3a00NieBaHUNl W  pHCKaM,
CBSI3AHHEIM C HEJOIOJIyYeHHEM HEeOOXOAMMOM O3Bl WM MEepeqo3MpPOBKOH,
a TaKkKe K PUCKY Pa3BUTHUS YIYLUbs, CBA3aHHOMY C TONaJaHHeM TalJeTKH
NPU JKEBAHUM M BJOXE B AbIXaTeJbHEIE MyTH. B 0OIMyi0 XapakTepucTHKY
JIEKapCTBEHHOI'O IIperapara U MHCTPYKLMIO 110 MEAUIIMHCKOMY TPHMEHEHHUIO
(JIMCTOK-BKJIA/bIILL) CJIE/LyeT BKIIOUHTH COOTBETCTBYIOLIME MPENYIIPEKICHHS
B Cllyyasx, eciau TaOJeTKH HeJb3s PAa3KeBhIBATH U UX HEOOXOAMMO
IpOriaTelBaTh  HEMOBpexJeHHbMU. Kak  mpaBwio, TabieTku  co
CTaHJAPTHBIM (HEMEIUJIEHHBIM) BLICBOOOIKJIEHUEM IpenHa3sHaYeHbl IS
IPOIIaThIBAHUS HENOBPEXKACHHbIMU. KX Taxke MOXKHO JKeBaTh, €CIU B
o0ImIell XapakTepucTHKe JIeKapCTBEHHOTO Iperapara W WHCTPYKIHMU IO
MEJIMIMHCKOMY TpPUMEHEHHMIO (JIMCTKe-BKJIAJbIINE) HE YKa3aHO WHOE.
B cnywae ecnim  pomyckaercst  JkeBaHWe — TabJIETOK ¢ OOBIYHBIM
BBICBOOOXK/IEHMEM, CIIEIyeT PACCMOTPETh MOTEHIMATLHOE BIMSHUE KEBAHUS

Ha JIENCTBUE U BKYCOBBLIC KayeCTBa JIEKapCTBEHHOI'O TIperapara JiJisi JIeTen.
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Karncyinbt

29.Kamncynsl 0ObIMHO IpejiHa3Ha4YeHbl U TIpHeMa HEBCKPHITHIMU
(uenukom). Ilpu cooTBeTcTBYyIOMIEM 00OCHOBAHWH TBEP/BIE KAICYJIbl TAKKE
MOXXHO  BCKpHIBaTb M [PUHUMATh  HUX  COAEPKHMOE,  eclid
MPOJEMOHCTPUPOBAHA BO3MOXHOCTH BCKPBITHS KaICY/JIbl W W3BIIEUEHUS
COIepKUMOro u3 Hee. Eciu TBepjas Karcysia MOJJICKUT BCKPHITHIO IO ee
UCIIOJIb30BaHUs, COJIEPKUMOE KallCyJibl JIOJDKHO COOTBETCTBOBATH TEM IKE
TpeOOBaHUsAM, KOTOphle OOBIYHO —IPUMEHSIOTCS K  JaHHOMY  BHIY
COAEPKMMOTO  KamlCyiael  (Hampumep, K  TpaHyJjam). Cnenyer
MPOaHANIU3UPOBATE  LEIECOOOPAa3HOCTL NpueMa KalCyldl HEBCKPBITHIMHU
(LleTMKOM) MM COJIEPIKUMOTO BCKPBITHIX KATCyl M 000CHOBATH 3TO JJIST BCEX
YKa3aHHBIX LEJIEeBbIX BO3PACTHRIX TPYIII JETEH.

30.B HayuHOH nuTepartype NpUBEJEHbBI OrpaHWMUEHHBIE CBEIEHUS
OTHOCHUTENIBHO TPUEMJIEMOCTH JIEKAPCTBEHHOW (OPMBI IS PasjJMYHbIX
pasMepoB KalcCyll y pasHbIX BO3pACTHBIX Tpymm Jereil. Eciu xarcysisr
NPUHUMAIOTCS ~ HEBCKPBITHIMHU (uenmukom), clielyeT  Y4HTBIBATH
MPUEMJIEMOCTh pa3Mepa KarlcyJibl U J1100ble CBsI3aHHbIE C KaTCyJIOi PHCKH,

AHAJIOTUYHO YKa3aHHBIM IJIA TaOJIETOK.

Jucnieprupyemsele B MOJIOCTH PTa
1 JKeBaTeJIbHbIE JIEKAPCTBEHHBIE (POPMBI
31. lucneprupyemMblie B IOJIOCTH PTa U KeBaTeJIbHBIE JEKAPCTBEHHBIE
npenaparhl BKJIHOYAOT TBEPIbIE OAHOA030BbIE JeKapCTBEHHbIE (GOPMbI IS
InpHeMa BHYTPb, KOTOPBIE MPEUMYILIECTBEHHO HE IMpeAHA3HAYeHBl ISl
MpOrJIaThbIBaHks LEJIUKOM. JlucrieprupyeMele B 110JIOCTH pTa TaONETKH MOTYT
IPUHUMATBCS pasHbIMM criocobamu. Hanpumep, nuna, yxaXuBalomiue 3a

NalUCeHTAMHU, MOT'YT JIUCIIEPrupoBaTh TabJIETKY B KUJKOCTH TEpel TeM, Kak
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narb  ee  peOeHKy, WM TableTku MOIYT  [pOrJiaThiBaThes — Oe3
JUCTIEPrUPOBAHUS B TIOJIOCTH PTAa.

32.B ciydae pucka, 00YyCJIOBJIGHHOI'O MporJjaTbIBAaHUEM
JUCIIEPrUPYEMON B MOJIOCTH PTA WIIM KeBaTeJbHOU TalOneTku, U (Miu) ecin
JMCIIEPTUPYEMBIA B TTOJIOCTH pTa Mpernapar He MOKET OBITh JUCIIEPTUPOBAH
nepes; NpuUMeHeHWeM, HHpopmauus 00 OTOM YyKa3bIBaeTcss B oOLieit
XapaKkTepPUCTHKE  JIEKApCTBEHHOrO  Ipemapara W HMHCTPYKIMH  IIO
MEQULIMHCKOMY TPUMEHEHMIO (JIMCTKe-BKJIAIBIIIE).

33.Cnenyer TIIATEIBHO OLEHUTH PHUCK YIAYIIbS MPH IIPUMEHEHUM
JMCIEPTUPYEMBIX B TOJOCTH PTa HJIHM KEBATEJIbHBIX TAbJIETOK, MOCKOJILKY

peOeHOK MOKeT OBITh HECTIOCOOHBIM HJIM HE YKeJIaTh IPUHUMATEH TaOJIETKH 110

Ha3HAYCHHIO.

Moaupukanus TBEpbIX JEKAPCTBEHHBIX (POpM
JUIsl IpYeMa BHYTpPb C 11eJIbI0 00JIErYeHUsI BBeICHUSI

34.Korzaa gersM HEOOXOAUMO J1aBaTh TBEP/bIE JeKapCTBEHHbIE (HOPMEI
JUIsl IpYeMa BHYTPb, BIIOJIHE BEPOSTHO, YTO HEKOTOPLIE I€TH HE CMOTYT WU
HE 3aXOTAT NPUHATH UX 10 Ha3HAYEHHIO, JTaXKe eclM JieKapcTBeHHas Gopma
0OBIYHO paccMaTpHUBaeTCs Kak COOTBETCTBYIoOIIas Bo3pacty. [Ipu oTcyTeTBun
aJIbTEpHATUBHLIX MOAXOMAIIMX BO3PACTY JIEKAPCTBEHHBIX (OPM, 3assBUTEISM
CIIEAYET PACCMOTPETh W NPOAHAIM3UPOBATE APYTUE CTPATeruy Ha3HAYEHUS
TBEPALIX  JICKAPCTBEHHBIX (OpM JUlsl TMpueMa BHYTPL (Hampumep,
JAMCIIEPTUPOBAHUE  WJIM  W3MENbUEHHE TalJIEeTOK, BCKPBITHE KarCyll,
CMEIlMBAaHKE C NUIIEBBIMU IIPOLYKTaMU WJIM HanuTkamu). B nononnenue x
paspeleHHol Uid  ONPENEJICHHOr0  BO3pacTa JieKapcTBeHHOW (opme
3asgBUTEIIM MOTYT IpeilaraTh aJbTepPHATHUBHBIE CTPATETUH €€ BBEAECHUS.
B srom ciyyae Takast cTparerus MpoBepsieTcsl Npu  (papMaleBTHUECKOM

paspaborke W B OOILEH XapakTepUCTHKE JIEKApCTBEHHOTO Ipenapara M
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JIACTKE-BKJIAJIBILIE) MPUBOAATCS YKa3aHUsl 10 OOJEr4eHUI0 MePeHOCUMOCTH
MalydeHTaMyu  TBEPJbIX  TpernaparoB Jyuis I[puemMa  BHYTpPb. Ecim
allbTepHATHBHAs ~ CTpaTerus He [peljlaraetcs, TO COOTBETCTBYIOLLKE
IPELYIPEXIEHNUsT O HEAOMYCTUMOCTH HWHBIX CIOCOOOB BBEJIEHUS, HE
COIepIKALMXCs B MHCTPYKUMH 10 MEIULMHCKOMY HMPHUMEHEHHIO (JIMCTKe-
BKIIQJBIIIE), TMPHUBOAATCA M OOBsICHSIOTCS B OOIIeH XapakrepucTuke
JIEKapCTBEHHOTO IIperapara U MHCTPYKIMU 110 MEAUIIMHCKOMY ITPHUMEHEHMIO
(JTUCTKe-BKIIAABIIIE).

35.Jrobass  mopudukanusi JeKapcTBEHHOH (OPMBI  H3MEHsIeT ee
(GapmaneBTHUECKHE XAPAKTEPUCTHUKH, YTO IOATBEPIKAEHO pe3yJIbTaTaMu
KIIMHUYECKUX u ounodapmManeBTHIECKIX (papmareBTHYECKHX)
uccnenoanui. IlosToMy BaXKHO MNpPOBOAWUTH BEepHUMHKALMIO KaXKIOH
MOAM(DUKAIIMKM JeKapCTBEHHOH (OPMBI B OTHOIIEHHH ITOTEHLMAIHHOTO
BO3/IEHCTBUSA Ha Oe3011aCHOCTh U 3(P(PEKTHBHOCTE TOTOBOIO JIEKAPCTBEHHOTO
npemapata Ui gerel. B 3aBucumocTH 0T  THmAa  MoaudHKaLMu

JIEKapCTBEHHOH (OopMBI ee BepH(UKAIHs BKIOYAET B ceOst ClleyroIue

ACTIEKTHI:
COTJIaCHE TalUeHTa;
TOYHOCTB JI03UPOBAHUSI,
COBMECTUMOCTh € TMpeJjiaracMbiM BCIIOMOTATEIbHBEIM  BEIIECTBOM

(HaanMep, HCCIICNOBaHUA CTAaOMIILHOCTH JIEKapCTBEHHLIX IIperapaTtoB BO

BpeMsl UX IPUMEHEHUs]);

MCIIOJIE3YEMBIH 00BEM HITH KOJIMYECTRO;

MCCIIE0BaHUE  OMOJOCTYNHOCTH WM OMOIKBHBAJIEHTHOCTH ISl
CpaBHEHHMs MOAM(MUIMPOBAHHOW M HEMOJM(UIMPOBAHHON JIEKAPCTBEHHBIX
hopm;

Nr00bBIe PUCKH [I7IS1 O€3011aCHOCTH NAUeHTa, BO3HUKAIOIINE BCJIE/ICTBHE

MOIU(PUKALTNN JIEKAPCTBEHHOM (POPMEL.
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36. UccnenoBanusi OMOMOCTYNHOCTH WM OMOSKBHUBAJIEHTHOCTH He
BCerja siBIsioTCs HeoOX0AMMbIMU. JlocTaTOUHBIMU O0DOCHOBAHUSIMU MOTYT
CTaTh Yy¥Ke CyuiecTByomas uHdopmanus Mo pa3padoTKe JeKapCTBEHHBIX
IpernapaToB JJis B3pOCIIbIX, YCTAHOBUBLINECS MPAKTUKH, HAYYHBIE JaHHBIE U
(nm) uccneoBanus in vitro. Moxer ObITb NpeicTaBieHa AOMOJHUTEIbHAS
uH(popManusl, IO IEPAKUBAIOTIIAS npejgaraemMmyo MOIH(PUKAITHTIO
JIEKapcTBEHHOH (opMBl MO  pe3yibTaTaM KIMHHYECKUX HCCIIeI0BAHUIMA,
B KOTOPBIX LEJIEBBIM TIpyINIaM IAlUeHTOB BBOJAWIN JIeKapCTBEHHLIN
npenapar B COOTBETCTBHHM C aJbTEPHATUBHOM cTparerueii W  OBLIO
MOATBEPXKJEHO, YTO OpraHOJeNTUYECKHe CBOMCTBA M MoAM(UKALUsA
JIeKapCTBEHHOH (POPMBI IIPUEMIIEMBI.

37.ina oOecriedeHus] BBEJICHMs] TIOJHON O3UPOBKH TaOJIETOK 10
JacTsIM HMIIM OOJIErdeHusl pasjiefieHus] TabJIeTOK Ha 4YacTH s OOJerdeHus
IPOrJIaTLIBAHKMS  MOTYT — HCIOJIB30BATHCS — pa3/ielUTelNbHble pUCKU. MX
npejronaraemas pyHKIMS JOJKHA OBbITH yKazaHa B 00IIel XapakTepucTUKe
JIEKapCTBEHHOI'O IIpenapara 1 MHCTPYKIHUU 10 MEIULUHCKOMY TPHMEHEHUIO
(mucTke-BKIaipbie). Menons3oBanue pasfenuTesIbHON PUCKM Ha TabieTkax
JUIsl YMEHBILEHUS IO3UPOBKU TabJIETOK MOXKET OBITh MPHEMIIEMO HE BO BCEX
CIIy4asiX B CBSI3M ¢ KPUTHUYHOCTBIO J03bI (HallpUMep, Y CHIBHOACHCTBYIOIIHUX
BEIIECTB C Y3KHM TepaneBTHYEeCKMM Juana3zoHoMm). Eciu B obmieit
XapakTepUCTUKE  JIEKAPCTBEHHOTO  Mperapara M WHCTPYKIHMHM 110
MEIMLMHCKOMY  IPUMEHEHWIO  (JMCTKe-BKJaJbllle)  peKOMEHIYeTcs
IIPUMEHEHUE PA3/CIIMTEIIBHBIX PUCOK JUIsi obecreueHus JeaeHus TabJeTKu
Ha paBHBIE JIO3BI, CIEAYET IOATBEPAUTE JIOMYCTUMOCTE JleNieHus: (BKIIrOYast
OJHOPOJTHOCTEL [O3MPOBAHMs B YaCTAX TaOJIETKH, JIETKOCTh pasfeIecHMus!
TaOJIETKH).

38. MsMmenpuenne TabNeTKW Tepen  MPHMEHEHHEM MOMKET ObITh

aHbTepHaTHBHOﬁ C'rpa'remeﬁ AJIsT BBCIACHHWA JCTSAM, KOTOPBIE HUCIBITHIBAKOT
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TPYIHOCTH C TIIOTAHUEM LEIBIX TabneTok. J[omycTUMO BCKpBITHE KAICYJIbl U
NpUeM HUX coJep:kumMoro 0Oe3 obosouku. Takke BO3MOKHBIM BapHAHTOM
SIBJISIETCS] JINCTIEPTUPOBanKe (pacTBOpeHHE) TaONeTKH WM COAEPKUMOIO
KamncyJel B SKUIAKOCTH Ilepel NpueMoM. Kcermonp3oBaHue dYacTw Takoii
CYCNEH3UU MJIM JKUAKOCTH JUll KOPPEKTHPOBKM O3B, KaK MpPaBUIIO, HE
SIBJISIETCS TIpUEMJIEMBIM M TpeOyeT nanbHeHInell NpoBepKH Ha IPOCTOTY
MPUTOTOBJICHHS ~ CYCIEH3MM  (pacTBOpa), OAHOPOAHOCTb W  IPOCTOTY
NO3UPOBaHMs IIPABUIIBHOTO 00BEMa.

39.Pasnenennbie MM U3MeNbueHHBIE TaOJETKH WM COJEPKUMOE
KarcyJsbl MOTYT OBITH IIPHHATBI BMECTE€ C IHUILEBBIMH TMPOAYKTAMH HIIH
HanuTkamu. CrenyeT IOATBEPAWUTb MPUTOMHOCTE MOIU(UIIMPOBAHHOI
JIEKapCTBEHHON (hOPMBI, BKIIIOYAS COBMECTUMOCTD C JIIOOBIM Tpe/iaraeMbiM
HaTIOJIHUTEJIEM.

40.Ecim xapakTepUCTUKU aKTUBHOW (apMalleBTUYeCKOM CyOCcTaHInu
WM JilekapcTBeHHas — (opma  (Hampumep, — TOKCHYHAs  AKTHUBHAs
(papmareBTHYECKas cyOcTaHmms, JIeKapCTBEHHAas! hopma c
MOJM(GULUHUPOBAHHBIM ~ BBICBOOOXKIICHHEM) HE [MO3BOJSIOT OCYIIECTBUTH
Kakue-1M00 MoJu(pUKaLMK JTeKapcTBeHHOM (GopMbl, HHPOPMaLs 06 3TOM
NpUBOIUTCS B OOIIEH XapakTepUCTHKE JIEKapCTBEHHOrO IMpernapara u

HHCTPYKLMH 110 MEAULMHCKOMY IPUMEHEHHUIO (JIMCTKE-BKIaJIbIIIE).
AKujxue nexapcTBeHHbIe (GOPMEI [UIsl TpUeMa BHYTPh

OO1111e OIXO b

41. Kuakue jiekapcTBeHHbIe (POPMBI IJIsl IPHEMa BHYTPb, Kak IPaBUIIO,
CUMTAIOTCS  NPUEMJIEMBIMM  JUISL  [PUMEHEHHWSl Y  JOHOIIEHHBIX U
HEJIOHOINEHHBIX HOBOPOXKIEHHLIX AETEH, COCOOHBIX TIIOTATh U NPHHUMATh

DHTCPaJIbHOC TTMTAHHE. }I{HHI{I/IG JICKApPCTBCHHLBIC (bOprI Ha BOJIHOM OCHOBE B



21

MHOTOZI030BBEIX ~ KOHTeHHepax  O0BIYHO,  TPeOYIOT  HMCIIOJIL30BAHMUS
KOHCEPBAHTOB, B OTJIMYKE OT TBEPJLIX JIEKAPCTBEHHBIX (HOpM ISl MpHema
BHYTPb. DTO CIIOCOOCTBYET NPUMEHEHHIO Y JeTell TBep/bIX JIEKAPCTBEHHBIX
(opm IS mpuema BHYTPbL MO CPAaBHEHHIO C aHAIOTMYHBIMH [0 CHOCOOY
BBEJICHUS JKUIKAMH JICKapCTBeHHBIMU (popmamu. OJIHAKO, HCIIONBL30BAHUE
KOHCEpBaHTOB ~ HE MOXKET CIY)XMTh IJIaBHBIM  (hakTopoM  BbiGOpa
JIEKApCTBEHHOM (POPMBI JJIsI IpUEeMa BHYTPb.

42.7Kunxue nexapctBeHHble (GOPMBI IS TIPHEMa BHYTPb, COEpKaLIHe
KOHCEPBAHTEI, KaK IMPABUIIO, CYMTAIOTCS IIPUEMIIEMBIMH ISl TIPUMEHEHHST Y
JETCKOW  MOMyNAWHM (HAaYMHasi C HOBOPOXAEHHBIX) MPH  YCIOBUH
0e30macHOCTH KOHCEPBAHTOB (M BCEX OCTAbHBIX BCIIOMOTATENIBHBIX
BEIIECTB) JUls JleTell LieneBodl Bo3pacTHO rpymmbl (rpymim). JUis sKHIKHX
JIEKapCTBEHHBIX (DOPM, ITOJNy9EeHHBIX IIyTeM BOCCTAHOBIECHHsS W3 TBEPIOif
JIEKAPCTBEHHOH (DOPMBI, PACTBOPUTENH, OTIMYHLEIE OT BOMABL, JOJDKHBI
COCTABJISAT YacCTh (POPMBI JIEKAPCTBEHHOTO Mperapara.

43.7Kuaxue 103MpOBAaHHBIE JIGKAPCTBEHHBIE (OPMBI s MpUeMa
BHYTpb, IIpelIHa3HaYeHHEBIE Ui JeTed CclieyeT YyIaKOBBIBAThH BMECTE C
COOTBETCTBYIOIIMMH JO3UPYIOIUUMH YCTPOWCTBAMM, €CJIM 3asBUTEbL HE
HNOATBEPIUI  MPHUIOJHOCTH  HMMEIOIIMXCSs B NpOJake ©  LIHUPOKO
MPUMEHSIOIIMXCS  JO3UPYIOIIUX  YCTPOWCTB  JJIS  TOYHOI'O  BBEIECHHS
peKoMeHAyeMbIX [03. lIpurogHocTs ycTpoHCTBa MAJisi JO3MPOBAHMS BCEX
PEKOMEHIYEeMBIX 103 CleAyeT BaluJUpoBaTh B OTHOLICHHUM YKUIKOI'O
JICKapCTBEHHOTO  IIperapara, KOTOPBI  HEMOCPEACTBEHHO MPHHHMAET
MalMenT. JTO0 OCOOEHHO KPUTHUYHO JUTS BSI3KHX JKHJKHX JIEKAPCTBEHHBIX
GopM [uis mpuema BHYTpb. B oOlwiell XapakTeprcTHKe JIeKapCTBEHHOTO
npernapaTa ¥ MHCTPYKIMM 110 MEIMLUUHCKOMY MpPUMEHEHHIO (JIHCTKe-
BKJIabILLIE) IPUBOJIATCS YeTKHE YKa3aHUsl 110 NMPaBUIBHOMY HCIOIB30BAHUIO

YCTPOHCTRBA /151 TOJYYeHUs peKoMeHJyeMoH no3el pebenkoMm. Ecim s
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J03UPOBAHUSI MOXXHO HCIOJIL30BaTh MMEIOIIMECS B MPOAAKE YCTPOUCTBA, B
o0uiel XapakTepUCTHKE JIEKApPCTBEHHOTO Tperapara W HHCTPYKIUH [0
MCAMLMUHCKOMY  TNPUMEHEHUIO  (JIMCTKE-BKJIAABINIE) YKA3BLIBAETCS  THI
yCTpONcTBa (BKIIOYAst JIFOO0E COSIUHUTEIBHOE YCTPOUCTRO).

44.Cnenyer npoaHaNU3UpPOBaTh W OLEHUTH PUCKH [OJYYEHHS He
COOTBETCTBYIOIIEH IOKA3aHWsM HEJIOCTaTOUHON WM W30BITOYHON J103bI,
CBsI3aHHBIE C JO3UPYIOLIMM YCTPOHCTBOM, C TOYKM 3PEHHS] KPUTHYHOCTH
TAKOW MO3bI JUist JIeTel IeJeBOH BO3pacTHOM rpynmsl (rpymm). Ecnu
HENpaBUJIbHOE  NO3MPOBAHUE MOXKET IPUBECTH K I[OTEHIHATLHOMY
CEPBE3HOMY  PUCKY JJIA  3/I0POBbsl  JIETEH, CIENyeT IpPeiyCMOTPETh
IpeynpexaroIine Mepsl (IPUMEHEHHE CIELUANbLHOrO  JIO3MPYIOLIEro
YCTPOMCTBA, OJHONO30BOM YNAaKOBKU WM BBIOOD JpYroi JeKapCTBEHHOM
popmpI).

45.00beM /10361 KHMJKOTO JIEKAPCTBEHHOTO Iperapara uis MpueMa
BHYTPb MOXET BIIMSTh Ha IIPHEMIIEMOCTD JIEKAPCTBEHHOU (DOpPMEI /11 HeTel.
IIpemapatel ¢ HENPUATHLIM BKYCOM, KaK IPaBUIIO, JIy4llle TIEPEHOCATCS TPHU
npuemMe B HEDONBLIMX 00BEMax, €cliM pa3BeJieHHe JIEKapCTBEHHOTO

npenapara He MO3BOJIACT JIYUIIE MaCKHpOBAThL BKYC.

CycrieH3uu juist mpuemMa BHYTpPb

46. Kpurrdeckre ToKazaTelqd KadecTBa JICKAPCTBEHHOIO IIperapara,
KOTOPBIC CICAYET YUHTBIBATE JIsl CYCIIEH3UM JUIsl IIpUeMa BHYTPb, BKJIIOUAIOT
(HU3MKO-XUMHYECKHE XapaKTePUCTUKHU CYCTEH3MM, TaKhHe KaK BSI3KOCTB,
BO3MOXHOCTh ~ BCIICHHMBaHWs, IIOIVIOLIEHHE BO3JyXa, OCAKIEHHE U
NpUIKTIAaHAE CYCTICHIUPOBAHHOTO JIEHCTBYIOLIErO BEIECTBA K KOHTEHHEPY 1
JO3UPYIOLIEMY YCTPOHCTBY. B Tex cilydasix, Korja He yaaeTcsi u30erkarsh
CeIMMEHTAIINH, TPeOYeTCss IIerkoe pecycHeHAMPOBaHHE C  YMEPEHHBIM

BCTPAXUBAHHUEM JIJI CHWIKEHHS PUCKA HEJO0CTAaTOYHOTO BCTpsAAXMBAHMUS H
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OIMOOK  JI03MPOBaHUA 3@ CYeT  HEOJHOPOJHOCTH  pachpeereHus!
JEUCTBYIOIIIETO BelllecTBa.

47.Cnenyet OLIEHUTH puCK MOy YEHMSI pebeHKoM He
COOTBETCTBYIONIEN TIOKa3aHMUsIM 03Bl B pe3ysbTare HEZ0CTATOYHOTrO
BCTPSIXMBAHUSI CyCHeH3ud. B 00uiyro XapakTepuCTHKY JIeKapCTBEHHOIO
npernapara M HHCTPYKLHMIO 10 MEAMIMHCKOMY IPUMEHEHHI (JIMCTOK-
BKJIQIBILT) BKJIIOYAIOTCS YETKHE yKa3aHUs 110 MPaBUILHOMY OTOOPY J103bl U3
(prakona, B TOM uHMCIe TpeNyHPEXkIeHHEe O TOM, YTO HENPABHILHOE
BCTPSIXMBAHHWE MOXKET IIPUBECTHU K MOJIYUCHHIO ITALIHEHTOM HEI0CTATOYHOM
WM W30bITOYHOR 1036l CrefyeT MpeanpHHsITh COOTBETCTBYIOIME MEPHI B
Cllydasix, KOT/Jia HeTPaBUILHOE BCTPSIXUBAHUE CYCIIEH3UN MOXKET MPUBECTH K
MOTSHLUANBHOMY CEPbE3HOMY PHUCKY ISl 310poBbsi pebeHka. Takue meps

MOTYT BKJIIOYATh NMPUMEHEHHE OJHOI030BOH YIAKOBKU WIIM BBIOOpP Apyron

JIEKApCTBEHHON (POPMBI.

Kannu s npuema BHYTpb

48. Ynorpebienne xamnenb AJsl IpUemMa BHYTPh MOYKET IPEICTABIITH
co0o# npremIIeMBIi CIOCO0 BBEJICHHUS JIEKAPCTBEHHBIX MIPENApaTOB B HU3KKX
J03ax Wiau HebonpuX oObeMax. PHUCK HempaBHIIBHOIO MOJCYeTa 4ucia
Kamejb, a TakkKe MPaBHIbHOCTL M TOYHOCTH JIO3UPYEMOI'0 00BeMa
O0OOCHOBBIBAIOTCA € YYETOM KPUTHYHOCTH MNPUHMMaeMoil 103bl. Bo
uzdexxanue OWMOOK ToOJACUeTa, CIELyeT IPEeIyCMOTPETh IIPUMEHEHHe
AJIbTEPHATUBHBIX  JIOBUPYIOLIUX YCTPOHCTB B CIydasxX, KOrja Jo3a
coctapiyiger Oonee 10 xanens. [Ipu oTcyTeTBHK APYroro 060CHOBAHUS KATIIH
AJIST TIpUeMa BHYTPb NMPHEMJIEMbI TOJIBKO JUIsl JIEKAPCTBEHHBIX IIpernapaToB
AJIE IeTCH,  COJIepXaluX — ACHCTBYIOIME  BELIECTBA C  IIMPOKHM

TEPANCBTUYCCKUM [HallazOHOM.
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49. Jlo3upyembrit o0bem (pazmep Karljiu), onpenesnseTcs
KOHCTPYKIKEH, QU3HYECKUMU XapaKTePUCTUKAMU U CIIOCOOOM MPUMEHEHMUs
JIO3UPYIOIIETO YCTPOMCTBA, a Takke (PU3MKO-XHUMHUYCCKUMH CBOWCTBAMHU
KUAKOCTH. B 001iyro xapakTepHCTHKy JIGKapCTBEHHOrO TIperapara |
VUHCTPYKIHUIO 10 MEIUIMHCKOMY NMPUMEHEHHIO (JIMCTOK-BKIIAIBIII) CIIEAYET
BKJIFOYHTDL YETKHE YKa3aHWsl OTHOCHTEJLHO MPAaBHIBLHOTO HCIIOJIB30BAHUS

KalleJIbHULIBI.

[Tunyuune, pacTBOPUMBIE U IUCTIEPIHPYEMBbIE
JIEKapCTBEHHBIE POPMBI

50. lumyyne, pacTBOPUMEIE M JUCIIEPIHPYEMbIE JIEKAPCTBEHHBIE
(bopMBI MoOJUIEKAT PACTBOPEHHUIO UITH AUCHIEPIUPOBAHUIO B KUAKOCTSX MEpPe]
npruMeHeHneM. [IpUrofgHocTh  MIYyYMX  JIGKApPCTBEHHBIX  (OpM  UIs
WCIIOJIb30BaHMsA Yy JAE€TeH MOXKeT ObITh OrpaHHUYeHa OTHOCHTEILHO OOJIBIINM
00BEMOM  JKMJIKOCTH, HEOOXOJMMBIM ISl pPACTBOPEHMs, M BBICOKHM
COZepKAHUEM BIIEKTPOJIUTA.

51. MuHMManpHEIA 00bEM ISl PaCTBOPEHHS] WM AUCIIEPIHPOBAHUS
JIEKapCTBEHHOH (OpMBl W J11000H HeoOXomuMbli 00beM (0OBeMBI) yist
OTIOJIaCKUBaHUsL O0JIACTH HAHECeHHsl JIEKapCTBEHHOTO Tperapara cieayer
MPOAHAIU3UPOBaTE M ODOCHOBATH B OTHOILIGHWM II€JE€BOW BO3PACTHOMN
rpynnbl (rpymm). B obmell XxapakrepucTHKe JIEKapCTBEHHOIO INpenapaTa H
WHCTPYKIUK 110 MEJMIMHCKOMY ITPUMEHEHUIO (JIMCTKE-BKIIAbIIIE) CIELyeT
NPUBECTH YETKME YKa3aHHs O MOpsJAKEe MPUTOTOBIICHUS pacTBOpa WM
CYCIEH3MH. OTH yKa3aHUs [JOJDKHBI  COACPKATh  MH(POPMALUIO O
MHHHUMaJILHOM OOBbEMe pacTBOpa WJIM CYCICH3HMH, BKJIOYas JII0O0H oObeMm

(oObeMBl)  JUIS  OmOJACKMBAaHUs W CHElHalIbHbIE YKa3aHus  JJIs

HEPEMENTNBAHNA UITH CMEILIMBaHM .
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52.1Tomo6Ho  jiekapcTBEHHBIM (opMaM  JUisl  JIUCIIEPIUPOBAHUS B
MOJIOCTH ~ pPTa W JKEBATEJNBHBIM  JIEKAPCTBEHHBIM  (opmam  cleayer
MPOAHAIU3UPOBATL  MOTEHUHUAJIbHbIE  PUCKH  MPUMEHEHHS  MIMNYYHX,
pacTBOPMMBIX W JUCIEPTUPYEMBIX  JICKApCTBEHHbIX  (opMm  6e3
NpeIBapUTEILHOI0  AUCIEPTUPOBAHUS WIIM  pacTBOpeHus. B  oOmel
XapaKTepuCTHKe  JIEKAPCTBEHHOI'O — mpenapara W HHCTPYKLIMH 10
MEJIMIUHCKOMY TMPUMEHEHUIO (JTMCTKEe-BKIIaIbILIE) CICAYET IPUBECTH YETKHE
yKa3aHHSl OTHOCHTENLHO aJbTePHATHBHBIX CIOCOOOB IpHeMa BHYTPb

JIEKaPCTBEHHOIO Mpenapara.

Beenenne yepes nurarenbHble TpyOKH (30H5I)

53.JlexapcTBEeHHBIE Mpenaparel s TpUeMa BHYTPb MOIYT OBIThH
BBEJICHBI TTAIIUEHTAM IIPU [MOMOLIM NMUTATENbHBIX TPYOOK (30HIOB) BBUJLY MX
COCTOSIHMSI HJIM BO3PACTHLIX OrpaHUYEHUIl (Hampumep, HEIOHOIIEHHBIM
HOBOPOXKIEHHLIM, HECIIOCOOHBIM IIPOITIOTHTb, HO CIOCOOHBIM IOJIYYaTh
SHTEPAJIbHBIE BUJIBI TUTAHUS).

54.Ecnn BBeleHHE JIEKapCTBEHHOTO Mpernapara uyepe3 IHTaTelbHbIe
TPYyOKH SIBJISIETCS OCHOBHBIM JIHOO BEpPOSITHBIM BApHAHTOM IIPUEMA, CIETyeT
OLCHUTh BBIIOJHUMOCTL TaKOro BBejAeHUs. Bo Bpems (apmaneBTuUecKoit
pa3paboTKu  clefyeT IpOoaHAIM3UPOBATH pasMep YACTHIl, BI3KOCTb,
N03UpyeMBI 00beM 1 00beM (00BEMBI) PacTBOPUTENIA AJIA OTONACKUBAHUS,
XUMHUYECKYI0 COBMECTHMOCTbL JIEKADCTBEHHOIO IIpernapara JUls TpueMa
BHYTPb ¢ MarepralloM IUTATeIbHON TPYyOKH, a TaKKe PUCK €€ MEXaHUYECKOH
3aKynopku. OTHOCHTENBHO LENeBOW BO3PACTHON TPYIIbl (IPyI) clemyer
NPOJEMOHCTPUPOBATL JTOCTHIKEHUE HEOOXOIUMOHN J03bl I10C/IE BBENEHUS
JIGKapCTBEHHOI'O IIperiaparta ¢ WCIOJIb30BaHUEM IHUTATEIbHOH TPYyOKH 1

IMpOMBIBaHHS €€ PEKOMEHAYCMBIMH oObeMaMH PacTBOPUTECIIS.
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55.Ecnm MecTo yCTaHOBKM NMTATENbHON TPYyOKH HMeEeT 3HaueHue,
CIEyeT pacCMOTPETh PHUCKH, CBS3aHHBIE CO ClIydyallHbIM IONagaHueM B
JbIXaTeJIbHBIC ITYTH JIEKAPCTBEHHOI'O Iperapara, W BO3MOXHOE BIIMSHUE
MeCcTa YCTaHOBKH Ha OMOJIOCTYITHOCTE.

56.B Tex ciyyasx, korja BBeJEHHE 4Yepe3 IUTATENbHBIE TPyOKH
BeCbMa BEpOSITHO, B 0OILUEH XapaKTepUCTHKE JIEKApCTBEHHOTO IMperapara u
MHCTPYKIMM TI0 MEIUIMHCKOMY NPUMEHEHHIO (JINCTKEe-BKJIAJbIIIIE) CIEAYET
MPUBECTH MHMOPMALKUIO O BO3MOXHOCTH BBEJICHHS JIEKAPCTBEHHOI'O
mpernapara 4epes nuTareabHyo TpyOKy, BKIIoUYas yKa3aHusl 0 IPaBUILHOMY

BBITIOJIHEHUIO ITPOLUENYP BBEIACHUA.

JlekapcTBEHHBIE NTpenapaThl, BBOUMBIE
Yyepes CIU3UCTYI0 000I0YKY POTOBOM MOJIOCTH

57.I1paBuibHOE PUMEHEHHE U MPUEMIIEMOCTD JIEKApCTBEHHBIX (hOpM
JUTsl BBEJIEHUS Yepe3 CIU3UCTYIO 000704YKy POTOBO MOJOCTH OyIET 3aBUCETh
OT BO3pacTa pedeHKa U CIOCOOHOCTH yJIep)KMBATh TIpenapar B onpe/ieleHHoil
4acTh pra B TeYEHHE OIpeJesieHHOro Tmepuona Bpemenu. Cremyer
MPOaHAIN3UPOBATH aAr€3MOHHbBIE CBOMCTBA MpeNnapaToB AJs BBEACHHS Yepes
CIIM3UCTYIO POTOBOM IOJOCTH B OTHOIICHHM YYACTKOB, I'IE OHH JOJIXKHBI
npuMeHsATbes.  [is  npenoTBpalieHuss puicka MpOTraThLIBaHUs — JETHMHU
KHUJKOCTEH JUIsl TOJIOCKAHWS pTa WIM 3YOHBIX Teliel 3TH JIeKapCTBEHHBIE
(GopMBI ClIeJlyeT TPUMEHATH C MCHONIB30BaHMEM BAaTHOTO TaMIIOHA, T'yOKH

HJIM IPYTOro nNoAXoAAMero almjimKkaropa.

3. ®apmaneBTuecKas pa3paboTka rneuaTpHIecKux
(OpM Ha3aIBHBIX JIEKAPCTBEHHBIX MPENapaToB

58.Hasanpnbie  jeKkapCcTBEHHBIE Ipenaparhl  OOBIUHO — CUMTAIOTCS

MOAXOJSAIINMHU UL JIETCH Beex Bo3pacToB. llpuemieMocTs HHTpaHa3aabHOrO
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IYTH BBEJIECHUSI KOHKPETHOI'O I'OTOBOI'O JIEKAPCTBEHHOI'O IIperapara Jijisi
JCTEH JUIsl MECTHOTO M CHUCTEMHOIO JICUCHUS CIIe[yeT MPOaHaTU3UpPOBaTh M
0DOCHOBATH C TOUKM 3PEHUS] PHCKA BO3ZHMKHOBEHUs OOJMM WM pasipakeHus
CIM3MCTOM HOCA M HOCOIVIOTKM, KOTOPbIE MOTYT OBITH BBI3BAHbI
JCHCTBYIOIMM W (MJIM) BCIOMOTaTeJbHBIM BellecTBOM. Mcmosib3oBaHue
moboro KoHcepBaHTa cileflyeT 00OCHOBaTh, Kak ykazaHo B paszene VIII
Hacroswero  PykoBojicrra. Taxoxe clleflyeT  IpOaHaJUu3UpPOBaTH
[IPUEMJIEMOCTh JJAaHHOM JleKapCcTBEHHOH (OpMBI i jieTell B OTHOLLIEHUU
BKYCOBOW IIPHBIIEKATEIILHOCTH M  OILLYLIEHUH, BO3HHMKAIOLIUX TMpU €€
BBEJICHUHU.

59. Jlng HazanbHBIX JIEKAPCTBEHHBIX MPENapaTOB MECTHOrO JeHCTBHUS
ClleyeT IMpOaHAU3MPOBATh PUCK CHCTEMHBIX (HeXKelaTeJIbHBIX) pPeaKiiHii.
YceTpoiicTBa Il Ha3alIbHOTO BBEJIEHUS U TperofiaraeMblii 00beM J0CTaBKH,
IOJDKHBI COOTBETCTBOBATH pasMepy HO3Ipell (HOCOBOUM MOJIOCTH) LIENEBOM

BO3PACTHOW rpynmsl (Tpymm).

4. @apmaneBTHUecKas pazpadoTKa neJuarpruuecKux
(popM NIeKapCTBEHHBIX IIPETapaToB Jisi HHIaNISIIHH
60. [l 1eKapeTBEHHBIX IIpenapaToB, NMPUHUMAEMBIX BHYTPhL ITyTEM
MHTaJIAIMU  clieflyeT OoO0OCHOBaTh MPUEMIIEMOCTH JIEKAPCTBEHHOM (OpPMEI
(BKJIIOYAst CrIOCOOBI PACIBIIEHUS) U €€ COOTBETCTBUE BO3PACTY MAIllHEHTOB.
61. losupyromye MHraasTOphl MOJ JaBIEHHEM MOTYT MPHMEHSATHCS
JJist JIeTe OT pPOXJIEHHS B COYETaHWM CO CHELMalbHON creficepHoi
CHCTEMOM (cuCTeMOH TPOKIanoK) M JHLeBod Mackoif. [letw crapiuero
BO3pacTa MOTYT HCIOJIb30BaTh UHIAJATOP CO crelicepoM (IIPOKIIAIKOM) Wil
0e3 Hero. 3asBUTENL JOJDKEH OOOCHOBATH IPUTOJHOCTH TMPEMIAracMOro
YCTPOHCTBA IS UCIOJI30BAHMS B LIeI€BOM BOo3pacTHOH rpyrie (rpymnmax).

CKOHCTP}’HPOBHHHMC HEHaJISYKalliM 06pa.30M HOPOIUKOBBIC HHIAIATOPHI
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MOI'yT HMCIIOJIL30BATLCS TOJIBKO ACTbMM CTApIIEro BO3pacta, ITOCKOJILKY OHH

CIIOCOOHEBI dKTHUBUPOBATH yCTPOﬁCTBO IMpH BALIXAHHH.

5. @apMarneBTHYecKas pa3padoTKa meuarpuyecKux
(OpM peKTanbHBIX JIEKAPCTBEHHLIX IPEapaToB

Cynnosutopuu

62.Pasmep  (uiHa W jAuMaMeTp)  CYMIIO3UTOPUS  JIOJDKEH
COOTBETCTBOBATH BO3PaCTy M AaHTPONOMETPUYECKHM XapaKTEPUCTHKAM
pebenka. [lenenne cynno3uTopusi Ha YacTH C LENBIO MOJYYEHUs] MeHbIIei
J03bl  JIEHUCTBYIOIIETO BEILIECTBA MOKET TIPHBOAUTL K OIIHOKaM B
JI03MPOBAHMH, BBI3BAHHBIM HEOJHOPOIHBIM PACIpe/eeHHeM IeUCTBYIOIMX
BEILECTB B IIOJIyYCHHBIX YacTsX. B 5TOH CBS3M CyNNO3UTOPHU HE CIENyeT
ACTUTh Ha 4YacTh Ui TOJIyYeHUs MeHbIIed 03I, ecnu ux ¢opMa He

[IpeAycMaTpuBaeT Takoi MOIU(DUKALINH.

)KI/IILKI/IG PEKTaJIBHBIC JICKAPCTBEHHBIE ITPpEenapaThbl

63. lnnHa pexTanbHOR TPYOKH KIM3MBI M JII000H BBOJUMBIHN 00BEM
JIEKapCTBEHHOI0  TIpermapara  JOJDKHBI  COOTBETCTBOBATH — BO3pacry W
aHTPONIOMETPHUYECKUM XapaKTepUCTHKaM pebeHka. B cooTBeTcTByROLMX
CIyYasiX CJIeIyeT pacCMOTPETh MCIIOJb30BaHUE KaTMOPOBAHHBIX YCTPOMCTB
(peaBapuTENbHO 3aMONHEHHBIX IINPULIOB C PEKTAIBHBIM HAKOHEYHHKOM).
B o0weil xapakrepucTuke JeKapCTBEHHOrO Mpenapara ¥ MHCTPYKIHH O
MEJIMIUHCKOMY IIPUMEHEHHIO (JIMCTKEe-BKIAIBIIIE) CIICAYET MPUBECTH YETKHUE
yKazaHusg O crnocobe  BBeleHHs — pebeHKYy — HeoOXOMuMMOH 03I,

IIpeaHasHa4CHHbBIC JIsd JIMQa, YXa>KUBaroOLICro 3a HUM.
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6. @apmarieBTuyeckas pa3padoTKa neguaTpudecKnx
(hopM nekapCTBEHHBIX MIPENApaTOB JIJIsi MECTHOT'O IIPUMEHEHMSI
¥ TpaHCIEepMaJIbHBIX JIEKAPCTBEHHBIX IPEenapaToB

64.1lpu pa3paboTKke JIeKapCTBEHHBIX TMpenaparoB Jyisi MECTHOIroO
IPUMEHEHHS] U TpaHCAEPMalbHBIX JIEKAPCTBEHHBIX IpEnapaToB JUJIs JeTei
clieflyeT NpPUHUMAThL BO BHHMaHME BO3pAacTHble OCOOEHHOCTH OapbepHOM
(GyHKOMKM KOXKM (TOJILIMHA AEPMBl, TUApATAlUs U Neppys3us SMuaepMuca),
a TaKKe M3MEHEHNsI OTHOIIEHMSI MJIOLIAAN MMOBEPXHOCTH TeJla K Macce.,

65.Cnenyer  TIAaTeNbHO  MPOAHAJIM3UPOBATH W OOOCHOBATE
TpUMEeHEeHHE BCIIOMOTaTeIbHBIX BEILIECTB, OKa3bIBAOLIUX
CeHCHOMNM3MpYyIollee  JeifcTBMe Ha KOXy (Hampumep, HEKOTOPBIX
IIOBEPXHOCTHO aKTHUBHBIX W aire3uBHBIX BelecTB). ClieqyeT ONpeaeinTh
HEOOXOAMMOCTb WIIM OrpaHHUYEHHE HCIIOIB30BAHUS BOJOHEIPOHHIAEMbIX
WM JIPYTUX BUJIOB MaTEPUaoOB B Kaue€CTBE HAPY'KHOTO CIIOS MOKPBITHS JIJISI
TPaHCIEPMAabHOTO U MEJUIIMHCKOTIO IUIACTHIPs, HAHOCUMOI0 Ha KoXy. Ilpu
- HeOOXOJUMOCTH  CJeyeT  IpOaHATM3HUPOBATh  BIMSHUE  OKKJIFO3MH,
JUXOpaJKy WK HarpeBaHusl Ha MPOHUIAEMOCTh KOXKH JJIsl JICKAPCTBEHHOTO
npenapara u nocjaeyroIui pucK nepeao3npoBKu.

66.Pasmep u Qopma TpaHCAEPMATBHBIX M MEJIUIMHCKUX IUIACTHIpei
JTOTKHBI COOTBETCTBOBATh pasmMepy u AHTPOTIOMETPUYECKUM
XapakTepucTukam peOeHKa M He IOJKHBI MeIllaTh ero MOBCeIHEBHOM KU3HH.
[IpeanodTuTeNbHO HAHOCUTh TakHWe IUIACTHIPH Ha Te YYacTKH Tela, C
KOTOPBIX PEOCHOK HE CMOXET UX YIaluTh. ECIM Ui HaHeCceHHs! TUIacThIpei
OyayT WCHOJB30BATBCS YYacTKU Teja, JOCTYIHBIE pPeOeHKY, CIeayeT
IPOAHAIU3APOBATh KIMHUYECKUE [TOCIE/ICTBUSI HAMEPEHHOI'O YIANEeHUs DTHX
JIEKapCTBEHHBIX (POPM.

67. IlpennoyTuTensHO pa3zpabareiBaTh TpaHCACpMalIbHBIE 1

MCIHUIIMHCKHEC TUTACTRIPH PAa3JIMgHoro pasmepa H COJCPKAH WS
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JNEUCTBYIOLIEr0 BEUIECTBA, YTO MO3BOJIMIIO Obl M30€XKaTh HEOOXOAUMOCTH HX
MoJuduKanuu (paspesanus) 1jis HOJIyYeHHUs MEHBINEH 035l JAeHCTBYIOIIEro
BerecTa. OJHAKO HEKOTOPBIE THUIbI IUIACTHIPEH (HAIpUMep, MaTpUUHLIE)
MOryT OBITH pazpaboTaHbl a1 OOCCIICUEHHs JMalla3oHa 03 MyTeM
paszpesanus. Paspesanue Oyner AONYCTMMO TOJBKO TPH HATWUMH YETKO
0003HauEHHBIX JIMHUH pa3spesa W TpU  HAJIEKALIEM TOATBEPIKIACHUH
OZITHOPOJTHOCTH [03UPOBAHKS M YCTOMYHMBOCTH JIOCTABKH JEHCTBYIOLIErO
BEIIIECTRA.

68.B undopmanmio o JekapcTBEHHOM TIpenapare CieayeT BKIIOYaTh
CBEJICHUs O JOIYCTHMOCTH pa3pe3aHusi TIACThIPS JUIS IMOJTYYEHUs MEHbIIEH
J03bl, C YETKMMH YKa3aHUsAMM O crocoOe TMolydeHHs OoJjiee HUZKHUX 103
NyTeM pa3pe3aHus IUTACTHIPS 10 OTMEUYEHHBIM JIMHUSIM, W YKa3aHus I10
Oe30macHOMYy  CHSATHIO IUIACTHIPS W BO3MOXHOCTM  HCIOJIB30BAHUS

OCTaBIIMXCS YacTeH IUIACTBIPS ITOCIIE Pa3pe3aHusl.

7. @apManeBTHyecKas pa3paboTKa neJuarpruueckux Gopm
IJIA3HBIX W YIIHBIX JIEKAPCTBEHHBIX TIPErnapaToB

09.1nasHple M yIUHBIE JIeKAPCTBEHHBIE IIpemapaTbl B OCHOBHOM
paspabarblBalOTCsA JUI MPUMEHEHMs cpa3y BO BCEX BO3PACTHBIX TIPYyIINax
MalUeHTOB, BKIIOYas NETEH, B3POCHBIX M IOXKWIbIX Joaed. Hekortopsie
JIEKapCTBEHHEIE IIPENapaTbl MOTYT HETAaTUBHO BO3JIeHCTBOBATL HA TKAHU TIJia3
M ynien y gerei. OJHaKo NpyU OTCYTCTBHH JIyUIINX TbTEPHATHB UX CJEAYET
NPU3HATL TPUEMIIEMBIMU JIEKAPCTBEHHBIMU (QopMaMK [JIsi JeTell  Bcex
BO3PACTOB.

70.Bo usbexxaHue MCHOIB30BAHUSI KOHCEPBAHTOB C IMOTEHLHAIBHOM
MECTHOH TOKCHYHOCTBIO I10 OTHOIIEHHUIO K POTOBHUIE U (MIH) CIM3UCTBHIM
oboyoukaM JeTell cielyeT TNPenycMOTPETh MPUMEHEHHE IIPEnaparoB ¢

O,[[HOI{paTHOﬁ 1030 B YHAKOBKC HWJIM  MHOI'OJ0O30BOT0 1miperiapara B
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CIenMasbHOM MHOIOJ030BOM KOHTeiHepe, He TpeOyrolieM mno0aBieHus
KOHCEPBAaHTA. JTO OCOOEHHO Ba)KHO B Cilydae HAa3HAUEHHS JIEKAPCTBEHHOIO
npenapara  HOBOPOXIAEHHBIM  JETSM WKW TIPU  HEOOXOJUMOCTH  €ro
JOJITOCPOYHOTO TIPUMEHEHHS].

71.B  MHCTpYKIMSIX 1O MEIULIMHCKOMY TNPHUMEHEHHIO IJIa3HBIX
JIEKAPCTBEHHBIX IIperapaToB, IpeAHA3HAUEHHBIX IS JeTed MIiaaluero
BO3pacTa He CJICAYET BKJIOYaTh TPEOOBAHNUE O HEAOIYCTUMOCTH 3aKPHIBAThH
riasa. Baxno nHGOpMUPOBATE JIUII, OCYIIECTBIISIIONUX YXO/1 38 peOEHKOM, O
NPAaBUJILHOM CIOoco0€ BBEIEHHUS JIEKAPCTBEHHOI'O IIperapara, BKIOYAs

IMOJIOXKEHHE KOHTeﬁHepa H pe6eHKa NpH HWHCTUIJIAIMMU JICKAPCTBECHHOTO

npernapara.

8. dapmareBTHYECKas pa3paboTKa neguaTpudeckux Gopm
JIEKapCTBEHHBIX IPENaparoB sl NapeHTepaIbHOTO MYTH BBEIEHHUS

OO011He moaxoanl

72.1lapenrtepanibHoe  BBeJleHWE  sBNissercs  Hamboyiee  4acTo
UCII0JIb3YEeMbIM yTeM BBEJICHUS JIEKapCTBEHHBIX IIperapaTon
TSKENO00IbHBIM I€TSIM, JOHOUIEHHBIM U HEJIOHOIIIEHHBIM HOBOPOYKICHHBIM
JETSIM, HaXOAAUIUMCS B KIIMHUYECKU HeCTAOMITBHOM COCTOSIHHH.

73.BpIOOp BHYTPHUBEHHOIO, TMOJKOKHOTO WK BHYTPHUMBIIIEYHOTO
MHBEKIIMOHHOTO IIyTH BBEAEHHWS JIEKAPCTBEHHOI'O IIpernapara cliejlyer
0o0OCHOBaTk € TOUKM 3peHust TpedyeMoro KIMHHYeCKOro sddekra,
COOTBETCTBYFOIIMX  XapaKTepUCTUK  JICHCTBYIOIIEr0  BeHIecTBA |
00J1e3HEHHOCTH BBEICHUs JIJIsi peOeHKa.

74. Cregyer onucare 1 000CHOBaTh IMYTh BHYTPUBEHHOI'O BBEIEHHS
(LeHTpaJibHBle WJIM  nepudepruuecKkre BeHbl), MECTO MHBEKIUH, 00beM
WHBEKIIMN, CKOPOCThL BBEJIEHUS, BI3KocTh, pH, OydepHocTs, ocMonspHOCTE

JICKAPCTBEHHOTIO Ipelapata H, IIpH HGOGXOHHMOCTH, TOJIIIHUHY W OJIMHY
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uriel. Takke DPOBOAMTCS aHaau3 BO3pacTa U Macchl Tema pebenka,
MaKCHUMaJILHOI'O KOJMYECTBA WMHBEKLUMH B CYTKM M IPOJIOJDKUTENLHOCTH
nedenus. Ilpy HeoOXOIMMOCTH cleayeT MNpeayCMOTPETh HCIIOIb30BaAHUE
MHUKPOMIJI HMJIM MHCTPYMEHTOB ©O€3 HWIJl, OCOOEHHO [JIsl JIEKapCTBEHHBIX
IpernaparoB, IPUMEHSIEMBIX JJI YACTOTO HIIH JJTUTEILHOTO JIEUeHHS.

75.Cepuiinble  pasBelieHMs] I AOCTIDKEHHsS] TpebyeMol  103bl
HEMPUEMJIEMbI, TIOCKOJIBKY B 3TOM CIIy4ae BBICOK PUCK OIIMOOK KOTOPBIX
MOXHO  M30exaTh, oOecleunBas — COOTBETCTBYIOIIHE  KOHIEHTPALUH
[IapeHTEPaILHOTO JIEKAPCTBEHHOTO Mperapara.

76. MunuManbHeli 06beM JI03MPOBAHUS JIEKAPCTBEHHOTO IIpenapara
3aBHCHUT OT [PAaBUJILHOCTH BHIOOPAa COOTBETCTBYIOIETO O3UPYIOILErO
ycrpoiicTBa. B COOTBETCTBYIOIIMX cCllydasiX B PErdCTPAlHOHHOM JOCHE
JICKapCTBEHHOTO IIpenapaTa clieflyeT omucaTth pasMep INIpuia W ero
IpajilydpoBKy, KOTOpBEle 00ecHeunBalOT MpaBuiIbHOe BBejeHue. OObem
MHBEKIMHA OOOCHOBBIBAETCS B COOTBETCTBHH C BO3PACTOM JIETEH IEeBOi
BO3pacTHOW rpynnsl (rpymm). Kak mnpaBuio, 00BEMBI IMOIAKOXKHBIX W
BHYTPUMBIIIEYHBIX HHBEKLUA HE JOKHBI IpeBBIaTh 1 M, IS
HOBOPOJKIEHHBIX [JeTell U MIlaJiIeHIleB HeoOXOOUMBI MeHbIINe OOBEMBI.
HexoTopeie napeHTepaibHble mpenapatbl MOT'YT ObITh INpeaHa3sHaYeHbl s
OKCTPEHHBIX CUTYallMH, IIPU KOTOPBIX BEHO3HBIM MOCTYI MOMKET OBITH
3aTpyJHEH (HarpuMep, MpH peaHuMalul 1 UHTEHCHBHOMN Tepanuu). B Takux
CHTYyallMsX CJIeJyeT pacCMOTPETH IPUEMIEMOCTh AJIS JIeTel JIeKapCTBEHHbBIX
GopM, OOBIUHO TpPUMEHSEMBIX NYyTEeM BHYTPUKOCTHOI'O BBEIEHHS, U
MPENOCTaBUTL COOTBETCTBYION[YI0 MH(OPMALMIO B 0OIIEl XapaKTepHCTHKeE
JIEKAPCTBEHHOTO Npenapara U MHCTPYKLUHUH M0 MEIUIHCKOMY TPUMEHEHUIO
(JTMCTKEe-BKIAIBIINIE).

7°7. HOBOpOKIEHHBIM JIOMYCKAETCST BBOJIUTH TOJBKO OYEHb MaleHbKUE

00BEMBI  JIEKAPCTBEHHbLIX —IIpenaparoB, YToOBI HM30CHKAThH  TEperpysku
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00BEMOM U COXPAHEHUSI BOZMOXKHOCTH TTOTyUeHHsS] peOEHKOM KUIKOH ITHUIIH.
Wudy3nonnble pacTBOpPBHl JOMKHBI OBITh KOHIEHTPHUPOBAHBIMH B TaKOM
CTEIEHH, YTOOBI MOKHO ObLIO 00ECTIeUUTh MOAXOASIIHE CKOPOCTH BBEICHUS
1Py IIOMOLIM CTaHAAPTHOTO Mep(y3uoHHOro 00OpPYya0BaHUSA. DTH ACIEKTHI
YUUTBIBAIOTCS B X0J€¢ (papMalleBTHUecKoi pa3paboTku BeceX MapeHTepaibHbIX
npenapaToB  Jyis  HOBOPOXKIEHHBLIX, B  YaCTHOCTH TeX, KOTOpbIe
npeiHa3HavueHkl /I BBEJIEHUsS B BUJAE HenpepbiBHOU nHdy3un. Kpome Toro,
ClelyeT UCCIeloBaTb [po0JieMbl, CBSI3aHHBIE C HECOBMECTUMOCTBIO
KOHKPETHOI'0 JIEKAPCTBEHHOTO IIpernapara ¢ JPYruMH JIeKapCTBEHHBIMHU
mpernapaTramy, OJHOBPEMEHHO BBOAUMBIMU B WH(QY3UOHHON JIMHHH, C
OCMOJIAPHOCTBIO, C HECOOTBETCTBYIOIIUMU Pa30aBUTEISIMH U C BO3MOIXKHBIM
Ype3MepHbIM WM  HEJOCTATOYHBIM  J03MpPOBaHMEM u3-3a  3(deKToB,
CBSI3aHHBIX ¢ M30BITOUYHBIM MEPTBLIM OOBEMOM JIEKAPCTBEHHOTO IpenapaTa B

JIMHUAX BHYTPHUBCHHOT'O BBEJICHHMA.

IIpuMeHeHue eKapCTBEHHBIX MPerapaToB
B aMOyJIATOPHBIX YCIOBHIX
78.B tex ciydasx, Korja napeHTepajbHOe BBEJICHHE IPUMEHSIETCS IS
nered B aMOynaTOpHBIX — YCIOBMSIX, ClielyeT  IOJATBEPAHMTL,  UTO
napeHTepajibHbIN JIEKAapCTBEHHBIN Ipenapat MpUroJieH i BBEICHUS CaMUM
pPEOEHKOM MM JIMLIOM, OCYIIECTBIISIFOIIUM yXOJ 3a HUM. DTO OCOOEHHO
BOXHO IIpM HEOOXONUMOCTH TAaKOrO IyTH BBEICHHS JIEKAPCTBEHHOTO

Hpeiaparta B OTCYTCTBHC IOATOTOBJICHHOI'O JIMIIA, OCYLICCTBIIAIOIIEIO YXOU

32 peOEHKOM.
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9. @apmaneBTHueckas pazpaboTka rneuaTpuIecKux
popm PpUKCHPOBAHHBIX KOMOMHAIMH 103
JIEKapCTBEHHBIX IpenapaTon

79. PUKCMPOBaHHBIE KOMOWHALMU JI03 JIKAPCTBEHHBIX IMPENapaToB
4acTo pa3padarbiBarOTCs Kak aJbTepHATHBHAS 3aMeCTHTEeNbHAs Tepalius s
JeTed  HaXOJAIMXCs  Ha  JICYEHMM  KOMOWHAIHMeH  OT/eNIbHBIX
MOHOKOMITOHEHTHBIX ~ JIEKADCTBEHHBIX  IIpenapaTroB, OCOOEHHO  IIpu
XpOHWYECKUX 3abosieBanusax, Takux kak BMY-undexnus wimm tybGepkynes.
OTU JIEKapCTBEHHbIE (OPMBI MOTYT OBITh TIOJE3HBI IAI[MEHTAM  JUIS
YOPOUIEHUS PEeKMMa M CXEMbl Tepallud W YCWJICHHS IPHBEPIKEHHOCTH K
neyennro. Korja oTo KIMHAYECKH 3HAUUMO, 3asIBHTENb JOJKEH M3YUUTh BCE
BO3MOXHBIE ~ BapHaHTBl  pa3pabOTKM  COOTBETCTBYIOIIEH  BO3pacTy
(uKCcHUpoBaHHOM KOMOMHALMM 703 JUIST BCEX WM HEKOTOPHIX IIeJIeBBIX
BO3PACTHBIX I'PYIIII, €CJIM TOJIBLKO TAKOM pa3paboTKe He MOMeIIaeT CI0KHOCTh

TpeOyeMBbIX 103 WM OTCYTCTBHE INHPHHBLI JUANa3oHa I HAOCTHIKCHUS

aJIeKBAaTHOM 103LI.

VI. Yacrora no3upoBanusi

80. Bb100p 9acTOTEI O3UPOBaHUS CllelyeT 000CHOBATH C TOUKH 3PEHMS
XapaKTepuCcTUK  JeMCTByIOWEro  BelecTBa,  (HapMaKOKMHETHYECKOTO
npouis, noxkazanus, y100cTBa U TIPHBEPIKEHHOCTH K JICUEHUIO pebenKa 1iu
JUNA, OCYLIECTBIIAIOMICTO yXoA 3a HEM. C ydeToM OTHUX KpHUTEpHEB
MaKCHMaJlbHas 4acToTa M03MpOBaHUS 2 pa3a B JAEHb sl aMOyJaTopHOro
MCIIOJIb30BaHKs SABJISIETCS MPEANOYTUTENIbHOM. B ciiyuae JekapcTBeHHBIX
MpenapaToB [Uid JETel, paspelieHHbIX K MpUMeHeHuto Oosiee 2 pas B [eHb,
ciaenyer oopatuTh 0coboe BHMMaHHE Ha MPUTOJHOCTh MX TMPHMEHEHHS B
amMOyJIaTOPHBIX YCJIOBHUAX, B KOTOPBIX OOYUYEHHOE JIHIO, OCYLIECTBISIONIEE

YXOJ1 3a peOEHKOM, HE BCEr/a MPUCYTCTBYET (IETCKHUIt caj, 11Koa U T. Ji.).
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VII. JlexapcTBeHHBIE MpenapaThl
¢ MOAM(UIUPOBAHHBIM BBEICBOOOIKICHHEM

81.ITpn HeoOXOAMMOCTH CleyeT MPOAHATU3UPOBATE IIPUMCHEHHE
JICKApPCTBEHHBIX IPENapaToB ¢ MOJM(ULMPOBAHHBIM BBICBOOOKICHHEM Y
nereil. PazpaboTKy Takux npemapaTroB He CJIeIyeT OrpaHHYHMBATEH IIYTEM HX
npremMa BHYTpb. MOryT ObITh IPUMEHUMBI allbTePHATUBHBIE [IYTH BBECHUS
B 3aBMCHMMOCTH OT XapakTEPUCTUK JEHCTBYIOLIErO BellecTBa (Harmpumep,
TpaHCIEepPMAaJIbHbIN [1YTh BBEJIEHHUS).

82.IlpuMeHenne  J1eKapCcTBEHHBIX (GOpPM ¢ MPOJOHIMPOBAHHBIM
BBEICBOOOXKIEHUEM MOJXET 3HAYMTENBHO COKPATHUTh YacTOTy JO3MPOBAHUS H
aBiigeTcss Oosiee  yJOOHBIM [T TIpUMEHEHHs. B 3ToH CBsI3M  Takue
JIEKapCTBEHHBIE (DOPMBI  MOTYT OBITh TOJE3HBI JUIS JIE€TeH, KOTOPHIM
HEOOXOIMMO NPUHKUMATD JICKAPCTBEHHBIN MpemapaT B LIKOJIE WIM B HOYHOE
BpeMH.

83.1Ipu BbIOOpE JIeKapCTBEHHOM (OPMBI JUis JasibHelIel pa3paboTku
CIIeIyeT YYMTBIBATH PHUCK, BO3ZHUKAKOIIMNA IIPH Pa3zKeBBIBAHUM TBEP.IBIX
JIEKapCTBEHHBIX  (opM s IpueMa BHYTPh C  MOAM(DUIMPOBAHHBIM
BEICBOOOKAeHHEeM. ClieflyeT MpoaHaTH3HpOBaTh TAKOM PUCK M €ro BIUSHHE
Ha 5(Q@QeKTUBHOCTH M 0E30IMacCHOCTb  JIEKAPCTBEHHOTO  IIpernapara.
PasxeBbiBaHME INpenapaTa He JIOJKHO NMPUBOJMTE K CEPLE3HOM ONACHOCTH
JUIS 30POBBSI pebeHKa.

84.1lpu  pa3paboTKe JIEKAPCTBEHHBIX IMIPENaparoB Juis  Jereit
¢ MOAM(UIMPOBAHHBIM BBICBOOOXKIEHHEM MJisl [pUeMa BHYTPhL 0coboe
BHUMaHUE CIEAYET YACIUTh (PU3UOIOTUUECKUM COCTOSIHUSM, CBSI3AHHBIM C
BO3pacTom pebenka (Hampumep, pH kemynka ¥ MOTOPUKE JKENy0YHO-
KMIIEYHOTO TPaKTa (ONOPOKHEHHUIO JKETyIKa, BPEMEHH MPOXOXKIECHUS yepes

JKEYIOYHO-KMIIEYHBIA  TPaKT) M HX W3MEHUMBOCTH), ITOCKOJLKY 95TH
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XapaKTCPUCTUKKM  CMOCOOHEI  BIMSATH Ha abCOPOLHIO  JIEKAPCTBEHHOTO

npernapara.

VIIIL. BeriomorarenbHble BEIIECTBA B PELIENTYPe
1. O0mume noaxomnel

85. Beibop MOAXOJSIIIUX BCIIOMOI'aTEIbHBIX BEIIIECTB it
JIEKApCTBEHHOr'0 IIpenapara Uil JAETed SBISIeTCSI OOHUM M3 KIFOUEBBIX
3JIEMEHTOB €ro (papMaleBTUYeCKOH pa3zpaboTKH.

86.HecMmoTpss Ha TO YTO OCHOBHBIE IOJOXKEHHUS IO KCIONB30BAHHUIO
OIIPE/IEJIEHHOr0 BCIIOMOTaTeJIbHOIO BEIIECTBA B IIperaparax Jiisl B3pOC/bIX U
JeTel aHaJOrMYHEl, ClieAyeT 0co00 paccMOTPeTh 0E30MacHOCTh BKIIFOYSHHS
JFO00ro  BCIIOMOTaTeIbHOTO BEINECTBA B JICKAPCTBEHHBIE IIPENapaThl s
AeTel. JTO Kacaercsl U BCIIOMOTaTeNIbHBIX BEIeCTB, OOLIYHO NPUMEHSIEMBIX
JUIsL UCIIOJIB30BaHMsI B JICKAPCTBEHHBIX IIpenapartax MAJisi B3POCHbLIX WM
NPUCYTCTBYIOIIUX B 3apETUCTPUPOBAHHLIX JIEKAPCTBEHHBIX TIpenaparax [is
neteil. Mcronb3oBanre BCIOMOTraTelbHOIO BEIIECTBA y JETel KOHKPETHOM
BO3PACTHOM TpPYyNHbl MOXKET NPUBOJUTE K OPYroMy JeHCTBHIO, 4YeM y
B3POCIIBIX WJIM JIET€H MHBIX BO3pacToB. Takike BCIIOMOraTelbHOE BELIECTRBO
MOJKET pas3iuuHbIM 00pa3oM BIMATE Ha PAa3BUBAIOIIMECS CHCTEMBI OPraHU3Ma
pebenka. Ilpy HalMuUM OTpPaHHYEHHBIX JIAHHBEIX O OE30MACHOCTH
BCTIIOMOTI'aTe/IbHOTO BELIECTBA CIIEAYET INPUAEPKUBATHCS KOHCEPBATHBHOIO
mojxona IHpu OOOCHOBAaHMM BO3MOXKHOCTH €r0  HCIOJB30BAHUS  JUIs
KOHKPETHOM BO3PACTHOM I'PYIIIIBI.

87.B nenom npu BbIOOpE MOAXOMISIIETO BCIIOMOTaTENBHOIO BEleCTRA
JUISL  BKJIIOYCHHUsI B COCTaB JIEKAPCTBEHHOTO Iiperapara Jjuisi  JeTeid

YUUTBIBAKOTCS CICAYIOIMIHE aCIlIeKThI:
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a) TEXHOJIOTMYECKOe  Ha3HAYeHHe  BCIIOMOTATENLHBIX  BEIECTB
B JIEKAPCTBEHHOM (popMe U UX B3aHMO3aMEHSAEMOCTh;

0)npodusib 0E30MacHOCTH BCIOMOTATELHOTO BEIECTBA JUIS JleTei
B LIEJIEBOH BO3PAcTHON TpyImme (Ipylnax) Ha OCHOBAHWUH OJIHOKPATHOI'O M
CYTOYHOI'O  BO3JIEHCTBMA (a HE  KOHIEHTpallMM WM JIO3MPOBKH
JIEKapCTBEHHOTO TIpemnapara);

B) OKU/IaeMas MPOAOJIKUTEIbHOCTD JICUSHHs, TO €CTh KPaTKOCPOUHAas
(omHOKpaTHas Jl03a B TEUEHHE HECKOJBKHUX JiHEH) B CpaBHEHUM C
JOJrOCPOYHON (Helenu, MecsLbl, XpoHHuYecKasi ),

) TSOKECTh  COCTOSHMSA,  MOAJIEKAIero  JICYeHHIO  (Hampumep,
3a00J1€BaHKe, YIPOXKAIOILEE SKU3HN) U TepareBTUIECKHe aJlbTEPHATHBEI;

1) IPUEMJIEMOCTL  JIGKAPCTBEHHBIX (OopM Ui JieTell, BKJIOYas
BKYCOBBIE KadecTBa (Harpumep, MecTHasi 00JIb, BKYC);

€) aJJIeprust U CeHCUOMITU3AIHSI.

88.B cmyuae ecnm mpum  paspaboTke cocTaBa  J03MPOBAHHOM
JIEKapCTBEHHOM  (OpMBbI  HEBO3MOXKHO  H30exaTb  MCNOJIB30BAHUS
BCIIOMOTATEJIbHEIX BELIECTB ¢ UACHTU(DULIUPOBAHHBIM PHUCKOM, HMX BKJIaj B
ypOBEHL puUCKa BbIOpaHHON JeKkapcTBeHHOH (GOpMBI W IIYTH BBEACHUS
cienyer cOanaHcupoBaTh 3a CUeT IPUMEHEHHEeM [PYTHX J03MPOBAHHBIX
JIeKapCTBEHHBLIX (OpM W IlyTeil BBelEHMs, KOTOpbIE He TpebyloT
MCIOJIB30BaHMsl TAKMX BCIIOMOraTeNlbHbIX BellecTB. Clie/lyeT mperocTaBuTh
BceCTOpoHHee obocHoBaHue (apMaleBTUYECKOH pa3pabOTKH ¢ y4eToM
COOTHOIIEHHMS  «IOdb3a  —  PUCK»  JUIS  Cly4dass  BO3MOYKHOI
B3aMMO3aMEeHSIEMOCTH.

89.HoBple maHHblE MOIYT CBMJETENBCTBOBATH O CYIIECTBOBAHUH
npobiseM 0e30MacHOCTH, CBSI3aHHBIX € BCIIOMOTraTEJIbHBIMH BEIIECTBAMM,
y paHee pa3spelleHHBIX K MCIIOJIb30BAHMIO MEAUATPUUYCCKUX JEKAPCTBEHHBIX

Ipernaparop, B cCjiyda€ HMX TIPUMEHCHHSA B [103€ BbILIC OHpGHEHGHHOﬁ
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CYTOYHOM J103bl WJIK JiIss ONPENENICHHON 11eneBoi BO3PacTHOW TIPYIIIIBI
(rpymm). B oTEX  ciiydasx B KayecTBe Mephl  IIPENOCTOPONKHOCTH
pekomenayercs n30eraTth MCHOIABL30BAHUS BCIIOMOTATEILHBIX BEIECTB,
KOTOPBIE ~ MOTYT  BbI3bIBaTh  03a00UYEHHOCTh B  OTHOINEHMHM HOBBIX
paspaboTaHHBIX — NEJUATPUUECKUX  JICKAPCTBEHHBIX  IPENapatoB, [0
MOJyYeHHsI ~ HAyyHO  ODOCHOBAaHHBIX  pPe3yJLTATOB  MCCIIEOBAHUI
0€30I1aCHOCTH 3THX BCIIOMOTATE/IbHBIX BENIECTB.

90. Mcrionb3oBanie HOBOTO  BCIIOMOIaTesIbHOIO BEIECTBA (TO €CTh
BIIEPBBIC KCIIOJIL3YEMOI0 BCIIOMOTATEIBHOIO BEIIeCTBA B JIEKAPCTBEHHOM
nmpenapare MWad IPUMEHSEMOr0 HOBBIM ITyTeM BBEJEHHS) UMEET OCHOBHOE
3HAYeHHe JUIs (papMaleBTUUECKOl pa3paboTKu U MOXKET ObITh 0OO0CHOBAHO
HaJIe)KalllMMHY  JOKIIMHUYECKUMH HCCIIeIOBAaHUSAMHU, OJHAKO HEOOXOIMMO
IOHMMAaTh, 4TO MPOoOIeMbl 6E30MaCHOCTH MOTYT HPOSIBHTBHCS TOJLKO MU
MPUMEHEHUH JIEKAPCTBEHHOro Impernapara B 0Oojiee MIKUPOKOM Maciitabe.
CremoBarenbHO, NPEUMYIIECTBO TPHMEHEHHS HOBOI'O BCIIOMOTaTENbHOTO
BELIECTBA B COCTaBEe KOHKPETHOIO JEKApCTBEHHOI'O Mperapara CjeayeT B
JAOCTaTOYHOM  CTENEHH  COOTHECTH  C  HUCIOJIb30BAHHEM  JIPYTHX
BCIIOMOTATEIbHEIX BEIIECTB C YCTAHOBJIEHHBIM TNpoduiaeM Oe301acHoCTH,
JOPYTHX JIEKAPCTBEHHBIX (DOPM WIIM APYTUX MyTeH BBEIEHUS.

91. Anneprus MOKeT BO3HHMKATh B PaHHEM JIETCKOM BO3pacTe, W HETH
MOTYT  OBITH  JleTde  CeHCHOMIM3MPOBaHbI, 4eM  B3pocible.  Jlns
NPeOTBPAIEHUs] CEHCUOMIM3AlUN U PACIIMPEHHs BO3MOKHOCTEH JeueHus
JeTed ¢ aleprueil sasBUTENsM, IO BO3MOXHOCTH, CIEAyeT u30eraTh
IIPUMEHEHHs BCIIOMOraTEeNIbHBIX BeIleCTB, U3BECTHRIX CBOEH CrOCOOHOCTHIO
BbI3bIBATE CEHCHOMIM3ALINIO UITH allNIeprHUYeCKHEe PEAKLUH.

92.11py BBINIONIHEHWH ANTOPUTMA OLECHKH NPOQHIST Oe30MacHOCTH
Ka)XK/IOr0 BCMIOMOTATEIBHOIO BELIECTBA B JIEKAPCTBEHHOW (hopMme 11s jieTeld,

NPUBEACHHOI'0O HAa PHUCYHKE H (])OPMH]JOBHHMH 06]}_161‘0 3aKJIDUEHM
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0  HeoOXOJMMOCTH  (OTCYTCTBMHM  HEOOXOIMMOCTH)  IIpENCTABICHHS
JOTIOJIHUTENBHBIX JTAHHBIX CJIEyeT HCIOJIL30BaTh CJCAYIONINE MCTOYHHUKH
uH(pOpManny (B nopsiike yObIBAHUS HX 3HAUUMOCTH )

a) pyKOBOZACTBA M JIOKYMEHTHl  EBpasuiickoii  3KOHOMHYECKOM
Komuccu#, MeXIyHapoAHOro coBeTa IO TapMOHHM3aluK TpeGOBaHUHM K
(papmanesTHueckum  npenaparam s yeioseka (ICH) wmnm  uHBIX
pPEeruoHalbHbIX 00bEAMHEHWH;

0) IOKyMEHTBI O KaYeCTBEHHOMY COCTaBY BCIIOMOIATENBHEIX BEIECTB
(Ipy HAJMYKMHK CBEEHMH) B JIEKAPCTBEHHBIX MpEraparax, yXKe paspeleHHbIX
B HaCTOsl[ee BpeMsS B MHUPOBOH (papMalleBTUYECKOW IpaKTUKE JUIs

IIPUMEHEHUS Y NETEH;

B) HODMaTUBHBIC aKThl B cdepe oOpalleHus TMHIIEBBIX MPOIYKTOB,
IPUHUMAasi BO BHUMaHUE PsiJT OTpaHUYEHHH:

JaHHBIA ~ HMCTOYHMK  MHQOpPMalMM  WMeeT  OrPaHUuYeHHs 10
pesieBaHTHOCTH MH(POPMAlMK, MOCKONBKY OH KacaeTcs TOJIBKO IMPOILYKTOB
MATAHUS (TO €CTh JIOJTOCPOYHOTO YHOTpeOJeHHus] BHYTPh MOMyJSIHEH B
[EeJIOM) M JaHHBIE MOTYT He HWMeTh OTHOIINEHHS K jeTsM. Hamuuue
NPEAYHPERIEHUNA JUIA B3pPOCJIBIX B OTHOINCHUM KAaKMX-TUOO IUIIEBBIX
BELIECTB aBTOMAaTHYeCKH 00O3HAyaeT HaJMYWe COMHEHUH B GEe30MacHOCTH
OTHUX IIHILIEBLIX BENIECTB, NPUMEHSIEMBIX B KAUeCTBE BCIIOMOIaTeIbHOIO
BEITeCTBA B JICKAPCTBEHHBIX MTperapaTax /sl HCTIOIh30BaHKS Y IeTell;

MUIICBBIC IPOJAYKTEI, UCIIOIb3YEMbIE KaK BCTIOMOTaTeIbHbIE BEIECTBA
B COCTaBe JIEKAPCTBEHHBLIX  IIpenapaToB IS JIETE€H, CUMTAIOTCS
[pUEeMJIEMBIMU TOJBKO B CiIyYae, eCIM B IPYI'MX MCTOYHMKAX WHPOpMaIuu
OTCYTCTBYIOT LOIOJIHATENBHBIE YKA3aHUS, Kacatoluecs UX HeOe30MacHOCTH,
¥ HOPMATHBHBIC aKThl B cdepe 0oOpallleHMs] THIIEBLIX MPOLYKTOB HE
COAEPIKAT B OTHOUICHUM JIAHHBIX NPOJYKTOB yKazaHHH 00 OTCYTCTBHM WIIH

HEJOCTaTOuHOM obbeMe uHpopMmanuu 06 UX OE301I1aCHOCTH. [Tpn nanuuun
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JIOOBIX COMHEHUH WM HEJOCTATOYHOM MH(pOPMALUK 0 6E30MacHOCTH TAKOe
BCIIOMOTraTeJIbHOE BEINECTBO CIENAYeT NUO0 UCKIIOYHTH W3 JIEKAPCTBEHHOM
(GopMel, MO0 3asABUTENL HOJDKEH OOOCHOBATHL MPUEMIIEMOCTL BKJIKOUEHHS
TaKOI'0 BCIIOMOTATEILHOTO BEIECTBA;

MHMOPMaLMI O Oe30MacHOCTH, U3T0XKEHHAs B 3aKOHOIATEILCTBE I10
MUILIEBBIM  NPOAYKTAM HeNpUMeHHMa It O0OCHOBAHUS Oe30MacHOCTH
NPUMEHEHHSI 3THUX BCLIECTB Y HOBOPOXKIAEHHBIX, Il KOTOPBIX, KaK IIPaBHJIO,
TpeOyercsi IpejicTaBleHne JOMOJHUTENLHBIX MOKIMHUYECKUX JaHHBIX IO
0e30I1acHOCTH;

“HpopMalusa 0 0e30IIaCHOCTH, COJEPIKAIasncs B 3aKOHOAATEIBCTRE 10
IHUILEBBIM IMPOIYKTaM, TpeOyeT NpOBEIEHHS JONOJHUTEIBHONW OIEHKH B
OTHOLICHWH TE€X MPOJYKTOB, KOTOpPBIE MWCIOJB3YIOTCS B  KauecTBe
BCIIOMOTATE/IbHBIX ~ BEWIECTB B JICKAPCTBEHHBIX  (opmax,  He
NpeJHa3sHaYEeHHBIX JUIsl TpUeMa BHYTPb;

I') IpOoYMe UCTOUHUKH UHPOPMALIHH.

Mupopmanuss 0 NPUMEHHMOCTH  NOJYyYEHHBIX  JAHHBIX  JIsl
BCIIOMOTaTeJIbHOTO BEIeCTBa B Ipe/UlaraéMoM JIEKapCTBEHHOM IIpenapare
Ans feredl o0oOIaeTcss M aHajiu3MpyeTcs B YacTH IIEJIEBOH BO3PacTHOM
rpymiel (rpynm), IOKa3aHWi K NpUMEHEHHIO, NyTell BBENEHHsS W BHIA
JIEKAPCTBEHHON (POPMBI, TNPOMAOIDKUTENILHOCTH JIEYEHUS, MAKCHMAILHOIO

CYTOYHOTI'O HOTp€6J1€HH${ BCITOMOTATEJIBbHOI'O BEeIIeCTBa U €10 HeﬁCTBHH.
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Ha

v

SIBRAOTCA JIN TAKHE PYKOBOJICTBA BCE ellle
AKTYaJIbHLIMH (OTCYTCTRBYET
HenpoaHalH3upoBaHHas uHdopmarms)?
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Ecte i1 pykoBozactea Komuccnu! (ICH?),
KACAIOIIHECs BCIOMOTATENLHOTO BEMIECTRA?

Her (HescHo)

[

[TpuMeHMMBI 11 YKa3aHHbIE PYKOBOACTBA K
LieneBoii Bo3pacTHOI Tpynme (rpynmnam)?

Her (nesacuo)

Ha

A

[TpuMeHnMBI TH YKa3aHHBIE PYKOBOACTBA
K MyTH BBEJICHUS?

v

Her (nescHo)

Ha

[IpMEHHMBI JIH yKa3aHHbIE PYKOBOACTBA K
MaKCHMAabHOH exeHeBHOH IKCIIO3HLINH U
NPOIOIDKUTENILHOCTH JieueHust?

Hert (nesicHo)

Her (nesacuo)

v Ha

[ToaKpennMoT M YKa3aHHbIE PYKOBOICTBA
HCTOJIE30BAHUE ATOI0 BCIIOMOTATEIIBHOTO
BelecTsa?

v

Her (Hesicno)

Ja
v
KOHEI] Ia

v

SBnsieTcs 11 TaKoe 3aKIOUEHHE BCE CIe
AKTYaJbHbIM (OTCYTCTBYIOT CBEICHHS, He
PAaccMOTPEHHBIE DKCTIEPTHBIM KOMUTETOM)?

EcTb 111 3akmouenue DKCrepTHOro
KOMHTETA®, Kacaroleecs 3Toro <
BCIIOMOTIaTeIbHOrO BelecTBa?

Hert (nesicHo)

y Jo

TIpuMeHnMo N1 3aKIIOUEHHE K 1IeTeBOH
BO3pacTHOil rpynme (rpynmnam)?

Her (Hesicno)

L

[puMeHHUMO M 3aKIIFOYEHHE K Ty TH
BBeeHHA?

Her (nesicuo)

v /[

ITpuMeHUMO N1 3aKIIFOUEHHE K
MaKCHMaJIbHOM €3Ke/IHEBHOH HKCTIO3UILINH 1
MPOAOIKATEIILHOCTH JieueHus ?

Hert (HesicHO)

Her (HesacHO)

A Ha

[TpumMeHnMO J1 3aKIIKOYEHHE K TOKA3aHUI0?

v

Her (nescHo)

Ja
B v _
[TonkpernsioT A1 yKa3aHHbIE PYKOBOJACTRA
HCIIONLE30BAHIE ITOr0 BCIIOMOTATEILHOTO
BelecTna’?

v

HeT (Hescuo) |
- o




JHa

l
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!

OpoOpeHo 111 BcnoMorare/ibHOE BeLECTBO B
COCTABE 3aAPETUCTPHPOBAHHBIX JEKAPCTE sl
neteit?

OnoOpeHo 1 BCIIOMOraTeNbHOE BElIECTBO B
Coroze! mist nereit us uenesoii BospacTHoil
rpynib?

Her (HescHO)

*I[a

[Mopnexat nu oao0peHHbIe MPenapaTs
BBEJICHMIO TaKHM K€ HITH COMOCTABHMBIM
MyTeM BBeJIeHHs?

Hert (HesicHO)

0

Haymmuue BcriomoraTelibHOTO BelECTRA
B 3apPETHCTPUPOBAHHBIX MpenapaTax
IIPUBOAUT K Ooee BEICOKOI nin
COTIOCTABUMOMH €3KeIHEBHOM KCIO3ULIUH?

Her (HescHO)

]

ITonnexar nu 3aperucTpUpoOBaAHHbIE
TIpenaparsbl BBEAEHUIO B TEUEHHE
COMOCTaBUMON UK OOMbIIeH
[IPOLOJIKUTENILHOCTH BRBEICHUS?

v

Her (nesicHo)

v s

anIlHaSHa'-IEHbl JIM 3aperuCTPHPOBAaHHBIC
npenaparsl A4 MEHEE CEPbE3HOI0 WITH
COMOCTABMMOro NMoKazaHua?

Her (nesicHo)

v Ha

OTCYTCTBYIOT JI HEPACCMOTPEHHbBIE
cBeneHus’?

Her (HescHo)

Ha
KOHEI]

Ha

Y

Op00peHo N1 BenoMoraTeibHoe BEIecTRO
JUIst IPMMEHEeHHsl B LIeIeBOI BO3pAcTHOMH
rpymnmne?

—P

«

Hert (nesicHo)

Bxopur nu BerioMoraTensHoe BCLICCTBO B

HOopMaTHBHBIE akThl Coto3a B chepe
o0paiieHus MUILEBLIX TPOIYKTOB?

Her (HesicHo)

y "

VCTaHORBJIEH NI /LTS 3TOTO BCIIOMOTaTeNbHOTO
pemectra BJIYIT?

Hert (HesicHO)

Lo

YKiaaeiBaeTCs i1 IIaHupyeMas exxeIHeBHast
IKCMO3HULMA B peKoMeHayeMbli BIVIT?

T
A 4

\__ - KOHEIL

h 4

Her (HescHO)
e
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Ja
HMmeercsa nu 0 naHHOM
v BCTIOMOTATENILHOM BEIIECTRE
HMudopmanus noszsonser obocHOBATH
IIOI‘IyCTHMOCTb HCITOJIb30BaH s Her (HeHCHO) HeT (HCSICHO)
BCIIOMOraTeNbHOr0 BElIECTRA
y netei?
J Ja
¥y Y
KOHE
a Mmerotcs nu kakue-nudo uHbIE
Ha HCTOYHNKY HHPOPMALIUY (B T.4. ‘
v TOKCHKOJIOTHYECKHE, TOKTHHUIECKHE HITH
Mudopmanus nossonser 000CHOBATL KIMHUYECKHE NaHHbIE)?
JOITyCTHMOCTh MCTOJIb30BAHUS
BCIIOMOTATENBHOTO BELIECTRA Y eTeii? Her (wescHo)
JHa
4 A
KOHEIL ITpencTapasoTes JONOJHUTENbHBIE JAHHEIE
(nanpumep, NpoBe/ieHUEe HCCleI0BaHMIT Ha
HEIONOBO3PEJIbIX HKUBOTHBIX, I

(hapMaKoKMHETHYECKHE HCCIeN0BAHUS,
KIIHHUYECKHE MCCIeI0BAHHUA); B KAYECTBE
aNbTepHATHRBI — H3MEHEHHE COCTABA
BCIIOMOTATEJIbHbLIX BELIECTB

! Espasuiickas skoHOMHUECKas KOMHCCHSL.

? MesxyHapoIHbIil COBET 110 TapMOHH3AINH TPeGOBAHUH K (hapMaIeBTHYECKHM IIperaparam
JUIsL 4eTIoBeKa.

3 DKCHEPTHEIH KOMHTET 10 JICKAPCTBEHHBIM CpencTBaM.

4 EBpasuifckuii 5KOHOMHYECKHH COI03.

3 BepXHHUii OTYCTHMBI YPOBEHD noTpedneHusl.

% Oprausl 1o CAHUTAPHO-DIHAEMHOIIOTHYECKOMY 01arOMONyYHIO.

Pucynok. Anroputs omeHKH HpoQuiis 0e301acHOCTH BCIIOMOTATENHbIX BEII[ECTB
B ICTCKUX (JOPMax TpH ONPENENCHUH HEICBOH BO3PACTHON IPYIIITHI

93. OTBeTCTBEHHOCTEL 3a OE€30IaCHOCTh KaXKIOrO BCIOMOTATENLHOIO
BEILIECTBA B JICKAPCTBEHHOM IIpenapare JUisi JieTell B IIeJIeBOM BO3pacTHOM
rpynne (rpynnax) HeceT 3asBUTeNlb. IIpm OTCYTCTBMH 0OOCHOBAHWUS
HCIIONIBE30BAHUsl  CYLIECTBYIOIIErO0  BCIIOMOTaTelbHOIO  BELIeCTBA B

JICKAPCTBCHHOM MIpcriapare JId I[GTGIZ MPpOBOJATCA TOKCHKOIOTMYECKHE

HCCIICAOBaHMs.
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2. Kpacurenu

94. Mcnonb3oBaHue 1000ro CHEHUAIBHOTO KPacuTelsl B COCTaBe
JIEKapCTBEHHOIO Ipenaparta JUIsl JeTell cileayerT MNpoaHaIM3HpOBaTL U
00OCHOBaTh B OTHOILEHWM €ro ajjiepreHHON CIOCOOHOCTH, MUHUMANLHBIX
TOKCHKOJIOTMYECKUX  TIOCJIEACTBUH U LeJeBOM BO3pACTHOW  IpyIIIik]
(Tpymin), nmpuemieMocTH sl AeTeil ¥ HEeoOXOJAMMOCTH TIPeNOTBPAIISHH S
CIlyYaiHBIX OIHOO0K JIO3UPOBAHMSI. [Tpu HEO0OXO0IUMOCTH
nudpepeHIpoBaTh MOJOOHBIE TperapaThl BO M30eXKaHWe CIIydailHbIX
OmMOOK  JO3MPOBaHMs Tepe]] NpPUMEHCHHEM KpacuTelell  ciejyer
paccMOTpeTh  JIpyrue  BO3MOXKHOCTH — JU(QepeHlualuy, HarnpuMep,
IIOCPEACTBOM pas3jinuusl 1o (Qopme, pasMepy, HCIOJb30BAHHsS THUCHEHUS.
B 000CHOBaHHUH YUUTHIBACTCS HEOOX0IUMOCTh OKpallluBaHHUs

JIEKapCTBEHHOIO IIperapara U BEI0Op KOHKPETHOT'O KPacHTEIIS..

3. Apomatu3zaTopsl

95. locTato4ynas BKycoBasi IPUBJIEKAaTEIBHOCTD UTPAET BAXKHYIO POJIb B
o0ecIIeYeHuH IPUEMIIEMOCTH JIEKApCTBEHHOM (hOpMBI [1Jist IeTel, 0COOEHHO B
OTHOINCHUH JKHAKKX JIEKAPCTBEHHBIX (OpM Ui TNpHeMa BHYTpPb. Jlns
AOCTHXKCHUSI 3TOW LENM MOTYT norpeboBarbcsi apoMartuzaTopel. Cremyer
YeTKO MPOaHAIM3UPOBATL M 0DOCHOBaTH HCHONB30BaHUE KOHKPETHOI'O
apoMaTu3atopa B JIEKapCcTBEHHOM npenapare s jereil. Cremyer
MPEIOCTAaBUTL CBEIECHUS O KaueCTBEHHOM U KOJIMYECTBEHHOM COCTaBE BCEX
KOMIIOHEHTOB apOMaTu3aropa, KOTOpble OOECIEeUUBAKOT YCTAHOBJIEHHOE
nencrBue  wnaM 5(P@QeKT, a TakkKe NPOaHATM3MPOBATH  MPOOIEMEI

66301’IEICHOCTI/I, BKJIHOYAs PUCK aJUICPruy 1 CBHCI/I6HJII/I38.].IHH.
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4. KoHcepBaHTEI

96. Ucnionp30BaHne KOHCEPBAHTOB, KaK MPABWIO, TPHEMIIEMO JIs
MHOT'0JI030BbIX JIEKAPCTBEHHLIX MpenapaToB. OQHAKO B OTHOIIEHUH MHOTHX
KOHCEPBAHTOB I0-NIPSKHEMY HUMEIOTCS OrpaHHYEHHbIC JaHHbIE 00 YPOBHSAX
OesonacHoro BO3/eHCTBHsI Ha jeTeil pasHoro Bospacta. HeoOXoammocThb
MCTIONB30BaHMsI KOHCEPBAHTOB B JIEKAPCTBEHHBIX MNperaparax i Aereil u
BEIOOP KOHCEPBAHTOB NPU HAUMEHBLICH BO3MOKHON KOHLUEHTPALMH CIIE/yeT
000CHOBAThL C TOUKH 3PEHUS [IOJIb3bI M PUCKOB.

97.Cnenyer mnpoaHanu3MpoBaTh I€7eC000Pa3sHOCT UCIIOJIB30BAHMUS
KOHCEPBAHTOR TSI LeJIEBOM BO3PACTHOM TPYIIIIBI (rpymm).
ITpu orcyTcTBUM AaHHBIX O 0€30MACHOCTH B OTHOIIEHHM AETeH 3asBUTENH
OOOCHOBBIBAIOT ~ YpOBEHb  BO3NEHCTBUsl  (TMpeljiaraemble  TIpeelibl
0€30I1acHOCTH) C y4eTOM IIOPOrOBBIX 3HAYEHWM [  B3POCIBIX U
BO3MOJKHOCTB IIPUMEHEHHS aIbTEPHATUBHBIX JIEKAPCTBEHHBIX (DOPM.

98.3asBuTensaM ClielyeT HU3ydyaTh HOBBIE CTPATETHM, TTO3BOJISIOIIIE
paspabareIBaTh TOTOBbIE JIEKApPCTBEHHbIE Mpemaparsl s jgereil, He

comepiKalliue KOHCEPBAHTOB.

5. Caxapa ¥ MoJACIacTHTEH

99. JlekapcTBeHHBIE TIpemaparthl JUis  TIPHEMA BHYTPh  SIBIISIOTCS
HauboJiee MOIXOIAIMMHU JJIsl feTei, 4yTo 0OyCHOBIMBAET HEOOXOIMMOCTD
IIPUAAHUST UM CIAJKOTO BKyca.

100.Beibop ¥ KoOHIEHTpalMs TOJCIACTUTENEH 3aBUCSIT OT CBOMCTB
JICHCTBYIOIETO BEIIECTBA M HMCIONB30BaHUs apomatuzatopos. Cremyer
YEeTKO  OnKMcaTb M ODOCHOBaThL  1eNIecOO0pasHOCTh — MCIOIb30BAHMS
KOHKPETHOI'O TMOJICIACTUTENIs B JIEKApCTBEHHOM TIperapaTe JUis JieTeid.

Crnenyer wundopmupoBath o npobliemMax 0e301acHOCTH, B TOM 4YHC/Ie
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YKa3blBaTh  YCJIOBHS, KOTOpbIE  OIPaHUYMBAIOT  KCMOJB30BaHKE
OTPEJICTIEHHOTO caxapa WJM IOJACIacTUTeNs (Hanpumep, AuabeT, Tshkenas
[I0YEYHAs HEJJOCTATOYHOCTD ).

101. XKenatenpHo n3berate 4acToro mpuMeHeHus U (MIH) BEICOKUX 103
MOJIC/IACTUTEIEW B JIEKAPCTBEHHBIX (opMmax IJis AeTeid, NpeaHa3sHayeHHbIX
JUIsL  UTMTENIBHOIO  Mcnonb3oBanus.  CrenyeT THIaTeTbHO 0OOCHOBATH
IPUMEHEHHE CaxapoB, CHOCOOCTBYIOMIMX 0Opa30BaHMIO Kapueca, a TakikKe
YYUTBIBATh IOTEHIMAIBHOE lOocialstonee JIeHCTBHE MHOTOATOMHBIX
CIUPTOB (HampuMep, copOuTa, MaHHMTA), MX OCMOTHYECKHME CBOWCTBA W
NOTEHIHANbHOE BIIMSHUE HA OMOJOCTYNHOCTh. HeoOXoaumMo oTMeTUTh, 4TO
MMEIOTCSI OTPAaHUYEHHBIE [JaHHBIE O COOTBETCTBYIOUINX MOPOTOBLIX YPOBHSX
MHOTOATOMHBIX CIIUPTOB y JIeTeH.

102.1Ipy  HEOOXOMMMOCTH CllelyeT paccMOTpPEeTh ajbTepPHATUBHEIE
TOAXOAbl K YJIYYIIEHHIO BKYCOBBIX KauecTB JIEKAPCTBEHHOI'O Tpenapara
(mOKphITHE  000JI0YKOH, KOMIUIeKcoOOpa3oBaHue, BBEIOOp HOCHTENS JUisi

I[el‘:ICTBy}OU_{eI‘O BCHICCTBA, PCTYJIMPOBAHUE BA3KOCTH JICKAPCTBEHHOT'O

npernapara).

IX. IlpremnemocTs nexapcTBeHHON GOpMBI JiJIst TeTei

103. TIpuemnemocts nexkapcTBeHHONH (GOPMBEI /sl HeTel, BEPOSATHO,
OyJieT 0Ka3blBaTh CYMIECTBEHHOE BIIMSHUE HA TIPUBEPKEHHOCTD NAIMEHTOB 1
KaK ciejcTBue, Ha OesomacHOCTb M 3((EKTHBHOCTH JIEKAPCTBEHHOI'O
npenapara.  YKasaHHas ~— IPUEMJIEMOCTb  JIEKAPCTBEHHOM  (hopMbl
ONpenersieTCss ¢ y4eTOM  CBOMCTB  JIEKAPCTBEHHOrO  Tpernapara M

XAPAKTECPUCTHK ITallMEHTA.

104.C ¢dapmaneBTHYECKUMH XapaKTePUCTUKAMH CBA3AHbI CJIEMYIOIIIE

CBOMCTBA JIEKapCTBEHHOTO TIpernapara:



47

BKYCOBBIC ~KAQueCTBa, BO3MOXHOCTb IHPOIJIATBIBAHUSI (Hampumep,
pasmep, popma, TeKcTypa);

BHEIITHUH BHJ (HanpuMep, UBeT, (popMa, TUCHEHHE);

CIIOXHOCTh CII0CO0a MPUMEHEHHs, KOTOPBIH MCHONb3yeTcsi peGeHKoM
WK JIUIIOM, OCYIIECTBIISIFOLIUM YXOJI 38 HAM;

TpeOyemast jo3a (Harmpumep, O0OBEM JO3UPOBAHUS, KOJHUECTBO
TabJIETOK | T. 11.);

HEoOX0MMasl 4acToTa IPUMEHEHHUS U IIPOIOKUTE/ILHOCTE JIEUEHUSI;

BBIOPAHHOE YCTPOMCTBO /IS BBELECHUSI

NepBUYHAs U BTOPUYHAS CUCTEMa YIaKOBKH (YKYIIOPKH);

(akTrueckuit criocoO BBeIeHUsT peOEHKY U CBS3aHHBIE ¢ HUM OOJIb WITH
TUCKOMQOPT.

105.0nenka  npuemsieMoCTH JIeKapCTBEHHOM (opMBI ISl JeTeit
ABJISIETCS  HEOTHEMJIEMOH 4YacTbio (apMaleBTHYECKON M KIMHWYECKOM
pa3pabOTKM  JIEKapCTBEHHOTO  Mpemapara,  MPEJHAa3sHAYEHHOrO IS
TPUMEHEHHUS Y JAaHHOM IpyIIbl nauueHToB. [TpuemneMocTs jiekapcTBeHHOM
GopMbl ANt geTel WCCeAYIOT B paMKaxX KIMHHYECKOTO HCCIEIOBAHUS C
ydacTHeM JeTed C UCIOJb30BAHUEM MPEIJIaraeMoro JIeKapCTBEHHOIO
npenapara. B 000CHOBaHHBIX Cilydasx, €Clid KIMHUYECKUE HCCIIEIOBAHMS C
y4JacTueM JieTed He Oy yT MPOBOAUTLCS HITH TIPUEMIIEMOCTD JIEKAPCTBEHHOIA
Gopmbl  nnst  gjeteli He OymeT M3ydaThes B paMKaX  KJIMHMYECKHX
WCCIICIOBAHUH Y JIETeH, 1OCTaTOuHas [IPUEMIIEMOCTb JIEKaPCTBEHHON (hOPMBI
JJIsL JIeTel 'y 3asBJIEHHOIO0 Ha PErucTpalliio JeKapCTBEHHOTO IIpenapara
MOATBEPKAAECTCS IPYIrMMM CriocobaMu (Harmpumep, Ha OCHOBAHHM JAaHHBIX
HAy4HOM JIATEPATyphl WM pPE3yJbTATOB WCCIEAOBAHUN V ClieLUaNbHbIX
TPy B3POCIIBIX).

106./lns 3aperMCcTpUpOBAaHHBIX  JIGKAPCTBEHHBIX  [1PENapaToB,

PUEMIIEMOCTE COCTaBA U JICKAPCTBEHHOH (JOPMBI KOTOPLIX OblLIA MpoBEpeHa
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¥ MOATBEpIKACHA BO BpeMs pa3pabOTKH MM YCTAHOBJEHA IO pe3yjbTaTam
ero peanu3alyu, CJICAyeT COXPaHATh [aHHbIE COCTaB W JIEKAPCTBEHHYIO
(GopMy B TeueHue BCEero KH3HEHHOTO LMKIIA JIEKAapCTBEHHOIO IpenapaTa. B
CIIy4ae BHECCHHUs U3MEHEHHUsl (M3MEHEHHUH ), CITOCOOHOT0 OKAa3bIBATH BIUSHUE
Ha IPUEMJIEMOCTD JIEKaPCTBEHHOM (hOPMBI JUJIst JieTeil (HarmpuMep, n3MeHeH i
COCTaBa 3aper¥CTPUPOBAHHON JIEKAPCTBEHHOW (OPMBI, YIAKOBKH HJIHU
MHCTPYKUMK JUIs IOTpPeOUTENss M T. M.) CIEAYeT IpOaHalu3upoBaTh U
(mpy HEOOXOOMMOCTH) HW3Y4YWTh BIHMSHHE TAKOI0 M3MEHEHMs, a TaKkkKe
IIOBTOPHO  IMOATBEPJAWTH  JOCTATOYHYIO  MPUEMJIEMOCTbL  cocTaBa U
JIEKapCTBEHHON (POPMBI J1s1 JIeTel.

107. TocraTounyro  NMpUeMIIEMOCTh  JEKapCTBEHHOW  (GOpMBI IS
pebenka Henb3s moHuMarh Kak 100%-Hyr MpUeMIIEMOCTh JIeKapCTBEHHOI
GopMel Ju1sl meTeil IeneBoll Bo3pacTHOW rpymmbl (rpynm). Pasmuunbie
METO/Ibl OLIEHKH MOI'YT NPUBOJAUThH K Pa3UYHbIM PE3yJIbTaTaM MCIIBbITAHUN
OZIHOTO U TOTO JKE€ JICKAPCTBEHHOTO IIperapara B OJHOW WM TOM e rpyrie
nanueHToB. Ilockoneky cBeneHus 00 ONTHMAILHOM MCCIIENOBAHMM HA
NPUEMIIEMOCTE  JIEKAPCTBEHHOH  (OPMBI  OTJIMYAIOTCS B PA3jIMYHBIX
MCTOYHMKAX M B HACTOsIee BpeMsl He pa3paboraH OOLIEIPHHSATHIA METO.
TaKUX UCCJICJOBaHUH, BEIOOp METO/la U KPUTEPUEB IIPUEMIIEMOCTH, a TaKKe
HCIIOJIb3YEMBIX — MPENeNbHLIX — 3HAUeHWH  CcleqyeT aHalIM3HpOBaTh U
0DOCHOBBIBATE C TOUKH 3PEHMS MONIb3bI U PUCKOB, BKIIFOYAs PUCKU HA YPOBHE
HOMYJISIIAN (manpumep, BO3HUKHOBEHHE MUKPOOHOJIOTHYECKOM
YCTOMUMBOCTH ~ BCJICACTBME  TUIOXOH  NEPEHOCUMOCTH  pasiIMUHbIX
JIEKapCTBEHHBIX NpenapaToB, cojepikaliux aHTuOnotukw). Creayer Takxke
[IPOAHAIM3UPOBATH XAPAKTEPUCTUKHU 1IENEBOH BO3PACTHOM Tpymmsl (rpyi),
COCTOSIHWME, OTHOCSIIEECs K JIEKApCTBEHHOMY [Mpenapary mjs  JieTel,

OAHOKPAaTHOC  HMJIM  MHOT'OKPATHOE€ TNPHMEHEHHE, TPONOJDKUTENIBHOCTH
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OPUMCHCHHS M  IIPHCM JII000r0 CONIYTCTBYIOLIEIo  JICKAPCTBEHHOTO

npemnapara.

BxycoBas npuBiekaTeabHOCTb

108. BkycoBasi NpHBIEKATEIbHOCTh SIBISETCS OJHUM W3 OCHOBHBIX
DJIEMEHTOB TNPUEMIIEMOCTH JIEKAPCTBEHHON (OopMBbl ISl fieTell y TOTOBOTO
JIEKapCTBEHHOTO Ipenapara AJis ipuemMa BHyTph. OHa TakKe HMEET 3HaYCHHe
IUIs JIEKApCTBEHHOI'O IIperapara Jyisi Ha3ajJbHOTO BBEAEHUS WM WHTAJIAIAN.
BkycoBasi npuBIIeKaTeNbHOCTh OIpefeseTcs Kak oOllee BOCIPHATHE
JIEKapCTBEHHOI'0 Npenapara (yaiie A7sl IpuemMa BHYTph) (ero 3amaxa, BKyca,
MOCTAEBKYCUS M KOHCHUCTEHIMH (HallpuMep, OLIYIIeHHS BO  PTYy)).
Ona ompenensercs: XapaKTepHUCTHKAMH aKTUBHOW  (hapMalleBTHYECKOM
cyOcranmum, crocoOOM BBElIEHHMsl JACHCTBYIOIIETO BEHIECTBA B I'OTOBYIO
(GopMy JleKkapcTBEHHOI'0 Npenaparta U XapakTepUCTHKAMH BCIIOMOIaTeNbHBIX
BemecTB. MHpopMmauuioo 0 BKYCOBOM TNpHBIEKATEILHOCTH aKTHBHOI
(papmaneBTHYECKON CYyOCTAaHLMM TOJIyYaloT Ha paHHeW CTaauM pa3paboTKu
JIEKapCTBEHHOTI' O IIpernapara (HanpumMep, U3 CrelnalbHbIX UCCIIEJOBAHUH TS
B3POCI/IBIX MJIM JAaHHBIX HAy4HOM MenMUUHCKON mureparypsl). Bxycosas
[PUBJICKATENBHOCTh AKTUBHOH (apMalleBTHUECKON CyOCTaHIMKM HOJIKHA
CIIOCOOCTBOBATL BHIOOPY TOTOBOM JiekapcTBeHHOH (opmbl (hopm) U nyTn
(myTeit) BBeneHus. Ecin He 000CHOBaHO MHOE, BKYCOBAs IPUBJIEKATEILHOCTD
JIEKAPCTBEHHOIO Iperapara Jyls JeTell JoKHA OBITh YAOBJIETBOPUTEILHOM
cama 110 cebe, To ecTb 0e3 CMelIMBaHUs JIeKapCTBEHHOTO TIperapara ¢ Mulei
WJTH HAITUTKaAMU.

109. JlexapcTBeHHBIN IIpenapatr juist jereil MoxxeT ObITh paspaboTaH ¢
HEWTPAJbLHLIM BKYCOM WM C OINpe/ieleHHBIM, HO TPUEMIIEMBIM BKYCOM.
Bribop moboro m3 Bapuantos ciiepyer obocHoBaTh. ClenyeT paccMOTPETh

BOITPOC 0 pa3paboTKe JEKAapCTBEHHbIX MPEnapaTtoB ¢ HEHTPalbHBIM BKYCOM,
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HCIIOJIb3YCMBIX B MEPBYIO OYepe/b [Ulsl JIeUeHHS] XPOHUUECKHX 3a00JIeBaHuUIA,
MOCKOJIbKY CHJIBHBIE apOMaTH3aTOPbl MOTYT OBITH HEeNPHBJIEKATEIbHBIMU Ha
BKYC IpH PEryasipHOM IpuMeHeHuu. Creyer 4eTKo onucarb U 000CHOBAThH
paspaboTKy neKkapcTBEHHOH (OpPMBI € TUIAHHUPYEMOM IeJeBOH BKYCOBOI
PUBJIEKATENILHOCTEIO (HEUTPAILHOM UITH C OTIpEIeTIeHHBIM BKYCOM).

110.K mepam, npuHMMaeMblM  [UIss  YBEJIMYEHHUS  BKYCOBOIf
MPUBJIEKATEILHOCTH JIEKAPCTBEHHOI'O Ipernapara s JeTed, OTHOCSTCS:
IIPOJyMaHHBIA BBIOOP BCIIOMOTATENIbHBIX BEINECTB (B TOM YHCIIE BEIECTB,
MacCKUpPYIOIIMX BKYC, IOACIACTHTENeH U apoMaTH3aTopoB), H3MEHEHUE
pasMepa  YacTHI[ aKTHBHOM  (apmaneBTHUeCKOW cyOCTaHIMH  unu
BCIIOMOTaTeNIbHEIX ~ BELIECTB,  BBIOOp  JPYyro  cojd  aKTUBHOH
(apmaneBTHUecKOH  cyOCTaHIMM, MOKPBITHE  ODONOYKOH  aKTHBHOIM
(bapMareBTHYECKOH CyOCTAaHIMM WM TOTOBOH JIEKAPCTBEHHOH (OPMEL
HCIIOJIb30BAHKE KOMIUIEKCOOOpasoBarens (Hampumep, IHUKIOAEKCTPHHOB)
WM JUIs OKMJKMX  (OPM  JIGKAPCTBEHHBIX MPENapaToB — yMeHBIIEHHE
colepkanus CBOOOJHOM aKTHBHOM (apMmaneBTHYecKod cyOcTaHLUM B
pacTBOpE 3a cyeT BhIOOpA APYrol JO3UPOBKY U CBSI3AHHOTO ¢ HEW M3MEHEHUS
obbema. OJHAKO JeKapcTBEHHBIC IIpenaparhl Ui JeTed He JOJKHBI
CTAaHOBMUTHCS ~ CIUILIKOM  [IPHUBJIEKATEIBHBIMU Ul jeTedl  (Harpumep,

NOAOOHBIME ~ KOH(ETaM), TIOCKOJBLKY OTO  YBEIMYMBAET BEPOSTHOCTD

CIIy4YaliHOTO OTPaBJICHMS.

CwmermnmBanue ¢ IUILIEH UK HallMTKaM#

111.1Io pasHbIM IpUYMHAM MOXET OBITh IKeJaTelbHBIM PHUMEHHTh
JTEKapCTBEHHBIM IIpenapar Jyuisi neTteld ¢ Tuiied  HWIM  HalluTKaMU.
CwmelnvBanye ¢ NMIIEH WIM HAUTKaMKM MOXKeT OBITH HalpaBsieHo JH00 Ha
MacKMpPOBKY BKYCOBOW HEMPHBIIEKATEILHOCTH JIEKApCTBEHHOW (GOpMBI B

ClTyHasdXx, KOTJla YCTAaHOBJICHO, YTO OHa HEe MOIKET OBITD JOITONTHHUTEIILHO
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yaydlleHa, WIH [pd HEBO3MOXKHOCTH pa3pabOTKM  albTepHATUBHBIX
NeKapcTBEHHBIX (opm. CmelmmBanue Takke MOKeT OBITH IPUMEHEHO B
KauecTBe  [IONOJIHMTEIBHOIO  CIIOCO0a  yIyUIIeHHsS  HMPHEMJIEMOCTH
JIEKapCTBEHHOH (OPMBI JUIsl  JieTeidl, B TOM YHCIE JUId OOJIerdeHms
NPOrIaTeIBaHUSL  [PUEMJIEMOTO [0 BKYCy JIEKapCTBEHHOI'O Mperapara.
Hes3aBuCHMMO OT TIPUYMHBI, B PErHCTPALIMOHHOM JOChe, B OOIIEi
XapaKTepUCTUKE  JIEKAPCTBEHHOIO  Mpemapara W WHCTPYKLMHU 110
MEJIUIIMHCKOMY IPHUMEHEHHUIO (JIMCTKE-BKIAAbIILIE) TPUBOIUTCS aHAIU3 U
00OCHOBaHHME JIOMYCTUMOCTH CMELIMBAHMS JIEKAPCTBEHHOrO IIperapara ¢
NUIIEN UM HAIUTKAMM.,

112.OtcyTcTBHE pekoMeHAaluii M0 CMENIMBAaHMIO C THINeH WK
HallUTKaMH He TapaHTHPYeT, 4YTO JIMLA, OCYILECTBISIOIIME YXOJ 3a
pebeHkoM, He OyOyT WHCIOJNB30BaTh 3TOT METOH JUII  BBEJIEHMS
JCKapCTBEHHOI'O IIpenapara. B CBSI3W ¢ 3THM Uil KaXKIOTO T'OTOBOTO
JICKApCTBEHHOTO TMpenapara Ajs JeTel, NMPUHUMAaeMOro BHYTPb, CIENyeT
[IPOAHAIIM3MPOBATH NOIYCTUMOCTh €ro CMENIHBaHUs C OOBIYHON mnuuieil u
HAIIMTKaMHU, BBIOPAHHBIMU 3asiBUTETIEM.

113. Pasnuanele BU/IbI UMY WX HAUTKOB MOTYT 00JIafaTh pPa3sHBEIMH
CBOMCTBAMHM W pa3jM4yarbCs 110 CBOEMY BIMSHHUIO Ha JIEKAPCTBEHHbIH
npenapar  Jyis  geteil.  BeiOop  3asBUTeneM MM WM HAITMTKOR
ODOCHOBBIBAETCSI C TOYKHM 3peHUsi X (paKTHUYECKOTO BIMSIHMS Ha CBOMHCTBA
npernapata  (HalmpuMep, — NPUEMIEMOCTh  JIGKapCTBEHHOW  (opMmbl,
COBMECTMMOCTb M CTAaOMIBHOCTH). llWma w HanuTKM OOBIYHO SIBISFOTCS
HeCTaHIAPTU3UPOBAHHBIMU TPOAYKTAMH, M BECh JHANA30H W3MEHYHUBOCTU
HEBO3MOXKHO  M3Y4YHTH C  IOMOIBIO,  HalpUMeEp,  HCCIeL0BaHUIl
NPUEMIIEMOCTH W COBMeCTMMOCTH. B ofmeit  xapaxrepucruke
JICKAPCTBEHHOTO Ipenapara U MHCTPYKIUH [0 MEAULIUHCKOMY TIPUMEHEHHIO

(HI/ICTKB-BKHELHBTLUG) ITPUBOJSITCA YETKME YKa3zaHWsdA O TOM, B OTHOIIEHHUH
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KaKUX [HUIIEBbIX MPOJYKTOB MW (MJIM) HamMTKOB, (TP HaIM4YHK),
NOJTBEPXKACHA WX TIPUTOAHOCTL JUIsl CMEUIMBAHUS C JIEKApCTBEHHBIM
npernaparoM Jiis getedl. Eciu 1o pesynbTaTaM OIEHKH CMEIIMBAHUS C
IUIIEBBIMU  TPOAYKTAMM WM  HAmUTKaMH  YCTAHOBJIEHA  €ro
HELEJIECO00Pa3HOCTh, COOTBETCTBYIOIIME MPEIYNPEKIEHIS BKIOUAIOTCS B
00IIyt0 XapaKTepUCTUKY JIEKAPCTBEHHOTO TMperapaTa U HHCTPYKIHIO 10
MEMIMHCKOMY IPUMEHEHUIO (JIMCTOK-BKJIAABIINI) BMECTE C OOBICHEHHEM
OCHOBaHMH JUJI TAKOTO NpenynpexkieHus. Eciau cMenrBaHie ¢ NUIEBBIMU
IPOJIYKTaMHM WJIM HAallUTKAMU HE U3yyajaoch, HHMOpMAaIUs 00 3TOM TaKKe
yKasplBaeTcs B OOIIEH XapaKTepHUCTHKE JIEKApCTBEHHOTO IpemapaTra u
UHCTPYKIMHU TI0 METUIIMHCKOMY IPUMEHEHMIO (JMCTKe-BKJajbiie). Bo Bcex
Cllydasix ClIe[yeT yKaszarb, YTO MEJMIMHCKUN paOOTHHMK MIIH IIOJIL30BATENb
HeCeT OTBETCTBEHHOCTD 3a JIF000e CMENINBaHUE, He yKa3aHHOE B MHCTPYKIMH
T10 IIPUMEHEHHUIO.

114.Tlonp3oBarens crneayeT NPOUHCTPYKTHPOBATH, YTO B  LEJSIX
oOmerdenns BBeIeHMs BCel O3Bl JIEKAPCTBEHHBINH Mpenapar JoNycKaeTcs
CMEILMBATL ¢ HEOOJIBLUIMM KOJIMYECTBOM (HANpHMep, OJHON JIOXKKON) Miu
JPYr'uM OOOCHOBAHHBIM KOJIMUYECTBOM IHINEBOrO INMPOAYKTa MM HAIUTKA,
¥ X HEOOXOMMO IIPHHUMATh B T€YEHHE ONpPEAENICHHOrO EPHOIa BpeMEHH
1oCcjae CMEIMBaHKUA. B MCKIIIOUMTENBHBIX CllydasX MOXeT IOTPeOOBaThCS
Oojibliee  KOJIMYECTBO Al oOecIiedeHHsi  J0CTATOYHOM  BKYCOBOA
MPUBJICKATEILHOCTH MM pacTBopeHus. Crnenyer wuzberath NpHMEHEHUs
OOMBIIMX KOJIMYECTB MUILEBHIX IPOIYKTOB MIIM HAMTMTKOB (HAIlpuMep, OTHOH
IOJIHOW YalllK¥, CTaKaHa MW [OPLUMM THIIHA) H3-3a OIACHOCTH TOTO, YTO
pebeHoK He MOeT WM He JKeJaeT MPUHATH BCE KOJIHUYECTBO W,
CTICIOBATEJIbHO, HE MOJYYHT MOJIHYIO 103y JIEKAPCTBEHHOTO Tpenapara. Eciu
OXKUIAETCS], YTO PA3KEBbIBAHKE JIEKAPCTBEHHOIO MperapaTa MOBIHET Ha ero

NPUEMIIEMOCTE U (M) (YHKIMOHAIbHBIE XapaKTepPHCTUKM, B 0OIIei
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XapaKTepUCTUKE  JIEKAPCTBEHHOI'O  [perapata W WHCTPYKLIUH IO
MEMIIHCKOMY TIPUMEHEHMIO (JIMCTKE-BKIIa/bIIIE) TIPHBOIUTCS HH(OpPMALs
O HeoOXOAMMOCTH u30eraTh IIEPE)KEBLIBAHUS CMECH JIEKAPCTBEHHOTO
npenapara ¢ HULIEBBIMU MPOJIYKTAMH HITH HAITUTKAMH.

115.Eciiu uHOe He 000CHOBAHO, C ITOMOIIBIO COOTBETCTBYIOIINX
UCCIICIOBAHUI  ClleJlyeT IOATBEPAUTh COBMECTHMOCTh JIEKAPCTBEHHOI'O
npenapata ¢ IHIIEBBIMM  NPOJAYyKTaMH WJIM HanuTKaMu. B oOuiei
XapaKTepHCTHKE  JICKAPCTBEHHOIO  Ipernapara W HHCTPYKLUH  TI0
MEIULUUHCKOMY NPUMEHEHHIO (JIMCTKe-BKIAJBIIIE) YETKO YKa3bIBAeTCsl
NIepUOJi BPEMEHM, B TEUEHHE KOTOPOro JIEKAPCTBEHHBLIM Mpenapar Iocie
CMEIIMBAHUS OCTAeTCsl MPUTOAHBIM Ul NIPUMEHEHHs, a TakKe WH(popManus
0 JIHOOBIX OrpaHUYEHHUAX TEMIIEPATYPhI MUIIEBLIX TPOILYKTOB UM HAITUTKOB.

116. CmemmBanye ¢ NULIEBBIMH TPOAYKTAMH MM HAMUTKAMH MOIKET
TOBJIMATE Ha (DyHKIHOHAIbHBIE XapaKTEPUCTHKH W (PapMaKOKHHETHUECKUE
cBOMCTBa mpenapara. Ecnm mpenjaraercss cMeIIMBaHHE ¢ IMHINEBBIMH
IPOJyKTaMK W (MJIM) HAaUTKAMH, CIEAYeT MPOaHAIM3UPOBATh BO3MOKHOE
BIIMsHUE WX Ha OGuopapMaleBTHUECKHe XapaKTepUCTHKM JIEKapCTBEHHOTO
npenapara. Mojker 1oTpeboBaTbcs OLEHKA BIUSIHUSI HA OHOMOCTYITHOCTE
JIEKapCTBEHHOIO Tpernapara, CMEIIAHHOTO C MHIIEBBIMH TMPOJYKTAMH WIIH
HAlUTKaMK (B Cllyyae NPUMMEHUMOCTH K JIEKApCTBEHHOMY TIperapary Jyis
NEeTeN), B 3aBUCUMOCTH OT HH(OPMALMH, TOJYYEHHOW B pe3ysbTaTe
VICCTIe/TOBAHMM, MPOBEIEHHBIX BO BPeMsl pa3zpaldOTKM Ipenapara, BKIHOYas
VICCIIEIOBAHMUSI Y B3POCIIBIX.

117.Ecnu nexkapcTBEeHHBIA npenapar BBOAWIICS IIOCIIE CMELIMBAHUS C
NULIEBBIMU TIPOJYKTAMHM WM HAaNUTKaMHM B KJIWHUYCCKHUX MCCIELOBAHUSIX,
MOXKET He IoTpeboBaThes AanbHelmas onenka. CMennBadue ¢ NMULIeH WU

HAalMuTKaMy, KakK TIIpaBWJIo, HE pPEeKOMEHIYeTCs JJis JICKAPCTBEHHBIX
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npernaparos, cocpiKallrx ﬂeﬁCTBy}OHLHe BEIIIeCTBa C Y3KHM

TEPANCBTHUYCCKHUM JHAITA30HOM.

X. CucreMa ynakoBKu (YKyHOPKH), MEPHOE YCTPOUCTBO,
YCTPOMCTBO JJist BBEJICHUS U YIIaKOBKA

1. Obmme moaxoIs!

118.CucreMy ymnakoBKH (YKYIOpPKM) M YCTPOWCTBO Ui BBEJCHMUS
JIEKapCcTBEHHOTO  IIperapara clieAyeT pa3pabaTbiBaTh C  yY4eTOM UX
UCIIOJIL30BaHUs B LIE€JI€BOI BO3pacTHOM rpynme (rpymnnax). [Ipu coBmectHOM
UCTIONIb30BaHUU OHM JIOJDKHBI OOecreunBaTh HaJjiexallee MpUMeHeEHHe
JIEKapCTBEHHOTO Ipernapara.

119.Ecnu He 000CHOBaHO MHOE, CHCTEMBl YNAKOBKM (YKYIOPKM) JJIst
MCIIOJB30BaHUSL  NE€TbMH  IIOJAPOCTKOBOIO  BO3pacta  JOJDKHEI  OBITh
JUCKPETHBIMH M IIEPEHOCHBIMM M, €CJIHM 3TO I[eJeco00pa3Ho, I03BOJSAThH
NPUHUMATh WHIUBUAYaIbHBIC JI03bl JIEKAPCTBEHHOI'O IIperapara B IIKOJIE,
IPH 3aHATHAU CIIOPTOM U T. . IIpu Heobxonumoct B o01eit xapakTeprucTuke
JIEKapCTBEHHOTO IIpenapaTa U MHCTPYKIMH 10 MEJUIIMHCKOMY PUMEHEHHIO
(IMCTKe-BKJIABIIIIE) yKa3blBAETCs, UTO JIKAPCTBEHHBIH Ipernapar ciemyer
HCIIONIb30BATh TOJIBKO B COYETAaHMHM C YKa3aHHBIM YCTPOMCTBOM  JIs
BBEJICHUSI.

120. LlenecoobpazHo paccMOTpeHHE 3asIBUTENSIMU HOBBIX IOAXOLOB I10
paspaboTKe yNaKkOBKM M YCTpPOHMCTBA JUIss BBEACHHS JIEKAPCTBEHHOTO
npemapara, — yIy4dIIalOmUX — NPUEMJIEMOCTb  JIEKAPCTBEHHOW  (OpMEI,
CIIOCOOCTBYIOIMX — COOJIIO/IEHNIO  PEOCHKOM  MPEANMCAHHOIO — PeKUMa
TEpanuy U yAoOCTBY B yXOJie 3a peOEHKOM IPU OJHOBPEMEHHOM CHUKEHUH

pucKa cay4aiiHOro oIHUO0YHOr0 yIoTpebIeH .
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121.Cucrema ynakoBku (YKyNMOpPKH) JIOJDKHA TTO3BOJISTh OTJIMYMTE
JEKapCTBEHHBINH IIperapar OT KOHJAMTEPCKUX H3AeNUH W UTpYIIeK Juis
CHUKEHHMS ero MPUBJIEKATEJIbHOCTH JIJISl IETEH.

122. Crnetyer paceMOTpeTh Ha MPaKTHKE yI0OCTBO CHCTEMBI YIIAKOBKH
(yKynopku) M ycrpoiicTBa Ui BBejeHus. Harnpumep, HauMeHbIHE pasmep
HEKOTOPBIX  (DJIAKOHOB, HUCTOJB3YyEeMBIX JUIST  SKMIKUX JIEKAPCTBEHHBIX
npenaparos Jijis IpueMa BHYTpPh, He II03BOJIIET YHNAIUTbh BCE COAEPKUMOE
JUIsl TIpUeéMa BHYTPE C IIOMOIIBIO IINPULA COOTBETCTBYIOIIEH MIMHEL. [l
OPYrux KOHTEHHEPOB TpeldyeTcs IINPULEBBIH amganTep, ITO3BOJISIOUIUI
YCIEIIHO H3BJIEKATh BCE COAECPIKMMOE KOHTEWHEpa, NPeCTaBIIONUH co00i
BTYJIKY, YCTAHABJIMUBAEMYIO B TOPJBIIIKO ()JlaKOHA, B KOTOPYIO BCTaBIISIETCS

HTIPUL 1A BBEACHHWA BHYTPD JICKAPCTBCHHOTO IIpEIIapara.

2. Comepxxumoe KoHTeMHepa

123.Coneprxamieecss B KOHTeHHepe KOJMYECTBO JIEKAPCTBEHHOIO
npernapara cjieJlyeT 000CHOBATh C TOUKHU 3PEHHUSI:

a) peKOMEHJallui B OOWIedl  XapaKTepUCTHKE  JIeKApCTBEHHOTO
npernapara Y MHCTPYKLUHM 110 MEJIUIMHCKOMY TIPUMEHEHHMIO (JIMCTKe-
BKJIQZIBILIE) 110 JO3MPOBAHUIO M MPOJOIDKUTEIHFHOCTH €ro MPUMEHEHHUs IS
BCEX LIEJIEBBIX BO3PACTHBIX IPYIIIT;

0) ciydaliHEIX OIIMOOK AO3MPOBAHMS, OCOOEHHO PUCKA JECSITUKPATHOIO
MIPEBBILLIEHUS JI03bI;

B) CIy49allHOTO ITPOTJIATEIBAHUS BCETO CONEPIKUMOTO KOHTeHepa;

F) HPpUEMIICMOCTH 3TOI'0 KOJHMYECTBA JICKAPCTBEHHOI'O IIpeliapara AJid

JeYeHusl peOeHKa.
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3. lo3upyroliiee yCTPOHCTBO

124.Ocoboe BHUMaHHWE CleAyeT YAEIUTh IPOCTOTE W MPaBHIIBHOCTH
BBEJICHHS JICKAPCTBEHHOIoO mpemapara. Tarkke clelyeT paccMOTpeTh
KPUTHMYHOCTE JO03BI, HalpuUMep, HaIuuyhe KpPyTOoil KPHUBOH 3aBHCHMOCTH
«no3a — (dapMakoAMHAMUYECKUIH OTBET» WM Y3KOI'O TepareBTUYECKOro
JyarnasoHa.

125.Ecnu He 00OCHOBaHO WHOE, XHUIKHE (OPMBI JIEKAPCTBEHHBIX
IIperapaTroB JJis JETeH CleNyeT IOCTaBIATh C JO3HPYIOLIUM YCTPOMCTBOM.
Ilpy omnpenencHUu NPaBUIBHOCTH JO3MPOBAHUS OYAyT MMETH 3HAYCHUE
(pusryecKre XapaKTEpPUCTUKH KUIKOH (OPMBI JIEKAPCTBEHHOTO IIpenapara
10 OTHOIIEHHWIO K Jo3upyromemy ycrpoiictBy. [Jlnsg obecrneuenus
MPAaBUJILHOTO JIO3UPOBAHHS IIPOBOAMTCA MCCIIEAOBAHUE JIEKAPCTBEHHOIO
npenapara COBMECTHO € JO3UPYIOLIUM YCTPOHCTBOM.

126.B cnywasx, Kkorza 3asBisieTcss OTCYTCTBHE HEOOXOAMMOCTH
MOCTABJIATH JIO3UPYIOIEE YCTPORCTBO BMECTE C JIEKAPCTBEHHBIM MpPerapaToM
Uil ieTedl  cleayeT IMOATBEPAMTb, UTO IpaBWIBHOE JIO3UPOBaHHUE
JIOCTHUTaeTCsl ¢ TOMOIULI) — TaKUX  Pa3iIM4YHBIX  LUIUPOKOJOCTYIHEBIX
JO3UPYIOLIMX YCTPOMCTB, KaK JTO3UPYIONIME YCTPOWCTBA B BHJE JIOKEK W
CTAKaHYMKOB.  YKazaHus U1 TOJb30OBaTelle  JIOJDKHEI  OBITh
KOHKPETH3MPOBAHb B OTHOLICHWM BUJA HCIOJB3YEMOTO JIO3UPYHOIIErO
ycTpoicTBa (yCTpOHCTB).

127.Cnenyer mpoaHaaM3upoBaTh COOTBETCTBHE YCTpOMCTBA IS
BBEJICHUsI BO3pacTy maiuenTa. Hampumep, mmpurn Juisi npueMa BHYTPb
MOXKeT obecrieynBars O0see HaJeKHBIH criocod BBEJCHUS JKUIKOCTEH sl
npremMa BHYTPh B CaMBIX MJIaJIUMX BO3PACTHBIX TPYIIAX MO CPABHEHHIO C

JO3UPYIOIHMMH YCTpOﬁCTBaMH B BUJIC JIOKEK M CTAKaAHYUKOB.
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128.Ciienyer  OLEHMTb ~ HOMMHAQIBHBIH ~ 00BEM  JO3HPYIOIIErO
YCTPOHCTBA M €0 I'PAlyUPOBKY C TOUKH 3pEHHUSI PEKOMEHYEMBIX J103, PUCKa
MEPENO3UPOBKK M TOJIyYeHMsl MEHBIIEH M03bI, a Takke JOCTYIHOCTH
HECKOJILKHMX J03MPOBOK JIEKAPCTBEHHOIO penapara. IIpu cooTBeTcTBYOIIEH
OYHCTKE JO3MPYIOLIME YCTPOKHCTBA AOIYCTUMO UCIOIB30BATH MHOTOKPATHO.
VYKazaHue 110 OUHUCTKE JO3UPYIOIIEro YCTPOHcTBa (YCTPOHCTR) BKIIOYAETCS B
O0LIYI0 XapaKTePHCTHKY JIEKaPCTBEHHOIO Ipernapara M HMHCTPYKLHIO IO
MEIUIIUHCKOMY IIPUMEHEHUIO (JINCTOK-BKJIABIIII).

129.Ecnn ycTpolicTBO crenuanbHO CKOHCTPYMPOBAHO JUIsl BBEIEHUS
MPaBUIBHBIX J103 KOHKPETHOrO JIEKApCTBEHHOTO IIperiapara, Hampumep,
JNO3UPYIOIIEe  YCTPOWCTBO B  BHUIE CTaKaH4YMKa JUIsl  JTO3HPOBAHMS
OMpEeJIeJIeHHOr0  KOJIMYECTBO  IpaHyll,  HAMMEHOBaHWE  [pernapara
oTOOpakaeTcs Ha JO3UPYIOLIEM YCTpOicTBe BO M30€KaHUE €ro CilydalHOoro
MCTIOIb30BaHU IJIsl APYIUX JICKaPCTBEHHBIX MPernapaToB.

130. HexoTopele no3upyrouye ycTpoicTBa, Takue Kak HIMPHIEL st
BBEJICHHUS] BHYTPB JIEKAPCTBEHHLIX IIPENapaToB, MOTYT COJAEPKATh HEKOTOPOE
«MEPTBOE  IIPOCTPAHCTBO». 3HAUYUMOCTH  «MEPTBOTO  IPOCTPAHCTBAY
BO3pAcTaeT II0 MEPE YMEHBIIEHUS JI03UPYEMOT0 00BEMa, B CBSI3H C YEM
JanHbeiii Bonpoc Tpebyer anammusa. CiiefyeT HOATBEPAUTH, UTO «MEPTBOE
NPOCTPAHCTBO»  HE3HAYMMO  JJIi  NPaBUJIBHOCTH  JIO3UPOBAHUS  TIPH
JO3UPOBAHUU  MUHHMAaJILHOIO  Tpebyemoro obwema. HenpasunbHas
NMPOMBIBKA IIIPHUIEB M MIJ MOXKET MPUBECTH K COOTBETCTBYIOLIEH
IEPENO3UPOBKE IIpY  BBEJCHUM TpebyemMoro oObeMa JIeKapCTBEHHOIO
npenapara. CielyeT OLEHUTh PUCK TaKOH MepeJo3UPOBKU IS 3L0POBbS
pebenka. B cooTBeTcTByromMX cliydasX B OOIIYH XapakTepHCTUKY
JIEKapCTBEHHOTO  IIperapara W JIMCTOK-BKJAJABIII ~ MOXKHO  BHECTH

NpEeaynpexaeHue 0 TOM, YTO HEJIb3s IMMPOMBIBAThH HHIPUIL U UTITY.
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131.Mosetr norpedoBarh 0cob6Oro BHUMaHUs TOYHOCTH JIOZUPYIOIIHX
YCTPOMCTB JUIsl JIeKapCTBEHHBIX MPENapaToB C KPYTOH KPUBOW «103a —

anpMaKO,HHHaMH‘{eCKHﬁ OTBET» WJIM Y3KHUM TCpalncBTUHYCCKUM JHUaa30HOM.

4. lpyrue ycrpoiicrea

132. lnsa nyteit BBefeHUs, TpeOYIOIMX UCIIOIb30BAHUS CIIEIIHAIBHOIO
YCTpPOMCTBA Il BBEJIEHMs, CIEAyeT OOOCHOBAaThH MPUTOJHOCTH TaKOTO
yCTPOMCTBa sl LEJeBOM BO3PAacTHOM rpynnel (rpynn) (Hampumep, Macok
ISl Tua, HeOyiali3epoB).

133.K acnekram, TpeOyIOUMM aHaIN3a, OTHOCATCS MIPOCTOTA BBEIEHHSI
JIEKApCTBEHHOI'0 Ipernapara peOeHKOM WM JIMIIOM, YXa)KUBAIOIIUM 3a HHM,
3aTpyJAHEHUST IIpUM BBEACHWM JIEKAPCTBEHHOrO TMpernapara JOeTsM, He
JKEJAIOIMM 3TOr0, a TAKXKEe HAMEKHOCTh YCTPOMCTBA JUIsi BBEIEHHS B
noBceAHeBHONW npakTuke. Heobxogumoe ycTpoHCTBO Jyisi  BBeIEHHS
HAJUIEKUT OTIYCKaTh BMECTE C JIEKAPCTBEHHBIM IPENapaToM, €Clid TOJBKO
3asiBUTEb HE MOXET IMOATBEPAUTH, YTO TaKO€ YCTPOWCTBO JOCTYIHO B

MPOJIaxKe.

XI. Undopmauus aiist momp3oraTesis (0011ast XxapakTeprcTHKa
JIEKapCTBEHHOTO NpenapaTa i HHCTPYKLHUS 110 MEAUIIHHCKOMY
NPUMEHEHHIO (JTMCTOK-BKJIAIBIII))

134.3asBuTenn  OpeNCTaBASIIOT  OJHO3HAYHBIE  YKazaHWs  JIs
Mmojb30Barens, oOecneuuBalonife MpPaBWIbHOE M IOJHOE BBEJEHHE
JIEKapCTBEHHOI0 Impenapara g jgereil. Takue yka3zaHusi YYHTHIBAIOT
pa3iuyHbBIE CLECHApPUM BBEJICHUSI JIEKAPCTBEHHOIO IIpemapara JAeTsIM OT
POKIEHUS IO B3pOCIOro Bo3pacta. B psilie ciiydaeB ciemyeT npelycMOTPeTh
YKa3aHWsl Kak Ul JIALA, OCYLLECTBIISIIOLIEIO YXOJ/, Tak W s peOeHka.

B uHCTPYKIMH II0 MEJUIUHCKOMY NPUMEHEHMIO NPUBOJIUTCS MOJPOOHAS
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MH(pOpMaLKs 0 BBEICHUN JIEKAPCTBEHHOTO TIperapara JeTsM, He KeJIAI0M
€ro TPUHUMAaTh, OCODEHHO €CNIH IOJHOe CcOONIOJICHNE pEeXUMa IpHeMa
JIeKapCTBEHHOI0  IIpernapara  CyLIIEeCTBEHHO  BIMSIET Ha  Pe3yJIbTar

TCPAIICBTHYCCKOI'O JICUCHHA.




