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Mpuka3 MunsapaBa P® ot 27.07.2016 N 538H — O6 yTBepXXaeHUun
MepeyHa HanmeHOBaHUN NeKapCTBEHHbIX (hOPM feKapCTBEHHbIX
npenaparToB ANs MeAULMHCKOro npumMeHeHus — [lencreyrowian nepeas
penakumusa — 3apernctpupoBaHo B MuHiocte P® 17.08.2016 N 43291 —
Hayano aencreua aokymeHTta 29.08.2016

B cootBeTcTBMM € nyHKTOM 21 cTtaTbn 5 PegepansHoro 3akoHa ot 12 anpens 2010 r. N 61-93 "O6
obpaleHnn nekapcteeHHbIX cpeacts” (CobpaHue 3akoHoaaTtenscTBa Poccuiickon ®epepauun, 2010, N 16,
ct. 1815; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; 2014, N 52, ct. 7540; 2015, N 29, ct1. 4367),
noanyHktom 5.2.148(5) T[lonoxeHns o MwuHucTepcTBe 3apaBooxpaHeHus Poccuiickon deaepatiumu,
yTBEpXaeHHoro noctaHoBneHveM [lpaButenbctBa Poccuiickon ®epepauum ot 19 uoHa 2012 r. N 608
(CobpaHue 3akoHogatensctBa Poccuiickon ®Pepepaumm, 2012, N 26, ct. 3526; 2013, N 16, c1. 1970; N 20,
CT. 2477; N 22, c1. 2812; N 45, cT. 5822; 2014, N 12, cT. 1296; N 26, c1. 3577; N 30, cT. 4307; N 37, cT. 4969;
2015, N 2, c1.491; N 12, c1. 1763; N 23, cT. 3333; 2016, N 2, cT1. 325; N 9, cT. 1268), npukasbiBato:

1. YTBepauTb npunaraembin [lepeyeHb HaMMEHOBaHWN FfEKAPCTBEHHbIX ()OPM JEKAapPCTBEHHbIX
npenapaToB 419 MEAULUHCKOIO NPUMEHEHWS.

2. Hactoswmi npukas MNpUMMEHSETCAS K HaMMEHOBaHUSIM JEKapCTBEHHbIX (OOPM FeKapCTBEHHbIX
npenapaToB NS MEOULMHCKOTO MPUMEHEHUS, 3asBNEHUst O TFOCyOapCTBEHHOW perncrpaumm KoTopbiX
npeacraeneHsl B MuHuctepcTtBo 3gpaBooxpaHeHust Poccuiickon depepaumm nocrne BCTYNNEHUs B cuny
HacTosLLero npukasa.

MpunoxeHue k npukady MuHsgpasa P® ot 27.07.2016 N 538H

MNepeyeHb HaMMeHOBaHUI NeKapCcTBeHHbIX POPM FieKapCTBEHHbIX NpenapaToB Ans
MeAULMHCKOro NpuMeHeHus

N n/n HanmeHoBaHWe nekapCTBEHHOMN OnuncaHne nekapcTBEHHOM POPMbI
dopmbl
lNonHoe Kpatkoe
1. A3po3sonb nekapcTtBeHHas oopma, npeacTasnstoLLas cobom
Aerosolum pacTBOp, 3MYMNbCUIO UM CYCNEH3NI0, HAXOASALLYIOCS No4,

JaBneHneM nponenneHTa B repMETUYHON ynakoBKe
(2a9p0o30nbHbI BanmnoH), cHabXeHHOW KnanaHHo-
pacnblnUTENbHOM cnucTemomn, obecnednBsatoLLei
BbICBODOXOEHNE COOAEPKUMOTO B BUAE ANCnepcum
TBEpAbIX UMW XNOKUX YacTuL, B rase, pa3amep KOTOpbIX
COOTBETCTBYET NyTU BBEOEHUS

1.1. ajspo3onb aAnd aspo30/ib, npe,u,HasHaquHbuZ ana MHranaunoHHoro
NHranaumm BBeAEHUA B OblXaTellbHYH0 CUCTEMY C LEJ1b0 OKa3aHuA
ﬂ,O3I/IpOBaHHbIIZ MECTHOIO NN CUCTEMHOIO AEUCTBUSA B HUXHNX

OblXaTellbHbIX NMYTAX U NErknx n BblﬂyCKaeMbIVI B
ynakoBke C 40o3npyoLwnm yCTpOIZCTBOM

1.2 aspo3onb Ans a’po30rb, NpegHa3HaYeHHbIN 411 MECTHOro
MeCTHOIo npumMeHeHnsa
NpUMEHeHNs

1.3. aspo3orb Ans aspo3onb Ans asp0o30rib, NpeAHa3HauYeHHbIN AN HaHeCEeHWs Ha
HaHeCceHus Ha cnusucTom pTa CrnM3ncTyto 060MoYKy NoMoCTU pTa (3a UCKMYEHNEM
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CNU3NCTYIO NoAbA3bIYHOrO NPOCTPAHCTBA) C Lienblo OKasaHus
000M04Ky nonocTu MECTHOro AencTBus
pTa

14. aspo3onb Anst a’po30rb, NpegHa3HauYeHHbIN 415 HAPY>KHOMO
Hapy>XHOro NPUMEHEHMS
NpUMeEHeHMUS

1.5. aspo30rb aspo30rib, NpeaHa3HavYeHHbIN AN BBEAEHNS B MOSOCTb
HasanbHbIV HOCa C LeNblo OKa3aHWsl MECTHOMO UM CUCTEMHOTO

gencrteusa
1.6. aspo30nb a’po30rb, NpegHasHayYeHHbIN Ans HAHEeCEeHNS nopg A3bIK C
NoAbA3bIYHbIN Lenbio okasaHusl CUCTEMHOIo AeNCTBUS
1.7. aspo30/ib a’3po30Sb, NpeAHa3HaYeHHbIN 419 HAHECEHUS Ha KOXY C
TpaHcAepMarbHbIn Lienbio OKa3aHusi CUCTEMHOIO AENCTBUS 3a CcUET
NPOHVMKHOBEHUS OENCTBYIOLLMX BELLECTB B KPOBOTOK
Yyepes KOXHbIN Bapbep

1.8. aspo30/b YLUHOW a’3po30Sb, NpeAHasHavYeHHbIN Ong BBe4eHUS B
HapYXHbIA CITyXOBOW NPOXo[,

2. "a3 meanUMHCKKIA nekapcTtBeHHas opma, npeacTasnsioLlas cobown noboe

Gasum medicinalis BELLLECTBO MM CMECH BEeLLEeCTB, ra3000pasHbIx npu
HOpMarnbLHOM aTMOC(epHOM AaBfeHUN N KOMHaTHOW
TemnepaTtype
2.1. ra3 MeguumMHCKUm ras MeavUMHCKMI, CKmxKatrowmnes npu gasnexHum 101,3
KPMOTEHHbIN klNa n Temnepatype Hmxke muHyc 150 °C
2.2. ras MeguLmnHCKumn ras MeaMLUMHCKUI, COXpaHsoLLIMIA razoobpasHoe
cxXaTbln COCTOSIHME MpW HaMNoNIHEHUN Mo AaBlEHNEM NpuU
TemnepaTtype MuHyc 50 °C
2.3. ra3 MeauLUMHCKIUN ras MeauLUMHCKMIN, Haxoasawmunesa B AByxgasHom
CXKMXKEHHbIN COCTOSIHUU (ra3 Hag XWOKOCTbIO) NPy HanonHeHUK nog,
JaBneHuem npu temnepatype muHyc 50 °C
3. lenb Msrkas nekapcTBeHHasa popma B BUae KosnnongHon
Gelum ancnepcun, NonyvyeHHas nytem reneobpasoBaHns ¢
NCNoNb30BaHMEM CreLnarnbHbIX BELLECTB
3.1. rernb BarMHasnbHbIN renb, NpegHa3HaYeHHbIN ANs BBEEHWS BO Braranviie ¢
Lenblo OKaszaHUs MECTHOTO OEeNCTBUS
3.2. renb rnasHon CTepWIbHbIN renb, NPeAHa3HaYeHHbIN Anst HAHECEHUS Ha
CMM3UCTYI0 060MoYKY rnasa (KOHbIOHKTUBY)
3.3. renb Ans UHbeKUUn CTEPUNbHbI TMAPOMUITBbHBIN refb, NpegHasHauYeHHbI
ONS MHBEKLMOHHOIO BBEAEHWS B ONpeaerieHHbIe TKaHu 1
opraHbl
3.4. renb A5 MeCTHOro renb, NpeaHa3Ha4YeHHbIN A5t MECTHOro NPUMEHEHUS
NpUMEHeHNS

3.5. renb s renb, NpeAHa3HaYeHHbIN ONsi HAHECEHUSA Ha AECHbI C
HaHeCceHust Ha Lenblo oKasaHUs MECTHOIo AeNCTBUs
OECHbI
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3.6. renb ons renb ans rmapodunbHLIN renb, NpegHasHa4YeHHbIN 48 HaHeCceHus
HaHeceHus Ha Cnn3uncTomn pta Ha cnM3ncTyro 060M04YKY NOMOCTM pTa C LENbI0 OKa3aHUs
CMM3UCTYI0 MECTHOro JencTBus
000M04Ky nornocTu
pTa

3.7. renb ans renb, NpeaHa3HaYeHHbIN AMst HAPY>XHOMO NPUMEHEHMS
Hapy>XHOro
NPUMEHEHS

3.8. renb ans CTEPUNbHbIV TMAPOMUITbHBIN refb, NpegHasHauYeHHbI
NOOKOXHOro AN BBEOEHWSI HENOCPEACTBEHHO MO KOXY
BBEOEHUS

3.9. renb Ans renb Ans renb, NPeAHa3HaYeHHbIN AN NPUrOTOBIIEHUS CYCNEH3NN
NPUroTOBIEHUS CycrneH3um gns ONs npyemMa BHYTpb MyTEM OUCTNEPTMPOBaHUS B
CycneH3um ans npvemMa BHYTPb | COOTBETCTBYHOLLIEM pacTBOpUTENE
npuema BHYTpPb

3.10. renb Ana npyema renb (Kak npaBuno, rMapodunbHbIn), NpeaHasHauYeHHbIN
BHYTPb ONns npvema BHYTpb

3.11. renb 3y6HoWn rMmapodunbHbIN refb, NpeaHasHaYeHHbINn 48 HaHeCeHus

Ha 3ybbl 1 (UNK) OeCHbl NyTeM BTUPaHMUS
3.12. refb renb, NnpeaHasHayYeHHbIN s BBEAEHUS B KALLEYHUK
WHTECTMHAamNbHbIN (oBEeHagLaTUNEPCTHYHO KULLIKY, TOHKYHO KULLIKY,
MOAB3AOLLHYHO KMLLKY, TOMNCTYIO KULLIKY) C MOMOLLbHO
COOTBETCTBYIOLLENO YCTPOWCTBA
3.13. renb HasanbHbIN renb, NpefHasHavYeHHbIN AN BBe4EHWS B NOMNOCTb HOCa
UNN HaHEeCEHWs1 Ha CNM3MCTY0 060M0YKY NOMNOCTUN HOCca

3.14. renb renb, NpeaHasHayYeHHbIN s BBEAEHUSA B KapMaH Mexay
nepuoaoHTarnbHbIN 3ybom n gecHon

3.15. renb pekTanbHbIN renb, NpeaHa3HayYeHHbIN ANns BBEAEHUS B MPSAMYIO KULLIKY

C Lenblo okaszaHnss MECTHOrO AeNCTBUSA

3.16. renb renb, NpeAHa3Ha4YeHHbIn Ons Tpex u 6onee nyten

CTOMaTONOrM4YeCcKnin BBEOEHUS (HanpuMep, AN NepuogoHTanbHOro
HaHeCceHus1 Ha 3yObl, JECHbI N CITM3UCTYO 000NOYKY
nonocTu pta)

3.17. renb renb, NpefHasHa4YeHHbIN ONs HAHECEHNSA Ha KOXY C
TpaHcaepMarbHbI Lenblo OKa3aHUsA CUCTEMHOIO AEACTBUSA 3a CYET

NPOHVMKHOBEHUS AENCTBYIOLLMX BELLECTB B KPOBOTOK
yepes KOXHbI bapbep
3.18. renb ypetpanbHbIi renb, NnpeaHasHauYeHHbIN Ansi BBEOEHUS B
MoYencrnyckaTemnbHbIA KaHan C MOMOLLbHO
COOTBETCTBYIOLLErO annnunkatopa

3.19. rernb yLHON renb, NpegHasHavYeHHbIN ANS BBEOEHWS B HAPYXXHbIN
CMyX0BOW NPOXoA, Npy HeOBXOANMOCTM C NOMOLLLIO
NPOMUTaAHHOro UM TammnoHa

3.20. renb renb, NpeaHasHayYeHHbIN s BBEOAEHUSA B KaHan LWENKn

3HOOLUEepBMKanbHbIN

MaTKM1 C NCcnosib3oBaHMemM CoOOTBETCTBYOLLEro
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NPOJIOHTMPOBAHHbLIM

BbICBODOXOEHNEM

annnukartopa
4. paHynbl TBepAasi nekapcTBeHHasa popma B BUAe arperaTos
Granulae yacTuy, nopotuka nbon popmebl

4.1. rpaHynbl rpaHynbl, NpeAHa3HavYeHHble AN npyuema BHYTpb

4.2. rpaHynbl Ans
MPUroTOBMEHNS. .

421. |<..>kanenb... rpaHyrnbl, NpeAHa3Ha4YeHHble AN MPUrOTOBIEHMS Kanenb
(ykasbiBaeTcst nyTemM pacTBOPEHMWS UMW AUCNEPIMPOBAHNS B
HavMeHOBaHVE B COOTBETCTBYIOLLEM pacTBopuTene
COOTBETCTBUM C
pasgenom 8
"Kannun"

HacTosLWEero
Mepeyns)

42.2. |<..>pacTtBOpa... rpaHyrnbl, NpeAHa3Ha4YeHHble AN NPUroTOBNEHMS
(ykasbiBaeTcst pacTBopa NyTeM pPacTBOPEHMS B COOTBETCTBYIOLLEM
HaVMeHOBaHVE B pacTBopuTene
COOTBETCTBUM C
pasgenom 23
"PacTteop"

HacTosLWero
Mepeyns)

42.3. |<..>cupona rpaHyrnbl, NpeAHa3Ha4YeHHble 418 NPUroTOBNEHMS cupona

nyTemM pacTBOPEHMS B COOTBETCTBYHOLLEM pacTBOpUTENe

424, |<..>cycrneHauu... rpaHynbl, NpeAHa3Ha4YeHHble AN NPUroTOBNEHMS
(ykasbiBaeTcA CYCMNeH3MmM nyTemM AMCNeprupoBaHus B COOTBETCTBYIOLLEM
HanMeHoBaHue B pacTeopuTene
COOTBETCTBUM C
pasgenom 28
"CycneHsns"

HacTosLLero
MepeyHs)

4.3. rpaHynbl ans rpaHyrnbl, NOMeLLaemMble B MONOCTb PTa,
paccacbiBaHu s pacTBopsitoLLMECs UK pacnagatoLmecs npu

paccacbiBaHWU C LENb0 OKa3aHUsA MECTHOTO OENCTBUS

4.4, rpaHynbl rpaHynbl Ansi npyemMa BHYTPb C OTCPOYEHHbBIM
K/LLEYHOPACTBOPMM BbICBODOXOEHNEM, NMOKPbIThIE CreLManbHON 060M04KoN
ble UnNu cogepkalume cneumanbeHble BELWECTBa, Unn

Norny4yeHHbIe C UCNONb30BaHMEM ChneLmanbHOn
TexXHonornn, Kotopble obecne4ynBaloT YCTONYMBOCTL B
XKernygo4yHOM Coke (racTpOpe3NCTEHTHOCTb) U OObIYHOE
BbICBODOXAEHME AENCTBYHOLLMX BELLECTB B KALLEYHOM
coke

4.5. rpaHynbl rpaHyrnbl KULWEYHOPACTBOPUMbIE, NMOKPbLITLIE
KVLLEeYHOPaCTBOPUM cneumanbHon 060MoYKoN NN cogepatlme
ble C cneumarnbHble BCnomoraTenbHble BELLECTBA, UMk

nosyyYeHHble Mo crnewunanbHOW TEXHONorMK, Ans
3ame[IeHHOro HemnpepbIBHOMO BbICBOBOXAEHNS
[EeNCTBYIOLNX BELLECTB
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4.6.

rpaHynbl, NOKPbITbIE
obonoykon

rpaHyrnbl, NOKPbITble OAHNUM UM HECKOJTIBKUMWU CINOAMU
pa3nnyHbIX BCrioMoraTtesibHbIX BELLECTB,
npegHasHavYeHHble And rnpuemMa BHyTpb

4.7.

rpaHysbl pesaHo-
rnpeccoBaHHble

KYCOYKWN LUITMHOPUYECKOW, OKPYrIOn Nnn HenpasunsHON
OpMbl, NOMyYEHHbIE N3 MPECCOBAHHOIO
NneKapCcTBEHHOro PacTUTENBHOMO Chipbs U
npegHasHayveHHble 4N NonyyYeHus BOOHbLIX U3BeYeHun

4.8.

rpaHynbl ¢
MOANULIMPOBAHHbI
M
BbICBOOOXXAEHNEM

rpaHyrbl, NONyYeHHbIE MO CneunanbHON TEXHOMNOrK, B
cocTaB 060M04KN U (UITN) COOEPXKUMOTO KOTOPbIX BXOOAT
cneumanbHble BCoMoraTenbHbIe BewwecTBa s
N3MEHEeHNsi CKOpOCTU, 1 (MNnN) BpeMeHu, 1 (Mnu) mecta
BbICBODOXOEHNA OENCTBYIOLLErO BELLECTBA,
npeaHasHa4vyeHHble Ansi npuema BHYTPb. Vicnone3oBaHue
TepMuHa "MoauduLnpoBaHHoOe BbicBOOOXAEHME"
BO3MOXHO IU1LLb B TEX CNy4vasx, korga HenpuMMeHUMbI
TePMUHbI "KULLEYHOPaCTBOPUMbIE C NPONIOHIMIMPOBaHHbIM
BbICBODOXAEHNEM", "C MPONOHMMPOBAHHbLIM
BbICBODOXOEHNEM" UNK "KULLEYHOpacTBOpUMbIE"

4.9.

rpaHynbl ¢
MPOSIOHIMPOBAHHbIM
BbiCBOOOXOEHMEM

rpaHynbl ANs npuemMa BHYTPb, NOKPbITbIE CreLManbHOM
obonoykon, unu cogepxaiume cneumarnbHble
BCNoMoraTernbHble BELLECTBA, UMK NOMy4YeHHbIE Mo
cneumanbHON TEXHONOMUN, Ans 3aMeaAneHHOro
HenpepbIBHOrO BbICBOOOXAEHWUSI AEVWCTBYIOLLMX BELLECTB

4.10.

rpaHy”nbl Wynyyne

rpaHynbl, B COCTaB KOTOPbIX BBEAEHbLI OpraHnyeckme
KMCNOTbI M KapboHaTbl nnu rmgpokapboHaThbl,
pearupyloLue B NpUCyTCTBUM BOAbI C BblAENEHNeM
yrnepoga gnokeuaa. ['panynbl wunyyuve,
npegHasHayYeHHble 4ns pacTBOPEHUS UMK
AncneprnpoBaHns B Boge nepea npyeMoM BHYTPb

HOucnepcus
Dispersio

Xnakas nekapctBeHHas hopma, NpeacTaBnsoLwas
cob0l MUKPOreTePOreHHYo ANCMIEPCHYI0 CUCTEMY, MO
KparHen mepe ofHa 13 a3 KOTopou AncrnepruposaHa B
XWOKOW ANCNEPCUOHHON cpede. TEPMUH UCNonb3yeTcs B
Tex cny4vasx, korga HenpMMeHUMbl TEPMUHBI "cycneH3ns"
nnn "amynecms”, U pacnpocTpaHseTcs Ha AMCnepCcHble
CUCTeMbI, CoaepXaLiue nMnocombl, MUKPOMNY3bipbKU
rasa, KneTku v KONmnouaHble YacTuLbl pasmepoMm MeHee 1
MKM

5.1.

avcnepcus ans
BHYTPMBEHHOTO
BBEOEHUS

CTepunbHaa gucnepcud, npeaHasHa4vYeHHaa ana
BBeEeHNA B BEHY

5.2.

avcnepcus ans
BHYTPVKOXHOIO
BBEOEHUS

cTepunbHas gucnepcusi, npegHasHavyeHHas ans
BBEOEHUS B epMy (TOSLLY KOXN)

5.3.

avcnepcus ans
NHdY3N

cTepunbHaa gucnepcua, npegHa3HavyeHHaa ons
napeHTepanbHOro BBeAeHua nytem, Kak npasuno,
MeaneHHoro, 4acTto KanesibHOro BBeaeHnA B
Ll,I/IpKyJ'IVIpyPOLLl,I/IIZ KPOBOTOK C NOMOLLbIO I/IH(by3I/IOHHbIX
CUCTEM B 3HAYMUTENBHOM OObeMeE

54.

avcnepcus ans

CTepunbHaa gucnepcuda, npeaHasHa4eHHaa ana
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MHBbEKLINN

MHBEKUMOHHOIO BBEAEHNA B onpeaesieHHble TKaHn nnn
opraHbl, unn B COCyancToe pycrno

XugkocTtb
Liquor

nekapcTtBeHHas doopma, npeacTasnsioLast cobom
Xnakoe OeNCTByloLLee BELLLEeCTBO Kak TakoBoe. TepMUH
He NpuMeHAeTCcAa Ana pacTtuTeribHbIX, B TOM 4Ynucne
XMPHBIX UK 3UPHBLIX U MUHEpanbHbIX Macen (pasgen
15 "Macno" HacTosiLero NepeyHs), a Takke XUBOTHbIX
XNpoB

6.1.

KWAKOCTb Ans
MHransauum

XWNOKOCTb, 06pasytoLlasi napbl Npu 4ob6aBneHun B
ropsi4yto BOAY UK Mpy NOMOLLM COOTBETCTBYIOLLETO
yCTponcTBa (HanpuMmep, nHranstopa u gp.),
npeaHasHavYeHHble Ans BObIXaHWs C Liernbio OKasaHus
MECTHOrO U1 CUCTEMHOIO AENCTBUSA. TEePMUH
ncnonb3yeTcs B TeX cryyasx, koraa He NpUMeHNM
TepMuH "kannu"

6.2.

XWOKOCTb Ans
Hapy>KHOro
npUMeHeHus:

XWUOKOCTb, NpegHa3HavyeHHaa Onsda HapyXHoro
NnpuMeHeHns

6.3.

XWOKOCTb Ang
npuema BHYTpb

XNOKOCTb, NpeHa3HavYeHHaa Ond npnuemMa BHyTpb

MmnnaHTaTt
Implantatum

cTepurbHas TBepAas nekapcTeeHHas dopma, 3a
UCKIIoYeHMeM TabneTok Ansa MMnnaHTauum, uMeroLLas
noaxodsaLuve ans BBeAeHWUs B TKaHW Tena pasmepsbl 1
dopmy, NpeaHasHavyeHHasa Ans UMNnaHTaumum u
BbicBOGOXAaOLLLasA AENCTBYIOLLEE BELLECTBO B TEYEHUE
AnuTenbHOro nepuoaa BpeMexu. Kak npaeuno, BBoAUTCS
NOAKOXHO, B MHbIX CINyYasaXx yKasblBaeTcsi NyTb BBeAEHUS

7.1.

nMnnaHTar

UMMaHTaT, npegHasHa4YeHHbIA ANsi NOAKOXHOIo
BBeAEHUSA

7.2.

UMnnaHTart
WHTpaBUTpearbHbIN

WMNJIaHTaT, NpeHasHa4YeHHbIn AN BBEOEHNUS B 3a4HH00
Kamepy rnasa

Kannu
Guttae

Xupakas nekapctBeHHas oopma, NpeacTaBnsioLLas
cobol pacTBOp, dMYILCUIO UMK CYCNIEH3UI0 OFHOIO UK
HEeCKOMbKUX AENCTBYIOLLMX BELLECTB B COOTBETCTBYIOLLEM
pacTBopuUTENE M J03Mpyemas KanmnsiMu ¢ NOMOLLbHO
COOTBETCTBYHOLLErO YCTPOWUCTBA (HanpuMep, kanenbHuua,
nuneTka)

8.1.

Kannu rnasHble

CTepulbHble Kannu, npeaHasHa4YeHHble Ond
MHCTUNNAUMN B TNa3

8.2.

Kannu rnasHble ¢
MPONTIOHIMPOBaHHBIM
BbICBOOOXXAEHNEM

Kannu rnasHble
MPONOHMMPOBAaHH
ble

CTepunbHble Kannu rmasHble, XapakTepuaylolimecs
BbICBOOOX/AEHMEM [IENCTBYIOLLErO BeLlecTBa B TeYeHue
NPOOOIKUTENBHOTO Nepunoaa BpeMeHm

8.3.

Kannu ans
MHransagum

kannu, obpasytoLme napbl Npy 4o00aBNEHNN B rOpAYYHo
BOOY WUN MpU NOMOLLM COOTBETCTBYIOLLENO YCTPONCTBA
(Hanpumep, nHranaTopa), npegHasHa4YeHHble Ans
BAbIXaHWUS C LIENb OKasaHUsi MECTHOIO UM CUCTEMHOTO
gencrteusa
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8.4. Kannu ans Kannu, npegHasHadeHHble 4N MECTHOIO NPUMEHEHUS
MECTHOr0
NPUMEHEHMS
8.5. Kannwu ang Kannm ans Kannu, npegHasHayYeHHble 1151 HAHECEHUST Ha CIN3UCTYIO
HaHeceHus Ha CNU3nNCTON pTa 000n04Ky NONOCTM pTa NyTEM UHCTUNNALMA B NOSMOCTb
CNU3NCTYIO pTa Unu Ha onpeaeneHHyl YacTb NONoCTU pTa, 3a
060no4ky nonocTun UCKNIOYEHNEM NoabA3bIYHOMO NPOCTPAHCTBA
pTa
8.6. Kannu anga npvema Kannu, npegHasHayYeHHbIe 1S Nnpuema BHYTpb, Kak
BHYTPb npaBuo, nocre passeneHus
8.7. Kannu 3yOHble Kannu, npegHasHayYeHHble 41 HAHECEHUsT Ha 3yObl nnu
[JecCHbI C Lenblo okasaHns MeCcTHOro AencTBust
8.8. Kannu HasanbHble Kannu, npegHasHayYeHHble 415 UHCTUNMALUK B MOMOCTb
HOCa C Lenbtlo OKa3aHns MECTHOro UM CUCTEMHOIO
nencTeus
8.9. Kannu Kannu, npegHasHadYeHHble AN UHCTUNNAUUK NoA s3bIK C
noabs3blyHblE Lenblo OKa3aHUs CUCTEMHOIO AeACTBUS
8.10. Kannu yLHble Kannu, npegHasHayeHHble A8 UHCTUNNAUUN B
Hapy>XHbIA CNYXOBOW NPOXO[,
9. Kancynebl TBEepAasi 403MpoBaHHas fekapcTBeHHasa popma,
Capsulae cogeprkallasi ogHO UM HECKOSbKO AENCTBYIOLLNX
BELLECTB, 3aKIMYEHHbIX B TBEPAYHO UMK MSTKYHO
000M0YKy pasnmyHoro pasmepa 1 BMECTUMOCTHU
9.1. Kancynbl Kancynbl, NpegHa3HayYeHHble 418 Npuema BHYTpb
9.2. Kancynbl Kancynbl, NpegHa3HayYeHHble 418 BBEOEHNS BO
BarnHanbHble Bnaranuuie c uernbi OKasaHuUs MECTHOIO OEeNCTBUS
9.3. Kancynbl MSrKUe Kancynbl, NpeaHa3HavYeHHble AN9 BBEOEHWS B
BHYTPMMAaTOUYHbIE MosfiocTb MaTku, BbICBOBOXAAoLME COAEPKMMOE B
Te4yeHne NPOACIDKUTENBHOIO Neprmoaa BPEMEHU
9.4. Kancynbl MSArKMe Kancynbl, NpeaHasHavyeHHble Ans pa3KeBblBaHUS
»eBaTerbHble C Lenbto BbICBODOXAEHNSI COAEPXKMMOr0 B MOMOCTb pTa 1
oKasaHuUsi MECTHOIO UM CUCTEMHOTO AeNcTBUS nocne
BCacbIBaHWs1 ENCTBYIOLLEro BELLEeCTBa Yepes CNN3nCTYHo
060104KY MONOCTU PTa MIN B XKENYAO0YHO-KNLLEYHOM
TpakTe nocre npornartbiBaH1s
9.5. Kancynbl Kancynbl Ans npyema BHYTPb C OTCPOYEHHbIM
KMLLIEYHOPaCTBOPUM BbICBOOOXAEHMEM, NOMYYEHHbIE MYTEM 3aNONHEHUS
ble racTpope3nCTEHTHbIMY rpaHynamMm UnuM YyactTuuamm unu
nyTeM MCNOb30BaHMSA CreLmanbHON TEXHONOMH,
KOTopble 0becneynBatoT YyCTOMYNBOCTD B XKENyOOYHOM
coke (racTpopesnCTEHTHOCTb) U 0BbIYHOE
BbICBODOXAEHNE AENCTBYOLLMX BELLECTB B KULLEYHOM
coke
9.6. Kancynbl Kancynbl KMLLEeYHOpaCcTBOPUMbIE, coaepxallime
KMLLIEYHOPaCTBOPUM cneunanbHble BCriomoraTenbHble BeLecTsa Unm
ble ¢ NoryyYeHHbIE MO crneLnanbHOM TEXHONorn, Ans
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NPOJIOHTMPOBAHHbLIM

3amMenieHHOro HenpepbiBHOINO BbICBODOXOEHUS

(ykasbiBaeTcs
HaumeHoBaHWe B
COOTBETCTBUU C

pasgenom 23
"Pactsop"

BbICBOOOXAEHMEM OEeNCTBYIOLLMX BELLEeCTB
9.7. Kancynbl Kancynbl, NnpegHa3HayYeHHble A5 TOMELLEHUs nog A3bIK C
NnoabA3blYHbIE Lenblo 0OKasaHusl CUCTEMHOIO OEeNCTBUSA
9.8. Kancynbl MSrKMe Kancynbl BbITAHYTOW pOpMbI C XUOKUM 1NN
pekTarnbHble MSTKUM COOEPXKMMbIM, NMpeaHa3Ha4YeHHbIE 4118 BBEAEHUS
B NPSIMYIO KULLIKY C LiENbio OKa3aHUA MECTHOTO UMn
CMCTEMHOIO AEeNCTBUS
9.9. Kancynbl ¢ Kancynbl ANs npMemMa BHYTPb, NOSy4YeHHbIE Mo
MOANULMPOBAHHbI cneumanbHOM TEXHONOMMK, UNN B cOCTaB 0B0M0YKN U
M (nnn) copepKMMoro KoTopbIX BXOASAT cneuumarnbHble
BbICBODOXAEHMEM BCMoOMoOraTenbHble BELLECTBA, A1 UBMEHEHMSI CKOPOCTU
n (unn) BpeMeHn n (Mnn) mecTa BbICBOOOXAEHNS
OencTBytoLLero BelecTea. cnonb3oBaHne TepMuHa
"MoandunUmMpoBaHHOE BbICBOOOXAEHME" BO3MOXHO NNLLb
B TeX Crny4asx, korga HenpMMeHUMbl TEPMUHbI
"KnieyHopacTBOpPUMbIE C NPOSTIOHMMPOBAHHBIM
BbICBODOXAEHMEM", "C MPONOHMMPOBAHHBIM
BblCBODOXAEHMEM" Unn "KnwevyHopacTsopumble”
9.10. Kancyrnbl C Kancynbl, cogepallme NnopoLLoK, NpeaHa3HavYeHHbIn ons
MOPOLLKOM ANS WHransuMoHHOro BBEAEHNSI C MOMOLLbIO
WHranaummn COOTBETCTBYIOLLENO UHranATopa B AblXaTenbHY
CUCTEMY, C LieNnbio OKa3aHUs MECTHOMO MUITM CUCTEMHOTO
OEVCTBUS B HWDKHUX ObIXaTemNbHbIX NYTAX W NIErKUX
9.11. Kancynsl ¢ Kancynbel ANs npMemMa BHYTpb, cogepXallime
NPOTIOHIMPOBAHHBIM cneumanbHble BComoraTenbHble BELLECTBA UNn
BbICBODOXAEHVEM NoryyYeHHbIE MO cneLnanbHOM TEXHONorn, Ans
3ameffIEHHOrO HEMPEepbIBHOIO BbICBODOXAEHUS
OENCTBYIOLLErO BeLLeCcTBa (4ENCTBYHOLLMX BELLECTB)
nekapcTBEHHOro npenapara
10. KoHueHTpaT Xunakasa nekapcrteeHHasi opma, npeaHasHavyeHHas ang
Concentratum npuMMeHeHus nocne pasbaBneHns (pa3BegeHus) B
COOTBETCTBYIOLLEM pacTBopuTene oo Tpebyemon
KOHUEeHTpauum
10.1. KOHUeHTpaT ans KOHUEeHTpaT
NPUroTOBIEHMUS. . ans...
10.1.1. | <...> gucnepcun... KOHLIEHTpaT, NnpegHa3HauYeHHbIn AN nonyvyeHus
(ykasbiBaeTcst ancnepcuu
HaVMeHOBaHVE B
COOTBETCTBUM C
pasgenom 5
"Oucnepcuma”
HacTosLero
Mepeyns)
10.1.2. | <.. > pacTBOpa... KOHUEHTpaT, NpeAHa3HayYeHHbIn Ans NonyvyeHns

pacTeopa

© ApanTaums 1 gusanH gokymeHnTa: [letckas yponorus B Omcke http://disuria.ru/

8 13 31



http://disuria.ru/

Mpuka3 Munsgpasa PP ot 27.07.2016 N 538H — O6 yTBepxaeHuu NepeyHsi HauMeHOBaHWI NekapCcTBEHHbIX POPM NIeKapCTBEHHbIX
npenapaTtoB Afs MeAULMHCKOro npuMmeHeHus — [lenicteytowas nepsas pegakumns — 3apernctpuposaHo B MuHiocte P9 17.08.2016 N
43291 — Havano gencreusi gokymeHTta 29.08.2016

HacTosiLero
Mepeyns)
10.1.3. | <...> cycneHauu... KOHUEeHTpaT, NpeAHasHayYeHHbIn Ans NonyvyeHns
(ykasbiBaeTcst CyCneH3uu
HavMeHoBaHve B
COOTBETCTBUM C
asgenom 28
"CycneHsns"
HacTosiLero
MepeyHs)
10.1.4. | <...> amynbCcun... KOHLIEHTpaT, NnpeHas3HavYeHHbINn AN nonyvyeHns
(ykasbiBaeTcst 3MYyNbCUM
HavMeHoBaHveE B
COOTBETCTBUM C
asgernom 32
"OMynbeusa”
HacTosLLero
Mepeyns)
1. Kpem Msrkas nekapcTeeHHas popma B BUae MHorogasHom
Ceroma CUCTEMBI, COCTOSALLEN U3 NIUNOMUNBHON TUNa
"Boga/macno" n rugpodunsHor Tuna "macno/soga” gas
NN MHOXXECTBEHHOMN 3MYIbCUN
11.1. Kpem BarnmHasbHbIN KpeM, npegHasHadYeHHbIN 415 BBEAEHNSA BO Briaranumiie ¢
Lenbio OKasaHUs MECTHOrO AeNCTBUS
11.2. Kpem rrnasHom CTEPUNbHbBIV KpeM, NpeaHa3Ha4YeHHbIN, Kak npaBuio, aAns
HaHeCceHus1 Ha CNM3MCTYL0 0boMOoYKy rnasa
(KOHBIOHKTUBY)
11.3. Kpem ans MecTHoro KpeM, npegHasHayvyeHHbIN Anst MeCTHOro NPUMEHEHUs
NpUMEHEHMS
11.4. Kpem ons KpeM ans KpeM, NpegHasHa4YeHHbIN Anst HAHECEHUS Ha CITU3UCTYHO
HaHeceHwus Ha CcnnsmcTon pTa 060M04Ky norocTu pta
CMM3UCTYI0
000no4Ky NonocTn
pTa
11.5. Kpem ans KpeMm, npefHasHayYeHHbIN 415 HApY>KHOTO NPpUMEHEeHUs
HapY»XHOro
NpPYMEHeHNs
11.6 KpeMm HasarnbHbIn KpeMm, npegHasHayYeHHbIV Ans BBEAEHUS B NOMOCTb HOca
NN HAaHECEHNS Ha CrM3NCTYI0 0BOMOYKY NOMOCTU Hoca
11.7. KpeM pekTarbHbIi KpeM, npegHasHayYeHHbIN 515 BBEAEHNS B MPSIMYHO KULLIKY
C Lenbl0 OKa3aHMs MECTHOIO AENCTBUS
11.8. KpeMm yLLHON KpeMm, npefHasHayYeHHbIN ANs BBEAEHUS B HAPYXKHbIN
CIyXOBOW Npoxog, Npy Heo6xoAMMOCTH C NOMOLLbIO
NPOMNUTAHHOIO MM TamroHa
12. JInHmeHT MSrkue nekapcrBeHHble OopMbl AN MECTHOIO
Linimenta npuMMeHeHusl, obragatowme CBONCTBOM TEKy4eCTn Npu

TemnepaType Tena
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12.1. NUHUMEHT TNMHUMEHT, NpeAHa3Ha4YeHHbIN ANs BBEOEHUS BO
BarMHasbHbIN BRaranuiie ¢ uenbio okazaHus MeCTHOro AenCTBuUS

12.2. NMVUHUMEHT Ans JIMHUMEHT, NpeAHa3HaYeHHbIN A8 MEeCTHOro
MECTHOrO NPUMEHEHMS
NpUMEHEHMS

12.3. NMHUMEHT ans NUHUMEHT, NpeHa3HauYeHHbIN ANS HapyXXHOro
HapYy»XHOro NPYMEHEHNS
NPUMEHeHNs

12.4. NUHUMEHT NUHUMEHT, NpeaHa3HavYeHHbIN Ans BBEAEHNS B KapMaH
nepvoaoHTanNbHbIN mexay 3ybom n gecHon

12.5. TIMHUMEHT JIMHUMEHT, NpeAHa3Ha4YeHHbIN ANs BBEOEHUSA B KaHan
3HAOLEepBMKanbHbIN LUENKM MaTKN C UCMOMb30BaHNEM COOTBETCTBYHOLLETO

annnukartopa

13. JInocpunuaar TBepAasi NekapcTBeHHasa hopma B BUAE nopoLlka unm

Lyophilisatum NOPUCTON Macchl, NONyYeHHas nytemMm nuodunusauum
XUAOKUX UM MSITKUX NIeKapCTBEHHbIX hopM

13.1. | nuocbunusar ans nuogunmsat
NPUroTOBIEHUS. . ans...

13.1.1. | <...> gucnepcun... nuodunmsart, npegHasHadYeHHbIM 48 NosyYyeHus
(ykasbiBaeTcst Ancnepcun B COOTBETCTBYHOLLEM pacTBOpUTEne
HavMeHOBaHVeE B
COOTBETCTBUN C
pasgenom 5
"Oucnepcusa”

HacTosLero
Mepeyns)

13.1.2. | <...> kanenb... nuogunmsart, npegHasHadYeHHbIM 48 NoslyYeHus Kanesb
(ykasbiBaeTcst nyTemM ero pacTBOPEHMWS Uiy AMCNEPrMPOBaHNS B
HanMeHOBaHWE B COOTBETCTBYIOLLIEM pacTBOpUTENE
COOTBETCTBUN C
pasgenom 8
"Kannun"

HacTosLero
Mepeyns)

13.1.3. | <...> KOHUeHTpaTa... nuogunmsart, npegHasHadYeHHbIM 4518 NoslyYyeHus
(ykasbiBaeTcA KOHLIEHTpaTa nyTem ero pacTBOPEHNst Unm
HanMeHOBaHWE B AncneprmpoBaHnsi B COOTBETCTBYHOLLIEM pacTBOpUTEne
COOTBETCTBUU C
pasgenom 10
"KoHueHTpat"

HacTosLero
MepeyHs)
13.1.4. | <...> pacTtBopa... nnodmnnsar, npeAHasHavYeHHbIN AN NonyvYeHus

(ykasbiBaeTcst
HavMeHoBaHveE B
COOTBETCTBUM C
pasgenom 23
"PacTteop"
HacTosLLero

pacTBopa NyTeM ero pacTBOPEHUS B COOTBETCTBYIOLLEM
pacTeopuTene
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Mepeyns)

13.1.5. | <...> cnpes... nuodgunmsart, npegHasHadYeHHbIM 48 nosyvyeHns cnpesd
(ykasbiBaeTcst nyTemM ero pacTBOPEHMS B COOTBETCTBYHOLLEM
HanMeHOBaHWE B pacTBopuTene
COOTBETCTBUM C
pasgenom 26
"Cnpen"

HacTosiLero
Mepeyns)

13.1.6. | <...> cycneHauu... nuogunmsart, npegHasHadYeHHbIM 4518 NoslyvyeHus
(ykasbiBaeTcst CYCMNEH3MM NyTEM €ro AUCneprupoBaHns B
HavMeHoBaHVe B COOTBETCTBYIOLLEM pacTBopuTene
COOTBETCTBUM C
pasgernom 28
"CycneHsns"

HacTosiLero
MepeyHs)

13.1.7. | <...> amynbcun... nnodunnsar, npeAHasHavYeHHbIN AN NonyYeHus
(ykasbiBaeTcst 3MYyIbCUMM NYTEM €ro ANCNepPrMpoBaHns B
HavMeHoBaHVeE B COOTBETCTBYIOLLEM pacTBopuTene
COOTBETCTBUM C
pasgenom 32
"OMynbeusa”

HacTosLLero
Mepeyns)
14. Masb MSArkas nekapcTBeHHasi opma, cocTosiLas 13
Unguentum 0AHO(a3HON OCHOBbI, B KOTOPOW pacTBOPEHb! UNn
ancneprnpoBaHbl TBEPAbIE UMK XUAKUE OEeNCTBYOLLME
BellecTBa
14.1. Ma3b BarnMHanbHas Masb, NpegHa3HavYeHHas ans BBEAEHNS BO Briaranuuie ¢
Lenbio OKasaHUs MECTHOrO OeNCTBUS
14.2. | ma3b rmasHasi cTepunbHasi Masb, NpefHa3Ha4YeHHasi, Kak npasuno, aAns
HaHeCceHus1 Ha CNM3MCTYL0 00oMOoYKy rmasa
(KOHBIOHKTUBY)

14.3. Masb Ang Ma3sb, 0Opa3sytoLlas napbl Npy 4obaBneHnM B ropsayyto

NHransummn BOOY UNW NpU NOMOLLM COOTBETCTBYHOLLErO YCTPONCTBA
(Hanpumep, uHransaTopa), npegHasHadYeHHble Ans
BAbIXaHWS C LEmNbio OKasaHNs MECTHOro AeNCTBUSA

14.4. Ma3b OJ519 MECTHOro Masb, NpegHasHavyeHHast 4ns MeCTHOro NPUMEHEHUs
NpUMEHeHNs

14.5. |ma3b ans Ma3sb Ang Masb, NpefHa3HayYeHHas Ans HAaHECEeHWUs! Ha CNN3UCTYI0
HaHeceHus1 Ha CcnnamncTom pTa 060n04Ky nonocTu pTa
CIM3UCTYI0
000M0YKy nornocTu
pTa

14.6. |ma3b ans Ma3b, NpeaHa3HavYeHHasa AN HapY>KHOro NPUMEHeHNs!
Hapy»XXHOro
NpUMeEHeHUs
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14.7. | ma3b HasanbHas Ma3b, NpeaHa3HavYeHHas s BBeAeHUS B NONOCTb HOca
UM HAHECEHMS Ha CIM3UCTYI0 000MOYKY NONOCTU HoCca
14.8. | ma3sb pekTanbHas Masb, NpeaHa3HayYeHHas Ans BBEAEHUS B MPAMYH KULLKY
C LIeNbo OKa3aHUsA MECTHOrO AeNCTBUSA
14.9. Ma3sb yLUHada Ma3sb, NpeJHa3HavYeHHas A BBeOEeHUS B HapY>KHbIN
CMyXOBOW NPOXOA, NPy HEOOXOAMMOCTM C MOMOLLbIO
NPONUTaHHOIO et TamMnoHa
15. Macno Xunakasa nekapcteeHHasi hopma, NnpeacraBnsoLLas
Oleum coboi macna pacTUTenbHOro (KMpHbIE UK 3UPHLIE)
WU MUHEPanNbLHOIo NPOUCXOXAEHUS, @ TaKKe XXUBOTHbIE
XNpbl
15.1. Macro ans Macno, obpasytolee napbl Npy 4o6aBnNeHNN B ropsidyto
WHransiymn BOAY MNW NpPX NOMOLLM COOTBETCTBYHOLLENO YCTPOMCTBA
(Hanpumep, nHranaTopa), npegHasHa4YeHHble Ans
BAbIXaHMS C LieNblo OKa3aHsi MECTHOIo OeNCTBUA.
TepMuH Ucnonb3yeTcs B TeX cry4vasx, koraa He
npUMeHUM TepMuH "kannn"
15.2. macro ans Macro, npeaHasHayYeHHoe 51 MeCTHOro NpUMeEHeEHNA
MECTHOrO
NPUMEHEHMS
15.3. | macrno gns Macro, npegHa3Ha4YeHHoe Anst HapY)KHOro NPUMEHEHUS
HapY»XHOro
NpPYMEHeHNs
15.4. mMacrno ans npuema Macro, npegHasHayeHHoe Ans npyemMa BHyTpb. TepMuH
BHYTPb ncnonb3yeTcs B TeX cryyasx, koraa He NpUMeHnM
TepMuH "kannu"
16. HacTomnka Xuakasi nekapctBeHHasa popma, npeacrasnstoias
Tincturae cobol CnMPTOBLIE NN BOOHO-CNUPTOBBLIE U3BIEYEHNS,
MOSy4YEeHHbIE N3 NEKAPCTBEHHOIO PACTUTENBHOIO Chipbsi
(BbICYLLEHHOrO NnM CBEXEeCOBbpPaHHOro), a Takke u3
CbIPbSl XXMBOTHOIO NPOMCXOXAeHWs 6e3 yaaneHus
3KCTpareHTa
16.1. HacToVka HacToKKa, npeaHasHayYeHHas ans npMema BHyTpPb, Kak
npaswumo, nocrne pasBegeHus
16.2. HacTouka ans HacTolnka, obpasytowas napbl npu gobasneHun B
NHransaummn ropsivyto BOAY Wv Mpu NoMoLLM COOTBETCTBYIOLLIErO
YCTPOWCTBA (HanpuMmep, nHransitopa), npegHasHavYeHHbIe
ONS BObIXaHWUS C LEeNbo OKa3aHWs MECTHOIO AeNCTBUS
16.3. |HacTonka gns HacTomnKa, NpefHa3HavYeHHas 4N MeCTHOro NPUMEHEHNS
MECTHOro (B TOM Yncne nocne pasBefeHns)
NpUMeHeHUs
16.4. HacTomka gns HacToKkKa, npeaHasHadYeHHasa ans Hapy>XHOro
Hapy>XHOro npuMeHeHus (B TOM 4ncrie nocrie pa3seneHns)
NpUMEHeHNs
17. Manoyku TBepAasi nekapcTBeHHas hopma KOHUYECKOW Unm
Bacilli umnmHapudeckon gopmbl, NpeaHasHayveHHasn ons
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BBEEHNSA B €CTECTBEHHbIE UMW NaToNorMyeckne nosocTu
opraHuama

17 1. nano4ku nanoyku, NnpegHa3HayYeHHble 45t NOMeLLEHNs B 3yOHOM
OeHTanbHble KaHan, ¢ LUenbi oKasaHMs MEeCTHOro AeNCTBMS
17.2. | nanoyku nano4ku, npegHasHayYeHHble 4118 NOMELLEHUS B NOMOCTb
HasanbHble Hoca, C Lesblo OKa3aHus MECTHOIO AENCTBUS
17.3. | nanoudku nanoyku, NnpegHasHayYeHHble As NOMELLEHMS B KapMaH
nepuoaoHTanbHble mexay 3ybom n gecHon
17.4. | nanoyku nano4ku, npegHa3HayYeHHble 4118 BBEAEHNS B
ypeTparbHble MoYencrnyckaTenbHbIN KaHan
17.5. | nNano4yku ywHole nanoyku, npegHasHayYeHHble 1S BBEAEHNSI B HAPYKHbIN
CNyxoBOW Npoxon
18. Macta Msirkasi nekapctBeHHasa popma, cogepkalias
Pastae 3HauuTenbHoe konunyecTso (6onee 20%)
TOHKOU3MENbYEHHbIX TBEPAbIX BELLECTB
18.1. |nacrta gns nacra ns AeceH | nacta, npegHasHadeHHasi 41 HAHECEHWS Ha AECHbI C
HaHeceHus Ha Lenblo OKazaHUss MECTHOTO OEeNCTBUS
O€ECHDbI
18.2. nacta ang nacrta ans nacta, npegHa3HaJYeHHasa an1s HaHeCEeHUS Ha CrN3NUCTYIo
HaHeCceHus Ha cnu3ncToun pTa 060no4Ky nonocTn prta
CNU3NCTYIO
000M04Ky nonocTu
pTa
18.3. |nacrta gns nacta, npegHa3HayeHHas Ans HapYyXXHOro NPYMEHEeHNs
Hapy>XHOro
NpMMeHeHus
18.4. |nacrta gns nacta, npegHa3HayYyeHHas 4nsi NPUroToBIEHNST CYCMNEH3MK
MPUroTOBIEHNS ONs npyema BHYTpb MyTEM OUCMNEPrMPOBaHUS B
CyCneH3nu ans COOTBETCTBYIOLLEM pacTBopuTene
npvema BHYTPb
18.5. |nacra anga npuema nacra, npegHasHa4YeHHas Ansi npMuemMa BHyTpPb
BHYTPb
18.6. nacta nacta, npegHasHadeHHas gns Tpex n 6onee nyten
nekapcTBeHHas BBEOEHUS (HanpuMep, ANg NepUogoHTanbHOro
cTomMaTonormyeckas HaHeCceHWs1 Ha 3y0bl, JECHbI N CIIM3UCTYO0 000NOYKY
nonocTu pra)
19. MeHa nekapcTtBeHHas doopma, npeacTasnsioLlas cobom
Musci medicati pacTBOp UMM 3MYNbCUIO OENCTBYIOLLMX U
BCMOMOraTenbHbIX BELLECTB (B TOM YnCre NOBEPXHOCTHO-
aKTUBHbIX), KOTOPbIE HAXOAATCS Mo AaBNEeHEM
nponernneHTa B repMeTMYHON ynakoBke, CHabXeHHON
KnanaHHO-pacnblNUTENbHON CUCTEMOWN,
obecneymBaroLLiel BbICBODOXAEHME COAEPXKMMOrO B BUAE
amcnepcun rasa B XUOKuX, pexe TBepabix dasax
19.1. neHa BarnHanbHas neHa, npegHasHavyeHHasi 4ns BBEAEHWS BO Braranuue
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19.2. nexHa neHa, npegHasHavYeHHas Ans BBEAEHWS B MOMOCTb MaTKu
BHYTpMMaTo4vHas
19.3. neHa ons neHa, npegHasHavYeHHas ans Hapy>kKHOro NPUMEHeHNsI
Hapy>XHOro
NpUMEHEHMS
19.4. neHa pektarnbHas neHa, npegHa3HayYeHHasa Anst BBEAEHUSA B NPSAMYHO KALLKY
C Lenblo okaszaHUs MeCTHOro AencTBUs
20. MnacTbipb nekapcTBeHHas popma, npegHasHayeHHas Ans
Emplastra HapY>XHOrO UMM MECTHOro NPUMEHEHUS, COCTOsILLLAs U3
HaHeCEeHHbIX Ha NOAJSI0XKKY OCHOBbI, MO0 MaTpPULbI UK
pesepByapa, coaepxallas ogHO UMM HECKOIbKO
OEeNCTBYOLLMX BELLECTB, U obragaroLas crnocobHOCTLIO
nNpunNMNaTh K KoXe Uin CnnsncTbiM oboroykam
20.1. nnacTtbipb nnacTblpb, NPeAHa3Ha4YeHHbIM ANA HaKnenBaHms Ha
NMOBPEXAEHHYHO UM HEMOBPEXAEHHYH NOBEPXHOCTb
KOXW C Lienblo OKaszaHUst MECTHOro AeNCTBUSA
20.2. nnacTbipb A5 nnacTbipb Ans nnacTblpb, NPeAHasHa4YeHHbIA ANa HakrenBaHus Ha
CnuaucTomn CNU3NCTON pTa CNN3NCTYI0 06OMNOYKY NMOSIOCTU pTa C LIENb OKasaHus
060n04kM NonocTu CUCTEMHOIO LENCTBUSA B TEYEHNE ONpenesieHHOro
pTa nepvoaa BpeEMEHW, MO MCTEYEHUN KOTOPOTO OH
yaansieTcs
20.3. nnacTtbipb nnacTblpb, NpeAHa3Ha4YeHHbIA AN KOHTPONMpyemom
TpaHcAepMarbHbIi OOCTaBKM OEVNCTBYHOLLENO BELLECTBA B CUCTEMHBIN
KpOBOTOK NyTeM naccmeHoun anddysnm yepes
HEMOBPEXOEHHYI0 KOXY
21. [neHkn TBepaasi nekapcTeeHHasa hopma, npeacrasnstowias
Membranulae coboli OHO- NN MHOTOCIIOMHbIE TOHKME NNACTUHKM
noaxoAsilero Ans npuMeHeHUs paaMmepa, coaepalimne
O[JHO WM HECKOJTbKO OENCTBYIOLLMX BELLECTB U
BCMomoraTenbHble (B TOM YMcne nneHkoobpasyoLwme)
BellecTBa
21.1. NMEHKWN rnasHble CTepunbHble NNEHKW, NpeaHa3HavYeHHble Ang
NOMELLEHNSI B KOHBIOHKTUBAmNbHbIN MELLOK rnasa
21.2. MIEeHKN, NAEeHKKN, NpegHasHavYeHHbIe Ana NoMeLeHNs B NooCcTb
aucneprmpyemMblie B pTa, rae oHu ObICTPO AucneprupyoTcs nepeq
nosfocTn pta npornaTtbiBaHNEM
21.3. NNeHKn ons NIeHKN, NpeAHa3HavYeHHble AN HaKNneMBaHus Ha OECHY C
HaknenBaHus Ha Lenblo okasaHns MeCTHOro AencTBus
OECHy
21.4. NIeHKn 3alle4Hble NNeHKW, NnpegHasHavYeHHble AN NOMELLEHNS B LLEYHbIN
KapMaH C Lenbio okasaHusl CUCTEMHOIo AeNCTBUS
21.5. NNEeHKN NNeHKW, NpegHasHavYeHHble Ans NOMeLeHNs B KapMaH
nepuoaoHTanbHbIE mMexay 3ybom n gecHon
21.6. NNEeHKN NMEeHKN, NpegHa3HavYeHHbIE AN NOMEeLLEeHUs nog sA3bIK C
Nnoabsi3blyYHblE Lenblo OKasaHUs CUCTEMHOIO AENCTBUS
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22.

MopoLwuok
Pulveres

TBepaasa nekapcTBeHHadA d)opma, CcocTosALan n3
OTAeNIbHbIX CyXUX YaCTuL, pasanHoﬁ cTeneHun
AONCMepCcHOCTH, obrnapgaroLasi CBOMCTBOM Cbiny4yecTn

22.1.

MOPOLLOK Ans
NHransaummn
0031POBaHHbIN

MOPOLLOK, HpeAHGSHaHeHHbIVI ana nHranauunoHHoro
BBeEHNA C MNOMOLLbIO COOTBETCTBYHOLLIENO NHIranAaTopa B
OblXaTesribHYK CUCTEMY, C LelNnblo OKa3aHnAa MeCTHOro nnum
CUCTEMHOIO AENCTBUS B HXKHUX AblXaTerbHbIX nyTax n
nerknx

22.2.

MopOoLLOK AN
MECTHOrO
npUMeHeHus:

NMOPOLLOK, NpeAHa3HaYeHHbIN 459 MeCTHOro NPUMEHEHNS

22.3.

NOPOLUOK AnA
Hapy>XHOro
NnpUMEeHeHUsA

NOPOLLOK, ﬂpe,D,Ha3Ha‘-IeHHbIIZ ONA HAapPYyXHOro
NnpUMEeHeHnaA

22.4.

MOPOLLIOK Ans
MPUrOTOBMEHMSI. ..

MOpPOLLOK ANS...

22.41.

<...>rens...
(ykasbiBaeTcs
HaumeHoBaHWe B
COOTBETCTBUM C
pasgenom 3 "Tenb"
HacTosiLLero
Mepeyns)

NOPOLLOK, I'Ipe,El,HaSHa‘-IeHHbIIZ ana NpuroToBneHNA rend

22.4.2.

<...> gucnepcum...
(ykasbiBaeTcs
HavMeHOoBaHVeE B
COOTBETCTBUM C
pasgenom 5
"Oucnepcusa”
HacTosiLLero
Mepeyns)

MOPOLLIOK, NpeAHa3Ha4YeHHbIN 411 NPUroTOBIIEHMS!
AVCrepcrmn B COOTBETCTBYIOLLIEM pacTBopuTene

22.4.3.

<...> Kanernb...
(ykasbiBaeTc
HavMeHoBaHVe B
COOTBETCTBUM C
pasgenom 8
"Kannun"
HacTosLLero
Mepeyns)

MOPOLLOK, NpeHa3HauYeHHbIV AN NPUroTOBIIeHUs Kanenb
nyTem pacTBOPEeHWs UM AUCNeprupoBaHns B
COOTBETCTBYIOLLEM pacTBopuTese

22.4.4.

<...> KOHUEHTpaTa...

(ykasbiBaeTcst
HavMeHoBaHve B
COOTBETCTBUM C
pasgenom 10
"KoHueHTpat"
HacTosiLero
MepeyHs)

MOPOLLIOK, NpeAHa3Ha4YeHHbIN 451 NonyYeHus
KOHLEHTpaTa NyTem ero pacTBOPEHUs Unu
AMCreprupoBaHUsi B COOTBETCTBYIOLLEM pacTBOpUTene

22.4.5.

<..> nacTbl...
(ykasbiBaeTcst
HavMeHoBaHve B

MOPOLLOK, I'Ipe,EI.HGSHa‘-IeHHbIIZ Ona NpuroToBneHmnaA nacTbl
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COOTBEeTCTBUM C

pasgenom 18
"Macra"
HacTosLLero
Mepeyns)

22.4.6. | <...> pacTBOpa... MOPOLLIOK, NPeAHa3Ha4YeHHbIN AN NPUTrOTOBNEHUS
(ykasbiBaeTcst pacTBopa nyTeM pacTBOPEHUS B COOTBETCTBYIOLLEM
HavMeHoBaHVE B pacTBopuTene
COOTBETCTBUM C
pasgenom 23
"PacTteop"

HacTosLLero
MepeyHs)

22.4.7. | <... > cupona MOPOLLIOK, NPpeAHa3Ha4YeHHbIN AN NPUrOTOBNEHUS
cupona nyTeM pacTBOPEHUS B COOTBETCTBYIOLLEM
pacTBopuTene

22.4.8. |<...> cnpesq... NOPOLLOK, NpeAHa3HaYeHHbIN 45 NPUroTOBNEHNA crpes
(ykasbiBaeTcst nyTemM pacTBOPEHMWS U AMCNEPrMpoBaHns B
HavMeHOoBaHVe B COOTBETCTBYIOLLEM pacTBopuTene
COOTBETCTBUM C
pasgenom 26
"Cnpen"

HacTosiLero
MepeyHs)

22.4.9. | <...> cycneHsus... NMOPOLLOK, NpeaHasHavYeHHbIN ANS NPUroToBnNeHNs
(ykasbiBaeTcst CYCMeH3umn NyTeM AMCNeprMpoBaHns B COOTBETCTBYOLLEM
HavMeHoBaHveE B pacTBopuTene
COOTBETCTBUM C
pasgenom 28
"CycneHsns"

HacTosLLero
MepeyHs)

22.5. MOPOLLOK Ans MOPOLLIOK, NPeAHa3Ha4YeHHbIN AN npuema BHYTPb
npuema BHYTpPb

22.6. NOPOLLOK NOPOLLOK, NpeAHa3HaYeHHbIn Ansi HasanbHOro
HasanbHbIV NPVMMEHEHMS MyTeM BAYBaHWS B MONOCTb HOCa

22.7. |nopoLIoK MOPOLLIOK, NPeAHa3Ha4YeHHbIN ANA HAaHEeCeHUS B KapMaH
nepuoaoHTanbHbIN mexay 3ybom n aecHoi

22.8. NMOPOLLOK YLLIHOMN NMOPOLLOK, NpeAHa3HaYeHHbIN 451 BBEOEHUS B HAPY>KHbIN
CNyX0BOM MPOXoA

22.9. | NOPOLUOK LWMMYyYnin MOPOLLIOK, B COCTaB KOTOPOro BBEAEHbI OpraHnyeckme
KMCNOTbI M KapOoHaTbl nnu rmgpokapboHaThl,
pearupyoLue B NpUCYTCTBUM BOAbI C BblAENEHNEM
yrnepoga gumokcuaa. MNopoLwok wunyynn npegHa3HadeH
ONs pacTBOPEHMS Ny AMCNEeprMpoBaHns B Boge nepeg
NpMemMoM BHYTPb

23. Pactesop Xunakasa nekapcteeHHasi opma, nonyvyaemasi nytem

Solutiones pacTBOPEHUS TBEPADIX, XKUAKUX UK ra3000pasHbIx

BelleCTB B COOTBETCTBYKOLLEM pacTBoOpuUTene uinn cMmecu
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B3anMOCMeLLBaoLWNXCA paCTBOpMTeJ'IeIZ

23.1. pacTteop pacTBop, NpefHa3HadYeHHbIM 515 BBEAEHUS BO
BarmHarnbHbIN Braranviie ¢ Lernblo oka3aHus MeCTHOro AeNCTBuUS

23.2. pacTtBop pacTBop, NpeaHa3Ha4YeHHbIV ANg BBEAEHWS B MONOCTb
BHYTPUMATOYHbIN MaTKu

23.3. | pacTtBop Ans CTepWIbHbIN PacTBoOp, NPeAHa3HavYeHHbIN AN BBEOEHWS
BHYTpMapTepuarbeH B apTepumn
oro BeeaeHuNs

23.4. pacTteop angd CTEPUNbHbI BOOHLIN pacTBOp, NpeaHas3HayYeHHbIn ons
BHYTPUOPIOLLMHHOIO BBeAEHUS B OPIOLLIHYIO NOMOCTb
BBEAEHUSA

23.5. | pacTtBop Ans CTepUInbHbIN pacTBop, NpeaHa3HavYeHHbINn ANa BBeAEHUS
BHYTPUBEHHOIO B BEHbI
BBEAEHUS

23.6. |pacTtBop Ans CTepWibHbIN PacTBoOp, NPeAHa3HavYeHHbIN ANS BBEOEHWS
BHYTPUIMa3HOro B rmasHoe s16roko
BBEOEHUS

23.7. pacTteop angd CTEpPUNbHbIV pacTBop, NpeAHa3HavYeHHbIN Ang BBEAEHWS
BHYTPUKOXHOIO B AepMy (TOJLLY KOXW)
BBEAEHUS

23.8. pacTtsop And CTepUrnbHbIN pacTBop, NpeaHa3HavYeHHbIN ANa BBeAEHUS
BHYTPMKOPOHAPHOIo B KOPOHapHbIE apTepun
BBEAEHUS

23.9. |pacTtBop Ans CTepWibHbIN PacTBoOp, NPeAHa3HavYeHHbIN ANS BBEOEHWS
BHYTPMMbILLEYHOrO B MbILLEYHYHO TKaHb
BBEOEHUS

23.10. |pacTtBOp Oons CTEpPUNbHbIV pacTBop, NpeAHa3HavYeHHbIN Ang BBEAEHWS
BHYTPUMOJIOCTHOIO B NMONocTu Tena
BBEAEHUS

23.11. |pactBop ons CTepUnbHbIN pacTBop, NpeaHa3HavYeHHbINn ANa BBeAEHUS
BHYTPUMY3bIPHOrO B MOYEBOM Ny3bIpb
BBEAEHUS

23.12. |pactBop ons CTepUnbHbIA pacTBop, NpeaHa3HavYeHHbIN ANng BBeAeHUS
BHYTPUCYCTaBHOIO B CyCTaBHYIO NMOMNOCTb
BBEOEHUS

23.13. |pacTtBop ons pacTBop, NpeAHasHa4YeHHbIV ANA BBEAEHUS B XenyaokK
racTposHTepasnbHoOr UNn ABeHaALaTUNEPCTHYHO KALLKY C MOMOLLbIO
0 BBEAEHUS COOTBETCTBYIOLLENO YCTPOWCTBA

23.14. |pactBop ons CTepUnbHbIA BOAHLIN pacTBOp, NpeaHa3Ha4YeHHbIN ANnd
remoguanusa remognanunsa, cogepxalini snekTponuTbl ¢

KOHUEeHTpaumen, 6nmskom K aNeKTPOrIMTHOMY COCTaBy
nnasmbl
23.15. |pacTtBop Ans CTepWIbHbIN BOOHBIN pacTBoOp, NpeAHa3HaYeHHbIn Ans

remoaunacunesTpaum

remoguacunsTpauun, CoagepKaLlmn aNeKTponuThbI C
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KOHLI,eHTpaLI,I/leI7I, Onun3Kkom K ANEeKTPONIMTHOMY COCTaBy
nnas3mbl

23.16. |pactBop O5is CTepUnbHbI BOOHLIN pacTBOp, NpeAHasHayYeHHbIn ons
remounsTpauumn remouneTpauuun, cogepKaLlmin aNeKTponuTLl ¢
KOHUeHTpaumen, 6nmskomn K aNeKTporMTHOMY cocTaBy
nnasmbl
23.17. |pacTtBop Oons pacTBop, NpeaHa3Ha4YeHHbIN Ans NnpeobpasoBaHus B
WHransauun a’po30rb AN UHransauun ¢ NOMoLLbIo
COOTBETCTBYIOLLENO YCTPOWCTBA (Hanpumep,
Hebynawnsepa), nnbo pacTteop, ob6pasyroLmi napbl Npu
nob6aBneHnn B ropsayyo Bogy Unm npy noMoLLm
COOTBETCTBYIOLLErO YCTPONCTBA (HanpuMmep,
WHransitopa), npegHasHavYeHHble AN BAbIXaHUS C Lenblo
OKa3aHWsi MeCTHOro AencTenda. TepMuH UCnonb3yeTcs B
Tex crny4vasx, korga He NPUMEeHUM TepMuH "kannun"
23.18. |pacTtBoOp ons CTepUnbHbIA pacTBop, NpeaHa3HavYeHHbIN Ang BBEAEHWS
WHTPaaMHuarnbHoro B @aMHNOTMYECKYIO NOMoCTb
BBEOEHUSA
23.19. |pactBOp Oons CTEPUNbHbBIV pacTBoOp, NpeaHa3HavYeHHbIN ANng BBEAEHWS
WHTpanumdartnyeck B Numdartmyeckne cocyapl
oro BeeeHuns
23.20. |pacTtBop Ans CTepWrbHbIN PacTBoOp, NPeAHa3HaYeHHbIN AN BBEOEHWS
WHTpaTeKanbHoro B cybapaxHomaanbHOe NpoCTPaHCTBO Yepes TBepayto
BBEOEHUNS MO3roByt0 060r0UKy
23.21. |pacTtBop ons CTepPUnbHbIV pacTBop, NpeaHasHavYeHHbIN Ang
NHY3Ui napeHTepanbHOro NpYMMEHeHUs NyTeMm, Kak npasuno,
MeAEeHHOro, 4acTo KanernbHOro BBeAeHNs B
LUPKYNNPYIOLLMIA KPOBOTOK C MOMOLLbIO MHAY3NOHHBIX
CUCTEM B 3HAYMTENBHOM OObEME
23.22. |pacTtBop ons CTEpPUnbHbIV pacTBop, NpeaHasHa4YeHHbIN ang
NHBEKUNIA WHBEKLUNOHHOIo BBEAEHNS B OnpedeneHHble TKaHu unu
opraHbl UM B COCyaUCTOE Pycrno
23.23. |pacTtBop ans pacTBop, NpeaHa3Ha4YeHHbIA ANS MECTHOrO NPUMEHeHNs
MEeCTHOro
NpUMeEHeHUs
23.24. |pactBop onis CTepUnbHbI pacTBOp, coaepXXallnin annepreHsl 1
HaKOXHOrO npeaHasHa4vYeHHbI Ans ckapMuKaumoHHOro HaHeCEeHUs
ckapudmKaLMoHHOr C ANarHOCTMYECKOW Lienbio
O HaHeceHwust
23.25. |pacTtBop ons pacTBop, NpefgHa3Ha4YeHHbIM 4S9 HAHECEHNSA Ha OeCHbI C
HaHeceHWs Ha Lenbio oka3aHus MEeCTHOro AencTBus
OECHbI
23.26. |pacTtBop ans pacTBop, NpeaHa3Ha4YeHHbIN ANg HapyXHOro
Hapy>XHOro NpUMEHeHUs
NpUMeEHeHUs
23.27. |pacTtBop ons CTEepUIbHbIA pacTBOp, NpeaHa3HaYeHHbIN 41s BBEAEHUS

OKOJ10CyCTaBHOIo

B TKaHW, OKpY>KatoLLMe CyCTaBHYH NOSIoCTb
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9KCTpaaMHunanbHor

BBEOEHUNS

23.28. |pacTtBop ons CTEpPUnbHbI pacTBoOp, NpeAHa3HaYeHHbIN A9 OpOLLEHNS
OpOLLEHNS Xenyaka Xenyaka

23.29. |pacTtBop ans CTEepUnbHbIN pacTBop, NpeaHa3Ha4YeHHbIN AN OpOoLLEeHNUs
OpoLLEHMS MOYEBOro Ny3bips
MOYEBOro Ny3bips

23.30. |pacTtBop Ans CTepWibHbIN PacTBoOp, NPeAHa3HaYeHHbIN AN BBEOEHWS
napabyne6apHoro B KNeT4yaTKy, OKpy>XatoLyto rnasHoe a65oko
BBEOEHUNS

23.31. |pacTtBop ons CTEpPUnbHbI BOOHLIN pacTBOp, NpeaHasHayYeHHbIn ons
nepuToHeanbHoro nepuToHeaneHOro guanmsa
avanmaa

23.32. |pacTtBop ans CTepunbHbIN pacTBop, NpeaHa3HauYeHHbINn Ans BBeAeHUs
MOLKOXHOrO HenocpeaCcTBEHHO MOf, KOXY
BBEAEHUSA

23.33. |pacTtBop gns pacTBop, NpeaHa3Ha4YeHHbIM AN NONOCKaHMs NofocTn
norockaHus pTa un (unn) rmoTkx

23.34. |pacTtBOp Oons pacTBop, NpeAHasHa4YeHHbI ANA npMemMa BHYTPb
npvema BHYTpb

23.35. |pacTtBop Ans CTepWrbHbIN PacTBOp, coaepXaLunii anneprexs,
npoBeaeHnst Npuk- npeaHasHavYeHHbI ANng NpoBeaeHUs NpuK-TecTa ¢
TecTa ONarHoCTUYeCKoMn Lienbio

23.36. |pacTtBop Oons CTepUnbHbI BOOHbLIN pacTBOp, NpeAHasHayYeHHbIn ons
NpOMbIBaHUS rnas NPOMbIBaHNSI 1 CMaYMBaHWA rnas, a Takke ans

NPONUTBLIBAHUSA MaTepMarnoB, HaKNaabiBaeMbIX Ha
rnasHoe sa6mnoko

23.37. |pacTtBop Oons pacTBop, NpegHa3Ha4YeHHbIM 4515 NPOMbIBaHUS NOSIOCTH
NPOMbIBaHWSA Hoca
MonocTun Hoca

23.38. |pacTtBop Ans pacTBop, NpeaHa3Ha4YeHHbIM ANg NPOMbIBaHUS NOMNOCTH
NPOMbIBaHUS pTa
nonocTu pra

23.39. |pactBop onis pacTBop, NpeaHa3Ha4YeHHbIN AN NPOMbIBaHMST CIlyXOBOIrO
NPOMbIBaHUS npoxoga
CMyXoBOro npoxoga

23.40. |pacTtBOp Oons pacTBop, NpefHa3Ha4YeHHbIM A4S HAaHECEHNS Ha
CrM3ucTomn CM3uncTyto 060MoYKy NOMOCTU pTa C Lenblo OKasaHust
000M0YKM NONoCTU MECTHOro AeNCTBUS
pTa

23.41. |pacTtBop ans CTepUnbHbIA BOAHLIN pacTBOp, NpeaHa3Ha4YeHHbIN Ang
CYOKOHBIOHKTUBAIb BBEAEHUS N0 KOHBIOHKTUBY
HOro BBeAEHNS

23.42. |pactBop onis CTEepUIbHbIA pacTBOp, NpeaHa3HaYeHHbIN 41s BBEAEHUS

mMexay aMmHUMOHOM U XOPUOHOM
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0 BBeeHUs
23.43. |pacTtBop ons CTepUnbHbI pacTBop, NpeaHa3HavYeHHbIN Ang BBEAEHWS
3HAOCHHYCManbHOT B CMHYCbI (Na3yxu) NONIOCTN HOCa C Lienbio Oka3aHus
0 BBeAEHUS MECTHOro AencTBust
23.44. |pactBOp ons CTEPUNbHbBIV pacTBop, NpeaHa3HavYeHHbIN ANng BBEAEHWS
3HAOTpaxearibHOro B Tpaxeto 1 (Mnm) OpPOHXMOMbI MyTEM UHCTaNIALUN
BBEAEHUS
23.45. |pactBop 3yGHOW pacTBop, NpeaHa3Ha4YeHHbIN ANs HaHeCeHUs Ha 3ybbl
OECHbI
23.46. |pacTtBop pacTBop, NpefHa3Ha4YeHHbIM A4S BBEAEHUS B NPSAMYIO
pekTanbHbIN KMLLKY C MOMOLLIbIO COOTBETCTBYIOLLMX YCTPOWCTB
(Hanpumep, CNpUHLUOBKA, KNnama)
23.47. |pacTtBop pacTBop, NpeAHa3Ha4YeHHbIM ANg KOHTPONMpyemom
TpaHcaepManbHbIN OOCTaBKM OENCTBYHOLLENO BELLECTBA B CUCTEMHBIN
KpOBOTOK MyTeM naccuBHon Anddysum yepes
HEeNnoBPEXOEHHYIO KOXY
24, Cwupon Xvakas nekapcrseHHas popma B BUae BOAHOMO
Sirupi pacTBOpa BA3KOW KOHCUCTEHLMM CO CragKknum BKYCOM,
cofepxallasa caxapo3sy B KOHUEHTpaLmm He meHee 45%
UnNu ee 3aMeHUTENN
24.1. cupon cupon, NpedHasHa4YeHHbIn 4Nga npyema BHYTPb
25. Cuctema nekapcTBeHHas hopma, npeacraenstoLlasi cooon
Systema cMCTeMy LOCTaBKM U cneumnduieckoro BelcCBOOOXAEHMS
OENCTBYIOLLErO BELLECTBA, Kak NpaBuIio, B Te4eHne
NPOAOIMKNTENBHOIO Nepuoga BpeMeHu. icnons3oBaHne
TepMuHa "cuctemMa" BO3MOXHO NULb B cryyasx, Koraa
HenpPUMeHMbI Apyrme TepMUHBbI
25.1. |cuctema cucTtema, npegHasHayeHHas onsi BBEAEHUSA U
BarMHanbHas BbICBODOXAEHMSA OEVNCTBYIOLLENO BELLECTBA BO
TepaneBTuyeckas Brnaranuie
25.2. cucrtema cuctema, npegHasHayeHHasa ons BBeOeHUNA U
BHYyTpUMaToyHasd BbICBODOXAEHNA AENCTBYIOLLENO BELLECTBA B MONOCTH
TepaneBTU4ecKas MaTKu
26. Cnpen nekapcTtBeHHas dopma, npeacTasnsioLlas cobom
Spray pacTBOp, 3MyINbCUIO UMK CyCrNeH3uto, BbICBODOXaEHNE
KOTOPbIX MPOUCXOANT 3a CHET AaBMNEHUS BO3yXa,
€034aBaemMoro C MOMOLLIbHO MEXaHUYECKOrO pacnblnTens
HACOCHOrO TWMa U Npu cXXaTun NOSIMMEPHON YNaKOBKN,
obecneymBatoLLEeln BbICBODOXAEHME COAEPXKMMOrO B BUAE
ancnepcun TBepObIX UMK XUOKUX YacTuL, B BO3ayxe,
pasmep KOTOpbIX COOTBETCTBYET MyTWU BBEAEHUS
26.1. cnpen ons cnpen, NpeaHasHa4YeHHbIN 45 MEeCTHOro NPUMEHEHNS
MECTHOrO
NpUMEHeHNs
26.2. cnpen ons cnpen, npeaHasHa4YeHHbI ANs HAPY>XHOro NpUMeEHEHUs
HapY»XHOro
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ractTpoaHTeparibHOr
O BBeAEHUA

NpUMeEHeHMUS
26.3. cnpen ons cnpen ons cnpen, NpegHasHa4YeHHbINn 49 HAaHECEHUS Ha CNN3UCTYIO
CrM3uncTomn cnnsmcTon pTa 060M104Ky MONoCTH pTa (32 UCKIIOYEHNEM NOABA3BIYHOIO
0060no4KkM NonocTu NpPOCTpaHCTBA)
pTa
26.4. cnpen HasanbHbIN cnpen, NpeaHasHa4YeHHbIN 4ng BBeAeHMs B NOSIOCTb HOca
C Lenbl0 OKa3aHMs MECTHOIO AENCTBUS
26.5. |cnpen cnpew, NpefHasHavYeHHbIN AN HaHeCceHUs nog A3bIK ¢
NoAbA3bIYHbIN Lenbio okasaHus CUCTEMHOIo AeNCTBUS, BbiMyCKaeMbli B
0031POBaHHbIN yrnakoBKe C A03MPYIOLLUM YCTPOUCTBOM
26.6. cnpen cnpen, NpegHasHaYeHHbIN 419 KOHTPOoNMpyemMom
TpaHcaepmMarsbHbIn [OCTaBKWN OENCTBYIOLLErO BELWeCcTBa B CUCTEMHbIN
KpOBOTOK NyTeM naccueBHoOW anddysnm Yepes
HEMOBPEXOEHHYI0 KOXY
26.7. cripen yLiHoun cnpen, NnpeaHasHa4YeHHbI AN BBEAEHUS B HAPYXHbIN
CMyXOBOW Npoxof
27. CynnosuTtopumn TBepAasi 403MpOBaHHas nekapcTeeHHasa opma,
Suppositoria npeaHasHavyeHHas aAng BBeAeHUs B MONOCTb Tena u
pacnnaensoLasacs (pacTeopstoLlascs,
pacnagaoLlascs) npy TemnepaTtype Tena
27.1. | cynnosutopuu CynnosnTopuu, NnpegHasHayYeHHble Ans BBEAEHUS BO
BarmMHarbHble Braranuiie C Lenbio okazaHus MEeCTHOro AeNCTBUS
27.2. | cynnosutopuu CynnosnTopun, NpegHa3HayYeHHbIe A58 BBEAEHNS B
pekTarnbHble NPSMYIO KULLKY C LIENbO OKa3aHWsi MECTHOIO Uiu
CMCTEMHOIO AENCTBUS
28. CycneHsuns Xunakasa nekapcteeHHast hopma, NnpeacraBnsoLLas
Suspensiones CcOBOW reTeporeHHy AUCMEPCHYI0 CUCTEMY,
coAepXaLlyto O4HO U HECKOMNbKO TBEPAbIX
OEeNCTBYIOLLMX BELIEeCTB, pacnpeaeneHHbIX B XKUOKON
ONCMNEePCUOHHON cpeae
28.1. cycneHsus cycneHsus, npegHasHadeHHada ans BBeAeHNs BO
BarMHanbHas Brnaranuiie C LUenbio okazaHus MEeCTHOro AENCTBUSA
28.2. |cycneHaus gns CcTepwrbHas CycneHsus, npegHa3HadeHHast 4ns
BHYTPUKOXHOIO BBEAEHUS B AePMY (TOMLLY KOXM)
BBEAEHUS
28.3. | cycneHsus ans cTepunbHasi CycrneHsus, npeaHasHavyeHHasa ang
BHYTPUMbILLEYHOrO BBEJEHUS B MbILLEYHYIO TKaHb
BBEOEHNS
28.4. cycneHsus ang cTepunbHaga cycneHsna, npegHasHavyeHHas gng
BHYTPUCYCTaBHOIO BBEOEHWSI B CYCTaBHYH NOSOCTb
BBEOEHUSA
28.5. |cycneHaus gns CyCneH3us, NpegHasHa4YeHHasa ansi BBeAEHUS B XXenyaok

UK ABEHaAUaTUNEPCTHYIO KULLIKY C NMOMOLLbIO
COOTBETCTBYHOLLErO YCTPOWCTBA
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28.6. cycneHsuns ons cTepunbHasi CycrneHsus, npeaHasHavyeHHasa ang
MHBbEKLINN WHBEKLMOHHOIO BBEAEHMWS B ONpeaerieHHble TKaHU unm
opraHbl
28.7. cycneHsusa ns CycneHsus gnsi CYCMNEH31sa ONsi UHbEKLMI, COAepKaLlasa cneumanbHble
MHBEKLINN C MHBEKLUUIA BCMOMOraTerbHble BELLECTBA UK NofyvyeHHas no
NPOMIOHIMPOBAHHbLIM | MPOSIOHIMPOBAHH | cneunanbHOM TEXHONOMMK, AN 3aMeaneHHoro
BbICBOOOXOEHNEM | as HenpepbIBHOIO BbICBOOOXAEHNS AEUCTBYIOLLNX BELLECTB
28.8. cycneHsus ans CTepuribHasi CycrneHsus, npegHasHavyeHHasa ans
uMnnaHTauum MMMMaHTauum ¢ Lenblo okasaHUs CUCTEMHOIo AeNcTBUSA
B T€YeHMe NPOAOIHKUTENBHOIO Nepruoaa BpeMeH
28.9. cycneHsus ons CycneHsus, NnpegHasHadYeHHas anst npeobpasoBaHnst B
MHransayumn a3po30rb AN UHransuun ¢ NOMOLLbHO
COOTBETCTBYIOLLENO YCTPOWCTBA (Hanpumep,
HeOynansepa)
28.10. |cycneH3uns ans CycneHsus, npegHasHavyeHHasa ans MecTHoOro
MECTHOr0 NpUMEHEHMS
NPUMEHEHNS
28.11. |cycneHsns ans cycrneHsus cTepunbHaga CycneHs3nsa, cogepallasa annepreqsl n
HaKOXHOro CckapudUKaLUMOHH | NpeaHa3HavYeHHas ansa ckapmukaunoHHOro HaHeCEHNs!
ckapudmKaLmMoHHOr | asi C AMarHOCTUYECKON Lienbio
0 HaHeceHus
28.12. |cycneHsns ans CyCneH3us, npeaHasHavYeHHasa ang HapyxHoro
HapY»XHOro NPUMEHEHMS
NPUMEHEHMS
28.13. |cycneHsus ans CTepunbHasga cycneHsnsa, npegHasHavyeHHas ang
OKOJIOCYCTaBHOrO BBEOEHUS B TKaHU, OKPY>KatoLLMe CYCTaBHY NOMnocTb
BBeOEHUs
28.14. |cycneHsns ans cTepunbHaga cycneHsna, npegHasHavyeHHas ang
NOJKOXHOro BBEOEHWSI HENOCPEACTBEHHO MO KOXY
BBEJEeHUs
28.15. |cycneHauns gns CyCMeH3us, NpegHasHa4vyeHHas anst npuemMa BHyTpb
npvema BHYTpb
28.16. |cycneHsns ans cycreHsus ans cycneHsus, npegHasHadYeHHasa a1 HaHeceHna Ha
CnnM3ncTon cnu3ncTomn pta CNN3nCTYI0 060NOYKY NONOCTU pTa C LIeMNbio OKasaHus
0060MoYKM NoNocTH MECTHOrro AeNCTBUS
pTa
28.17. |cycneHsns ans cTepunbHaga cycneHsnsd, npegHasHavyeHHas gng
3HOOCUHYCManbHOT BBEOEHMS B CMHYCbI (Ma3yxu) NonocTn Hoca
0 BBe[eHUst
28.18. |cycneHsns ans cTepurnbHasi CycneHsus, npeaHasHavyeHHasa ang
3HO0TpaxearnbHOro BBEAEHUS B Tpaxeto u (Mnu) 6poHxmonbl nyTem
BBEOeHus MHCTannAUMmn
28.19. | cycneHsus 3ybHas CYCneH3usl, NpeaHasHavyeHHasa aAng HaHeceHus Ha 3y6bl 1
DECHBbI
28.20. |cycneHsuns cycneHaus, npegHasHayeHHasa s BBEAEHUSA B MPSMYLO
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(ykasbiBaeTcst
HavMeHoBaHve B
COOTBETCTBUM C

pekTarnbHas KMLLKY
29. TabneTtku TBepAasi 403MpoBaHHas fiekapcTBeHHasa popma,
Tabulettae nonyyaemas nytem npeccoBaHnsa NOPOLLKOB MW FpaHyn
UNn gpyrum nogxogsimMm crnocobom

29.1. | TabneTtku TabneTkn ons npuema BHyTpb 6e3 060no4kn

29.2. TabneTtku Tabnetkn 6e3 000NOYKN UIK NOKPbITHIE NITIEHOYHON
BarMHarnbHble obono4ykon, npegHasHavYeHHble AN BBEAEHWS BO

Bnaranuuie, 06bI4HO C LieNbio OKa3aHUs MECTHOMO
nencTeus

29.3. |Tabnetku TabneTkn, NpegHasHaYeHHble ANs BBEAEHUSA BO
BarmHanbHble Braranviie, B COCTaB KOTOPbIX BBEAEHbI OpraHn4eckune
Lwmny4une KMCNOTbI M KapboHaTbl nnu rugpokapboHaThbl,

pearvpyloLime B €ro cpefe ¢ BbiAeneHneM yrnepoga
anokemnaa

29.4. |Tabnetku TabneTkn, NpegHasHa4YeHHble 4Ns BBEAEHUS B NOMOCTb
BHYTPUMATOYHbIE MaTku, BbiCBODOXaaloLWme AeNCTBYOLIMNE BELLECTBA B

TeyeHve ONUTENBHOMO NeprMoaa BpeMEHU

29.5. Tabnetku, TabneTtkun, NpeaHa3Ha4YeHHble ANsi NOMELLEHUS B NONOCTb
avcneprupyemble B pTa, rae oHu BbICTPO AUCNeprupyoTea 4o
nonocTu pta npornartbiBaHns

29.6. |Tabnetku Tabnetkn 6e3 000NIOYKN UITK NOKPbITHIE NMITIEHOYHON
ancneprmpyemMbie 0bono4ykon, gucneprupyemblie B COOTBETCTBYOLLIEM

pacTBopuTene nepen npuMeHeHMeM ¢ obpasoBaHnem
CyCneH3nu s npuema BHyTpb

29.7. | Tabnetkn gns cTepwibHble TabneTky, nofnyyaemble NyTem

UMnaaHTaumm npeccoBaHusl, NpegHa3HayYeHHble A8 UMnaaHTaumm,
0ObIYHO MOAKOXHOW, C LIENbH0 OKa3aHWUs MECTHOTO UMK
CMCTEMHOIO OEVCTBUS B TEYEHNE NPOAOIPKUTENBHOMO
nepvoaa BpeMeHn

29.8. TabneTtkn ans TabneTkun, obpasytome napbl Npy AobaBneHnn B
NHranaumn ropsi4yto BOAY UK Mpu MOMOLLM COOTBETCTBYIOLLETO

YyCTPONCTBA (HanpuMMmep, nHransitopa), npegHa3HavYeHHble
ONS BObIXaHWS C LeNblo OKa3aHus MECTHOIO AeNCTBUS

29.9. TabneTtkn ans
NPUroTOBIEHNS. .

29.9.1 |<...> kanenb... TabneTku, NpeaHasHa4YeHHble ANsi NPUTrOTOBMEHMS
(ykasbiBaeTcst Kanenb nyTeM pacTBOPEHMWS Ui AUCNEPrMpoBaHns B
HanMeHOBaHWE B COOTBETCTBYIOLLIEM pacTBOpUTENE
COOTBETCTBUN C
pasgenom 8
"Kannn"

HacTosLero
Mepeyns)
29.9.2 |<...> pacTBOpa... TabneTtku, NpeaHasHa4YeHHbIe s NosydeHnst pacTeopa

nyTem pacTBOPEHMS B COOTBETCTBYHOLLEM pacTBopuTerne.
[na TabneTok gonsi NpUroToBNeHMs pacTeopa Ans npuema
BHYTPb MCNOMb3yeTcd TepMUH "Tabnetkn pactsopumble”
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pasgenom 23
"PacTteop"
HacTosLLero
Mepeyns)

29.9.3 |<...> cycneHsun... TabneTkn, NpegHa3HayYeHHbIe ANS NPUIrOTOBIIEHMS
(ykasbiBaeTcA CYCMNeH3MmM nyTemM OMCNEPrMpoBaHUS B COOTBETCTBYIOLLEM
HanMeHoBaHue B pacTteopuTene. [ina Tabnetok Ans NnpuroToBneHus
COOTBETCTBUM C CYCMNeH3uu Ansi npuema BHYTPb UCMONb3yeTCs TEPMUH
pasgenom 28 "TabneTkn gucneprmpyemoie”

"CycneHsuun"
HacTosLLero
Mepeyns)

29.10. |Tabnetku ans TabneTtku, NomeLLaeMble B MONOCTb pTa Ans

paccacbiBaHus nocneayloLlero paccacbiBaHus 0BbI4HO C Lenblo
OKa3aHWs MECTHOro AencTBus

29.11. |TabneTtku Tabnetkn 6e3 0bonoyku, TpebyoLme pa3KeBbiBaHUS
XeBaTerbHble nepeg npornaTtbiBaHUEM

29.12. |Tabnetku TabneTtku, NomeLLlaeMblie B LLIEYHbIN KapMaH C Lenbio
3alleyHble OoKa3aHUs CUCTEMHOIO OeNCTBUS

29.13. |TabneTtku TabneTku, NOMeLLaeMble Ha CIM3UCTYH 0OOMOYKY LLEK,
3alleyHble 006bIYHO cogepalume rmapodubHbIe NONMMEPHI,
MyKOafre3vBHble npununaroLme K Cnm3ncTon obonoyke, ¢ Lenblo

OKa3aHWs CUCTEMHOIO AENCTBUS B TEeYEeHUe
NPOAOIKUTENBHOIO Nepmoaa BpeMeHu

29.14. |Tabnetku TabneTtku ons npuema BHYTPb C OTCPOYEHHbLIM
KMLLEYHOPaCTBOPUM BbICBODOXEHMEM, NOKPbITLIE CrieunanbHOM 060104KON
ble Unn cogepkallime cneumanbHble BewecTsa unm

nornyyYeHHbIe C MCNOMNb30BaHMEM CneumanbHON
TEXHONOMmn, KOTopble oGecneunBaoT YyCTONYMBOCTL B
Xernyao4yHOM Coke (racTpOpe3nCTEHTHOCTb) N 0BblYHOE
BbICBOOOXAEHME AENCTBYHOLLMX BELLECTB B KALLEYHOM
coke. B cnyyae ecnv TabneTkn NokpbITbl 06004KON,
NCMNOMb3YyT TEPMUH "TabneTkn KULWEeYHOPaCTBOPMMbIE,
nokpbITble obonoykon”. B cnyyae ecnv TabneTku
MOKPbITbI NIIEHOYHON 060MOYKOM, MCMONMb3YIOT TEPMUH
"TabneTkn KULWEeYHOPaCTBOPUMBIE, MOKPbLITbIE NMIIEHOYHON
obonoykon"

29.15. | Tabnetku TabneTkn KMLWeYHOPaCTBOPUMbIE, MOKPbITLIE
K/LLeYHopacTBOPUM cneumanbHON 060MoYKOM UNN cogepaLlume
ble C cneumanbHble BComoraTenbHble BELLECTBA UNn
MPOSTIOHIMPOBAHHBIM NoryyYeHHbIE MO cneLnanbHOM TEXHONOMn, Ans
BbICBODOXOEHVEM 3amef/IEHHOrO HEMPEepbIBHOIO BbICBODOXAEHUS

OencTByoWuX BelecTB. B cnyyae ecnu tabnetkm
MOKPbITbl 0O0TOYKON, UCTIONB3YT TEPMUH "TabneTku
KMLLEYHOPACTBOPUMbIE C MPOSTIOHIMPOBAHHbLIM
BbICBODOXAEHMEM, NOKPbITLIE 060noykon”. B cnyyae
ecnun TabneTkn NOKPbITbl MNEHOYHOM 060oYKON,
NCMNOMb3YT TEPMUH "TabneTkn KMWe4YHopacTBOpMMbIE C
NPOMIOHIMPOBaHHbIM BbICBODOXAEHNEM, NOKPbIThIE
nrneHo4YHom 06ono4Kkon"

29.16. |TabneTtku- TBepAasi nekapcTBeHHada popma, nonyyaemas nytem
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nnocunumsaTt

.I'IMO(bI/IJ'IM3aLLI/II/1 B Bnage I'IOpI/ICTOVI Macchbl, nmeruias
d)opmy Tabnetkn n npegHas3HavYeHHaa ona noMmeleHna B
nonocCTb pTa, rae nponcxogunT 6bICTpoe BbICBOOOXOEHNE
ﬂeVICTByIOU.lMX BELLECTB Npn KOHTaKTe Co CInoHON nepen
npornatbiBaHNeM

29.17.

TabneTkn
noabsA3blYHbIE

Taﬁj'leTKI/I, nomMeLwlaemblie Noa A3blK C Lellbio OKa3aHuA
CUCTEMHOrO AencTBuSA

290.18.

TabneTku,
MOKPbITbIE
obonoykon

TabneTku ons npuema BHYTpPb, MOKPLITbIE OAHUM UK
HECKONbKUMM CITOSIMU, COCTOSALLIMMU U3 CMECHU
pasnMyHbIX BCMOMOraTernbHbIX BELLECTB U B psae
cnyyaes OeWCTBYIOLLNX BeLLEeCcTB

29.19.

TabneTku,
MoOKpbITbIE
NyIeHOYHOMN
obonoykon

TabneTkn onNs npuema BHYTPb, MOKPbITbIE 0O0MOYKOMN,
npeacraensiower cobon o4eHb TOHKOE NonMMepHoe
noKpbITUE (Kak NpaBuio, He npeBbiwatowen 10% ot
Maccbl TabneTkn)

29.20.

TabneTkn
pacTBopuMble

TabneTkn 6e3 060M04KN NMNK NOKPbLITLIE NNEHOYHON
060no4Kor, pacTBopsieMble B MoAX0AdALLEM
pacTBopuTene nepej npuMeHeHnemM ¢ obpasoBaHmem
pacTBopa And npvema BHYTPb

29.21.

TabneTkn c
MoaNULMPOBAHHbI
M
BbICBODOOXXAEHNEM

TabneTku ons npuema BHYTPb, NOMyYEHHbIE MO
crneumanbHOM TEXHOMOMMN, NN B COCTaB 0BOMOYKN U
(nnn) copepkMMoro KoTopbiX BXOAAT cneumanbHble
BCMoMoraTenbHble BelecTBa, 4118 UBMEHEHMS CKOPOCTU
n (Mnn) BpemeHu 1 (Mnn) MecTa BbICBOOOXAEHNSA
AencTBytoLero Bewectaa. icnons3oBaHne TepMuHa
"MoandunLmnpoBaHHoe BbICBOOOXAEHME" BO3MOXHO NKLLb
B TeX cny4asx, koraa HenpuMeHUMbl TEPMUHbI
"KnLLevyHopacTBOPMMbIE C NPONOHIMPOBAHHbLIM
BbICBODOXAEHNEM", "C MPONOHMMPOBAHHbBIM
BbICBODOXOEHNEM" UNn "KnweyHopacTBopumble”. B
cnyyae ecnv TabneTku NOKpbITbl 060MOYKON, NCMONB3YIOT
TepMuH "Tabnetkn ¢ MoaMdULMPOBaHHBLIM
BbICBODOXAEHMEM, NOKPbITLIE 060noykon”. B cnyyae
ecnu TabneTkn NOKPbITbl MAEHOYHOM 060I04KoN,
NCNOMb3YT TEPMUH "TabneTkn ¢ MoandULMPOBaHHLIM
BbICBOOOXEHMEM, NOKPLITbIE NIIEHOYHON 060M04KON"

20.22.

TabneTku ¢
NPOSIOHIMPOBAHHbBIM
BbICBOOOXXAEHNEM

TabneTku ons npyema BHYTpb, MOKPbITbIE CceynanbHOn
000n04KoNM UK coaepkalme cneynanbHble
BCMOMOraTesbHble BELLECTBA UMK NOMNyYeHHbIE MO
cneunanbHON TEXHONMOIMK, Ans 3aMeaneHHOro
HenpepbIBHOIO BbICBOOOXAEHNS AEUCTBYIOLLNX BELLECTB.
B cnyyae ecnv TabneTku NOKpbITbl 060N04YKON,
NCMNOMNb3YyT TEPMUH "TabneTkn ¢ NPONTIOHIMPOBAHHBLIM
BbICBODOXAEHMEM, NOKPLITLIE 060N04kon". B cnyyae
ecnu TabneTkn NOKPbITbl MNEHOYHOM 06ONOYKON,
NCMNOMb3YyT TEPMUH "TabneTkn ¢ NPONTIOHIMPOBAHHBLIM
BbICBODOXOEHNEM, NMOKPbITbIE NIIEHOYHON 060N04KON"

29.23.

TabneTkun Wwuny4yune

TabneTkn 6e3 060M104KkK, B COCTaB KOTOPbIX BBEAEHbI
OpraHuYeckne KUCroTbl 1 KapboHaTbl 1nu
ruapokapboHaTthl, pearvpytoLiue B NpUCyTCTBUM BOAbI C
BblerneHneM yrnepoaa auokcuaa. TabneTtkm wuny4dve
npeaHasHa4eHbl Ans pacTBOPEHUS Unn
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auncneprmpoesaHua B Boae nepen npuemMom BHYTPb

BHYTPVMbILLEYHOTO

30. TamnoHbI fiekapCTBEHHbIE nekapcTBeHHas opMa, npedHasHavyeHHas ong
Tamponae medicatae BBe[EHWs B eCTECTBEHHbIE OTBEPCTUS Tena Ha
OrpaHUYEHHbIN NepUog BPEMEHW, COCTOSILLANA N3 MArKOro
BOMOKHUCTOrO Matepuana, nponuTaHHOro 4eNCTBYOLLMM
BeLecTBOM c fobasneHmem nnm 6e3 gobasneHus
BCMOMOraTerbHbIX BELLECTB
30.1. | TaMnoHbl TaMMOHbI fiekapCTBEHHbIE, NpeaHa3HavYeHHbIe 1S
nekapcTBeHHbIE BBEEHUS BO Bnaranuiie
BarnHanbHble
30.2. | TaMnoHbI TaMMOHbI NeKapCTBEHHbIE, Kak NpaBunno, noMeLlaemMolie B
nekapcTBEHHblE COOTBETCTBYOLUME annimMKaTopbl LUITMHOPUYECKON
ONS MHranauum dOpMbI C 3aKPYrNEHHBIM KOHLOM 1 OTBEPCTUEM,
npegHasHayYeHHble ANst UHransuni Yepes HoCoBbIE XOAbI
30.3. TaMrnoHbl TaMMoHbI NeKapcTBeHHbIe, NpegHa3HavYeHHble ang
nekapcTBeHHbIe BBEAEHUS B NPSIMYHO KALLKY
pekTanbHble
30.4. TaMroHbI TaMMOHbI NeKapCTBEHHble, NpeHas3HavYeHHbIe ANns
nekapcTBeHHblEe BBEAEHUS B HAPYXKHbIV CIyXOBOW MPOX0A4
yLUHblEe
31. OKCTpakT nekapcTtBeHHas dopma, npeacTasnsioLlas cobom
Extracta KOHLEHTPUPOBAHHOE M3BEYEHNE N3 NIEKAPCTBEHHOIO
PacTUTENLHOIO ChIpbsi, PEXE U3 CbIPbsi )KUBOTHOMO
NMPOUCXOXOEHMSA
31.1.  |aKkcTpakT Ans 3KCTpaKT, NpeAHa3HaYeHHbI Ans MECTHOrO NPUMEHEHUS
MECTHOro (B TOM 4ncne nocrne passeneHns)
NpUMeHeHNs
31.2. AKCTPaKT Ans 3KCTPaKT, NpegHa3HavYeHHbIN AN HapyXHOro
Hapy>XHOro npuMeHeHus (B TOM Yncrie nocre passeneHns)
NpMMeHeHus
31.3. | 3aKcTpakT Ans 9KCTPaKT, NpegHa3Ha4YeHHbI Ansi npuemMa BHYTPb (B TOM
npvema BHYTpb yucne nocne pasBeaeHnst)
32. Omynbcus Xunakasa nekapcrteeHHasi hopma, NnpeacraBnsoLLas
Emulsa cobo reTeporeHHyo AByxasHyo ANCNEPCHY0 CUCTEMY
C XXMOKOW AMCNEePCHON ¢hasom 1 XXUAOKON OUCMEPCUOHHOWN
cpenon
32.1. |amynbeuns aMynbCus, NpegHasHayveHHasa ansi BBegeHus BO
BarMHanbHas Brnaranuiie C Lenbio okazaHus MEeCTHOro AeNCTBUS
32.2. | amynbeus aMyInbCcus, NpegHasHavYeHHas ans BBeAEHMWS B NOSOCTb
BHyTpUMaTo4Hast MaTKu
32.3. |amynbcua gns cTepurbHasi aMynbCcusl, NpeaHasHavYeHHast aAns BBEAEHMUS
BHYTPMBEHHOIO B BEHbI
BBEOEHUNS
32.4. |amynbeus ons cTepwrbHas aMyrnbCcus, NpeaHa3HavYeHHas 41 BBEAEHUS

B MbILLUEYHYIO TKaHb
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BBEOEHUNS
32.5. |amynbcus gns aMynbCus, NpegHasHaYeHHasa anst BBeAEHWS B XXenyaok
racTposHTepanbHor UnNu ABeHagLaTUNEePCTHYHO KULLKY C MOMOLLbIO
0 BBeAEHUS COOTBETCTBYIOLLIENO YCTPONCTBA
32.6. |amynbcus ons aMynbCus, NpegHasHadveHHasa ansi npeobpasoBaHnst B
NHransaumn asp030rb AN MHransuui ¢ NoOMOLLbIO
COOTBETCTBYIOLLENO YCTPOWUCTBA (Hanpumep,
Hebynansepa), nnbo amyrnbcus, obpasytoLLas napbl Npu
AobaBneHnn B ropsyylo BOgY Un Npu NOMOLLM
creumanbHOro yCTponcTBa (Hanpumep, nHranatopa),
npeaHasHavYeHHble Ans BObIXaHWs C Liernbio OKasaHus
MECTHOro OencTBus
32.7. aMynbcusa Ans cTepunbHasi amynbcusa Trna "Macno B Boae",
NHQY3N npegHasHayeHHas ansi napeHTepanbHOro NPMMeEHEHNS
nyTeM, Kak NpaBuno, MeAneHHoro, 4acTto KanesnbHoro
BBEAEHUS B LMPKYNNPYIOLLNA KPOBOTOK C MOMOLLIbIO
NHAY3NOHHBIX CUCTEM B 3HAYMTENbHOM 0b6beme
32.8. aMynbcusa angd cTepurbHasi aMynbcus Trna "Macno B Boae",
NHBLEKLMI npegHasHavyeHHas ans MHbEKLUMOHHOIO BBEAEHUS B
onpegerneHHble TKaHW U OpraHbl UM B COCyaNCTOe
pycrno
32.9. |amynbeus ons aMynbCcus, NpeaHasHavYeHHasa ans MecTHOro NpUMeHeHns
MECTHOrO
NpUMeEHeHMUS
32.10. |amynbcua gng aMynbCus, NpegHasHavYeHHasa s HapyXHOro
HapYy»XHOro NPYMEHeHNS
NpUMEHEHMS
32.11. |amynbcusa ans aMynbCus, NpeaHasHavyeHHasa ang npuemMa BHyTpb
npvema BHYTpb
32.12. |amynbens gns aMyrnbCcus, NpeaHasHavYeHHas ans npomMblBaHUA
NPOMbIBaHNS CNyxoBOro npoxoaa
CNyxoBOro npoxoaa
32.13. | amynbcus 3yGHas 3aMyInbCUs, NpegHasHavYeHHas ans HaHeceHus Ha 3ybbl 1
OECHDbI
32.14. |amynbcus aMynbCus, NpefHa3HavYeHHasa ans BBeAEHUS B NPSMyo
pekTanbHas KMLLKY
33. [Opyrve nekapcTeeHHble POpMbI
33.1. rybka nekapcTBeHHas hopma, npeacraenstoLlasi cooon
nekapcTBeHHas nopucTbii abcopbupyroLmii MaTepuan, NPonMTaHHbINA
Spongia medicinalis OEeNCTBYIOLLMM BEeLLeCTBOM UMK ABNSAIOLLMNCS UM
33.2. | gpaxe TBepaas 403NpOBaHHas fekapcTBeHHas hopma Ans
Dragees npuema BHyTpb, Nony4yaemMasi nyTem nocrionHoro
HaHeCeHWs1 Ha rpaHynbl, NONy4YeHHbIEe U3
nHanepeHTHbIX BCNoOMOraTernbHbIX BELLECTB
33.3. KapaHgaL TBepAas nekapcTBeHHada hopma B BUae KapaHgaiua
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NeKapCTBEHHbIN
Stylus medicinalis

LUMAMHOPUYECKON MM KOHUYECKOW hopMbl C
3aKpyrneHHbIM KOHLOM, NpeAHa3Ha4YeHHoro ans
Hapy>XHOTO NPUMEHEHWSI C LieNbio OKa3aHUsA MeCTHOTO
OEVCTBUSI U COCTOSILLIErO TONbKO U3 AENCTBYIOLLNX
BELLECTB (OQHOro UMM HECKOMbKMX) NMnbo
npeacTaBreHHOro NoaxoasiLen OCHOBOW, B KOTOPOWN
paBHOMEPHO pacnpegerneHbl 4eNCTBYOLLME BeLLeCTBa

neKapcTBEHHbIN

33.4. nak onsi HorTeun Xunakasa nekapcteeHHasi hopma, NpeacraBnsoLLas
nekapcTBeHHbIN cobo HEBOLHbIV pacTBOP AENCTBYOLLNX BELLECTB,
Vernix medicinalis npeaHasHavyeHHbIM ANg HaHeCeHUs Ha HOITeBYIO
NNacTUHY C Lenbio MNONy4YeHUs1 NakoBOro NOKPLITUA nocrie
ncnapeHns neTy4nx pactBopuTenen
33.5. negeHubl TBepAasi 403MpOBaHHas nekapcTeeHHasa opma,
nekapcTBeHHbIe nony4yaemasi cnocobom BbINMBaHWSA, coaepxallasa 0aHO
Caramelum W HECKOMNBKO AENCTBYIOLLMX BELLECTB, paBHOMEPHO
medicinale pacnpeeneHHbIX B COOTBETCTBYHOLLEN OCHOBE, U
npegHasHaYeHHas ansi paccacbiBaHWs C LEMbo OKa3aHus
MECTHOro AeWACTBUS B MOSIOCTU pTa U IMOTKe
33.6. nacTunkm TBepaas 4031pOBaHHas nekapcTBeHHas hopma,
neKkapcTBeHHbIE npeactaenstoLlast codor ynpyro-nnacTmyHy0 OCHOBY C
Rochiscus paBHOMEpPHO pacnpegeneHHbIMY B HEeW AeNCTBYOLLNM
medicinalis BELLECTBOM (BellecTBaMu), NnpegHasHavyeHHasa ans
paccacbiBaHUs C LIEMNbo OKa3aHUA MECTHOro AeCTBUS B
MonocTu pTa v rnoTke
33.7. NNacTUHbI TBepAasi nekapcTteeHHas dopma, npeacrasnsoLas
neKkapcTBEHHbIE cobor nnacTuHy onpeaeneHHoro pasmepa, CoCToALLYH
Lamina medicinalis 13 OCHOBbI U PAaBHOMEPHO pacnpeneneHHoro B Hew
OencTByloLLEero BellecTsa (BeLwecTB), NpeaHasHauYeHHY
0N HaKnaablBaHWS Ha paHeBYH NOBEPXHOCTb U
OKa3aHWs MeCTHOro AeNCTBUSA B TeUeHune
NPOAOIMKUTENBHOIO NEpUoaa BPEMEHU
33.8. NANTKK TBepAas nekapcTBeHHada popma, npeacrasnstoias
Tabella cobor NNacTUYHy Maccy ¢ paBHOMEPHO
pacnpegeneHHbIM B HEW OENCTBYIOLLNM BELLECTBOM,
numetoLlas opMy NAUTKU onpeaeneHHoro pasmvepa u
npeaHasHavyeHHas aAng npuema BHyTpb LIENIMKOM Unm
yacTamm
33.9. pesnHka TBepAas 403MpOBaHHas nekapcTBeHHada hopma
»XeBaTerbHas "pe3nHonogobHoON" KOHCUCTEHUMN, NpegHa3HaYeHHast
nekapcTBeHHas 005 KeBaHUA B TEYEHUE OMNpeaerneHHoro nepnoaa
Masticabilia gummis BpemMeHn 6e3 nocreyoLLero NpornaTbiBaHns € LEenbio
medicata OKa3aHWsi MeCTHOro AeNCTBUA B NOMOCTU pTa U rnoTke
WU CUCTEMHOIO AeNCTBUSA
33.10. |candeTtkun TBEpAasi nekapcTBeHHada popma, npeacrasnstowas
neKkapcTBeHHble cobon buogerpagupyembii matepuan B BUae candgeTku,
paccacbiBaroLmecst npeaHasHavyeHHas aAnga HaknagbliBaHUs Ha paHeByto
Mappula NMOBEPXHOCTb, CoAepXKaLlasn eNCcTByoLLEee BELLECTBO, C
medicinalis Lenbio okasaHuUs MECTHOIO AENCTBUS B TeYEHME
resorbens NPOAOIKUTENBHOIO Nepruoaa BpeMeHu
33.11. | wamnyHb Xnakas unvM Markas ierkoBcrneHvBaemas fiekapcTBeHHast

¢dopma, cogepxalian 4ENCTBYOLWME U BCOMOraTesibHble
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Capitilavium BELLECTBa, B TOM YMCIie NOBEPXHOCTHO-aKTUBHbLIE
medicinale BellecTBa, NpeaHa3HayeHHas Ans HaHeCeHUs Ha BOMOChI
N KOXY rornioBbl U NOCMEAYIOLWErO CMbIBaHWS BOOOM
33.12. |anukcup Xungkas nekapcTeeHHas hoopma Aris npruema BHyTpb B
Elixir BMAE BOOHO-CMMPTOBON CMECU OAHOIO UM HECKOMbKNX
N3BneYeHMn U3 NeKapCTBEHHOrO PacTUTENBHOMO Chipbs U
BCMOMoOraTernbHbIX BELEeCTB ¢ JobaBneHneM caxapos u
(nnn) caxapHoro konepa u (MnNu) Meda, a Takke npm
HeoOX0AMMOCTM OENCTBYIOLLMX BELLECTB
33.13. |rpaHynbl pe3aHo- nekapcTtBeHHas doopma, npeacTasnsioLwast cobom
npeccoBaHHbIe KYCOYKUN LUITMHOPUYECKOW, OKPYrOn NN HenpasunsHON
Granulae secant- ¢opMbl, NOMYYEHHbIE U3 NTEKAPCTBEHHOIO PacTUTENbHOIO
extruditur CbIpbsl M NpeAHa3Ha4YeHHble AN NONyYeHUs BOOAHbIX
n3BnevYeHun
33.14. |HacToM 1 oTBaphbI XWakue nekapcTeeHHble hopMbl, NpeacTasnsaowme
Infusa et decocta coboi BoOHbIE M3BMEYEHUS U3 NIEKAPCTBEHHOTO
pPacTUTENLHOIO Chipbs
33.15. | nunonu TBepAasl 403MpoBaHHasa nekapcTeeHHasa dopmMa ans
Pilulae npuema BHYTpb B BUAe LWapuKoB, Kak NpaBuno, Maccom
ot 0,1 go 0,5 r, amameTpom He Boree 8 MM, NOMNyYEHHbIX
N3 0QHOPOAHOM NMacTUYHON Macchl. [MNuntonmn maccon
6onee 0,5 r HasbIBaloTCA BGonocamm
33.16. |cbopsl nekapcTtBeHHas opma, npeacTasnsioLLas cobon cmecu
Species OBYX 1 Bonee BUAOB NEKAPCTBEHHOIO pacTUTENbHOIO
CbIpbsl pa3nNMyHbIX CNocoboB NepepaboTKN, BO3MOXHO C
nobaBneHnem cybcTaHLMn MUHEPATbHOTO,
CUMHTETUYECKOro, PaCTUTENBHOMO U XXUBOTHOTO
NMPOUCXOXOEHMSA
33.17. |cok Xunakasa nekapcteeHHast hopma, NnpeacraBnsoLLas
Succus cobo COK, NONYyYEHHbIN U3 CBEXEro NeKapCTBEHHOro
pPacTUTENBLHOIO Chipbsi, C [OOABNEHMEM OENCTBYIOLLMX U
(nnn) BcnomoraTtenbHbIX BELLECTB
34. CneumanbHble Gopmbl
romMmeonaTU4eckmx NekapCTBEHHbIX
npenapaToB
34.1. onoaernbaok MbIUTbHBIA MIUHUMEHT, COCTOSALLMA U3 CMECU aKTUBHbIX
roMeonaTn4eckni KOMMOHEHTOB B rOMEONaTUYECKNX Pa3BeAEHUSX U
Linimentum OCHOBbI
saponatum
homeopathic
34.2. nunonm N1 romeonaTnyeckue, UMNperHMpoBaHHbIe OOQHUM
UMMNpPErHNpoBaHHkLIE nnu 6onee XUOKUMU roMeonaTUYeCKMMM
romeonartunyeckune nekapcTBEHHbIMU NpenapaTamu
Pilulae imbuta
homeopathic
34.3. |cmecu nekapcTtBeHHas opma, npeacTasnsioLLas cobom
romeonaTunyeckme OAHOTUMHbIE CMECU TPUTYpaLMN roMeonaTu4eckumx,
Mixturam HaCTOEeK romeonaTuyecKnx MaTpuyHbIX, pacTBOPOB

homeopathic

romeonaTtn4ecknx nnm nx paasep,eHMPl C pas3nunyHbiMn
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BCnomoraTteribHbIMM BelwlecTBaMn U npeaHa3Ha4dyeHbl Angd
nony4yeHnsa nekapcTteeHHbIX CpencTs

34.4. TpUTypaumm TBephas nekapcTBeHHasa hopma B BUae NopoLuka,
romeonartunyeckune COCTOSILLAs U3 OOHOIO UMM HECKOIBbKMX U3MESIbYEHHbIX
Trituration KOMMOHEHTOB 1 (M) UX pa3BeaeHUn co
homeopathic BCMOMOraTernbHbIM BELLECTBOM

34.5. | pacTBOpbI U Xugkme pacTBOpbI FTOMEONAaTUYECKNE - PACTBOPbI OOHOMO UNn
pa3BefeHus HECKOJTbKMX aKTUBHbIX KOMMOHEHTOB B COOTBETCTBYIOLLUX
romeonartunyeckune romeonatnyecknx paspegerusax. XKvgkue passegeHus
Solutiones et liquid romeonaTnyeckue - passefeHust akTUBHbIX KOMMOHEHTOB
dilution B pacTBOPUTENAX UMM CMECU B3aMMOCMELLMBAOLLINXCA
homeopathic pacTBopuTenen ¢ obpasoBaHMeM roMeonaTM4ecknx

nekapcTBeHHbIX hopM

34.6. HaCTOWKWN Xnakne U3BneyYeHnsi U3 CBEXero Ui BblCYLLEHHOMO
MaTpU4Hble NEeKapCTBEHHOrO PacTUTENBHOMO Cbipbs U (UNK) CbIpbs
romeonaTunyeckue YXMBOTHOIO NMPOUCXOXOEHUS NN CMECU COKa PaCcTEHUN C
Tinctures matrix 3TaHOMOM, UCMNONb3yeMble 49 NPOU3BOACTBA
homeopathic (n3rotoBneHNs) romeonaTUyYeCcKMX NeKapCTBEHHbIX

cpencte

35. PacTtBoputens XMAKOCTb UNN pacTBOpP, UCTMONb3yeEMbIE B Ka4eCTBe

pacTBopuTens (pa3baBuTens) Anst TeKapCTBEHHbIX
npenapaToB

35.1. pacTBopuTenb Ang CTEepUnbHbIN pacTBOpPUTESNb ANSA NeKapCTBEHHbIX (hopM,
NPUroTOBNEHMUS npeaHasHavYeHHbIX 4151 UHBEKLUNOHHOIO (MHGY3UOHHOrO)
neKapcTBEHHbIX BBeOEHMUs
dopm ons
MHBbEeKLMN

35.2. pacTeBopuTenb ANng CTEPUIbHbIN PacTBOPUTENb ANSA BaKUWH,

NpUroTOBNEHUS npeaHasHavYeHHbIX 45151 UHBEKLNOHHOIO BBEAEHUS
BaKUWH Ans
MHBbEKLINN

MpumeyaHus:

1. Tlpu cocTaBneHWM HaMMEHOBaHWS fneKkapCTBEHHOW OpMbl  nNpenapata  JonyckaeTcs
KOMOWHMPOBaHME WCMOSMb3YIOLINXCA B MNEPEeYHEe OCHOBHbIX W [OMOSHUTENbHBIX 3MEMEHTOB, a TaKke
KOMOWHMPOBaHNE WMEIOLLErocsl OCHOBHOMO 3f1EMEeHTa HauMeHOBaHUS C AOMNONHUTENbHbIM 3IEMEHTOM-
NMPU3HaKoMm MyTW BBEOEHUS, OTCYTCTBYIOLWIMM B WCXOAHOM MepeyHe, AnS COCTaBneHus HavMeHOBaHWN
nekapcTBeHHbIX OPM, M3HayarbHO B HEM OTCYTCTBYHOLWMX (Hanpumep, pacTBOp WHTECTMHAarbHbIN,
amynbcusa ons petpobynsbapHoro BBegeHMs).

2. B HauMmeHoBaHMAX neKapCTBEHHbIX (OpPM roMeonaTuyeckux JieKapCTBEHHbIX MpenapaTos
JOMNOSTHUTESNBHO yKa3blBaeTcs "romeonaTtnyeckmin”.

3. B HanmeHoBaHUAX feKapCTBEHHbIX POPM MOTYT TaKke yKasbiBaTbCA CrieaytoLime AONoMnHUTENbHbIE
npu3Haku: npupoga pacTteoputend (Hanpumep, "MacnsHbiA", "cnupTtoBOon"), MpU3HaK BO3pacTHOM rpynMbl
(Hanpumep, "gona geten"), BkycoapomaTtudeckne gobasku (Hampumep, "co BKycom u (Mnu) apomatom") u
OTCyTCTBUME caxapa (Hanpumep, "6e3 caxapa").

4. B HavMeHOBaHWSX NeKapCTBEHHbIX (POpM NeKapCTBEHHbIX MpenapaToB, CoAepXKaliMx B OAHOW
noTPeObUTENBCKOW YNaKoBKE HECKOSIbKO MEPBUYHBLIX YMAKOBOK pa3fUYHbIX JeKapCTBEHHbLIX MpenapaTos,
ncnonb3yeTcsi crnoeo "Habop".

5. Tpu cocTaBneHWM HauMeHOBaHUIM NeKapCTBEHHbIX nNpenapaToB, MpeacTaBnswoWmx cobon
pacacoBaHHOE JeKapCTBEHHOE Cbipbe W NpefHa3HaYeHHbIX AN NPUroTOBMNEHUSA BOAHLIX M3BMEYEHWUNH, B
KayeCTBe OCHOBHOMO SreMeHTa WUCMOMb3yeTCsl Has3BaHMe CbIPbEBOW YacTW MPOM3BOOSALLErO pPacTeHus, a B
KayecTBe [OOMNOMHWUTENbHOIO 3MeMeHTa - MPU3HaK ero U3MenbYeHHOCTU (Hanpumep, "MUCTbA LefnbHble",
"UBETKM  M3MenbueHHble", "TpaBa-nopowok"). B  HaMMeHOBaHWM  NEeKapCTBEHHOro  npenapaTa,
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npeacTaensAlLWwero cobon CMecb HECKONMbKMX BUOOB FIEKAPCTBEHHOINO PaCTUTENbHOIO CbIpbs, B KavyecTBe
OCHOBHOFO 93rIeMeHTa WCMOoSb3yeTcsl HaMMEHOBaHWE JlekapCTBeHHOW dopmbl "cbop”, B KayecTBe
OOMOMHUTENBHOMO - MPU3HaK €ro U3MenibYeHHOCTU (Hanpumep, "cbop uenbHbIn", "cOop M3MenbYeHHbIn",

"cbop-nopoLuok").
6. Kpatkoe HanmeHoBaHWe NeKkapCTBEHHOW (POpMbl MCMOMb3YeTCs NMPU MapPKUPOBKE NEKapCTBEHHOMO

npenapara B clfly4ae HeoCTaTOYHOCTM MH(OPMALIMOHHOIO NOJIS.
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