I[MTPUJIOXXKEHUE

Kk Pemennro Komnerun
EBpa3niickoil 5KOHOMUYECKON KOMUCCUU
oT 20 1. Ne

N3IMEHEHUAA,

BHOCHUMBIC B HOMeHKJIaTypy JEKAPCTBCHHBIX (l)OpM

1.1Tlo TEKCTY IIOCJIC CJIIOB «C OTCPOYCHHBLIM» JOIIOJHHUTL CJIOBOM

«(OTIO0KEHHBIM ).

2.B mno3uiuu 8 cioBa «AEHCTBYIONIMX BEIIECTB» 3aMEHUTH CIIOBAMH

«aKTUBHBIX (hapMaIeBTUUECKUX CYyOCTaHITUIN.

CJIOBOM «pPa3BCACHUI.

3aMCHHUTL CJIOBaAMH

3.B mno3ummu 10 crnoBa «pa3baBiieHus (pa3BeleHUs)» 3aMEHUTH

4. B no3unmu 13 crnoBa «KUJIKUX WIM MSATKUX JIGKAPCTBEHHBIX (Popm»

KOHCHUCTCHIHUHN).

«19.

(JICKAPCTBEHHBIX CPEICTB JKUAKOW WA MATKON

5. B mo3unmu 18 mudpet «20» 3ameHuTs nudpamu «25».

6. ITo3unuio 19 u3n0xuTh B ClieayIOLIEN pelaKIUu:

Ilena
JICKapCTBEHHAS

JIeKapcTBEeHHas (popma, MpeICTaBIISIONIAs
co00¥ pacTBOp WJIHM SMYJIBCUIO UITU
CYCIICH3HIO JIEVUCTBYIOIIUX U
BCIIOMOTATEIbHBIX BEUIECTB (B TOM UHUCIIE
MOBEPXHOCTHO-AKTUBHBIX ), KOTOPHIE
HaXOJSITCS MO/ 1aBJICHUEM MIPONEIICHTA B
repMETUYHOMN YIIaKOBKE, CHA0KEHHOM
KJIAITAHHO-PACIbUIMTEIIbHOU CUCTEMOM,
oOecreunBaroIe BEICBOOOXKIEHUE
COJIEPKUMOTO B BUJIE AUCIIEPCUU Ta3a B
KUJKUX, pexe TBepbIX (pazax ».

7. Iozunuro 20 U3JI0KUTH B CIEAYIONIEH peaaKIuu:
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«20. IInacTeipb JeKapcTBEeHHas (popma, mpeTHa3HaAYCHHAS
JIEKapCTBEHHbIN JUTSL HApY KHOTO MJIM MECTHOTO TPUMEHEHUS,
COCTOSIIIAsl U3 HAHECEHHBIX Ha MOJUIOKKY
OCHOBBI, COJIeprKallleld 0OJIHO UM HECKOJIBKO
JIEHCTBYIOLIUX BEIIECTB, U 001aato1as
CIIOCOOHOCTBIO MPHJIUIATH K KOXKE WIIN

CIIU3UCTBIM 000JIOUKAM ”.

8. [Mozunuro 20.3 u3NM0XUTh B CIEAYIOUIEH peaKiuu:

«20'.  TInacteipb JieKapcTBeHHas opma, npeHa3HaueHHAs JIJIs
TpaHCACpMaJIbHbIN HapY>KHOTO IPUMEHEHUSI, COCTOSIIas U3

HAHECEHHBIX Ha MOJIOKKY MaTPUIIbl WIH
pe3epByapa, npeaHa3HauYeHHas IS
KOHTPOJIUPYEMOU TOCTABKU JEHCTBYIOIIETO
BellleCTBA (BEILIECTB) B CUCTEMHBIA KPOBOTOK
nyTeM naccuBHo quddys3un yepes
HETOBPEKICHHYIO KOXKY ».

9.B mo3umuu 24 mocie cioBa «3aMEHHUTENIW» JIOMOJHHUTH CIOBaMU
«, IpeJTHa3HaYCHHAs JJIsl IPUEMa BHYTPbY.

10. I[To3unuro 24.1 UCKIIIOYNTb.

11. To3uruto 25 U3JI0KUTH B CIEAYIONIEH PeaKIUu:

«25. Cucrema JIEKapCTBEHHas opMa, MpeICTaBIIAIOMIAs

TepaneBTUYECKAs co0oli cUCTeMY JIOCTaBKU U CTIEIU(UUECKOTO
BBICBOOOKICHUS IEUCTBYIOIIETO BEILIECTBA
(BelIecTB), B TEUEHUE OMPEIEICHHOI 0, KaK
IIPaBUJIO, TPOJOJIKUTEIBHOIO MIEpUOAA
BpeMeHU. Vcronbp30BaHue TEpMUHA
«CHCTEMa TepareBTHYECKas» BO3MOKHO
JMIIb B CJIy4ae, €CJIU HE NPUMEHUMBI IpYyrue
TEPMUHBI ».

12.B no3unuu 30 cioBa «JIEHCTBYIOIIUM BEIIECTBOMY» 3aMEHHUTh
CJIOBaMU «aKTUBHOM (papMalleBTUUECKOM cyOcTaHIMel (CyOCTaHITUSIMM )».
13. TTo3ururo 33.1 U3M0KUTH B CICIYIONICH PEeIaKIINH:

«33.1. ryOka CTepUJIbHAS JIEKAPCTBEHHAS (hopMa,
JIEKapCTBEHHAs MpeCTaBIISAIONIAs COOOM MOPUCTHIN
abcopOupyroLuii MaTepral, MPONUTAHHBIN
aKTUBHOMN (papMarieBTHUECKON CyOCTaHITUEH
(CyOCTaHIIUSMM ) UITH SIBJISTFOLITUACS €10 C
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nobaBieHueM WM 0e3 1o0aBlIeHUs
BCIIOMOTaTEIbHBIX BEIIECTB,

npeaHa3HauYCHHAs IS HApY)KHOTO HIIH
MECTHOTO ITPUMEHEHHS ».

14.B no3unuu 33.5 1mocie cioBa «BBUIMBAHUAY) MOIOJHUTH CJIOBAMU
«HJIA TIPECCOBAHUS.

15. [To3unwmto 33.7 U310KUTh B CIEAYIONMICH PEIaKIIUN:

«33.7. TIacTUHBI TBEpAas JEKapCTBEHHasl popma,

JIEKapCTBEHHBIE IpeJcTaBistoIast coOOOM IIaCTUHY
ONPENIEIIEHHOTO pa3Mepa, COCTOSIIYIO U3
OCHOBBI U1 PABHOMEPHO PACHPEIECIICHHON B
HEl akTUBHOW (papMalieBTUUECKOM
cyOctaHuu (CyOCTaHIIU ),
IIpEAHA3HAYEHHYIO JUISl HAKJIAIbIBAaHUS Ha
PAHEBYIO IOBEPXHOCTh WJIM CIIM3UCTHIE
000JIOUKH U OKa3aHUsI MECTHOTO JCHCTBUS B
TEYEHUE MPOJOJDKUTEIBHOIO IIEpruoaa
BPEMEHHU ».

16. ITo3uruto 33.10 U3I0KUTH B CIAEAYIONIECH pelaKIlin:

«33.10. canderku TBEp1asi JIekapcTBeHHas (hopMma,

JIEKapCTBEHHBIE MIpeICTaBIIAIONIAs COO0M MaTepran B BUIE
caneTK, coepkaliasi OJHO UK
HECKOJIBKO JCHCTBYIOIINX BEIIECTB,
npeaHa3HaueHHAas JJIsl HAKJIa/IbIBAaHUS Ha
PaHEBYIO IOBEPXHOCTH C LEJIbI0 OKa3aHUS
MECTHOTO JICHICTBHUSI B TEUEHUE
MPOJOJKUTEIBLHOTO MEpUoa BpEMEHH ».

17. JIonoJHUTH TO3UIIUEN CIEAYIONIETO COJIePIKAHUS:

«33.10.1. canderku can(eTKu JeKapCTBEHHBIE, MPOU3BEICHHbBIE
JIEKapCTBEHHBIE Ha OCHOBE OMOJIETPaJIMPYEMBIX MAaTEPHAIOB
paccachIBaroIuecs
(bromerpaMpyroIIKe) ».

18. B no3unusix 3.8, 28.14 cji0BO «HEMOCPEICTBEHHO» UCKIIOYUTh.
19. Jlononmuute  HomeHknaTypod — JeKapCTBEHHBIX  (opM  Jyist

BCTCPHUHAPHBIX JICKAPCTBCHHBIX IIPCIIaApaTOB, CJICAYIOIICTIO COACPKAHMA!



«YTBEPXKXJIEHA

Pemennem Kosernn
EBpa3uiickoil 3KOHOMUYECKON KOMUCCUU
oT 20 1. Ne

HOMEHKJIATY PA

JIEKAPCTBEHHbIX ()OPM /I BETEPHHAPHBIX JIEKAPCTBEHHBIX MPeEnapaTos

HanMeHoBaHue JeKapCTBEHHON (OPMBI

Ne Onpenenenue
IIOJIHOE KpaTKoe
1. |T'a3 BeTeprHapHBIii JeKapcTBeHHas: (popma, IMpeAcTaBistomas coooi ar000e BEIIECTBO WM CMECh
BEIIECTB, Tra3000pa3HbIX TIPH HOPMAIBHOM arMOC(EpHOM  JaBJICHUU
¥ KOMHaTHOM TeMIeparype
1.1. |ra3 BeTepuHapHBIii ra3 BeTepUHApHbIN, cxuxaromuiica npu gasinennu 101,3 kIla u temneparype
KPUOTE€HHBIN ke munyc 150°C
1.2. |ra3 BeTepuHapHbIi ra3 BETEpUHAPHBINA, COXPAHAIOIINNA ra3000pa3HOE COCTOSHUE MPHU HAMOJIHEHUU
CKaTbId 0J] IaBJIeHHEM TpH Temrieparype munyc 50°C
1.3. |ra3 BeTepuHapHbIi ra3 BETEpUHAPHBIM, HAXONALIMHCS B JBYX(a3HOM COCTOSHUM (ra3 Haju
CKMYKEHHBIN YKUJKOCTBIO) TIPU HATIOJIHEHUH 1101 IaBJIeHUEM Tpu Temneparype Mmunyc 50°C
2. |T'enw MSTKasl JIeKapcTBEHHas (opMa B BUAE KOJUIOMTHOW AUCIEPCHUM, TOTyUYECHHAS
nyTeM rejaeo0pa3oBaHus C UCMIOIb30BAHUEM CIIEUATIbHBIX BEILIECTB
2.1. |renp nns relib, IpeIHa3HAYeHHBIN ISl HETTOCPEICTBEHHOTO BBEACHUS B MAaTKy (IIEHKY,
BHYTPUMATOYHOTO MOJIOCTh WJIM JTHO) C LEJIBI0 OKa3aHUsl MECTHOTO ACHCTBUS

IMPUMCHCHUA




HanMeHoBaHue JeKapCTBEHHON (OPMBI

No Onpenenenue
MOJIHOE KpaTkoe
2.2, |remb s rejib CTePWIbHBINA, MpeHa3HAYCHHBIA /JI1 BBEJACHHS B MOJIOYHBIE >KEJE3bl
UHTPALICTEPHATLHOTO Yyepe3 COCKOBBIM KaHaJ € LIEbI0 OKa3aHUsI MECTHOTO JACHCTBUS
NpUMEHEHUS
3. |Kpem MSTKas JieKapcTBeHHast popMa B BUJE MHOTO(]a3HON CUCTEMBI, COCTOSIICH
U3 TUNOoQWIBHON TUTa Bojaa/mMacio (B/M) U rupodUiIbHON THIa Maciio/Boaa
(M/B) (a3 M MHOKECTBEHHOM IMYJIbCHHU
3.1. |kpem nns KpeM, MpeIHa3HauYEHHBIN /I HEMOCPEACTBEHHOIO BBEJICHUS B MaTKy (IIEHKY,
BHYTPUMATOYHOTO HOJIOCTb WJIM JTHO) C LIEJIbI0 OKA3aHUS MECTHOTO JEHCTBUS
BBEJICHUS
3.2. |Kkpem mis KPEM CTEpPWJIbHBIM, NMPEIHA3HAYEHHBIN Il BBEICHHS B MOJIOYHBIE KEIIE3BI
HMHTPALMCTEPHATIHLHOTO Yyepe3 COCKOBBIN KaHal C LEJIbI0 OKa3aHUsI MECTHOTO JCHCTBHS
BBEJICHUS
4.  |Konuentpar KUOKas JIeKapcTBeHHast (popma, MpeaHa3HAYCHHAs il NPUMEHEHHUs TOcie
pa3BeJieHUs] B COOTBETCTBYIOIIEM PACTBOPUTETIE 10 TPEOYyeMOil KOHIIEHTPAIlUU
4.1 |KOHULEHTpAT AJis KOHIIEHTpAT, NpeJHa3HAaYeHHbIX [UIsI MPUTOTOBICHUSI CYCIIEH3UM JUIf
MIPUTOTOBJICHUS BBE/ICHUSI B MaTKy (ILIEHKY, IOJOCTh WJIM JTHO) C LIEJbI0 OKa3aHHUsI MECTHOTO
CYCIIEH3UH ISl neicTBUsS
BHYTPUMATOYHOTO
BBEJICHUS
5. |Ma3ssp MATKasl JIeKapcTBeHHas (opma, cocTosmas U3 OJHO(MA3HOW OCHOBHI,
B KOTOpPOW pACTBOPEHBI WIIM JOUCIIEPTUPOBAHBI TBEPAbIC, WA KHUIKHE
JIEMCTBYIOIIME BEILIECTBA
5.1. |ma3p s Ma3b, TpeJHa3HAYCHHAs IS HEMOCPEACTBEHHOTO BBEJCHHS B MaTKy (IIEHKY,

BHYTPHUMATOYHOI'O

MOJIOCTh WJIM JTHO) C IIEJIbI0 OKa3aHUsI MECTHOTO JIEUCTBUS




HanMeHoBaHue JeKapCTBEHHON (OPMBI

No Onpenenenue
MOJIHOE KpaTkoe
pUMEHEHUS
5.2. |ma3p mid Ma3b CTEpWJIbHAsA, NpPEIHAa3HAUYCHHAsl ISl BBEICHUS B MOJIOYHBIEC IKEJIE3bI
MHTPALMCTEPHAILHOTO Yepe3 COCKOBBIM KaHAJI ¢ LEIbI0 OKa3aHUsI MECTHOT'O IEUCTBUS
MPUMEHEHUS
6. |Ilanoukn TBepAas JEeKapCTBEHHas (popMa KOHMYECKON WM LHJIMHIPUYECKOU (POpPMBI,
MpeAHa3HAaYeHHast I BBEJAEHUS B €CTECTBEHHbIE WIIM MAaTOJOTUYECKUE
MOJIOCTU OpraHu3Ma
6.1 |maJo4yKu BHYTpHUMAaTOYHBIE MaJoO4YKH, NpeIHa3HAUYCHHbIE [JIs HEMOCPEICTBEHHOTO BBEICHUS B MATKY
(1Ie¥Ky, MOJIOCTh UIIK JTHO) C LIEJIbI0 OKa3aHUsI MECTHOTO JICHCTBUS
7. |1lopomok TBepJas JieKapcTBeHHas (opMa, COCTOSIIAsi M3 OTAEIbHBIX CYXUX YaCTHII
Pa3IMYHOM CTENEHU JUCIIEPCHOCTH, 00aAatonasi CBOMCTBOM ChIITY4YECTH
7.1 |mopowmoK st NOPOIIOK JIJIsl IPUTOTOBJIEHUS CYCIIEH3UH, IPEIHA3HAYEHHOM JUIsl BBEICHUS B
IIPUTOTOBJICHUS MartKy (IIEHKY, ITOJIOCTh WM JTHO) C LIEJbI0 OKa3aHUsI MECTHOT'O IEUCTBUS
CYCIIEH3UU IS
BHYTPUMAaTOYHOTO
BBE/ICHUS
8. |PactBOp KHUJKas JeKapcTBeHHas (opma, moiydaemasi IMyTeM PacTBOPEHHS TBEPIBIX,
KUJKUAX WU ra3000pa3HbIX BEIIECTB B COOTBETCTBYIOLIEM PACTBOPUTEIIE WU
CMECH B3aMMOCMEIINBAIOIIUXCS] pACTBOPUTENIECH
8.1. |pacTtBOp M pacTBOpP CTEPHJIbHBIM, MPEAHA3HAYEHHBIN sl BBEACHUS B MOJIOYHBIE KEJIE3bI

MHTPALMCTEPHATLHOTO

qcpe3 COCKOBBIN KaHaJI C OCJIBIO OKa3aHUusA MCCTHOTI'O ﬂGfICTBI/IH




HanMeHoBaHue JeKapCTBEHHON (OPMBI

No Onpenenenue
TIOJTHOE KpaTKoe
BBEJICHUS

9. |Cucrema JeKapcTBeHHas (Gopma, NpPeNCTaBIAIONIas CcoOOW CHCTEeMYy JOCTaBKU U

TeparneBTHYECKast CHeM(PUIECKOr0 BBHICBOOOXKIICHUSI JACHCTBYIONIETO BelecTBa (BEUISCTB) B
TEYCHHE ONPEICICHHOTO, KaK TMpaBWIO, NPOAODKUTEIBHOTO IepHoja
BpeMeHU (UCIOJIb30BAaHUE TEPMHUHA «CHCTEMa TepareBTHYECKas» BO3MOXKHO
JMIIIb B CIIy4asiX, KOT/Ia HE IPUMEHUMBI IPYyTHUE TEPMUHBI)

9.1. |cuctema TeparneBTHUUECKas cucTeMa, IpeIHa3HaYeHHAas JUIsl HApYKHOTO MPUMEHEHUSI U 00ecTieYrBaroIIas
JUTSI HAPY>KHOTO TepaneBTuYecKuil 3H(PEeKT Ha MPOTIKEHUHU ONPEIEICHHOTO IEproIa BpEMEHH
MPUMEHEHUS
BETEpUHApHAs

9.2. |cucrema TeparneBTHUUECKAs cucTteMa, TMpelHa3HadeHHas Ui  BBEJIEHUA B  TIOJOCTH  Tela
JUISL MECTHOTO u  obecreunBaromas  TepaneBTUYeCKUd  AGHEKT Ha  MPOTSHKEHUU
TpUMeHEHHs! OTIpEeJIeIICHHOTO TMepruoa BpEMEHH
BEeTEpUHApHAas

9.3. |cucrema cUcTeMa, MpeIHa3HauYeHHAsl I BBEJICHUS )KBAUHBIM )KUBOTHBIM B pyOer
TepaneBTUYECKast
WHTpapyMUHAaJIbHAs

10. |Cynnmosuropun TBepAas JI03UpOBaHHAas JieKapcTBeHHass Qopma, coaepxkamas 1 win

HECKOJIbKO JCHCTBYIOIINX BEIIECTB, PACTBOPEHHBIX WIIA JUCTIEPTUPOBAHHBIX B
MOIXOISIIIEH OCHOBE, pacCIUIaBIISIFOIIASCS (pacTBoOpsIOIIAsCA,
pacnagaronascs) mpu TeMIeparype Teia

10.1 |cynmo3utopuu CYIIIO3UTOPHUH, TIPEHA3HAUYECHHBIE NI HETIOCPEICTBEHHOTO BBE/ICHUS B MATKY
BHYTPUMATOYHbIE (1mIerKy, MOJIOCTh WM JTHO) C LEbI0 OKa3aHUs MECTHOTO JCHCTBUS




HanMeHoBaHue JeKapCTBEHHON (OPMBI

No Onpenenenue
MIOJIHOE KpaTkoe
11. |Cycnensus KUAKasg JeKapcTBeHHas ¢GopMa, NPENCTaBISAONIasl COO0W TeTepOTreHHYIO
JIUCIIEPCHYIO  CHCTEMY, COJEpX aumyrd | WIM HECKOJIbKO  TBEPIbIX
JNEUCTBYIOIIUX BELIECTB, PACIIPEICICHHBIX B )KUIKON JUCIIEPCUOHHOMN Cpee
11.1 |cycnen3us nis CyCI€H3Ms, IMpEIHAa3HAYEHHAas ISl HEMOCPEICTBEHHOIO BBEICHUS B MATKY
BHYTPUMAaTOYHOTO (LeliKy, MOJIOCTh WK JIHO) C LEIbI0 OKa3aHUsI MECTHOTO ACHCTBUS
BBEJICHUS
11.2 |cycnien3us s CyCIIEH3Us CTEpUIIbHAS, IPEIHA3HAUYCHHAs JIUIS BBEICHHUS B MOJIOYHBIE JKEJIE3bI
MHTPALUCTEPHAIBHOTO 4yepe3 COCKOBBINM KaHAJI ¢ LEIbI0 OKa3aHUSI MECTHOTO JIEUCTBUSA
BBEJICHUS
12. | Tabnetku TBEpJAas JO3UpPOBAaHHAs JieKapcTBeHHas (Qopma, coaepxamas 1 win
HECKOJIBKO JIEUCTBYIOIIMX BEIIECTB C JoOaBiIeHMEM WM 0e3 J00aBICHUS
BCIIOMOTATEIbHBIX BEIIECTB W IMOJydaeMasl IyTEM MPECCOBAHUS IMOPOIIKOB
WIN TPaHyJl, WK APYTUM MOJIXOJSAIIMM CIIOCOOOM
12.1 | Tabnetku s TaOJIETKU U1 IPUTOTOBJIEHUS CYCIIEH3UHU, NPEAHA3HAYCHHOU Ui BBEACHUS B
IIPUTOTOBJICHUS MartKy (IIEWKY, ITOJIOCTh WM JTHO) C LIEJbI0 OKa3aHUsI MECTHOI'O IEUCTBUS
CYCII€H3UM JJIs1
BHYTPUMAaTOYHOTO
BBE/ICHUS
13. | Omynbcus KUAKasg JeKapcTBeHHas ¢GopMa, TPENCTaBISAIONIasi COOO0W TEeTePOTCHHYIO
IBYX(a3HyI0 JUCHEPCHYIO CUCTEMY C XKUAKOW TUCHepCHOU (a3oil u KUIKON
JIUCIIEPCUOHHOMU Cpelon
13.1 [amynbcus ais SMYJIbCHSI CTEPHIIbHAS, TPEIHA3HAYECHHAS JIJIsl BBEJAEHUS B MOJIOYHBIE XKEJIE3bI

WHTapLUUCTEPHAIBHOIO
BBEJICHUS

4yepe3 COCKOBBIM KaHaJl C LIEJIbI0 OKa3aHUsI MECTHOTO JICUCTBUSA




HanMeHoBaHue JeKapCTBEHHON (OPMBI

No Onpenenenue
MOJIHOE KpaTkoe
14. | dpyrue nekapCcTBEHHBIC
hopMBI
14.1 |Oupka yurHas TBEepJas JI03UpOBaHHAs JIEKapCTBEHHass QopMa, TMpeaHa3HAuYCHHAs IS
HapY>KHOTO TPUKPEIUIEHUS K TeNly JKMBOTHOTO M  oOecnedyuBaronas
MOCTETICHHOE BBICBOOOXKICHHE JEHCTBYIOIIUX BEIIECTB B OKPYXKAIOIILYIO
cpeny
14.2 |nak yist HOTTe!, KOT'TeH, KUJKas JIeKapcTBeHHas (opma, mpecTaBistomas coo0oil HEBOAHBIA PAaCTBOP
KOTIBIT M KOTIBITEI] JEUCTBYIONIUX BEIECTB, MPEJAHA3HAYCHHBIA JJIsi HAHECEHUS Ha HOTTEBYIO
JICKapCTBEHHBIN IUTACTHHY, HA POTOBYI0 MOBEPXHOCTh KOITS, HAa POTOBYI0 IOBEPXHOCTH
KOMBbITA WM KOMBITIA C IEJIbI0 TOJYYEeHHs] JIAKOBOTO TMOKPBITUS TOCIIE
WCTIapEHUS JICTYIUX PACTBOPHUTEIICH
14.3.| omeitHuK TBepJas JO3UPOBAHHAS JiekapcTBeHHAas (popma (JieHTa), mpeiHa3HAauCHHAS IS
MIPOTUBOMAPA3UTAPHBIN HApY>KHOTO TPUKPEIUIEHUS K TeNy JKMBOTHOTO M  oOecredyuBaromas
HETMPEPBIBHBIN KOHTAKT JACHCTBYIOIIETO BEIICCTBA C KOKHBIM WJIM IIEPCTHBIM
MTOKPOBOM JKHBOTHOTO
14.4. | nnacTuHa BeTepUHApHAas TBepJas JIeKapCcTBeHHas (opma, MpeaHa3HAauyeHHas [JIsl YCTaHOBKH BHYTPU
yIIbsI TTUETT
14.5. | miHyp BeTEpUHAPHBINA TBepJas JIeKapCcTBeHHas (opma, MpeaHa3HAauyeHHas [JIsl YCTaHOBKH BHYTPU

YJbs ITICIT




10

21. Paznen IlosicHeHUs U3JI0KUTH B CIEAYIOIIEH peaaKIuu:
«llossicHeHUA

Hacrosimas Homenkmarypa paspaboTaHa B IelAX  yHUQUKAIUMU
HAMMEHOBAaHUM JIEKAPCTBEHHBIX (POPM, HCIONB3YEMbIX IMPU MAPKUPOBKE
JIEKAPCTBEHHBIX MPEMAPATOB JJIsI MEIUIIMHCKOTO IPUMEHEHUS U BETEPUHAPHBIX
JIEKAPCTBEHHBIX  IIPENaparoB, COCTABICHUHW  PETUCTPALMOHHOTO  JIOCHE
JIEKapCTBEHHBIX MPENaparoB sl MEAULUHCKOTO MPUMEHEHHSI U BETEPUHAPHBIX
JIEKAPCTBEHHBIX MIpEINaparos, dbopMupoBaHUU €UHBIX peecTpoB
3apETUCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  CPEACTB [  MEAMIMHCKOIO
NPUMEHEHUST W BETEPUHAPHBIX JIEKAPCTBEHHBIX IpenapatoB EBpaszuiickoro
HPKOHOMHUYECKOT0 COI03a U MH(POPMALIMOHHBIX 0a3 JaHHBIX B cepe oOpalieHus
JIEKaPCTBEHHBIX CPEACTB JUIsl MEIUIMHCKOTO NMPUMEHEHUS U BETEPUHAPHBIX
JIEKapCTBEHHBIX CPEJCTB, a TaK)Ke rapMOHM3alMu (papMakoreld rocyaapctB —
YIE€HOB EBpa3suiicKOro 3KOHOMHUYECKOTO COK03a.

HanmMenoBanue iekapCTBEHHOM (POPMBI BXOIHUT B COCTaB 00s3aTe€IbHOMN
uH(dOpMaIUK O JIEKAPCTBEHHOM Ipenapare Jijisi MEAULUHCKOTO TPUMEHEHUS U O
BETEPUHAPHOM JIEKAPCTBEHHOM IIpernapare, MpeICTaBISIeMON MalMEeHTy WM
BIAJEIbIy JKMBOTHOTO, a TaKXe CIHEHHaIUCTaM 3ApaBOOXPAHCHUS WIIU
CHEeIMaJucTaM B O0JacTH BETEPUHAPUU B HHCTPYKUIMSIX TIO TPUMEHEHHUIO
JIEKAPCTBEHHBIX MPEMapaToB sl MEAUIIMHCKOTO TPUMEHEHUSI U BETEPUHAPHBIX
JIEKapCTBEHHBIX IMpenaparoB, OQPUUMAIBHBIX U CHPABOYHBIX U3JAHUSAX,
AJIEKTPOHHBIX HMH(GOPMALIMOHHO-TIOMCKOBBIX cucTeMax. OHO NpPUBOIUTCS B
MapKHUpPOBKE JIEKAPCTBEHHOIO Ipenapara i MEIULUHUHCKOIO MPUMEHEHHUS U
BETEPUHAPHOTO JIEKAPCTBEHHOTO Mpernapara U MOo3BoJsieT AUQPEepeHIInpOBaTh
JIEKapCTBEHHBIE IMpenaparsl s MEIULIHUHCKOIO MPUMEHEHUS! U BETEPUHAPHBIC
JIEKapCTBEHHbIE MIpenaparbl, BBHIMIYCKAEMble B Pa3JIMYHBIX JIEKAPCTBEHHBIX

(1)0pMaX, HO 1104 OAHHMM TOPTrOBbBIM HAWMCHOBAHHUCM. I/IH(l)OpMaHI/ISI 0
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JeKapcTBeHHON (opme (IMIaBHBIM 00pa3oM €€ HaWMEHOBAHHE) KaK 4YacTh
o0si3aTenbHOM MH(MOpPMAIMU O JIEKAPCTBEHHOM IIpernapare Jjisi MEAUIIMHCKOTO
NPUMEHEHHUS W O BETEPUHAPHOM JIEKAPCTBEHHOM IIperapare IO0JKHA OBITh
MaKCUMaJIbHO CTaHJAPTU30BAHHOW 1O (OopME M MOHSATHOM MO COAECPKAHUIO.
HanMeHOBaHMS JI€KapCTBEHHBIX (OPM JOJKHBI OBITh  YHU(UIIMPOBAHBI,
MOHSITHBI KakK Bpayy WIM CHEIUAIUCTy B OOJacTH BETEPUHAPUHU, TaK M
NAlMEHTy WM BJAJENbIy >KUBOTHOTO M IepeaaBarb HEOOXOIUMBIH MUHUMYM
uHpopManmMu O CBOMCTBaX MW  00JacTM MPUMEHEHHS  KOHKPETHOTO
JIEKapCTBEHHOI'O MIpenapara.

Jna uemel npuMeHEHHs HacToslmed HoMeHKIaTrypsl HMCIONIb3YHOTCA
MOHSTHUS, KOTOPbIE 03HAYAIOT CJIEAYIOLIEE:

«JIeKapcTBeHHast (hopMa» — COCTOSHUE JIEKAPCTBEHHOTO Mpernapara Jajs
MEIULUHCKOTO NPUMEHEHUS M BETEPUHAPHOIO JIEKAPCTBEHHOIO Mperapara,
COOTBETCTBYIOILIEE CIIOCO0AaM €ro BBEJICHHS U MPUMEHEHHS U 00eCIeunBarolee
JTOCTHXKEHHE HeoOxoauMoro ddekra;

«HAMMEHOBAHUE JIEKAPCTBEHHOM (hOPMBI» — CJIIOBO MJIM CIOBOCOYETAHUE,
BbIpaXKarollee eANHUYHOE MOHSATUE O JIEKAPCTBEHHOM (hopMe U OTIMYarolee ee
OT JIpYTUX JeKapcTBEHHBIX (opM. COBOKYMHOCTH (TMEpeYeHb) HAUMEHOBAHUM
BUJIOB JICKAPCTBEHHBIX (POpM 00pa3yeT X HOMEHKJIATYPY.

Hacrosimas HomeHnkiatypa BKJtO4aeT B ceOsi 2 BHJIa HAaMMEHOBAHUU
JeKapCTBEHHbIX (QopM: monHOe U Kparkoe. KpaTkoe HanMeHOBaHHE
JeKapCTBEHHONW (OpMBbI MpenHa3HAaYeHO JJs yKa3aHus B MapKUPOBKE
JIEKapCTBEHHOI'O Mpernapara JJil MEAULIUHCKOTO NPUMEHEHUSI U BETEPUHAPHOIO
JIEKapCTBEHHOIO Mpenapara Ha MEPBUYHONM YIMAKOBKE MPU HEJOCTATOYHOCTH
MH(OPMAIIMOHHOTO TOJIsl, BO BCEX OCTAJbHBIX CIydasX MPUMEHSETCS MOJIHOE

HanMMCHOBAaHUC HeKapCTBeHHOfI (bOpMBI.
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Kak npaBmio, HauMeHOBaHUE JIEKaPCTBEHHOW (hOpPMBI BKIIIOUAET B ceOs
OCHOBHOW D3JEMEHT WU OJWH WM HECKOJIBKO JOMOJHUTEIbHBIX BIEMEHTOB
(mpusnakoB). CocCTaBHbIE 3JEMEHTHl HANMEHOBAaHUM JIEKApPCTBEHHBIX (HOpM

IIPEACTABIICHBI HA PUCYHKE 1.

[ OCHOBHO#1 JIEMEHT J

JlexapctBennas popma

|
/ |

[yt BBenEHUS

Tun MonuUIIMPOBAHHOTO 5 Hpyrue
BBICBOOOYKICHUS (crioco JIOMOJIHUTEIILHBIC
JICUCTBYIOIIMX BEIICCTB MPUMEHEHHS) IIPU3HAKU
['0TOBHOCTH K MPUMEHECHUIO [Tyts BBEnCHUS
Puc. 1

OCHOBHBIM 3JIEMEHTOM HAaMMEHOBAHUS JIEKAPCTBEHHOU (hOPMBI SBIISIECTCS
o0t TepMuH, 00O3HAYAIONIMKA  CAMOCTOSATEIBHYIO,  OTHOCHUTEIHHO
omHOpoAHYIO Tpynmy ¢opMm. K TakumM TepMUHaM OTHOCSATCS, HalpuMmep,
«TabJIETKHY, «KATICYIBD», KPACTBOP», «Ma3by» U JIp.

JIOTIOTHUTENBHBIM DJIEMEHTOM HAWMMEHOBAHUS JIEKAPCTBEHHOW (HOPMBI
SBIIICTCSI CJIOBO WJIM CIIOBOCOUYETAHHME, KOTOPOE OTPa)X)aeT OIPEACICHHYIO
XapaKTEPUCTHUKY JIEKAPCTBEHHOW (POPMBI (IOMTOJIHUTEIbHBIN TPU3HAK).

HanmMeHnoBaHMS JIeKapCTBEHHBIX (POPM MOTYT BKJIFOYATh B CE€OS OMH WU
HECKOJIBKO  JIOTIOJIHMTENIBHBIX ~ DJIEMEHTOB, XapaKTePU3YIOIIUX  CBOMCTBA
JICKapCTBEHHOM (DOPMBI, HaIpUMEp, TUIT MOAU(PHUITTPOBAHHOTO BHICBOOOKICHUS

JIEHCTBYIOITUX BEIIECTB («KAICYyJIbI C MPOJOHTHPOBAHHBIM BHICBOOOKICHUEM),



13

TOTOBHOCTh K MPUMEHEHMIO (IOPOILIOK JUJIsi MPUTOTOBJIEHUS pacTBOpa AJis
UHBEKIUN»), c1OCO0 BBEAEHUS (<GKUIAKOCTh JUJISl MHTAJISLUUN»), IyTh BBEACHUS
(«pacTBOp 111 BHYTPUMBIIIEYHOTO BBEACHUSA»), OCOOCHHOCTH TEXHOJIOTHUU
IIPOU3BOJICTBA («TA0JIETKH, OKPBITHIE TUIEHOYHOU 000JIOUKOI»), pa3iejeHue Ha
N03bl («CIpeil Ha3albHBIA JO3UPOBAHHBIN»), BO3pacTHas Ipynna NaluueHTOB
(«CYNIO3UTOPUN PEKTANbHBIE IJISl JETEW», «CYNIMO3UTOPUHM pEKTajIbHbIE IJIs
MOJIO/IHSIKA KUBOTHBIX»), MPEIHAa3HAYEHUE WIH O0JIaCTh NMPUMEHEHUs («ImacTa
CTOMATOJIOTMYECKAs», «KPEM  CTEPUJIBHBIM A1  MHTPALUCTEPHAJIBHOTO
BBEACHUS»).

B o0mem cinydae mocie yka3zaHHs OCHOBHOI'O 3JIEMEHTA HaMEHOBAHMS
JIEKapCTBEHHOM (OpPMBI yKa3bIBa€TCS IMyTh BBEIAEHHUS, 3aT€M CBOWCTBA U
TEXHOJIOTMUEeCKUe Tnpu3Haku. Hanpumep, «cycneH3us [isi HHBEKIUH C
IPOJIOHTUPOBAHHBIM BBICBOOOKIECHUEM» WIIA «TAOJIETKHU C IPOJIOHTMPOBAHHBIM
BBICBOOOXJECHUEM, TOKPBITHIE 000I0UKOM.

HanmMenoBanue sexkapcTBEHHONH (OPMBI MOXKET COCTOATh TOJBKO U3
OCHOBHOTO D3JeMeHTa. B psae ciaydyaeB OCHOBHOM 3JIEMEHT SBISETCA
CaMOJIOCTAaTOYHBIM W  HCIOJNB3YyEeTCS B  KAuyeCTBE  CaMOCTOSITEIIBHOTO
HAaUMEHOBAHMSI JIEKApCTBEHHOM (opmbl 0e3 yKazaHUs JOTOJHUTENbHBIX
anieMeHToB. Hanpumep, TepMUH «Ta0neTKu» 03 JOMOIHUTENbHBIX 3J€MEHTOB
o00O3HayaeT TaOJIETKU C OOBIYHBIM BBICBOOOXKIAEHUEM, HE MOKPBITHIC
000JIOUKOM, MpelHa3HAuYCHHbIE /JIg IMpUeMa BHYTPh (COCO0 MPUMEHEHHUS
yTeM IMPOMIaTbIBAHUS MTOCIIE MOMEIIECHUS B MOJIOCTh PTa).

PacnipocTpaHeHHBIM ~ JIONOJHUTENBHBIM ~ 3JIEMEHTOM  HAaWMEHOBAHUS
JIEKapCTBEHHOM (QOpPMBI SBIFETCS TMPU3HAK TOTOBHOCTU K TPUMEHEHHIO.
JIaHHBIN BlEMEHT HCMONb3yeTCsl B ClOydasX, KOrja JieKapcTBeHHash gopma, B
KOTOPOWM  BBIIMYCKAETCS JICKAPCTBEHHBIM Tmpemapar sl MEAUIMHCKOTO
IPUMEHEHUSI WJIM BETEPUHAPHBIN JIEKApCTBEHHBIN Ipenapar (UcxoaHas gopma),

OTJIMYAETCs OT JIEKAPCTBEHHOW (POpPMBI, B KOTOPOW OH HEMOCPEACTBEHHO
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npumensiercs (popma npumenenusi). To ecTb, ekapcTBeHHas Gopma TpeOyeT
MPOBEICHUS] TOTpPEOUTENIeM WM BIAJEIbIEM >KUBOTHOIO, MEAUIIMHCKUM
MEPCOHAJIOM WJIHM CIEIHAIUCTOM B 00JacTH BETEPUHAPUM TOMOJHUTEIHLHOTO
npeoOpa3oBaHus (HampuMep, pacTBOPEHUs, pa3BEACHUS, AUCTIEPTUPOBAHUS) C
LEIbI0 TOJYYEHUS] KOHEYHOM JIEKApCTBEHHOM (OPMBI, TMPUTOJHON ISt
HEMOCPEACTBEHHOTO BBEACHUS MAIMEHTy WU >KUBOTHOMY. B3anMocBs3b
MEXy UCXOAHOU hopMoit 1 hOpMOM IPUMEHEHHS ISl JISKAPCTBEHHBIX (popM,

TpeOyIoIKX TpeoOpa3oBaHui Mepe/l BBEACHUEM, IIPEICTABICHA HA PUCYHKE 2.

4 Ucxonnas popma A dopma nprUMEHEHHUS
(TIopo1IoK Jyist IIpeobpasoBanue (pacTBOp 1151
IIPUTOTOBJICHUS PACTBOpA (pacTBOpCHHUE) BHYTPUBEHHOTO

JIJ1s1 BHYTPUBEHHOTO BBEJICHUS )
BBEJICHUS)

N /

Puc. 2

Jlnst  nexapcTBeHHBIX  GopM, TpeOyrommx MNpeoOpa3oBaHus TMepen
BBE/ICHMEM, HAMMEHOBAHHE BKJIIOYAET B ce0si HauMeHoBaHus obeux ¢opm (To
€CTb  OCHOBHBIX  3JIEMEHTOB), COEIWMHEHHBIX CJIIOBOCOYETAHHEM  «JIJIsI
MPUTOTOBIICHUS», C Jo0OaBlieHWeM (Mpu HEOOXOAMMOCTH) JOMOJTHUTEIbHBIX
AJIEMEHTOB — MIPU3HAKA MTyTH BBEACHUS WM ClIoco0a mpuMeHEeHUs (17151 POpMBbI
npumeHenus). Hampumep, «mmodunusar ais OPUTOTOBICHHUS pacTBOpa IS
BHYTPUBEHHOTO BBEJICHUS, T€ «IMomim3ar» — ucxoanas Gopma, «pacTBOp»
— ¢dopma mOpUMEHEHHS, «JJIsi TPUTOTOBIEHUS» — MPU3HAK TOTOBHOCTH K
MPUMEHEHUIO, «IJIsI BHYTPUBEHHOTO BBEICHUS — MMPU3HAK ITyTH BBEIACHUSI.

B HEKkoTOphIX clydasXx WCIONB3YIOTCI HaWUMEHOBAHHUS 0€3 yKa3aHHs
dbopMbl TIpUMEHEHHUs, TPU3HAKA TYyTH BBEACHUS W CIOBOCOYETAHUS «IJISI

NpUroTOBIEHUs». Hampumep, BMECTO HaMMEHOBAHUSA  «TAOJIETKUA IS
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NPUTOTOBJIICHUS ~ pacTBOpa JUIs  MpUeMa  BHYTPb»  PEKOMEHIYEMBIM
HAaNMEHOBAHHUEM JICKAPCTBEHHOU (DOPMBI SBISCTCS «TaOJIETKH PACTBOPUMBIEY.

Takue AOMONHUTEIBHBIC 3JEMEHTHI, KaK TOTOBHOCTh K TMPUMEHEHHUIO U
NyTh BBEACHMS, HE HCHOJB3YIOTCS JUIsl JIGKAPCTBEHHBIX MpEnaparoB s
MEIMIIMHCKOTO TPUMEHEHUSI W BETEPUHAPHBIX JIEKAPCTBEHHBIX IPENaparos,
IIPECTaBISAIONMX co00H pachacoBaHHOE JIEKAPCTBEHHOE PACTUTEIHLHOE ChIPhE
(menpHOE) WM pachacoBaHHYIO  pPACTUTENBHYIO  (hapMaleBTHYECKYO
CYOCTaHIIHIO, PUMEHSIEMBIE JIJIsl IPUTOTOBIICHHUS BOIHBIX W3BJICUCHHH.

B cnydasx, xorma ¢usmdeckoe COCTOSHHUE UCXOMHON (HOpMBI U (HOPMBI
IPUMEHEHHs OJIMHAKOBO (HAmpuMep, pacTBOp), HO IMepel HEMOCPEACTBEHHBIM
NPUMEHEHHEM HEOOXOAMMO TMPOBEJACHUE TMAIMeHTOM WA  BIaJelbleM
KUBOTHOTO, MEIUIMHCKAM II€PCOHAJIOM WM CHEUAJIMCTOM B 00JacTH
BETEPUHAPUU ONPEACIICHHBIX NEHCTBUHN (2 UMEHHO — pa3BEICHUS), B KaueCTBE
OCHOBHOTO 3JIeMEHTa, O0003HAYaloIIero HCXOAHYI (opMy, HCIONb3yeTcs
TEPMUH «KOHLIEHTpaT». Hanpumep, eciu rucxogHas popma npencrabisieT coO0i
pacTBOp, KOTOpBIM TMepea BBEACHHEM B BEHY HEOOXOIUMO pa3BeCTH B
COOTBETCTBYIOILIEM pacTBopuTene (B pesyaprare (popma NPUMEHEHHUs TaKxKe
OpeacTaBiIsieT  coOOW  pacTBOp),  PEKOMEHIYyEeMbIM  HAaMMEHOBAaHUEM
JIEKapCTBEHHON (POPMBI SIBIISIETCSA «KOHIEHTPAT AJIsi MPUTOTOBIICHUS PacTBOpa
JUIsi BHYTPUBEHHOTO BBeJCHUs». Ecnu Takas JiekapcTBeHHas (popma MOKET
MPUMEHSITHCS KaK MOCJe pa3BeICHUS, TaK U 0€3 HeTo, TEPMHUH «KOHIIEHTPAT» HE
ucnons3yercs. Hanpumep, ecaum pactBop 0e3 pas3BeneHUs BBOJIUTCA
BHYTPUMBIIIIEYHO, @ TIOCJI€ pa3BEIEHUsI — BHYTPUBEHHO HH(Y3HUOHHO,
pPEKOMEHyeMbIM HAaUMEHOBAaHHEM JICKAPCTBEHHOW (POPMBI SBISIETCS «PacTBOP
JUTSI BHY TPUMBIIIIEYHOTO BBEACHUS U UHDY3UI».

B cnyuae, ecnu mpeoOpazoBaHHE HCXOAHOW JIEKAPCTBEHHOW (DOPMBI B
dbopMy TpUMEHEHUS SBISIETCS JBYXCTaJAMMHBIM, TEPMHUH «KOHIICHTPAT»

IpUMEHSETCS I 0003HAUYeHHUsS IPOMEXKYTOUHOM (opmbel. Hampumep, eciu
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moduau3ar A0KeH OBITh CHadalla PacTBOPEH B HEOONBIIOM KOJIHYECTBE
pPacTBOpUTEINSI, TIOCIIE YEro IOJYYHBIIMICS pPACTBOP TMepen HH(PY3HOHHBIM
BBEJICHUEM JIOJDKEH OBITh JOIMOJHUTEIBHO pa3BelleH B OOJbIIEM KOJIMYECTBE
pPacTBOPHTEINSA, PEKOMEHAYEMbIM HAWMEHOBAaHHEM JICKAPCTBEHHOW (OpPMBI
SBIIACTCS <«JIMOMUIN3AT IJIs MPUTOTOBJICHHS KOHIICHTpATa Jis MPUTOTOBICHUS
pactBopa i uH(py3uii». Eciu Takas nekapcTBeHHas (popma MOXKET BBOAUTHCS
KaKk TI0CJIe JOIOJIHUTEIBHOTO pa3BelCHUS, TaKk MW 0e3 Hero, TEpPMHUH
«KOHIICHTPAT» HE HCIIONB3YeTCs (TO €CTh <«JTMOQWIM3AT IJI TPUTOTOBIICHUS
pacTBopa Jyist UHPY3uii»).

HaubGonee 4wacto HCHONB3YIOMUMCS JTONOJHUTEIBHBIM JJIEMEHTOM B
HAaWMEHOBAaHUSX JIEKAPCTBEHHBIX (POPM SIBIIICTCS MPHU3HAK IMyTH BBEACHUS WM
croco0a mpuMeHeHus. J[Ji1 HEKOTOpBIX JIEKApCTBEHHBIX (OPM MPHU3HAK MyTH
BBEJICHUSI B HAUMEHOBaHUE HE BKJItodaeTcs. Hampumep, ayist TabneTok, Karcyd,
rpaHyll, Apake, HACTOCK W CHPOTIOB, MPEIHA3HAYCHHBIX I IIpHeMa BHYTPD,
UCTIONB3YIOTCS. HAMMEHOBAHUS COOTBETCTBEHHO «TaONETKW», «KaIlCyibl»,
«TPaHYJBDY, «Ipake», «HACTONKa», «CHPOI» 0€3 MOTOJHUTEIHHOTO AJIEMEHTA
«JIs TpueMa BHYTpb». TakuMm 00pa3oM, JaHHbIE HAWMEHOBAHMS COCTOST
TOJIKO M3 OJJHOTO OCHOBHOTO AJIEMEHTa U 0003HAYaIOT JIEKAPCTBEHHBIE (POPMBHI,
IIpeIHa3HAUYCHHBIC JIJIS MPOTYIaThIBAHMSI TTOCTIE IOMEIEHUS B IMOJIOCTh pTa. [lpn
WHBIX MyTSIX BBEJICHUS WU CIIOCO0aX MPUMEHEHHS K JJAaHHBIM HauMEHOBAaHUSIM
N0OABIIFOTCS.  COOTBETCTBYIOIINE JIOTIONTHUTEIIBHBIC 3JIEMEHTHI, HalpuMep,
«Ta0JEeTKU BarMHAJIBHBIC», «KAICYJbl PEKTAIbHBIC», «HACTOWKA 1T MECTHOTO
NPUMEHEHUS», «TPaHyabl IJisd paccacbiBaHus». [Ipu3HaK MyTH BBEICHHS WM
cnocoba TPUMEHEHHWS HE YKa3blBaeTCd ® I HEKOTOPBIX  JIPYTHX
JICKapCTBEHHBIX (DOpPM, IPUBEACHHBIX B HacTosIeii HomeHnkmarype (Hampumep,
IaMIyHb, a3 MEIWIWHCKUMN, JICKAPCTBECHHBIC Iperaparbl, MPEICTaBIISIONIHNEC

co0oii pachacoBaHHOE JIEKAPCTBEHHOE PACTUTEIBHOE ChIphe, W 1p.). B
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OOJIBIIMHCTBE CJIy4YaeB JAOMOJIHUTENbHBIA 3JEMEHT B BHUJE MNpPHU3HAKA MYTH
BBEJICHUSI WK CIIOC00a MpUMEHEHUs J0OaBIIAETCSI K OCHOBHOMY JJIEMEHTY.

Ecnu nns nekapcTBeHHOU (POPMBI PETyCMOTPEHBI aJIbTEPHATUBHBIC ITyTH
BBE/ICHUSI WJIM CIOCOOBI MPUMEHEHUs, TO (HOPMUPYETCS KOMOMHUPOBAHHOE
HAaUMEHOBAaHUE, B KOTOPOM IIyTH BBEJACHUS WU CHOCOOBI MPUMEHEHUS
NEPEUrCSAIOTCS B al(paBUTHOM TOPSAKE B Ka4eCTBE JIOMOJHUTEIbHBIX
AJIEMEHTOB HAMMEHOBAHUS JIEKAPCTBEHHOU (POPMBI, HAPUMEP, «KaIlJIU T1a3HbIe
U YIIHBIE», «CYNMO3UTOPUM BarMHaJIbHBIE U PEKTAJIbHBIEY», «PACTBOP IS
BHYTPUBEHHOTO M BHYTPUMBIIIEYHOTO BBEJCHUS». BBuUay pa3zHooOpaszus
BO3MO’KHBIX BAPMAHTOB TaKKe KOMOMHUPOBAHHbIE HAUMEHOBAHUS B HACTOSIIYIO
HoMeHknaTypy He BKJIFOUCHBI.

KomOuHMpOBaHHBIE HAMMEHOBAHUS JIOJDKHBI OBITh IO BO3MOXHOCTH
KOPOTKMMH, HO JOCTaTOYHBIMH JJIS TPEIOCTABICHUS  HEOOXOAMMOM
uHpOpMaIIMU MAIMEHTy WX BIAACNbIy »XHWBOTHOIO, WIM MEIUIIMHCKOMY
pabOTHUKY, WIM CIEHHAJIUCTy B 00JIACTM BETEPUHAPUM, WIM CHEHUAIUCTY
(dbapMalleBTUYECKOM OTpaciu. Y4YUThIBasg, 4YTO Yy OJHOTO JIEKAPCTBEHHOIO
npenapara Il MEOUIMHCKOTO  TNPUMEHEHUS  WIA  BETEPUHAPHOTO
JIEKapCTBEHHOTO TperapaTra MOXET ObITh HECKOJBKO aJbTePHATHUBHBIX ITyTEH
BBEJICHUS WJIK CIIOCOOOB NMPUMEHEHUSI, BO N30€KaHUE UCTIOIb30BaHUS U3JUIITHE
IPOMO3JIKUX HAUMEHOBAHUM BBEJICHBI CIIEAYIONTUE 0000IICHUS:

MO/l HAPY>KHBIM NMPUMEHEHUEM TMOHUMAETCS HAaHECEHUE JIEKAPCTBEHHOTO
npenapara Il MEOUIIMHCKOTO  TNPUMEHEHUsS  WIA  BETEPUHAPHOTO
JIEKAPCTBEHHOIO Mpenapara Ha HEMOBPEXKACHHYI0 W (WJIM) MOBPEXKICHHYIO
KOKY (B TOM YHCJIe Ha paHEBbIe U (WJIM) OXKOTOBBIE MOBEPXHOCTH), U (MJIN)
BOJIOCBHI WJIA IIEPCTh, U (MJIM) HOTTH, KOI'TH, KOTIBITA U KOMBITIIA. TEepMUH <«1JIsI
HApPY>KHOTO  MPUMEHEHUS» HUCMOJB3YeTCs IS JIEKapCTBEHHBIX  (opwm,
NpEAHA3HAYECHHBIX JUISi OJIHOTO WJIM HECKOJIbKMX U3 TakKUX CIOCO0O0B

npuMeHeHus. VICKodeHne COCTaBISIOT JIEKAPCTBEHHBIE (POPMBI «IaK JjIst
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HOTTEW», «IaK JIJIsl HOTTEH, KOTTEH, KOMBIT U KOIBITEI» BMECTO MUCIIOIb30BAHUS
00O00IIEHHUST «JUIsI  HApY>KHOTO TMPUMEHEHHUS» KOHKPETUZUPYETCS MECTO
HAHECEHMS]) U «IIAMIyHb» (TEPMHH HE TpeOyeT KOHKpETH3alu crnocoda
IPUMEHEHNA );

MO/ MECTHbIM MPUMEHEHUEM MOHUMAETCS HAHECEHHE JIEKapCTBEHHOTO
npenapara It MEAUIMHCKOTO  NPUMEHEHUsS  WIM  BETEPUHAPHOTO
JIEKapCTBEHHOTO Tpernapara Ha CIU3UCThIe 00O0JIOUKH (B TOM 4YHCIE TJa3HOE,
HA3aJIbHOE, PEKTAJbHOE, BarMHaJbHOE MPUMEHEHWE, HAaHECEHHUE Ha JCCHBI,
CIIM3UCTYIO O0O0JIOUKY MOJIOCTA PTa U Jp.), @ TAKXKE BBEJACHUE B HaAPY>KHBIU
CIIyXoBOM mpoxoi. TepMUH «JjIi MECTHOTO TPUMEHEHHUS» HCIOJb3YeTCs B
cilyyasx, Korjia JiekapcTBeHHasi (popMa mpelHa3HadeHa Jisi Tpex u Oosee
crioco00B MPUMEHEHHS, OTHOCSIIUXCS K MECTHOMY IpuMeHeHuto. Hampumep,
eclu Mas3b MpeAHa3HaYeHa Il HA3aJIBHOTO M YIIHOTO MPUMEHEHHUS, a TaKkKe
JUIsSl HAHECEHUsI Ha JIECHBI, PEKOMEHIyeMbIM HAMMEHOBAHUEM JIEKapCTBEHHOU
dbopMBbI SBISIETCS «Ma3b JJIi MECTHOTO NMPUMEHEHUsI». J[aHHBIN TEPMUH Takxke
UCIIONB3yeTCsl B ClOydasiX, €CJIM B MHCTPYKIMH TI0 TPUMEHEHUIO
JIEKapCTBEHHOTO  Mpemapara Uil  MEAWIIMHCKOTO  MPUMEHEHUS  WId
BETEPUHAPHOTO JICKAPCTBEHHOTO TIpermapara YKa3bIBaeTCS HAHECEHHWE Ha
CIIM3UCTBIE 000JIOUKM 0€3 MX KOHKpEeTH3aluu. B ciydasx OIHOTo Wiu JABYX
yTeH BBEIEHHUS, OTHOCSIIUXCS K MECTHOMY NMPUMEHEHHI0, B HAWMECHOBAaHUH
JIEKapCTBEHHOM (POPMBI YKa3bIBAIOTCS ITH IMYyTH BBEICHUS, HAIPUMEP, «Ma3b
PEKTaJIbHAS», «TEJb INIA3HOW U YIIHOWY;

B HAUMEHOBAHHH JICKAPCTBEHHOM (YOPMBI JJIsI MECTHOTO MMPUMEHEHHUSI TIPH
JICYCHUHU 3a00JICBaHUU TOJIOCTH PTa B CiIydasiX, €CJIU JieKapCTBEHHas (popma
npeaHa3HaueHa Uil TpeX W Oojiee Croco0OB TpUMEHEHUs (Hampumep,
NEepUOIOHTANIBHBIN, HAHECEHUE Ha 3yObl, HAHECEHHUE Ha JICCHbI, HAHECCHHE Ha
CIM3UCTYIO OOOJOYKY TIOJIOCTM pTra U Jp.), HCHOJb3yeTCs TEPMUH

«CTOMATOJIOTUYECKUI» (HalpuMep, «rejib CTOMATOJIOTUYECKHUit»). B ciyuasx
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OHOTO WJIM JBYX CHOCOOOB NPUMEHEHUS B HAUMEHOBAHHUM JIEKApCTBEHHOM
dbopMbl YKa3bIBAIOTCA 3TH IyTH BBEACHUS, HAIPUMEP, «IIacTa 3yOHas», «Masb
JUTsl HAHECEHUSI Ha JIECHBI U TIEPUOJIOHTATIbHAS,;

TEPMUH <11 UHBEKIUN» SBISETCS O0OOIIAOIIMM I JIEKAPCTBEHHBIX
dbopm, mpemHa3HAYEHHBIX IS WHBEKIIMOHHBIX IyTell BBeneHus. JlaHHBIHA
TEPMUH HCIOJNB3YyEeTCs B Cllydae, €CJIM JIEKapCTBEHHBIM Tmpenapar s
MEIUIMHCKOTO MPUMEHEHUs WIM BETEPUHAPHBIA JIEKAPCTBEHHBIM Mpernapar
uMeeT TpU U Oojee albTepHATUBHBIX HWHBEKIIMOHHBIX TYTEH BBEACHUSI.
Hampumep, ecam  pacTBOp  TIpemHa3HAu€H U1 BHYTPHUBEHHOTO,
BHYTPHAPTEPUAILHOTO, BHYTPHUMBIIIEYHOTO MW  IOAKOXKHOTO  BBEJICHHS,
WCITIOJIB3YeTCsl HAaUMEHOBAHHUE «PacTBOP JUIsl MHBEKIU». B ciaydasx ogHOTO
WIN JBYX WHBEKIIMOHHBIX MyTEeW BBEIEHHS B HAMMEHOBAHHH JIEKAPCTBEHHOM
dbopMbl YKa3bIBAIOTCS 3TU MyTH BBEICHUA, HANpPHUMEpP, «PacTBOp IS
MIOJTIKO’KHOTO BBEJCHUS», «IMYJIBCHUS JII BHYTPUBEHHOTO W BHYTPUMBIIIICYHOTO
BBelcHUs». B  psane caydaeB s GOpMUPOBAHUS KOMOWHHUPOBAHHOTO
HAMMEHOBAaHMs JOMYCTHUMO OOBEIWHEHWE HECKOJIBKUX BHYTPHUCOCYIUCTBIX
nyTel BBeIeHUsA (BHYTPHMBEHHOE, BHYTpPHUAPTEPHAIBHOE, BHYTPUKOPOHAPHOE)
MOJT TEPMUHOM «BHYTPHUCOCYANCTOE BBEACHHUEY;

TEPMUH «UIsi WHQPY3UH» HCHOIB3YETCA ISl JISKAPCTBEHHBIX  (POpM,
NpPEIHA3HAUYCHHBIX, KaK TMPaBWJIO, I MEIJICHHOTO, YacTO KamleJIbHOTO
BBEJICHUSI B OOJBIIUMX 00BEMax B HUPKYJIHUPYIOIIMH KPOBOTOK C ITOMOIIBIO
uH(QY3UOHHBIX cUcTeM. JlaHHBIM TepMUH O€3 YTOYHEHHUS ITyTH BBEICHMUS
0003Ha4YaeT BHYTPUMBEHHYIO MH(]y3uio. B apyrux ciaydasx K HaMMEHOBAHHIO
JCKapCTBEHHONW (OpMBI  J00aBIsSETCS JOTOJHUTEIBHBIM IPU3HAK IyTH
BBCJICHUSI, HAIIPUMEP, «PACTBOP JUIS MOIKOXKHBIX MHOY3Wii». B Tex cioydasx,
KOTJIa OJWH W TOT JK€ IyTh BBEICHHS MOXXET OBITh OCYIIECTBIICH Kak
WH(Y3UOHHBIM, TaK U MHBEKIIMOHHBIM CITOCOOOM, TEPMUH «JIJIs1 HHPY3UI» HE

ucrnosb3yercs. Hampumep, eciam pacTBoOp npeaHasHaueH sl WHPY3HOHHOTO U
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UHBEKIIMOHHOTO  (CTpyWHOro, OOJIOCHOTO W Jp.) BBEIACHUS B BEHY,
PEKOMEHIYEMbIM HAaMMEHOBAaHUEM JICKAPCTBEHHON (DOPMBI SBISETCS «PacTBOP
JUTsl BHYTPUBEHHOTO BBEIACHUS;

KOMOMHHPOBAaHHBIC HAUMEHOBAHHMS JJISI HHBEKIIMOHHBIX M WH(Y3HOHHBIX
JIEKapCTBEHHBIX (OpM Takke (OPMUPYIOTCA C YUETOM YKa3aHHBIX IMPUHIIUIIOB,
Hampumep:

€CJIM PacTBOP BBOAMUTCS BHYTPUMBIIIEYHO UHBEKIIMOHHO U BHYTPUBEHHO
UH(Y3UOHHO, PEKOMEHJIYEMbIM HAWMEHOBAHHEM JICKAPCTBEHHOM (POpPMBI
SBJISIETCS «PACTBOP JUIsl BHYTPUMBIIIEYHOTO BBECHUS U UH(Y3UI»;

€CJIM PacTBOP BBOJUTCS BHYTPUMBIIIEYHO U BHYTPUBEHHO MHBEKIIMOHHO
U BHYTPUBEHHO  HMH(PY3UOHHO,  PEKOMEHAYEMbIM  HAaMMEHOBAHUEM
JEKapCTBEHHONW  (OpMBI  SIBISIETCS  «PacTBOpP Il  BHYTPUBEHHOTO U
BHYTPUMBIIIEYHOTO BBEIACHUSY;

€CIIM PacTBOpP BBOAMUTCA TpeMsi U 0oJiee HHBEKIUOHHBIMH MYTSIMU
(HampuMep, BHYTPUMBIIIIEUHO, BHYTPUBEHHO, IMOJKO)XHO M BHYTPHUKOXKHO) H
BHYTPUBEHHO MH(Y3MOHHO, PEKOMEHYEeMbIM HaUMEHOBAHHEM JICKAPCTBEHHOM
(bOpMBI SBISETCS «PACTBOP JJISI UHBEKIMN 1 HHPY3UI».

JIOTIOJTHUTENHHBIM JJIEMEHTOM HAaWMMEHOBAHUS JIEKAPCTBEHHOW (HOPMBI
SBJISIETCS TUN MOJAU(PUIIMPOBAHHOTO BBICBOOOXKICHUS JICHCTBYIOIIUX BEIIECTB
U3 JIEKAPCTBEHHOU (POPMBI.

JlexapcTBeHHbIE ()OpPMBI C OOBIYHBIM (CTaHAAPTHBIM) BBICBOOOKIECHUEM
XapaKTepU3yIOTCSl TAKUM BBICBOOOXKIEHUEM JICHCTBYIOIIETO BEIIECTBA, KOTOPOE
HEe MOAUGUIUPYETCS TMyTEM BBEACHHUS CIEIHAIBHBIX BCIOMOTATEIBHBIX
BEILIECTB W (WJIM) MPUMEHEHHUsI 0CO0O0I TEXHOJOTHH MPOM3BOACTBA. B ciyuae
TBEPJIbIX JIEKAPCTBEHHBIX (OPM (CTaHIAPTHBIM) C OOBIYHBIM BBICBOOOXKICHUEM
npodusib paCTBOPEHUS ACHCTBYIOIIETO BEIIECTBA OOYCIOBIMBACTCS TJIABHBIM
oOpaszom ero COOCTBEHHBIMHU CBOWICTBAMMU. Tepmun «OOBIYHOE

BBICBO60)KI[€HI/IG>> B HAMMCHOBAHHAX JICKAPCTBCHHBIX (l)OpM B KaycCCTBC
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JOTIOTHUTEIBHOTO JJIEMEHTa He Hucmojib3yercs. Hampumep, st TabneTok c
OOBIYHBIM BBICBOOOXKICHUEM PEKOMEHTyEMbIM HAaMMEHOBaHUEM
JIEKapCTBEHHON (DOPMBI SIBIISICTCS «TAOICTKH.

JlexapcTBeHHbIE (OpMBI € MOAU(PULIHUPOBAHHBIM  BBICBOOOKIECHUEM
XapakTepU3ylTCd CKOPOCThbIO, MW (WiIM) BpemMeHeM, U (WJIKd) MECTOM
BBICBOOOXKICHUSI JIEHCTBYIOIIETO BEIIECTBA, KOTOPHIE OTIMYAIOTCS OT TAKOBBIX Y
JIEKapCTBEHHBIX (POPM C OOBIUHBIM (CTAHIAPTHHIM) BHICBOOOXKICHHUEM C TEM KE
nyTeM BBeAcHUsA. Moaudukanus BBICBOOOKACHHUS JIOCTUTAETCA IyTeEM
BBE/ICHUS CIICHMATBHBIX BCIIOMOTATEIbHBIX BEIIECTB, MOKPHITUS O0OJIOYKOU U
(w1M) TpUMEHEHUsT O0COO0OM TEXHOJOTMU NPOU3BOACTBA. JlekapcTBEHHbIE
dbopMbl ¢ MOAUDPUIIMPOBAHHBIM BBICBOOOXKJIEHUEM BKIIOUAIOT B  ce0s
JIeKapCTBEHHbIE (DOPMBI C 3aME/JICHHBIM HEMPEPHIBHBIM (IPOJIOHTUPOBAHHBIM )
BBICBOOOXKJICHUEM, OTCPOYCHHBIM BBICBOOOXKICHHEM (KUILIEYHOPACTBOPUMBIE
JIEKapCTBEHHbIE (DOPMBI) U MYJIbCUPYIOMIUM (TTPEPHIBUCTHIM) BHICBOOOXKICHUEM.
Hcnonb3oBanue TepMHHA «MOIU(PUIIMPOBAHHOE BBICBOOOXKIEHUE)» BO3MOMKHO
JUIIb B TE€X ClIydyasX, KOTJa HE MPUMEHUMbI TEPMUHBI «KUIIIEYHOPACTBOPUMBIC
C  TPOJOHTHMPOBAHHBIM  BBICBOOOXKIECHHUEM», «C  TMPOJOHTHPOBAHHBIM
BBICBOOOXKICHUEM) WM «KHUIIIEIHOPACTBOpUMEBIe». Hampumep:

€CIIM  KaIlCyJibl XapaKTEPU3YIOTCA YCTOMYMBOCTBIO K BO3JACHCTBUIO
KEJYJIOYHOTO COKa U BBHICBOOOXKIACHUEM JIEUCTBYIOIIMX BEUIECTB B KUILIEYHUKE,
PEKOMEHIyEMbIM HAaMMEHOBAHHUEM JIEKAPCTBEHHOUN (OPMBI SIBIISECTCS «KAICYIbl
KHUIIIEYHOPACTBOPUMBIEY;

€CIIM KarlCyJibl COAEp>KaT HECKOJIbKO JIEMCTBYIOIIMX BELIECTB, YacTh W3
KOTOPBIX XapaKTepHU3yeTCs OOBIYHBIM BBICBOOOXKJICHHEM, a OCTaJIbHbIE —
3aMEJICHHBIM, PEKOMEHIYEMbIM HAWMEHOBAaHUEM JICKAPCTBEHHON (HOPMBI
SIBJIIETCSI «KAICyJbl ¢ MOAU(DUIIMPOBAHHBIM BBICBOOOXKICHUEM;

€CJIM TaOJIETKU COAEPKAT HECKOJIBKO JEWCTBYIOIIMX BELIECTB, YacTh W3

KOTOPBIX BBICBO60)KI[3€TC§I B JKCIYAKC, a OCTAaJIbHBIC — B KHIICYHUKC,
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PEKOMEHIyEMbIM HAMMEHOBaHUEM JIEKAPCTBEHHOU (hOPMBI SIBIISIETCS «Ta0JIETKU
C MOIU(UITUPOBAHHBIM BBHICBOOOXKICHUEM).

JIist  nexkapCcTBEHHBIX (OpM, KOTOpPHIE BBIMYCKAIOTCS B  YIAKOBKAX,
CHAOKEHHBIX JO3UPYIOIIMM YCTPOMCTBOM, IO3BOJISIONIAM OCYIIECTBIIATH
TOYHOE JIO3UPOBAHMWE JICKAPCTBEHHOTO TIpemapara Juisli MEIUIIMHCKOTO
NPUMEHEHUS WM BETEPUHAPHOTO JIEKAPCTBEHHOIO Tpemapara (CIpew,
a’po30JId, TICHBbI, WHTAIAIMOHHBIC JIeKApCTBEHHBIC (OPMBI), HEOOXOIUMO
BBEJICHUE B HAaUMEHOBAHHWE JIOMOJHUTEIIBHOIO OJJIEMEHTa — [MpHU3HaKa
JO3WPOBAHHOCTH 11 OTJIMYWSA OT AaHAJOTHYHBIX JIGKAPCTBEHHBIX (opM,
BBITTYCKAIOIUXCST 0€3 J03WPYIOIIero ycTpoiicTBa. K HaMMEHOBaHWIO TaKWX
JEKapCTBEHHbIX  (GopM  J00aBIsIETCS  ONPENCTICHUE  «JIO3UPOBAHHBINY,
HaIrpumep, «CIPEeU Ha3aJIbHbIA TO3UPOBAHHBIN.

[Ipu3Hak BO3pacTHOM TpYIIbl MAIMEHTOB WM KUBOTHBIX TOOABISIETCS K
HAaMMEHOBAHHIO JICKAPCTBEHHOW (POPMBI JJIs JICKAPCTBEHHBIX IMpENaparoB s
MEIUITMHCKOTO TPWMEHEHUS W BETEPUHAPHBIX JIEKAPCTBEHHBIX ITPETaparoB,
MIPEIHA3HAYCHHBIX UCKIIOYUTEIBHO JJIs MPUMEHEHHS y JIETeH WM MOJIOTHSIKA
KUBOTHBIX. B 3TOM ciydae K HAaWMEHOBAaHUIO JICKAPCTBEHHOW (hOPMBI
JICKapCTBEHHBIX MPEnaparoB Jsi MEIUIMHCKOTO MPUMEHEHHUS T00aBiseTcs
OMpENENICHUE <«JIJIs JIeTe», Hampumep, «CHUpPOI [JIs JeTei», «TalJIeTKU
pacTBOpHMBIC I AeTei». JIJIsS BeTepHHApHBIX JICKAPCTBEHHBIX IIPENaparos,
NpPEIHA3HAUYCHHBIX 11 MOJIOJHSKA  JKWBOTHBIX, K  HAWMEHOBaHHUIO
JIEKapCTBEHHON (opMbI A0OABIsETCS BUIOBAs MPUHAIICKHOCTh KUBOTHBIX,
HaIlpUMep, «CUPOIN IJIsI KOTAT», «TA0JETKH PACTBOPUMBIE JJI IIEHKOB U (HJIH)
KOTAT». [[7151 TeKkapCTBEHHBIX MPEMapaToB JIJIsi MEIUIIMHCKOTO TPUMEHEHHUS WU
BETEPUHAPHBIX JICKAPCTBEHHBIX IIPENaparoB, MPUMEHSIOIMIMXCS Y B3POCIBIX
JIONEH WM y B3POCIHBIX KUBOTHBIX, NMPHU3HAK BO3PACTHOM TPYNIBI B BHUJC
OTIPENCICHUS «JJIS1 B3POCIBIX» B HAMMEHOBAHWUHW JICKAPCTBEHHOW (OPMBI HE

YKa3bIBAECTCS.
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Jlist  nekapcTBEHHBIX (OpM, NPENCTaBIAIONIMX CO0OM pacTBOpHI, K
HAMMEHOBAaHUIO JIEKAPCTBEHHOW (OPMBI MOXKET J100aBISATHCA MPU3HAK,
XapaKTepu3yIuil npupoay pactBoputens. Eciaum pacTtBoputenem sBisieTcs
Macjao, K HauMEHOBAaHUIO JIEKAPCTBEHHOW (OpMbl J00aBIsETCS CIOBO
«MACIIHBIN», HAIPUMEP, «PacTBOP AJI HAPYKHOTO MPUMEHEHHS] MACIISHBIN.
Ecnu nekapcrBenHast hopma coAepkut 3Tanon B kKoHueHTpauuu 20 % (06/00) u
0ojiee, K HAMMEHOBAHUIO JTOOABIISIETCS CIOBO «CIUPTOBON», HATPUMED, «KATUIH
JUIsl IpUeMa BHYTPh CIUPTOBBIE». [[1s1 BOAHBIX PacTBOPOB JIOMOJHUTEIIbHBIN
NPU3HAK «BOAHBIN» B HANMEHOBAHUU JICKAPCTBEHHON ()OPMBI HE YKA3bIBAETCS.

K HammeHOBaHUIO JIEKapCTBEHHON (OPMBI TaKXKE MOMKET J00ABIATHCS
JOTIOJTHUTEIBHBIM MPU3HAK, XapakTEepU3yKOUMid BKyc M (WJIH) apomar.
JloGaBieHre [JaHHOTO TMpPU3HAKa HEOOXOAMMO B TeX CIydasX, KOIjaa
MIPOU3BOUTENb BBIMYCKAET JIEKAPCTBEHHBIM TIpemapar jid MEAUIIUHCKOTO
OPUMEHEHUS WIM BETEPUHAPHBIM JIEKApCTBEHHBIM mpenapar MojJ OJHHUM
TOPTrOBbIM HAaMMEHOBAaHMEM M B OJHOW JIEKApCTBEHHOW (opme, HO C
UCITIOJIb30BAaHUEM PA3JIMYHBIX apOMaTH3aTOpPOB U (WUJIM) BKYCOBBIX J00aBOK. B
TaKuX Ciay4dasx B 1easix auddepeHnmrany BBITYCKaeMbIX JIEKAPCTBEHHBIX
dopM K  HaWMEHOBAaHWIO  JICKAPCTBEHHOW  ¢GoOpMbl  J0OABIsAETCS
COOTBETCTBYIOILIEE OIpEIeSICHHEe, HallpuMep:

«Ta0JETKHU CO BKYCOM JIMMOHA», «Ta0JETKH CO BKYCOM aHaHACa», «APaxke
CO BKYCOM KYPHILBI», «Ipa’Ke CO BKyCOM JIOCOCS;

«CIperd Ha3aJdbHBIA C apoOMarOM »3BKAJINUNTA», «COPEH HA3AIbHBIA C
apoMaToOM MEHTOJIa;

«CHUPOIl CO BKYCOM M apOMaToOM BUIIIHU», «CHUPOIl CO BKYCOM M apOMaroM
CIIUBBD», «CHPON CO BKYCOM M apOMaToM KYpHIbI», «CHPOIl CO BKYCOM H
apoOMaToOM JIOCOCS».

[Io Takomy e MNPUHIUIY K HAUMEHOBAHUIO JIEKAPCTBEHHOW (HOPMBI

MOXKET J0O0aBIATHCS MPHU3HAK OTCYTCTBHS B JICKAPCTBEHHOM IIpemapare s
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MEIUIIMHCKOTO TPUMEHEHHS WM BETEPUHAPHOM JIEKAPCTBEHHOM TIperiapare
caxapa: B Te€X CJydYasX, KOTJa IPOU3BOJUTENIb BBIMTYCKACT JIEKAPCTBEHHBIN
nperapar s MEAWIIMHCKOTO MPUMEHCHHSI M BETECPUHAPHBIA JIEKAPCTBEHHBIN
mpenapar Moja OAHUM TOPTOBHIM HAMMEHOBAaHHUEM W B OJHOM JIEKApCTBEHHOM
dbopMe, Kak C UCIIOIB30BaHUEM, TAaK M 0€3 UCIOJIL30BaHUS B COCTaBE CaxapoB —
caxapo3bl U JIEKCTPO3bI (TJTFOKO3bI), K HAUMEHOBAHUIO JIEKAPCTBEHHOU (POPMBI,
HE colepKamield caxapoB, JJ00aBisieTcsl ciloBocodeTaHue «0e3 caxapay.
Hampumep, «rabmetku 6e3 caxapa». s rekapcTBeHHON (hOPMBI, CofeprKaIie
caxapa, JOMOTHUTEIBHBIX YTOUYHCHUH HEe TpeOyeTcs.

JIOTIOTHUTENBHBIE 3JIEMEHTHl B HAaHMCHOBAaHHMH JICKAPCTBECHHOW (HhOPMBI
YKa3bIBAIOTCSA B CIEAYIOIIEM TMOPSAKe: TpPHU3HAK MPHUPOABI PACTBOPUTEIIS,
IMPU3HAK BO3PACTHON TPYMIBI, BKyCOapOMaTHYECKHE T00aBKH M OTCYTCTBHE
caxapa.

JIJIsi TOMEOIaTHYeCcKuX JICKApCTBEHHBIX IMPENaparoB IS METUITMHCKOTO
MPUMEHEHUS W BETEPUHAPHBIX JICKAPCTBEHHBIX IPENapaToB K HAMMEHOBAHUIO
JeKapcTBEHHONW (opMbl  T0OABISETCS OINpPENETCHUE «TOMEOMATUUYECKUIDY,
HalpUMEpP, «TPaHyJbl [JIsl paccachblBaHUS TOMEOIMATUYECKHUE», «Masb s
MECTHOTO TPUMEHEHUS TOMEOIaTHYEeCKas», «Macjo [Jisi TpuemMa BHYTPb
TOMEOIIaTHIECKOCY.

JIJIst  JIeKapCTBEHHBIX TIPEMapaToB ISl METUIIMHCKOTO TPUMEHCHHS M
BETCPUHAPHBIX  JICKAPCTBCHHBIX  TIPEMaparoB, COACpXKAIUX B  OTHOM
NOTPEOUTENTHCKOM YIMAaKOBKE HECKOJIbKO CaMOCTOSTEIbHBIX JIEKAPCTBEHHBIX
npenaparoB s MEIWIMHCKOTO  MPUMEHEHUS WM  BETCPUHAPHBIX
JICKapCTBEHHBIX IpenaparoB, KOMOMHUPOBAHHOE HAaWMMEHOBaHHUE (OPMHPYETCS
C WCIOJb30BAaHUEM CJIOBa «HA0Op», KOTOPOE TIOMEIIACTCS B HaJaye
HauMeHOoBaHMs. Hampumep, eciii B YITAaKOBKE COJIEPKHUTCS HECKOJIBKO BHIIOB
Ta0JIETOK  IMIUIYyYUX C  Pa3IUYHBIM  COCTAaBOM, KOMOWHHMPOBAaHHBIM

HAaWMEHOBaHHUEM OyneT SBIAThCA «HAOOp TabieTok mumyunx». B coydae, eciou
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B YIAKOBKE COAEPKaTCid HECKOJbKO pPa3jIMYHBIX JIEKAPCTBEHHBIX (OPM, TO
YKa3bIBa€TCS HAWMEHOBAHHE KaXKIOM U3 HUX B al(aBUTHOM TOPSJKE C
no0aBiIeHUEM CJIOBa «HabODPY, HarpuMmep, «HabOp TabJIETOK
KHUILIEYHOPACTBOPUMBIX U TAOJETOK C MPOJIOHTUPOBAHHBIM BBICBOOOKIECHUEM),
«Ha00P KarcCyy KUIIEYHOPACTBOPUMBIX U TAOJETOK KMIIEYHOPACTBOPUMBIX ).

Hacrosimmass Howmenkiarypa He sBisierca ucuepnbiBaromen. [lpu
COCTaBJICHUU HAUMEHOBAHHUS JIEKAPCTBEHHOW (QopMbI mpenapara s
MEIUIMHCKOTO MPUMEHEHHS WJIM BETEPUHAPHOIO JIEKAPCTBEHHOTO Mpemnapara ¢
1EeJbI0 Han0o0JIee TOYHOTO OTPAKEHHUSI €r0 CBOMCTB BOZMOXHO KOMOMHUPOBAHUE
VCIIONB3YIOIMXCS B HacTosme HoMeHkiIaTrype OCHOBHBIX U JONOJHUTENbHBIX
JJIEMEHTOB  JUIsl  COCTABJIICHMS HAMMEHOBAaHUM  JIEKAPCTBEHHBIX  (opMm,
W3HaYalbHO B HEMl  orcyTcTBytomux. Hampumep, miga  npemnapara,
MPENCTABIAIONIET0 CcOOOM  pacTBOp, TMPEAHA3HAYCHHBIM [JI1  BBEICHMUS
HEMOCPEACTBEHHO B KHIIEYHUK C  I[OMOIIBKD  COOTBETCTBYIOIIETO
npucnocoOieHusi (MHTECTUHAJIBLHOE BBEJEHUE), B Hacrosuleil Homenknarype
OTCYTCTBYET OTAENbHbIA TepMUH. OIHAKO, KOMOMHHPYS CJIOBA «PAacTBOpP» U
«MHTECTHUHAJIBHBIN»,  INPUCYTCTBYIOIIME B  Ka4eCTBE  OCHOBHOIO U
JOTIOJIHUTENBHOTO JIEMEHTOB B JPYIMX HAaUMEHOBAHUAX, MOXHO COCTAaBUTH
HAaMMEHOBAaHUE JIEKAPCTBEHHOW (OpPMBI — «pacTBOp HHTECTHUHANbHBIMN». [lo
TAaKOMYy >K€ MPHUHIMIIY MOYXXHO COCTaBUTh HAaWMEHOBAHHWE JIEKAPCTBEHHOU
dbopMbl, KOMOMHHUPYSI HMMEIOIIUNCS OCHOBHOM »JJIEMEHT HAUMEHOBaHUS C
JOTIOJIHUTENBHBIM 2JIEMEHTOM — IPU3HAKOM IIyTH BBEACHUS, OTCYTCTBYIOIIUM B
Hactosiuiet Homenknarype, Hampumep, «3Mylbcus A peTpoOynbOapHOTro
BBEJICHUSD.

JInsi neKapCTBEHHBIX MPENaparoB sl MEIUIMHCKOTO NPUMEHEHHS U
BETEPUHAPHBIX  JIEKAPCTBEHHBIX  MpENaparoB, MPEACTABISIONUX  COOOH
pacdacoBaHHOE JIEKAPCTBEHHOE PACTUTEIBHOE ChIpbe WM pachacoBaHHYIO

pacTUTENbHYIO (DapMaeBTUYECKYI0 CYOCTAaHIIMIO W TPeAHA3HAYCHHBIX IS
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MPUTOTOBJICHUS BOIHBIX M3BJICUCHUN, HAUMEHOBAHUSI JIEKAPCTBEHHBIX (POpPM HE
npuBondarcs. [Ipu cocTaBieHnd HAMMEHOBAHUM TaKUX JICKAPCTBEHHBIX (HOPM B
Ka4eCTBE OCHOBHOTO 3JIEMEHTA MCMOJb3YETCs HAMMEHOBAHUE CHIPHEBOM YacTH
IPOU3BOMSILIETO PACTEHUs, a B KayeCTBE JOMNOJHUTEIBHOIO JJIEMEHTa —
NpPU3HAK €ro M3MEJBUCHHOCTH, HalpUMEp, «IUCThS IEIbHbIC», «IBETKU
M3MEIIBYCHHBIC», «TPaBbl MOPOLIOK». EcCiM TakoW JIEKapCTBEHHBIM Npenapar
JUTST MEAUIIMHCKOTO MTPUMEHEHHUS I BETEpUHAPHBIN JIEKapCTBEHHBIN Ipenapar
MPENCTaBISIET CO00M CMECh HECKOIBKHUX BHUJIOB JIEKAPCTBEHHOTO PACTUTEIHLHOTO
ChIpbSi, B Kau€CTBE OCHOBHOIO 3JIEMEHTA WCIOJIb3yeTCS HAUMEHOBAHUE
JIEKapCTBEHHON (OpMbl «cOOp», B KAUECTBE JOIMOJHUTEIBHOIO — TaKXE €ro
U3MEJIBYEHHOCTh, HATPUMEP, «COOP LETbHBINY, «COOP U3MENIBYCHHBINY, «cOopa
MOPOILIOK» U T.I.

Crnenyer MCHONB30BaTh CTAHAAPTHBIC TEPMHUHBI WIIM WX KOMOWHAIIMU MJIs
yKa3aHUsl BUJIOB TIEPBUYHOM YIAKOBKU JICKAPCTBEHHBIX MpENaparoB Jis
MEIUIIMHCKOTO MPUMEHEHUS M BETEPUHAPHBIX JIEKAPCTBEHHBIX IPENapaTtoB U
KOMIUIEKTYIOIIHUX CPEACTB MO MEPEUHIO COTIACHO MPUIOKEHUIO. ).

23. B mpunoxenuu K ykazanaHor Homenkmarype:
a) HAMMEHOBAHUE MPUIIOKEHHS U3JIOKUTh B CICAYIOIIEH peaaKInu:

«IIEPEYEHDb

BU/I0B EPBUYHON YNIAKOBKH JIEKAPCTBEHHBIX
NpenaparoB 1Jisi MeIUIIUHCKOTO MPUMEeHeHUs
U BETEPUHAPHBIX JIEKAPCTBEHHBIX MPENapaTos,
a TaKiKe KOMILIEKTYHIIHNX CPeACTBY;

0) HauMeHOBaHUE pasfena | u3I0KUTh B CIICIYIOMEH pEeTaKIIuN:

|. IlepBuunas ynakoBKa J€KapCTBEHHBIX MPENapaToB
IUISl MEJULIMHCKOTO TPUMEHEHUS M BETEPUHAPHBIX
JIEKAPCTBEHHBIX IPENAPATOBY;

B) pazaen «lloscHeHUs» U3JI0KUTH B CICAYIOIIECH pelaKIuu:
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«llogcHenus

Jlnst meneil mprUMEeHEHUsl HACTOSIIEro MepevHs UCIOIb3YIOTCS MOHSATHUA,
KOTOPBIE O3HAYAIOT CIIEAYIOIIEe:

«KOMIUIEKTYIOIIEE CPEICTBO» — H3JIENHe, MOMEIaeMOe BO BTOPUYHYIO
(MOTPEOUTENBCKYI0) YITAKOBKY JIEKAPCTBEHHOIO IMpenapara JIjisi MEAUIIMHCKOTO
NPUMEHEHUS WM BETEPUHAPHOTO JICKAPCTBEHHOTO TperapaTa U UCIOIb3yeMOe
IUI TIPABWJIBHOTO JTO3UPOBAHUS, BBEJCHHS WM MPUMEHEHHS JIEKAPCTBEHHOTO
npenapara  JUis  MEIUIMHCKOTO  TPUMEHEHHS  HJIM  BETEPUHAPHOTO
JIeKapCTBEHHOTO Ipernapara;

«TepBUYHAs YMAKOBKa JIEKAPCTBEHHOTO Mpernapara A MEAUIIMHCKOTO
NPUMEHEHHsI U BETEPUHAPHOTO JIEKAPCTBEHHOI'O IIpernapara» — YIaKOBKa,
HEMOCPEACTBEHHO COINPHUKACAIOLIASACSA C JAAHHBIM JIEKAPCTBEHHBIM IperapaToM
JUISE  MEOUIMHCKOTO TMPUMEHEHUS WIM BETEPUHAPHBIM JIEKAPCTBEHHBIM
pernapaTom.

JUis BUJOB TEPBUYHON YIMAKOBKU JIEKAPCTBEHHBIX TMpENapaTroB s
MEAUIIMHCKOTO MPUMEHEHUS U BETEPUHAPHBIX JICKAPCTBEHHBIX MPEMapaToB,
YKa3aHHbIX B HACTOALIEM I[€peYHe, YKa3blBalOT Marepuan, M3 KOTOPOro
IIPOM3BEACHA JJaHHAS YMAaKOBKA, U IMPH HEOOXOAMMOCTU €€ JOIMOJHUTEIbHBIC
cBoiictBa. Hanmpumep, (rmakoHbl TEeMHOro CTEKJa, NAKEThl MOJMMEpHBIC
JIBYXCJIOWHBIE, OAJJIOHBI ATIOMUHHUEBBIC, (DIIAKOHBI W3 TOJUAITHIIEHA HU3KOM
IUIOTHOCTH U T.JI.

JUis )KUJKUX U MSTKUX JIEKAPCTBEHHBIX (POPM, a TakkKe JEKapCTBEHHBIX
IpenapaToB AJi MEIULMHCKOTO IPUMEHEHUS U BETEPUHAPHBIX JIEKAPCTBEHHbIX
IpernapaToB AJisl MAPEHTEPATbHOTO BBEACHHS B JOKYMEHTAX PETUCTPALIMOHHOTO
J0Ch€ HEOOXOAMMO YyKa3blBaTh BHJI MOJMMeEpa (HAmpuMep, IOIUITUIIEH,
TIOJIMTIPOTIUJICH, MTOJMBUHIIIXJIOPUI U T.J.) BBUIY BIWSHUS BHJA TIOJUMEpa Ha

Ka4CCTBO JICKAPCTBCHHBLIX IIPCIIAPAaTOB 4 MCAUMIHMHCKOI'O IIPUMCHCHHA H
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BETEPUHAPHBIX JIEKAPCTBEHHBIX IPEMapaTOB 3a CUYET MUTPALMM BEIIECTB W3
ynakoBKH. [Inst TBEpHAbIX JIEKAPCTBEHHBIX (QOpM Uil NpUEMa BHYTPb,
HApy»KHOTO WJIM MECTHOTO NPUMEHEHMs (HalpuMmep, TaOIEeTKH) JTOCTaTOYHO
yKa3aTh OOLIYI0 XapaKTEpUCTUKY MaTepuana (Hanpumep, OaHKU MOJTUMEPHBIE).
JIns ynmakoBOK, W3rOTOBJIEHHBIX U3 MPO3PayHOTO OECUBETHOIO CTEKJIa,
XapaKTepUCTUKY IIBE€Ta CTEKJa HE MPUBOAAT (Hampumep, (IaKOHbI

CTEKJISTHHBIC).».




