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2.3.22.2. TOMEOITATUYECKHUE JIEKAPCTBEHHBIE ITPEITAPATBI

OIIPEJIEJIEHUE

l'oMeomatnyeckue JIGKQpCTBEHHBIC IpermapaThl T'OTOBAT M3  TOMEOIATHYCCKUX
¢dapmanieBTUYeCKMX CyOCTaHLMH, TPOXYKTOB W  BEIIECTB, Ha3bIBa€MbIX 0Oa3MCHBIMU
KOMIIOHGHTaMH, B COOTBETCTBHUM C METOJMKAMH IPUTOTOBJICHHS TIOMEONATHYCCKUX
JEKapCTBEHHBIX  mpemaparoB. J[os  ToMeomaTHYecKoro  JIGKapCTBEHHOTO  Iperapara
HaWMEHOBaHKE 0A3MCHOTO KOMIIOHEHTA (KOMIIOHEHTOB) OOBIYHO MPUBOIAT HA JJATHHCKOM SI3BIKE
C YKa3aHHUEM CTEIeHU pa3BeACHUs U (WIN) TOTEHIIUPOBAHUS, €CIIA TPUMEHUMO.

CBIPBE

ChIpbe sl MPOU3BOJICTBA TOMEONATHYECKHUX JIEKAPCTBEHHBIX MPEMapaToB MOXKET OBITh
MPUPOJHOTO WIM CUHTETHYECKOTO MPOUCXOKICHUS.

[Ipu uCnoNb30BaHUU CBIPbS KUBOTHOTO MPOUCXOXKJECHUS JOJDKHBI TMPUHUMATHCS
COOTBETCTBYIOIIME MEPHI JJIsl CHUKEHUS PHUCKA 3apa)kKeHUs TOMEONAaTUYECKUX JIEKapCTBEHHBIX
npenapaToB WH(PEKIIMOHHBIMU areHTaMu, BKJIo4ast BUpYychI (2.3.1.3.):

— MeTObl MPOU3BOJCTBA JOJKHBI BKIIIOUaTh B ce0s 3Tal WIM 3Tamlbl yJAICHUS WIIU
WHAKTUBALUK BO30yauTENeH NHPEKIINN;

—TIJ€ NPUMEHHMO, CBIPbE IKHUBOTHOIO IPOMCXOXKIACHUS [IOJDKHO COOTBETCTBOBAThH
tpeboBanusim ODC 2.3.19.2.;

—TIJe NPUMEHHUMO, >XKMBOTHBIE W HX TKaHH, UCHOJIb3yeMbI€ ISl TOJYYEHHS ChIpPbA,
JOJKHBI COOTBETCTBOBATh TPEOOBAHMSIM YIIOJHOMOYEHHOTO OpPraHa B OTHOIIEHUU >KUBOTHBIX,
npeHa3HAYEHHBIX JIJIs YIOTPEOIEHUS B IIUIILY YEJIOBEKOM.

ChIpb€ pacTUTENBHOTO, JKUBOTHOTO IPOMCXOKIEHUS MOYKET HCIOJb30BaThCs KaK B
CBEXKEeM, TaK U B BbICylIeHHOM Buje. [Ipu HeoOXoquMoCTH CBEKUI MaTepHUal MOKET XPaHUTHCS
B TIyOOKo#i 3amoposke. ChIppe PACTUTENBHOTO IMPOUCXOXKICHHUS IODKHO COOTBETCTBOBATH
tpeboBanusiM ODPC XXX X. Jlekapcmeennoe pacmumenbHoe culpbé OISl 20MeONaAMu4ecKux
JIeKapCMBEHHbIX NPEenapamos.

Jlis nenedt TpaHCIOPTUPOBKY WIIM XPAHEHMS, CBEKUN PACTUTEIIBHBIA MaTepUa MOXKET
XpaHUThCA B dTaHone 96 % wnmm B ciydasx, Korga OOOCHOBAaHO, IPYrod MOAXOISIICH
KOHIIEHTpAIlMU, TPU YCIOBHU, 4YTO BECh MaTepwal, BKIOYas Cpeay XpaHeHws, Oyner
HCIIOJIb30BAThCS AJIs EepepaboOTKU.

ChIpbe OJDKHO OTBEYaTh TPEOOBAHUSM COOTBETCTBYIOIIMX YACTHBIX (hapMaKOIECHHBIX
cTaTei.

HOCHUTEJIH

Hocurenn mnpencraBisitoT coOOH BCrOMOTraTelbHBIE BEIIECTBA, HWCIOIb3yeMbIC IS
IMPUTOTOBJICHUS TCPBUYHBIX 63.3PICHBIX KOMITOHCHTOB HNJIN HOTGHHHﬁ. Hocurenamu MOT'YT 6BITBI
BOJIa OYHIICHHAS, 3TaHOJ HEOOXOJMMOI KOHIIEHTPAIINH, TIUIIEPOIT WITH JTAKTO3a.

Hocurenu JOJI?KHBI OTBCYATh Tpe6OBaHI/I$IM COOTBCTCTBYIOIINUX YaCTHBIX
(dhapMaKoIeHHBIX CTaTEH.

BbA3HUCHBIE KOMIIOHEHTBI

ba3ucHble KOMIOHEHTBHI TPEACTABISIIOT CO0OH  dapmaleBTUUeCKHe CYOCTaHIUH,
MPOAYKTHI U BCIICCTBA, HMCIIOJIb3YCMbBIC B KAa4YCCTBC HCXOJHOI'0 MaTcpuaia IJIsI MPOU3BOACTBA
TOMEOIIaTHYECKUX JIEKAPCTBEHHBIX MpernapaToB. ba3ucHble KOMIIOHEHTHI OOBIYHO MPEACTABIISIOT
CO60ﬁ: AJI ChIPbA pACTUTCIILHOTO U JKUBOTHOT'O MPOUCXOXKIACHUS — HACTOMKHU IOMEOIIaTUICCKUE
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MaTpU4Hble (BOJHO-CIIMPTOBBIE WM Ha TJIHUIEPOJe); Ui CBIPbS XUMHUYECKOTO WM
MUHEPAIBLHOIO NPOUCXOKICHHS — HEMIOCPENCTBEHHO CaMO BEILECTBO.

Hacroiiku romeonarniyeckue MaTpuyHble TOJKHBI COOTBETCTBOBaTh TpeboBaHusIM ODPC
XX XX. Hacmouxu comeonamuueckue mampuunuole.

Hacroiiku romeomnarndyeckue MaTpuUyuHble Ha IiMLeposie (TIULEPUHOBBIE MalepaThl)
NPEACTaBIAIOT CcOOOM JKMAKHE JIEKapCTBEHHBIE Ipernaparbl, IOJy4aeMble M3  ChIpbA
PaCTUTENBHOTO WJIM >KMBOTHOI'O MPOMCXOXKJIEHHUS C HCIIOJIIb30BAHMEM IUIMLIEPOJA WU CMECH
IJIALEPOJIA ¥ ATAHOJA MOAXOAAIIEH KOHIEHTPALNN UM PACTBOPA HATPUS XJIOPUJA OIXOJAIIECH
KOHIIEHTpALUH.

IIOTEHIITHPOBAHUE

Pa3BeneHuss u TpUTypallMd TMONYYalOT U3 OAa3WCHBIX KOMIIOHEHTOB MPH TOMOIIH
polecca COTEHHOTO WJIM JECSITHYHOTO MOTEHIIUPOBAHMS B COOTBETCTBUM C TOMEONaTUYECKUMU
npoleaypaMu TPOU3BOACTBA W(WIIM) HW3TOTOBJICHHS: OTO O3HAYaeT MOCIEA0BaTEIHHOE
pa3BelleHUe U BCTPSAXUBAaHUE, WM MOCIEAYIOIIME COOTBETCTBYIOUIUE pACTUpPAHUS, WU
00BeAMHEHNE YTHX JABYX MPOIIECCOB.

OOBIYHO UCTIONB3YIOT CJIEAYIONINE CTETIEHHU TOTEHIIMPOBAHMUS:

— 1 vacTe 06a3UCHOrO0 KOMIIOHEHTa IUTIOC 9 yacTel HocuTens; 0003Ha4yarT Kak «Dy,
«DH» nnmn «X» (MHOTOKOJIOOBOE JIECATUYHOE TTOTCHIIMPOBAHKE);

— 1 yacTh 0a3UCHOrO0 KOMIOHEHTA IUII0C 99 yacTel HocuTelss, 0003HaYalOT Kak «C» uiu
«CH» (MHOTOK07100BO€ COTEHHOE ITOTEHIIMPOBAHUE).

— 1 yacte 0a3MCHOr0 KOMIIOHEHTa ILIOC 99 wyacteil HocuTels, 0003Ha4arOT Kak «K»
(coTeHHOE OTEHIIMPOBAHKE B OJTHOM KOJIOE).

KonnuecTBo creneHell NMOTEHUMM OIpeneiseT Mepy pasBeneHus, Hampumep, «D3»,
«3DH» mm «3X» ob603Ha4YaeT TpH miara JeCATUYHOTO moTeHiupoBanus, a «C3», «3CHy», «3C»
i «3K» o0o3HavaeT 3 mara COTEHHOTO MOTSHIIMPOBAHUS.

[Torentun «LM» TOTOBAT MO CHEIUATBHON METOAMKE ¢ KOAPOUIIMEHTOM pa30aBICHHS
50 000 myTéM uyepenoBaHMS ATANOB JKUAKOTO pa30aBICHUs M MPONUTKH rpanyi. KommuectBo
ATaroB TMOTEHIIUPOBAHUS ONpPEACIsAeT CTENeHb pa30aBieHus, Hampumep, Tpetbe LM (LM3)
O3HauaeT TPU MOCIeI0BATENbHbIX pa3baBienus LM.

JIEKAPCTBEHHBIE ®OPMbI

JlekapcTBeHHbIE (POPMBI TOMEOMATUYECKUX JIEKAPCTBEHHBIX TPENapaToB JIOJKHBI
COOTBETCTBOBaTh TPEOOBAHMSIM COOTBETCTBYIOIICH oOmmel (apMakomeHol CcTaTbu Ha
JeKapCTBEHHbIE (DOPMBI, @ TAKXKE CIEIYIOIUM TPEOOBAHHSIM:

—B JIGKAPCTBEHHBIX  (opMax TOMEomaTHYecKMX JICKApCTBEHHBIX  IpenapaToB
«aKTUBHBIMU CYOCTaHIIMSIMU» SIBIISIIOTCSL «PA3BEJCHHUS WM TPUTYPALlUM T'OMEOINATHYECKUX
0a3MCHBIX KOMIIOHEHTOB» WJIH «TOMEONaTHYecKhue Oa3uCHbIe KOMIIOHEHTHI» (HACTOWKH
rOMEOIAaTHYECKUE MaTPUYHBIC UM HACTOWKU TOMEONaTHYeCKHe MaTpUUHbIe Ha TIIULEPOIIE);

— JTaHHBIE JIEKAPCTBEHHBIE ()OPMBI MOTYT COJICPKATh OJJHO MIIM HECKOJIBKO JAEHCTBYIOIIIX
BEIIIECTB;

— TaHHBIC JICKAPCTBCHHBIC (OPMBI TOTOBST C HCIOIB30BAHUEM COOTBETCTBYIOIIUX
BCIIOMOTATENbHBIX BELIECTB.

I'omeonamuuyeckas nekapcmeenHas popma «2pamyivly

I'panynsl TOMeomaTHyecKue MPEACTABISIOT OO0 TBepible JIEKAPCTBEHHBIC (HOPMBI,
MOJIyUeHHbIE C  HUCIOJB30BAaHUEM  C€axapo3bl, JIAKTO3bl WM  JPYTUX  MOAXOISIINX
BCIIOMOTATENbHBIX BemecTB (X XXX [panynol 011 ecomeonamuueckux JeKapcmeeHHbIX
npenapamog), TNpeJHa3HAYCHHbIE ISl MPONMUTKU WM TMOKPBITUS OJHUM WM HECKOJIbKUMU
FOMEONATUYECKUMHU  JIEKAPCTBEHHBIMU npenaparamu. ['panynsl rOMEOIaTUYECKHE
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UMIIPETHUPOBAaHHBIE JIOJDKHBI COOTBETCTBOBaTh TpeboBanusiM OPC XX XX [Ipanynvr
eomeonamuuecKkue umnpecHuposauHvle. ['paHylbl roOMeonaTHYecKue, MOKPHITHIE 000JI0YKOiA,
TOJKHBI  COOTBETCTBOBaTh TpeboBanmsiM. ODC X XXX [paunyier 2omeonamuyeckue,
nokpvimvle 060n0ukou. OHU TpelHa3HAaYeHbl IS MOABA3BIYHOTO MPUMEHEHMs] WIW IpueMa

BHYTDb.

Tomeonamuueckas JlekapcmeerHrnas qbopma «mabnremxuy

TabneTkn romeonaTHYecKUE MPEACTABIAIOT cO00il TBepable JeKapcTBEHHBbIE (OPMBI,
MOJYYCHHBIE C  HWCIOJB30BAHMEM  Caxapos3bl, JIAKTO3bl WIW  APYTHMX  MOJXOISIINX
BCIIOMOTaTENIbHBIX BEIIECTB B COOTBETCTBUU ¢ ODC 2.5.1.34.

OHu MOTYT OBITh TPUTOTOBJICHBI JIMOO ITYyTEM IMPECCOBAHHS OIHOTO WM HECKOJIBKHX
NEHCTBYIONIMX BEIIECTB C BCIIOMOTATENbHBIMH BEIIECTBaMH, JTHOO MyTeM WMIIPETHUPOBAHUS
(TIpOTUTKHM) TpeBapUTEIBLHO CHOPMUPOBAHHBIX TAOJIETOK OJHUM WJIM HECKOJBKUMH KHUIKUMHU
NI CTBYIOIIMMH BEIIECTBAMHU.

[MpenBaputensHo cHOPMUPOBAHHBIC TAOJNETKH [UII WMIPETHUPOBAHUS IONYYAIOT M3
caxapo3bl, JAKTO3bl WM JPYTUX MOAXOMASIIUX BCIIOMOTATENBbHBIX BEIIECTB B COOTBETCTBUU C
ODC 2.5.1.34.

TabneTku romeonmaTHYecKWe MpPETHA3HAYCHBI MJIS TMOABSI3BIYHOTO MPUMEHEHUS WIN
npremMa BHYTpb.

T'omeonamuueckue JlekapcmeeHHbvle d)Oprl ons napenmepailbHoco  NPUMEHEHUA,
0@]’]’161]11)/%0]10214%607(‘020 NpUMeHerUsl, Ha3aJlbHO20 NPUMEHEHUA.

Jlnis mocnenHero 3Tama(oB) MOTEHIIMPOBAHUS HCIOJB3YIOT HOCHTENb, HE COIEpPIKAIIHA
9TaHOJI, YTOOBI MUHIMH3HPOBATH COACP)KaHUE ITAaHOIA B KOHEUHOM JIGKAPCTBEHHOM TIperapare.

Octarounoe coaepxkanue 3Tanona (2.1.9.8.) He nomxHo npesbimath 1 % (06/06), ecnu
MHOE HEe 00OCHOBAHO.

T'omeonamuueckas nexapcmeennas @opma «HcuoKue NeKapcmeeHHvle npenapamol s
npuéma 6Hympb»

[Tpu HEOOXOAMMOCTH Ha MOCIeTHEM(HX ) dTane(ax) MOTSHIIMPOBAHUS UCIIOIB3YETCs BO/IA
OUMIICHHAsT Ui MHUHUMH3AlUU COJAEpKaHMS JTaHOJIa B TOTOBOM TIOMEONaTHYECKOM
JIEKApCTBEHHOM IIpenapare.

METO/[BI IIPUT' OTOBJIEHUA

[Ipy mpou3BOACTBE TOMEONATUYECKUX JIEKAPCTBEHHBIX IMPENapaToB HCIOJIb3YIOT
MeToabl, omucaHHple B ODPC XXXX  Memoowt  npucomosnenus  cyocmanyui
20MEeONAMUYECKUX.

Jlis COOTBETCTBYIOIIUX JIEKAPCTBEHHBIX ()OPM HCIONB3YIOTCS METOJbI IPOU3BOJICTBA,
ykazanHble B Tabmuie X.X.XX-1. Ecnu He ykazaHO MHOE, MOTEHIUPOBAHHUE OCYIIECTBISACTCS
MHOTOKOJIOOBBIM METOJIOM.

YOTHOMOYEHHBIM OpraH HMMEeT MPaBO MPUHUMATh WM OTKJIOHSATh KOHKPETHBIE
KOMOWHAIIMKA METO/Ia IPOU3BOJICTBA M CYOCTaHITUH.

Tabmuma X.X.XX-1 — Memoost npucomosieHus 20Meonamuieckux j1eKapCmeeHHbIX
npenapamos

MeToabl NIPUTOTOBJICHUSA JlekapcTBeHHBIE (DOPMBbI

14.1,142,143,144 Kaniu rima3asie
['panynel roMeonaTHYeCKHe, TOKPHIThIE 000JI0UKON
PacTBOpBI 17151 UHBEKIIMI
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Karmm rimazaeie
PacTBopsI 1151 HHBEKLIMI
HazanbHble 1exkapcTBeHHbBIE (OPMBI

221,222,223

Kannu rmasueie
['panynbl rOMeonaTuYeCcKue, MOKPHITHIE 000TOUKOM
PacTBopBI 1151 HHBEKLIMI
HazanbHble tekapcTBeHHbIE (POPMBI
Masu, KpeMsl U renu
[Topomku 1715t mpriemMa BHYTPb (TPUTYpaIum)
Cynno3utopuu

224

PacTBOpBI 117151 UHBEKIIMI

3.1.2,32.2

Kannu rnasueie
['panynbl roMeonaTuyecKue, MOKPHITHIE 000TOUKOM
PacTtBopBI 1151 HHBEKLIMI
HazanbHble nekapcTBeHHbIE (POPMBI
Masu, KpeMsl U renu
Cynno3utropuu
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