A

2007103707

RU

POCCUACKASA ®EQEPALIA

“ RU" 2007 103 707" A

(51) MK
A6TK 922 (2006.01)

SEJEPAIIbHAA CITYXKBA

MO UHTENNEKTYANbHOW COECTBEHHOCTH,

NATEHTAM U TOBAPHbBIM 3HAKAM

(12) BAABKA HA USBOBPETEHUE

(21), (22) 3asska: 2007103707/15, 29.06.2005 (71) Sasasutens(n):
FPIOHEHTAJIb 'MBX (DE)
(30) KoHBEHLMOHHBIV NPUOPUTET:
01.07.2004 DE 102004032049.7 (72) AsTop(bl):
14.07.2004 US 10/890,763 BAPTOJIOMOWC WoranHec (DE),
KYTENbMAHH enpux (DE),
(43) Oata nybnukaumu 3assku: 20.11.2008 Bron. Ne 32 APKEHAY-MAPWIK 3nu3a6ert (DE)

(85) OaTta nepesopa 3asaBku PCT Ha HaumoHanbHyo dasy:
01.02.2007

(86) 3asiBka PCT:
EP 2005/006984 (29.06.2005)

(87) My6nukauusa PCT:
WO 2006/002884 (12.01.2006)

Adpec ons nepenmncku:
101000, Mockea, M.3natoycTtunckuii nep., 10,
k.15, "EBPOMAPKIIAT", nat.noB. N.A.Becenuukoi
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(57) ®dopmyna m3obpeTeHus

1. 3awmueHHas oT NpUMEHEHMS He MO HasHa4YeHUIo NepopanbHas nekapcTeeHHas dopma ¢
KOHTPONMpyeMbIM BbICBOOOXAEHMEM U3 HEe onvovaa AN OAHOKPATHOro npuema B CyTKU,
oTnUYaroLWaaca TeM, YTo OHa COOEepPXUT MO MeHbLUer Mepe oauH onnoug (A), NoTeHunansHoO
SABNSAOLLMIACA OO BHEKTOM €ro HeMeaMLMHCKOro ynoTpebneHuns, n/vnm no MeHbLLen mepe ogHo 13
ero n3nonorn4eckm COBMECTUMbIX COeANHEHUI, NO MEHbLLEN Mepe OANH CUHTETUYECKUIA U/nnn
nNpuUpoaHbIn nonuvep (B), Heobs13aTeNbHO NO MEHbLUEN Mepe 0ANH 0OpasyoLnin 3amMmeansatoLLyo
BbICBODOOXAEHME onvouaa(oB) maTpuLy MaTepuarn, Heoba3aTenbHO No MeHbLUelr Mepe 0aHO
3ameqnsioLlee BbicBoboXAeHE onuonaa(oB) NOKpbITUE, HEOBs3aTENBHO NO MEHbLLEN Mepe
0OHO (PU3MONOrnYecKkn COBMECTMMOE BCoMoraTenbHoe BelecTBo (Bb) n HeobsizaTenbHO No
MeHbLUen mepe oaunH Bock (IM), Npn 9ToM KOMMOHeHT (B), cooTBeTCTBEHHO KOMMNOHEHT (M)
0o6ragaloT cConpoTMBIIEHNEM pa3pyLUEHUIO NO MeHbLUel Mmepe no 500 H 1 komnoHeHT (B) n
BO3MOXHO MCMOMb3yeMblii KOMMOHEHT () MpMCYTCTBYIOT B KONMYecTBax, Npu KOTOPbIX
COMPOTMBEHME NEKAPCTBEHHOW (POPMbI pa3pyLLEHUIO COCTaBNsAeT No MeHbLlen mepe 500 H.

2. llexapcTBeHHada bopma no n.1, oTnmyaroLasca Tem, YTo onuong npeacrasnseT cobon no
MeHbLLENn Mepe OAuH onuoua, BelbpaHHbIV U3 rpynnbl, BKAOYAOLLEA OKCUKOOOH, rmapoMOpdIOH,
MOPVH, OKCUMOPMOH, TPaMaZor, UX CTePEOM30OMEpbI, X pauemaTbl, UX SHAHTUOMEPbI, UX
anactepeomMepsbl B N0BbIX cMecsiX, NX PU3NonorMyeckm COBMeCTUMble COeUHEHNS,
NpeanoyYTUTENBHO (PM3MONOrMYECKU COBMECTMMbIE COMK, Hanbonee NPeanoYTUTENbHO
rmgpoxnopuapl, cynbaTsl N1 caxapuHaTbl, U COMbBaThl, @ TAKKe UX MPOU3BOAHbLIE,
NpeanoyTUTENBHO CIOXHbIE 3hUPbl, NPOCTbIE APUPbLI UM aMUAbI.
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3. JlekapcTBeHHasn copma no n.1, oTnnyarowascs Tem, YTo onMong npeacrasnseT cobon no
MEHbLUEN Mepe OaMH onvoug, BblOpaHHbI U3 rpynnbl, BkNovatowen (2R,3R)-1-gumeTnnammHo-
3-(3-meTokeudpennn)-2-metunneHtax-3-on, (1RS,3RS,6RS)-6-gumetnnammHomeTnn-1-(3-
mMeTokcudennn)ymknorekcan-1,3-guon, (1R,2R)-3-(2-aumeTnnammHomeTunuuknorekcu)eHon,
nx U3NONOrnYecKn COBMECTUMbIE CONKU, MPEANOYTUTENBHO rMAPOXNopuabl, cynbdaTbl U
caxapviHaTbl, (PM3MONOrMYeckn COBMECTUMbIE SHAaHTUOMEPLI, CTEPEOM3OMEPDI, AnacTepeomMepbl
W pauemartbl, a Takke X puU3nonorM4eckm CoBMecTMMble NPON3BOAHbIE, MPeanoYTUTENBHO
NpocTble 3u1pbI, CIIOXHbIE 3PPl UNN aMUAbl.

4. lekapcTBeHHasn dopma no n.1, oTnnyarowasca TemM, YTO OHa NpeacTtaBneHa B Buae
TabneTku.

5. JlekapcTtBeHHasa chopma no n.1, oTnmMyaroLasacs Tem, YTO OHa npeacTasfeHa B ANCNEPCHOM
BUAe, NpeanoyTUTENBHO B BUAE MUKPOTABNETOK, MUKPONENNeToB, rpaHynaTos, cdeponios,
KPYNMHOK UNK NenneToB, Heobsi3aTenbHO B CNPeCCOBaHHOM B TabneTkn nnm B pacdacoBaHHOM B
Kancynsl Buae.

6. llekapcTBeHHas dpopma no n.1, oTnuyarLwaaca TeM, YTO OHa COOEepPXNUT B KavyecTBe
nonumepa (B) No MeHbLUE Mepe OAMH NONMMEP, BbIOpaHHbINA M3 rpyNMbl, BKIOYAOLLEN
nonuankuneHokcuabl, NONU3ITUMNEHbI, NONUNPONUIIEHbI, MOMMBUHUNXITOPUAbI, NONMKapboHaThI,
NONMCTUPOSbI, NONU(MET)aKpunaTbl, X CONONUMEPbLI U CMECK U3 MO MEHbLUEN Mepe OBYX
npeacTaBuTENen ykasaHHbIX KNaccoB NOMMMEPOB UMM U3 NO MEHbLUEN Mepe OBYX YKa3aHHbIX
NnonMmepos.

7. INlekapcTBeHHas dopma no n.6, oTnmyaroLwasca Tem, YTo nonuanknuneHokeua npegcrasnget
coboW NoNMMEeTUNEHOKCMA, NONMUITUIIEHOKCUA, U/ NONUNPONUIEHOKCHA,.

8. JlekapcTBeHHas copma no n.1, oTnnyaroascs Tem, YTo B kayecTBe nonmmepa (B) oHa
COAEPXKMUT BbICOKOMOMEKYNSIPHbIA NONMATUNEHOKCU,.

9. NlekapcTBeHHast popma no n.1, oTnuyarowasaca Tem, 4to nonumep (B) npeactaesnseT cobon
pacTBOPUMbIA N HabyxawLwWwmi B Boge nonuvep.

10. NNekapcTBeHHas opma no n.1, oTnmyaroLwascsa Tem, YTo nonuatuneHokeng (B) umeet
MOMEKYNApPHYI0 Maccy no MeHbluen mepe 0,5 mMnH.

11. JlekapcTtBeHHas coopma no n.10, oTnuyarowasaca Tem, YTo MONEKynsapHaa Macca
nonuatuneHokcnaa (B) coctaBnseT no MeHbLUelr Mepe 1 MIH.

12. JlekapcTtBeHHast oopma no n.10, oTnuyarowasaca TemM, YTo MONEKynsapHas Macca
nonuatuneHokcuaa (B) coctasnset ot 1 go 15 mnH.

13. lNlekapcTBeHHasa cbopma no n.1, oTnmyaroLwascsa Tem, YTo oHa B kadecTse Bocka (I)
COAEPXKMUT NO MEHbLUEN Mepe OANH NPUPOLHbIA, MONMYCUHTETUYECKMI U/UNIN CUHTETUYECKUIA BOCK
C TemnepaTypoK pasmsaryeHusi no MmeHbLlen mepe 60°C.

14. JlekapcTtBeHHas coopma no n.13, otTnuyaroasacsa Tem, 4To Bock (IN) npeacraBnsaeT cobon
KapHayOCKMIn UM NYENMHbIN BOCK.

15. JlekapcTBeHHast oopma no n.1, oTnuyarolasacsa Tem, YTo cogepkaHme nofiMMepHoro
KomnoHeHTa (B) coctaBnseTt no meHbLuen mepe 20 mac.%, npegnovtutensHo ot 35 0o 99,9
mac.%, 6onee npegnovTUTENBHO NO MeHbLUer mepe 50 mac.%, Hanbonee NpeanoOYTUTENBHO MO
MeHbLuen mepe 60 mac.%, B nepecyeTe Ha BCIO Maccy NekapCTBeHHOW hOpMbI.

16. JlekapcTBeHHas oopma no n.1, oTnuyaroLascsa Tem, YTo onnMouna NPUCYTCTBYET B
3amefnsioLlein ero BbiceoboxgeHue matpuue.

17. llekapcTBeHHast oopma no n.16, oTnuyaroLasca Tem, YTO KOMNOHEHT (B) n/nnn
KOMMOHeHT (M) Npy ero Ncnonb30BaHUN TaKKe CAYXUT/CNyXaT KOMMNOHEHTOM, 00pasyroLLnm
3amMensioLLy0 BbICBODOXAEHNE onvoraa MmaTpuLy.

18. lNlekapcTBeHHas copma no n.1, oTnMyarowascsa Tem, 4YTo MmaTepuanom, o6pasyrLmm
3amMensIoLLyI0 BbICBOBOXAEHNE onvonaa MaTpuly, CRYyXUT No MeHbLUen mepe 0aHO
BcnomorarernbHoe BewecTso (b).

19. JlekapcTtBeHHast oopma no n.1, oTnuyaroLasacsa Tem, YTO OHa MMEET MOKPLITUE,
npeanoyTUTENbHO 3aMeanstoLLee BbICBODOXAEHWE onvovaa U/unm MackmpyoLlee BKyc
NMoKpbITUE.

20. JlekapctBeHHas doopma no n.1, oTnuyaroLascs Tem, YTO OHa B Ka4yecTse
BCnomoratenbHoro BeuwlectBa (b) cogepxuTt no MeHbLLEeNn Mepe OOUH N3 CrnegyoLmx,
NPensaTCTBYIOWNX ee NPUMEHEHUIO HE MO Ha3Ha4YeHUIo KOMMOHEHTOB (a)-(e):
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(a) Nno meHbLLE Mepe OOHO pasgpaaroLLiee NonocTb HOca U/MnU rMOTKN BELLECTBO,

(6) No MeHbLUen Mepe OA4HO NOBbILLAKOLLEE BA3KOCTb CPEACTBO, KOTOPOE B U3BMEYEHHOM C
MOMOLLIbKO MUHMManbHO HEOOXOAMMOro KONMYeCcTBa BOOHOW XUOKOCTM IKCTPaKTe,
NpenMyLLECTBEHHO B BUAE MOJTYYEHHOro M3 NnekapCcTBEHHOW (hopMbl 9KCTpakTa, obpasyeT rene,
KOTOPbIA NPeanoYTUTENBHO Npu ero 4obaBneHun B OMNOMHUTENBHOE KONMYECTBO BOAHOM
XXMOKOCTM OCTaeTCs BU3yarnbHO pasnuymm,

(B) N0 MeHbLLEN Mepe OOUH aHTaroOHUCT ANs AENCTBYIOLWEro BeLecTBa, NoTeHunanbHo
ABNAKOLLErocd 06 bEKTOM ero HeMeaNUMHCKOro ynotpebnexus,

(r) No meHbLUel Mepe OOHO PBOTHOE CPEACTBO,

(8) NO MeHbLUen Mepe OAMH KpacuTenb B Ka4ecTBe aBePCUBHOMO CPeACTBa,

(e) No meHbLUel Mepe OAHO ropbKoe BELLECTBO.

21. NlekapcTBeHHas cdopma no n.20, oTnuyarLwasca Tem, YTo pasgpaxatoLiee BeLecTBo,
UCNonb3yemMoe B Ka4eCTBe KOMMOHEHTA (a), BbI3bIBAET ¥OKEHME, 3y, MO3bIB K YNXaHWIO,
NoBbILLEHHOE BblAeneHne cekpeTa Unn oAHOBPEMEHHO OKa3biBaeT NO MeHbLUEN Mepe ABa TakuXx
pasgpaxaroLmx AencTBuS.

22. JlekapcTtBeHHas oopma no n.20, oTnuyaroLascsa Tem, YTO OCHOBY pasgpakaroLero
BeLLEeCcTBa, UCMOMNb3YyEMOro B Ka4ecTBe KOMMOHEHTa (a), cocTaBnsieT O4HO UMM HECKOMbKO
pasgpaxaroLux BeLecTB M3 No MeHbLUE Mepe OOHOro coaepxallero ero(ux) nekapcTBeHHOro
Unu ynotpebnsiemoro B nuLLly pacTeHus.

23. llekapcTBeHHas copma no n.22, oTnuyarLwasica Tem, YTo cogepxallee pasgpaxarowme
BeLLeCTBa NNekapCTBEHHOE Unn ynoTpebnsemoe B NvLly pacTeHue npeacrasnseT cobon no
MeHbLLENn Mepe 0OHO NekapCTBEHHOE Unu ynotpebnsemoe B NuLLy pacTeHune, BbibpaHHoe 13
rpynnsl, Bkntodatowen Allii sativi Bulbus, Asari Rhizoma c. Herba, Calami Rhizoma,

Capsici Fructus (ctpy4koBbiii nepeu), Capsici Fructus acer (kaneHckuii nepey), Curcumae
longae Rhizoma, Curcumae xanthorrhizae Rhizoma, Galangae Rhizoma, Myristicae Semen,
Piperis nigri Fructus (nepeu), Sinapis albae (Erucae) Semen, Sinapis nigri Semen,

Zedoariae Rhizoma u Zingiberis Rhizoma, Hanbonee npegno4ytuTensHO NO MeHbLUEN Mepe OOHO
nekapcTBeHHOe unu ynotpebnsemoe B nuily pacteHue, BbIGpaHHoe U3 rpymnnbl, BKIKYaloLLen
Capsici Fructus (cTtpy4koBblin nepey), Capsici Fructus acer (kaneHckuin nepeu) n Piperis

nigri Fructus (nepev).

24. JlekapcTBeHHast oopmMa no n.22, oTnuyaroLasica Tem, YTo pasgpaxatrolee BeLecTso 13
coAepallero ero nekapcTBEHHOMo unu ynoTpebnsiemoro B NuLly pacTeHus npeacTaBrneHo B
BMAE 0-METOKCU(MEeTMM)PEHONBHOIO COEANHEHUS, aMUaa KNCIOTbl, FOPYNYHOro Macna unm
CcynbuMaHOro coeauHeHnst NMbo ABNAETCS NPOU3BOAHLIM O4HOMO U3 NOAOOHbLIX COEANHEHUNA.

25. JlekapcTBeHHas oopma no n.22, oTnuyaroLasica Tem, YTo pasgpaxatrolee BeLwecTso 13
coAepallero ero fiekapcTBEHHOMo Unu ynotpebnsieMoro B NuLLy pacTeHus npeacrasnsieT cobon
no MeHbLUer Mepe OOHO BELLECTBO, BbiIGpaHHOE M3 rpynnbl, BKOYAOLLEA MUPUCTULIMH,
3NeMULMH, U303BreHor, B-acapoH, cadpor, IKUHIKMPONbI, KCaHTOPW30, KancauuHousl,
NpeanoyYTUTENBHO KancauuuH, NUNEPUH, NPeanoyYTUTENbHO TPAHC-NUNEPUH, MMOKO3UHONAaTHI,
NpeanoyYTUTENbHO Ha OCHOBE HENeTy4Ynx ropunYHbIX Macen, Hanbonee NpeanoOYTUTENBHO Ha
OCHOBE M-r’MaPOKCUBEH3NNMMPOBAHHOIO FOPYMYHOrO Macna, CoaepXxallero MmeTunmMepKkanTorpynmnbl
rOPYMYHOro Macra unu MeTurcynb(OHUNNPOBAHHOIO FOPYUYHOrO Macna, U O4HO 13
NPON3BOAHbIX YKa3aHHbIX BELLECTB.

26. JlekapcTtBeHHast oopma no n.20, oTnuyaroLascsa Tem, YTo KOMMOHEHT (6) NnpeacTaenseT
cobori N0 MeHbLUEeNn Mepe OOHO MOBbILLAOLLEE BA3KOCTb CPeACTBO, BblOpaHHOE M3 rpynnbl,
BKMOYatoLLEer MUKPOKpUcTannmyeckyto uennonosy ¢ 11 mac.% HaTpmeBon conm
kap6okcumeTunuennionoasl (Avicel® RC 591), HaTpueByto conb kapBOKCUMETUNLLENIoNo3bl
(Blanose®, CMC-Na C300P®, Frimulsion BLC-5®, Tyiose C300 P®), nonuakpunoByio kucnoty
(Carbopol® 980 NF, Carbopol® 981), kameab nnopoe poxkosoro aepesa (Cesagum® LA-200,
Cesagum® LID/150, Cesagum® LN-1), NeKTUHbI, NPeanoyTUTENLHO U3 LIMTPYCOBLIX NMOAOB UMK
s6n0k (Cesapectin® HM Medium Rapid Set), kpaxman BoCKOBUAHOM KyKypy3bl (C*Gel 04201®),
anbruHat Hatpust (Frimulsion ALG (E401)®), ryaposyto kameab (Frimulsion BM®, Polygum 26/1-
75®), i-kapparvHaH (Frimulsion D021®), kamenp kapaiin, rennaosyto kamenb (Kelcogel F®,
Kelcogel LT100®), ranaktomanHaH (Meyprogat 150®), kameaps Tapbi (Polygum 43/1°),
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nponuneHrnukonbansrHat (Protanal-Ester SD-LB®), A6n04HbIi NeKTUH, ranypoHaT HaTpus,
TparaHT, kameas Tapsl (Vidogum SP 200®), Benarosyto kameab (K1A96), npeactaBnsioLLyto
cobori nonyyaembli hepMeHTaTUBHBLIM NyTEeM Nonucaxapui, U KCaHTaHoBYHO kameapb (Xantural
180°).

27. JlekapcTtBeHHast oopma no n.20, oTnuyaroLasca TemM, YTo KOMMOHEHT (B) NnpeacTaBndeT
cob60oi N0 MeHbLLENn Mepe OAUH aHTaroHUCT onuouaa.

28. JlekapctBeHHas doopma no n.20, oTnuyaroLasica Tem, YTO OCHOBY pBOTHOIO CpeacTBa,
NCNonb3yemoro B Ka4ecTBe KOMMOHEHTa (r), COCTaBNsAeT O4HO Ui HECKONbKO BELLECTB,
coAepXalluxcsi B KOpPHE MnekakyaHbl (DBOTHOM KOPHE), NpeanoyTuTensHO coaepKallnicsa B HEM
3METUH, U/MnnM anoMopguH.

29. NNekapcTBeHHas dopma no n.20, oTnuyaroLasdgca Tem, YTO KOMMOHEHT (4) npeacrasngaet
cob60oW N0 MeHbLUen Mepe 0ANH (PU3NONOrMYEeCcKn COBMECTUMBbIN KpacuTenb.

30. JlekapcTBeHHas copma no n.20, oTnnyaroLascsa TeM, YTO KOMMNOHEHT (€) npeacTaBngeT
co60oi N0 MeHbLLEN Mepe OA4HO ropbKoe BeLLEeCTBO, BbIOpaHHOE 13 rpynmbl, BKIOYaoLWen
apomaTuyeckue macna, npegnovTuTenbHO Macno nepeyHor MAThl, IBKaNMnToBOe Macro, Macrno
ropbKoro MMHAans, MEHTOMN U UX CMECU, apoMaTU4eCcKMe BeLLeCcTBa NNogoB, NpeanovTuTensHoO
apomMaTu4eckue BeLLecTBa LUTPOHOB, anerbCUHOB, NMMMOHOB, rPeNn@PyTOB 1 CMECK M3 MO
MeHbLLEN Mepe ABYX YKadaHHbIX apoOMaTU4eCcKnx BELLEeCTB Nroaos, 6eH30aT AeHaTOHNS U cMecu
13 MO MeHbLLEN Mepe ABYX yKasdaHHbIX rOPbKUX BELLECTB.

31. JlekapcTtBeHHasa copma no n.20, oTnuyaroLwasca Tem, YTo AelCTBYOLLEe BeLecTBO (A)
NPOCTPaHCTBEHHO OTAEMNEHO OT KOMMOHEHTA (B), U/Mnn KOMNOHEHTa (r), W/UNn KOMMOHEHTA
(e), npeanoYTUTENBLHO HENOCPEACTBEHHO HE KOHTAKTMPYIOT C YKazaHHbIM(M) KOMMOHEHTOM(amu),
npu 3TOM LENCTBYHOLLEE BELLECTBO, COOTBETCTBEHHO AeNcTByoLmMe BellecTBa (A)
NpeanoyTUTENBHO coaepXuTcsa/coaepxarcs B MO MEHbLLEN Mepe O4HOW 403UMPOBaHHOWM
cybbeanHuue (X), a KOMMNOHEHT (B), WM KOMMOHEHT (r), W/UIn KOMMOHEHT (€) - B No
MEHbLLEN Mepe Of4HOW ApYyroi A4o3upoBaHHon cybbeamHumue (Y), B KOTOPOWN KOMMOHEHT (B),
W/ KOMMOHEHT (r), U/UIN KOMMNOHEHT (€) NPY NPUMEHEHUN NEeKapCTBEHHON POpMbI MO
NPSAMOMY Ha3HAYEHWUO He MPOABNSAT CBOEro AEeNCTBUA NPW NonagaHnun B OpraHnsm,
COOTBETCTBEHHO MpY NpUeMe BHYTPb.

32. Cnocob npuroToBneHns nekapcTBEHHOM hopMbl MO ogHoMY U3 nn.1-31, oTnnyatrowmiica
TeM, YTO KOMMOHEHT (A), KOMMNOHEHT (B), BO3MOXXHO MCMONb3yeMblii KOMNOHEHT (B) 1 BO3MOXHO
ucnonb3yembli KOMNOHeHT (M), a Takke BO3MOXHO UCNONb3yeMble Matepuansl, obpasytoLue
3amMensioLLyH0 BbICBODOXAEHNE onvonaa(oB) MaTpuLy, CMELUMBAOT Mexay cobon, npu aTOM
BO3MOXHO UCMOMb3yeMble KOMMOHEHTHI (a)-(e) npy HeobxoANMMOCTN OTAENBHO CMELLNBAIOT
mexay cobon ¢ nobasneHnem komnoHeHTa (B) n BO3MOXHO ncnosnb3yeMoro kommnoHeHTa (1), un
13 NOMNy4eHHON CMeCcn, COOTBETCTBEHHO U3 MOMYYEHHbIX CMECen, B HEKOTOPLIX Cyvasx nocne
€€, COOTBETCTBEHHO X rpaHyNMpoBaHusd, NyTem NpuroxXeHus yCunmsi ¢ npeaBaputenbHbIM Unu
O[HOBPEMEHHbIM TEMNNOBbIM BO34eNCTBUEM (POPMYIOT NEKapCTBEHHYO (hOpMY U Mpu
HeobxoaUMOCTU CHabXaloT ee 3amMeansaoLLMM BbICBODOXAEHNE OnMonaa(0B) NOKPbITUEM.

33. Cnocob no n.32, oTnnyarowmica Tem, YTo rpaHynMpoBaHMe NpoBOASAT Mo MeToay
rpaHynupoBaHus u3 pacnnasa.

34. Cnocob no n.32, oTnnyarowmica Tem, YTo rpaHynMpoBaHMe NpoBOAAT No MeToay
BNaXHOro rpaHynMpoBaHus.

35. Cnocob npuroToBneHns nekapcTBEHHOW hopMbl MO ogHoMY K3 nn.1-31, oTnnyarowmiica
TEM, 4YTO

a) n3 cmecu, cogepxallert KOMMOHeEHT (A), KOMNOHEHT (B), BO3MOXHO MCMONb3yeMblii
KOMMOHEHT (B), BO3MOXHO MCMNOMb3yeMblit KOMMNOHEHT (1) 1 BO3MOXHO UCMONb3yeMble
MaTepuansl, obpasyoLlime 3aMeansaoLyo BbICBObOXaAeHne onvomaa(oB) MaTpuuy, a Takke
BO3MOXHO MUCMNOSIb3yeMble KOMMOHEHThLI (a)-(e) 1 Npyn HEO6XOAMMOCTM NMPUrOTOBIEHHONW B BUAE
OTAEenNbHOW CcMecK, NyTeM NPUNOXEHUs yeunusa popmMyoT (popMOBaHHbIE 3aroTOBKM,

6) nony4veHHble OpMOBaHHbIE 3arOTOBKM NPY HEOBXOANMOCTI pasdensalT Ha YacTu 1 npu
HeobxoauMOCTU KnaccuuumnpyoT No pasMmepam,

B) 4O MIIM BO BPEMSs HarpeBa A0 NO MEHbLUEN Mepe TeMnepaTypbl pa3sMAryeHnss KOMMNOHEHTa
(B) coxpaHsaloT gencramne npunoXXeHHoOro K )OpMoBaHHbIM 3aroToOBKaM ycunus 4o Tex nop, noka
OHW He JOCTUrHYT TBEPOOCTU, NMPY KOTOPOW UX COMPOTMBIIEHNE pa3pyLUEHMIO COCTaBMsSET Mo
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MeHbLen mepe 500 H,

r) dopMoBaHHLIE 3aroTOBKM MpU HEOBXOAUMOCTM CHabXatoT NOKPLITUEM, NPEANOYTUTENBHO
3amMegnsaroLmMm BeicBObOXKAEHNE onvonaa(oB) N/mnyu MackMpyoLwmMM BKYC MOKpbITUEM, U 3aTEM
dopMoOBaHHbIe 3aroTOBKM BHOBb CMELLMBAIOT MexXay COOOM.

36. JlekapcTBeHHas opMa, nosydaemas cnocobom no ogHomy mn3 nn.32-35.
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