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1. Texnororufl ner(apcrB r(aK rrayKa. I-lenu u saAarrr4 [peAMera. OcllonHr,re noHrITHrI ]r repM]rHbl.

KoHrponupyMlre (Hopruupyeuue) .uexapcrBeHHbre Beil{ecrBa. focy,4apcrBeHIrafl Qapntaxoner (fO).
2, Iloporuxu KaK .rreKapcrBeHHa.fl Qopma, Xapaxrepr,rcrur(a. Ilpenruyqecrna v HeAocrcrlo,I.

K.rraccuQux a\vrfl", O apmaroneriurre rpe6onauufl r( [oporrxaM.
3. Texnonorn.recnraft [poqecc rroryr{eHn-fl rropour(oB.tr4slre,rrqes[e KaI( TexHorlor]rarecKa-fl cralLrtr B

rrpHroroBneHr,rH noporrrr(oB. Teoperrvecr(rae ocHoBbr rrpoqecca HBMerbrreHL{.tr

4. Crorxnrre noportrxlr. CnreturzsaHue r(ax TexHo.rror]rqecxarr craAr{.fl rtoryqeHIt.s rroporlrxoB. 3uaqeulre

cMerrr[BaHr{fl B IIoJ]yq e}jl4vr Karre crBeHHbrx noPoIIrKoB.

5. TexnonoruqecKue oco5euuocrr{ np}rroroBrreHr{.fl noporrrxoB c pacrI,ITenbHbIMr,I DKCTpaxraMI4.

6" Oco5euHocrr{ rrpraroroBJreH]r.fl noporur(oB c .flAoB]rrbrr.r.lr. u cvrrbno4eficrnyrouluMl4 BexlecrBaM]r.

7 " floporuxN c Kpacflrrl[Mr4 ]r rpyAHor4sMeJrbqaeMbrMu BeutrecrBaMl4.

8. Xu4xue nerapcrBeHurre Qopubr Kar( Ar,rclepcHbre crrcreMbr. PacrnopeHl{e KaIt t}usruecxufi npoqecc.

Pacrnopr.rmocrb neKapcrBeHHbrx Beu{ecrB. K.naccuQunaqI,rrr rBepAux JIB no pacrBopl{Mocr}r,

9, Pacrnopu r(aK )Kr,rAr(afl JreKapcrBeuHa"fl Qoprua itnaccuQuxat+lfl.. Xapaxrepracrr{Ka. TexnororurrecK},Ie

oco6euuocrlr rrplroroBrreHlrfl pacrBopoB B saBr4cuMocra or ux clua.-xuu. csorZctn

10. Pac:rnoprr BMC. Xaparrepzcrnr(a. Crpoeuue MoneKyn BMC. B.nussne crpyxrypbr MoneKyn BMC Ha

pacrBoPUMocrb.

11. flpoqecc pacrBopeHr,rs BMC. Oco6ennocrr,r nplrroroBJreHr4fl pacrBopoB orpaHrryeHHo Ha5yxaror{I4x I4

HeorpaHurreuHo ua5yxarcr{}rx BMC.

72. Ko;rnou4Hbre pacrBoprr. XapaxrepIacrr4Ka. 3aulraqeHnbre r(o.rrJrol{.4Hr,Ie pacrBopbl, OcoSeHnocrr

rexHoJrorr4r{ rrp}rroroB.rreHu"n IIpoTaprona ]r KonJraProJra.

13, Cycneu3lru KaK JrexapcrBeHuan cpopua. Xapaxreprzcrlrr(a. Oaxroprr, 4eitcrnyroqr4e Ha cra6ulrrHocrr,
cycneusnrT. 3axon Croxca. Ct a6u rueaqun cycueueurl.

14. Mero4rr rrpvroroBJreHlrfl cycneHeurZ. Be5armrBaeMbre cycneH3lzl4 (mixturae agitandae).

Oco6euuocrr.r yrsroroBreHrrs cycneuauli us rr,l4poQu.rrbHbrx .rrexapcrBeHHrlx BeII{ecrB. Bre4eHue

neKapcTBeHHblx Berr{ecrB B cycrreHSr4r4

15. TexnonorHqecKHe oco6euuocru r.rBroroBJreHr.rfl cycuensurl t4s ru4poSo6urrx reKapcrBeHHblx

BerqecrB. Bne4eurae neKapcrBeHHbrx BeulecrB B cycrreH3r4lr.

16. Myruue cycrreHanra (mixturae turbidae). Kou,qeucaquouuufi cnoco5 Ir3roroB.IIeHIaa cycueuanit.



17, ?wrym,cuvr KaK )Kr.rAr(afl nO. Xapaxrepracrlrr(a. I{raccuQnxaq4s.. Tznu v BLIArI et'r-ynncutt.

Oupe4e.reulIe rI,Ilta eMynbcI4fi ,

18. Cra6urt4sat\vfi eruynrcrarl. Snrynrrar:oplr. I{naccucpuxa\vfl. Mexanugna peitcrsust oMynbraropoB.

O apu axouefi H r,re rpe5onauufl K (aa{ecrny sltynrcraft .

19" Oco6enHocrlT rrptrroroBner{[fi Mac/r.rrHbrx et'r-yltt cuft. Pac.rer Korua]ecrBa DMynbraropoB rrpu

r43roroBJreHvrlr MacrrtrHbrx EMynbcuii. I3ne4eur{e nexapcrlreHHbIx BerIIecrB B MacJI.xHbIe oMynr,c}rl4.

20. Teopernr{ecKae ocHoBbr rrpoqecca Er(crpaxrlr,ra r,r3 neKapcrBeHHoro pacrr,Ire.rlbHol'o cblpbrl. llpoqecc
eKcrpaKr{r{r{ KaK 4rErpQysuoHnrrrl ilpoqecc, Sxcrpaxqufl u3 BbICyueHHoro ,IIPC r cBexero cblpb-fl.

21, Qaxropbr, AeircrByroxlne Ha rro/rnory lraBneyeHrr.fl AerZcrByloqux BerIIecrB LI3 /lPC, Hactolt I{ orBapbl,

Xapanrepncr[Ka. Oco6esnocru H3roroB.rreHrr{ HacroeB vr orBapoB B BaBkrcvrMocru or
mopQonorr.recror1 crpyKrypbr cbrpb.fl 14 xapar(repa 4eitcrnyrox{I{x BeIIIecrB.

22. Jluuutse:rt:';. nar( /reKapcrBeHHaa cpopnna. I{.rraccnQl.rxaqun ro rr{[y lIHCIrepcHbIx crrcreM,

Il uuumesrbr -cycrreH3 t4t4 H rrLrHt4MeHTbr - DMy JTb cuu, Bee4enrze,rI B s rn nuMeHrbl.

23. Jlw:nulteHr BrauueBcKoto. Texuo,,rorrafl rlplll'oroB"rleHlr.rr. Oco6eunocrl{ aMM}rarrHoro rI,IHuMeHTa

(nery.rero .[r{HrzrMeHra). Cocrao, TexHo.[or]4.tr rlp]IroroBrleH I{fl .

24. Masw r(aK JrexapcrBeHHafl tfopma. Xapaxrepr,rcruxa. IlperanryrqecrBa r{ HeAocrarKI,I. KnaccuQuxaqua

Maseft . Xaparreprcrl,IKa vI asert KaK AHcrIepcHbIX c?ICreM.

25" I{.naccuSnxaqux MaseBr,Ix ocHoB. Yrneno4opoAHbIe ocHoB},I.

26. flwcpwm;rrrc ocHoBEr. Suy.nrcuoHuue vr a6cop6qroHHble ocHoBbL Bne,4euue JreKapcrBeHHblx

Beu{ecrB n 4uQLurHbIe ocHoBbI"

27, lvtgpo(tu.ntHrre Ma3eBbre ocHoBbr. f,rurlepuuoBa.rr Ma3b, cocraB, rexHorlorl4rl npl,IroroBneHl,tfl.

28. fomorenur,re Lt rereporeHHbre Ma3r{. lipuuquu BBeAeHI,Ifl .rleKapcrtseHHblx Beu{ecrB B Ma3I4"

Konr5uHupoBaHHbIe MasrI Ka( AI,ICrrepcHbIe cvcreMbI.

29. Tpwrypaql{oHuble Ma3}r. Iluuxonar uasr. flpocras cepHarl uagr. flacrlr'
30. Snnynrcr{oHHbre MaB}r (inasr-errrynrcrzu). Dlry.rrraropu. Oco5enlrocrr'r rexHoJIor}Iu. Bne4eHue

IeKaPCTBeHHbIX BeU{eCTB B 9MyJILCIUIOHHbIe Ma3}I'

31. Cynnosuropvvr Kar( JrexapcrBeHHa.fl Qopua. I{.naccraQuxaq}ra. Oapuaxonefisrre tpe6onaHlax K

cyrrrroBr{ro pvrflv.. CynnosxropHble o cHoBbL lnu qepuHoBble cBeaIH.

32. Cnoco5bl lr3roroBneHr{fl cyrrrrosr,rropr,reB B arrrer(e. Meto4rr pacrrera KoJl[rrecrBa cylrlo3l,IropHblx

ocHoB B BaBHCT{Mocr}r or cnoco6a r4x uaroroBrreHr.r.tr. O5paruurl 3aMecrl,Ire.rlrsrut xoeQc}mqaeur.

33, Qraeuxo-xr{MuqecKr{e r4 TexHo.rrorr,rqecKr4e cnoficrsa [opoIIrKoB. 3na.reuue DrHx rloKasarerefi B

npor43BoACrBe JreKapcrB

34, flporvruru.rreHuoe rrpolr3BoAcrBoJreKapcrB. fapaurupoBaHr'Ie KarrecrB neKapcrB B

rrpor4sBoAcrne.Cncrema o6ecne.{eHHrr Kaqecrna. Ha,q,nerraqax IIpou3BoACrBeHHax Ilpaxruxa (GMP).

35. Oqeuxa r(aqecrBa H BanHAaI{I4tr r(al( pa3Aen GMP.

36. IlpornsnoACrBeHHbrrl per.namesr. Erauu paspaSorxra rrpo143BoACrBeHHoro per.llaMeHra. Marepua.rrturrri

6a.rrauc.YpaBHeHlre MareppraJrbHoro 5anauca.IIpor4BBoACTBerIHbIe rroltaBare,tu rexHoJIor14.recKoro

rpoqecca (rexu.euxoA, rex.pacxo4 u r.4.)

37, Ta6terxu KaK .rreKapcrBeHHarr Sopnna, Xapaxrepncrrrxa. I{laccr,rQuxal{I4.fl, Oapmaxoreltnrre

rpe6onauufl K KaqecrBy ta5nerox.
38. Cnoco5nr ra5le:rupoBaHlr.n, Texuororuqecrrze cral\ut4 npol{3BoACrsa ra6reroK rlpeccoBaHr{eM

39. BcnonorareJrbHbre Beu{ecrBa (BB), rrpuMeH.fleMbre np}I ra5.nerupoBalnlrv, Pasprrxnxrorque,

cBrrBbrBaror{ue, aHruQprrKI{HoHHbIe BeIIIecrBa. Hanonsure,ru



40, Ta6neror{Hbre MaurraHbr. Ilpuurlun paSomr. Ilpousno,4cmo ra5leroK MeroAoM rlp.sMoro rPeccoBaHI{fl,

OqeHxa KaqecrBa ra5neroK

41. flpousnoAcrBo ra5nerox MeroAoM rpaHynflIII,I[. 3na.{eHue tparynfll\vrv. Cp<oe vr B.rlax(Hoe

rpauynI4poBaHlIe. Eraurt rpaHynI,IpoBaHlr.fl ,

42. Iloxprrrue ra6nerox o5ono.rKaMrr. OcnosHrre rpe5onanrfl, rIpeABrIB/IfleMbIe K rloKPblrlr-snr, Cnoco5lr

rroKPbrTlr.fl,

43. Tennoo6men. TeuonponoAHocrb, r(oHBexr{rrs v vsnyqoavre (aI( BI4ArI tennoo6lteHa.

44, Tennosbre rrpoqeccbr: HarpeBaHze, oxnax(AeHue, KoHAeHCaq?I.tr, BblrlaprrBaHlre'

45, Me4urlr{HcKr4e Karrcyrrbr KnaccrQrxaqr{a,. XapanreplrcrllKa. Cocras xe.IIar}IHoBbIx KarICyr. Tnep4rre

r,r Mflrr(He xe.rrarlrHoBbre Karrcynbr. Mero4u rlo.[yqeHu-fl KarICyr, OaptraxonellHble rpe6osaHux,

rrPeAb.f, Bn.rIeMbIe KaIICyJI aM.

46. Pas4eneHue rBepAbrx 14 )r(IrAr(rlx rereporeHHblx cl4creM. Ounrrpaqran, KaI( cloco5 pas4enenzx

pereporeHHbrx cr4creM. /[nnxyula-a cIzna rpoqecca Qunr,rpaI{I4Id. ItnaccucpraKaqurl t}u.rrrrpon'

47, OtcrautBaHr.re KaK [poqecc orAe.rreHr{.fl x}IAl{ocr}r or BsBeIIIeHHbIx s Heit qacrl4rl. Oaxropn,

4ftcrnyrcuql4e Ha rlpoqecc orcralrBaHHul. YpanHeuue Croxca,

48. Mgrxue neKapcrBeHume cpopvlbr B 3aBoACKoM rIpouBBoACrBe. .Ilrarlramerlrbl KaK 'rleKapcrBeHHafl

Qoprua" IOraccucprarar{r4.tr. Iluurvretrr Buuurercxoro. Avrtrna.rHbrlZ JI}IHI{MeHr.

49. Cuoco6m lplrroroBneHr4B DMyJrtcwft u cycneusuii B BaBoACI(?lx ycnoBl{fl. Mexaur'I'{ecKoe u

y/rbrpa3ByxoBoe Ar{cfleprr,rpoBaHze. llponeno4crno cycneuarall , eltyrt cwit, ruageft, cynrlo3l4ropHeB B

3aBoAC Kr{x ycnoBI4.rIx. Mero4u oqeHI{I,I Ka.recrBa.

50. Masu r(aK Ar,rclepcHlre c?rcreMbr. I0raccurlrraqr{fl Ma3eti. Maeesble ocHoBbI' Ocpuquua.rlbHble

rrponucu Mase. CraHAaprI43aIII4"s nnaseft .

51. llpousno4crno cyrrroar,rropr,reB B BaBoACKHX ycnoBLlfl. I{.rraccraQura\Lrfl..Texuo-norrqecKue

craI-t4vr rIpoI,I3BoACTBa Cy[rI03uropI4eB I] SaBOACKIIX ycnoBl{-sx.

52. flyru MoAeplrlr3arl?ru peKraJrbHr,rx H Rarr4HaJIbHbIx /IO (iruoQllrr'I3l,IpoBaHHble, ,qnyxcnolTrurre

cyrrno3laropl,Iu,pel(Tanb HbIe KaII CyJIbI, peKTI'IOJIbI II r' 4. ) SaC

53. Ilponrr,rruleuuoe rrpomstsoAcrBo napeHreparlbHblx .rIeKapcrBeHHbIX Qop*' flpoueso4crno

crepgnbHbrx JreKapcrBeHHbrx Qop*, 'Ipe6orauus GMP (HAII). <Huctrre>noMHarbl Anfl rIpoI4sBoACra

crepunbHbrx "IIO,

54. Crepil.rmHue neKapcrBeHHbre Qopum. <Llnctrte> I(oMHarbI B rIpoMbIl[JreI{HoM rIpoI'I3BoACrBe KaK

3arror o6ecueqeuufl r(aqecrna Bbrrryc(aeuoii npo,4y:rrt\uvr, Tpe6onanI,ts GMP K (arucrr'IM> KoMHaraM'

55. Amny.nupoBaHHbre nO. Annuyllr KaK rapa (euxocru) llcnolll,3yeMafl Ans IrHbeKI{HoHHbIx

.rre1apcrBeHuux cfopm (nO.) Amny.nrHoe creKJro. Tpe6onauufl K aMrlynbHoMy creKny'

56. Ilponepra Kar{ecrBa aMrry.rrbHoro creKJra (xraur.Ivecxar ctor?xoctr, TepMI'IqecKafl croliKocrb'

.[erKorrJraBr(ocTb r,I T.A, )

57. flpmroronneHue aMrryJr kr rroAroroBKa Lrx K aMrIyJIIlpoBaHI4Io. Ilo4roronxa AporoB Lntr

rrpor{3BoAcrBa aMIIyn. Cnoco5u ltortxu CTeK.rI.mHHbIx lIpOToB H aMIIyI'

58. Sranrr rroAroroBxa aMrryn r( HarrorlHeuuro(rvroIlxa aMrlyn, cyllrKa I'I r.A')

59. TexuoloruqecKuecraAHr,rIIpuroroBneHH.flr{HbeKIIHoHHbIxPacrBoPoB,

60, Bo,4a, r,rc[onb3yeMa.rr B cpapuaqenruqecttux qen.flx. Cnoco6rr or{?lcrl(I4 BoAbI. Bo,4a ,ryrx uHtexqurl

(auuporeunal no4a), [peAL,rrBnreMbre rpe5onaHua. flponepxa KaqecrBa rrHT,eKIIpIoHHofi no,4,rr. Ilolyveuue

r,r xpaHeHr{e.

61. Cra6umtsagun w Qunrrpaqr,ra r,rHr,eKqraoHHblx pacrBopoB. Hanonneurae aMrlyn, saualZxa.

Ilponepxa repMerl4rrHocrt,r.



62. llprnrorooneuze crepr4.rrbubrx pacrBopoB c Jrer(apcrBeHHbrMr,r BeIIIecrBaMI{, rpe6yrorquvru

clerlr4anbHofi oqr4crxr4. llpuroron.rreHr4e r4HbeKUrloHHbIX pacrlropoB co cradvn:alaropaMl4. Pacqerlt

KonilqecrB a cr a6urusaropoB.

63. Crepnnrnocrb rro fO. Mero4br crepr.rnusauuu nexapcrBelrHux cpopnt.

64. Croco5rr creprrnr4sar{urr r{Hr,exr{r,roHHr,rx pacrBopoB. Tepvrzuecxarr crepr4nv3a\t4tr. Cnoco6rr

TepMHrIec Kori crepu,rn3aqr4r,r.

65. Xulruqecnascreplrnuaal{}rfl.llpeuuyruecrBaI{HeAocrarI{I,L
66. Cnoco6u crepr,urr4sar{r4r,r r{HbeKrIHoHHbrx pacrBopoB. Pa4rEaquouHarl crepllnusat\ufl. Crepu;rr,uan

Qr.rrnrpaqr,ra,
67, Aceurura. Acenrra.recKoe rrp[roroB.rreHr{e [apeHrepaJrbHbrx .rrexapcrBeHHblx Qoprr. f.rrasurre

.rreKapcrBeHuue Qoprurr.
68. faneuossre [pe[aparbr. Teoperuqecxre ocHoBbr EKcrparupoBaHL{fl. Exctpaxqu.n KaK

grcpQysaonnurt npoqecc nraccoo5vreHa. Mo.nexyrrpnax kr KoHBeKru BHafl 4uipcpysux. Oarroprr,

4er?crnyrorr{He Ha rrpoqecc DI(crpaI(qI4H.

69. Sxcrpaxqux, Ctagvu DncrparflIr4u. Ilpuuqnrr DKcrparlrpoRaHll.fl IrB ltr,IcyrueHHoro H cBexero

pacrlrre.rrbHoro cbrpb.fl " CrarIr.recK yre kr A:a:aav,T'rqecKue MeroAbI DKCrpaI(q]I]r,

70. Hacroftxu Kar( neKapcrBeHHa.s Qopnra. Xapamepucrlrr(a. O5rque MeroAbI rloJryqssltr HacroeK.

TexuororrqecKas cxeMa rroryqeHl,I.fl Hacroer.

7I. ol{naccuqecrurZ> MeroA Maqeparlr4r{ KaK cnoco5 flo,TyrreHrzs Hacroel(. He4ocrarnu MeroAa

Martrepaquu. I4ureucuQr,rxaqza MeroAa Mar{epar{r4lr. Y,rrrpasnyx (axycrr,r.{ecnulZ cnoco6) KaI( oAI4H r{3

cno c o6os uureu curpuKaulru MeroAa MaIIepaIII4rr.

72. Ilepxo;rxqzrr Kar( ol\krtr LrB cnoco6on rroryqeHu.fl Hacroel(. flocronHcrBa 14 HeAocrarxl,t MeroAa,

flpumeHxeMarr arraparypa.
73. flpousrogcrseHHrrfi perJraMeHr [o.[yqeHr,rfl Hacroel(. Cocras.ileuue Marepl4a.Ilbuoro 5alaHca.

Pac.rerur DKCTpareHra. ItoeQQuql.renr [orrouleHurr oraHoJla. TexHonorrarrecxz e cra+t4t4 MeroAa

repxo.rlf,Lluu (3 cra4nla),

74, Pexynepaqlrrr EraHo.rra us orpa6otauHoro cbrpb.tr. O.rucrxa Hacroex. llapannerpu craHAaPrvua\krkr

HACTOEK.

75, Sxcrpaxrrr Kar( rexapcmer{Ha.fl Qopua. K.iraccur}uxaqzx ro pasruqHblM rlapaMerpa, Brr4u

DKCTpar(ToB. Cuoco5u rtoryqeHr.r"fl. Ercrpaxrbr An.[ [pr4roroBneHl,Ifl Hacroel] u orBapoB.

76, X{u4xrae DxcrpaKrbr. Xapaxrepr4cr}rKa. flpeunnyqecrBa pr HeAocrarI(I,I. Oco6esuocrb MeroAa

rrepKoJr.fiqtEg floryr{eHyrfl. }Ktr.AKt4x Dr(crpar(ron, PenepxorrfliJt4s rax nno4u0una\krfl MeroAa IrepxonflI{I4}r.

Crau4apru3al{u.tr xUAKI{x DKCrpaKroB.

77. Texuo,lorrqecKaf cxeMa rrpoHsBoACTBa )KHAKoro DKCTpar(ra BaJlepIzasrr 1:2. Pac.rernr Ko.[uqecrBa

cbrpr,fl Lr eKCTpareHTa. KosQcpraquenr [ornox{er{s c[!{pra. Cocrasnerrrae MarepuanbHoro 6arasca

(reoperuuecxr.r).

78. fycrrre yr cyxve DKCrpaKTbr. Xapaxrepucrr4xa. Iloxasarer?I (aarecrBa. flono>xnreJlbHble KarrecrBa.

He4ocrarxu. IrIcnolrsyeMbIe EI(crpareHTbI.

79. TexuonoruqecKarr cxeMa rrpor,r3BoAcrBa rycrbrx lr cyxllx DltcrpaKroB.. I{Npxy.rr.flItrr'IoHHoe

EKCTparupoBaHr{e xax cuoco6 rroryr{eHr,rfl HacbrrrIeHHorZ, xoHqeurpupoBaHHor1 sblr.fl}Kxu. Crau4aprvaa\vrtt.

i . Texnonorr4.B nexapcrn. Irl.A.MypaBbeB. 1 97 1 (MocKBa, "Me4I,IIII4Ha")

2. flpomuurneHHajr rexHorroru.fi neKapcrB B 2-x roMax. B.I,l.YyeuoBa. Xapbl(os 2002

3. A.I4, TzxoHoB, T.f.rlpHbrx. 'Iexuonou,rfl nel(apcrn. Xapnron 2006r.



4. Pyrono4crno r< la6oparopubrM 3auflTr,rflM rro 3aBoAcrofi rexno rotvr]r', nel(apcrBeHHbrx

$op*.A.tr{.Tenuosa. MocrBa "Me4ut1uua" 4 nypc

\-W ron.{.nHA.B.
3 an. xaQ e4p ofi :rexx o ilotr4vr .II eKap crB


