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1. @apmaneBTHUYECKAs] KOMIIO3ULIUS, COAEPKAIIAS:

(a) Mo MeHbIIIEeH Mepe OAUH HEOAHTUTEHHBIMN TENTH]T WU ero (papMaleBTUUeCKH
MIPUEMIIEMYIO COJIb;

(b) MomudukaTop pH u

(¢) bapManeBTUYECKH MPUEMIIEMBIA HOCUTEID;

I7Ie IT0 MEHBIIIeH Mepe OJIMH HEOAHTUT€HHBIN TICTITH/T UM ero (hapMaIieBTHUICCKH
npuemMiieMasi cojib orpanruensl Pi > 5 u HYDRO > -6,0, Pi > 8 u HYDRO > -8,0,Pi< 5w
HYDRO > -5, Pi > 9 mu HYDRO < -8,0 uiu Pi > 7 n 3sagesuem HYDRO > -5,5.

2. ®apmaneBTUUeCKask KOMITO3UIMS 1o 1. 1, T1ie hapManeBTUYecKast KOMITO3ULHS
MIPEICTABIISICT COOOM BAKIMHHYIO KOMITO3UIIUIO.

3. @apmaneBTHYECKass KOMIO3UIMS 110 I1. 1 uim 2, rae papManeBTUIeCcKast KOMITO3HIUS

COZEPIKUT 10 MEHBIIIEH MEPE JBA HEOAHTUIEHHBIX MENTUAA.

4. @apmaneBTHYECKass KOMIIO3UIUS 110 Jr00oMy U3 mil. 1-3, rae dapmaneBTudeckas
KOMITO3ULUS COIEPKUT I10 MEHBLIEH MEepe TP HEOAHTUT€HHBIX NIENTUAA.

5. @apManeBTUUECKAsT KOMITO3ULUS 10 JTI000My U3 1. 1-4, rae papManeBTUUecKas
KOMIIO3ULMSI COAEPKUT IO MEHBIIEH MEPE UEThIPE HEOAHTUT€HHBIX MENTUAA.

6. ®apmaneBTHUeCKasi KOMITO3UIMS 10 JIFoOoMy U3 mil. 1-5, rae ¢papmaneBTHIecKas
KOMITO3ULUS COAEPKUT TIO MEHBIIEH MepPE MATh HEOAHTUT€HHBIX MENTUIOB.

7. @apmManeBTHYECKass KOMIIO3ULMS 110 J000My U3 mIl. 1-6, rae ¢papmaneBTUyeckas
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KOMITO3ULUS COJEPKUT A0 40 HEOAHTUTEHHBIX MEMTUIOB.

8. dapMmaneBTHUECKass KOMITO3ULMS 10 JIIOOOMY U3 MII. 1-7, T/1e HEOAHTUTE€HHBIE MEMTUIBI
SBIISIFOTCA PACTBOPUMBIMMU.

9. dapmaneBTUUECKasT KOMITO3UIMS 1O JTI000MY U3 TIl. 1-8, e AJIMHA 10 MEeHbIIeH Mepe
OJTHOT'O HEOAHTUTEHHOTO MENTHIa HAXOUTCS B IMAMA30HE OT MPUOTIUUTEIBHO 5 10
NPpUOIN3UTENBHO S0 AMUHOKUCIIOT.

10. @apmaneBTUYECKAS] KOMITO3UIIMS 10 JTI00OMY M3 M1l 1-7, T1ie IJTMHA IO MEHbIIIeN Mepe
OJHOTO HEOAHTUT€HHOTO MENTHU/Ia HAXOAUTCS B IMANIa30HE OT MPUOIU3UTEIBHO 15 10
MPUOIU3UTEIBHO 35 AMUHOKUCIIOT.

11. dapmaneBTHYECKAsT KOMITO3UIMS 10 JIIOOOMY M3 IIl. 1-9, Tie JyIMHA 110 MEHBIIIeH Mepe
OJIHOTO HEOAHTUT'€HHOT'O TIENTH 1A COCTABIISIET MPUOJIMZUTEIHHO 15 aMUHOKUCIOT WIIM MEHBIIIE,
OT MPUOIUBUTENBHO 8 10 MPUOTU3UTETBbHO 11 aMMHOKUCIOT UK 9 win 10 aMUHOKUCTIOT.

12. ®apmaneBTUUECKasi KOMIIO3ULMS 10 JIIOOOMY U3 MIl. 1-9, rae AMHa 1O MEHbIIIEH Mepe
OJIHOT'O HEOAHTUT'€HHOTO MIETITHA COCTABIISAET MPUOIM3UTETHbHO 30 aMUHOKUCIIOT WU MEHBIIIE,
OT IPUOIMBUTENTHHO 6 10 MPUOTUZUTEITBLHO 25 AMUHOKHUCIIOT, OT MPUOIU3UTENBHO 15 110
MPUOJIU3UTETBHO 24 aMUHOKUCIOT WM OT MPUOIU3UTENIHHO 9 10 MpUOIU3UTEIBHO 15
AMUHOKMUCIIOT.

13. ®apmarneBTUYeCcKast KOMIO3UIMS 10 Ttobomy u3 . 1-12, rie moaudukaTop pH
MpEACTABIISIET COOOV OCHOBAHHUE.

14. ®apmareBTUYeCcKast KOMIO3UIMS 10 Jitobomy u3 mit. 1-13, rie monudukatop pH
MPEJICTABIISIET COOOM COJIb AMKAPOOHOBOM KUCIIOTHI UJIM TPUKAPOOHOBOM KUCIIOTHI.

15. ®apmarneBTrUUecKast KOMIIO3UIMS 110 JTr00oMy u3 1. 1-14, rae moaudukatop pH
MPEACTABIISIET COOOM CYKIMHAT.

16. ®apmarneBTHUUecKast KOMITO3UIMS 10 JTt00oMy u3 1. 1-14, rae moaudukatop pH
MPEACTABIISIET COOOW LUUTPAT.

17. ®apmaneBTHUYECKass KOMITO3UIMS MO JIIOOOMY M3 TII. 1-15, rjie sHTapHas KUCIOTa WU
ee (papManeBTHUECKU TTpUeMIIeMast COJIb TPEAYCMAaTPUBAIOT CYKIIMHAT HATPUS.

18. ®apmaneBTHUYECKass KOMIIO3UIMS 10 JTI000My M3 . 1-15 v . 17, rae cykuMHat
MIPUCYTCTBYET B COCTABE B KOHIEHTPALUM, COCTABIISIIONIEH OT MpudIu3uTensHo 1 MM 10
npuban3uTenbHo 10 MM.

19. ®apMmaneBTHYECKAsT KOMITO3ULMS 10 JTI000MY U3 M. 1-15, 17 unm 18, rae cykuyHat
MPUCYTCTBYET B COCTABE B KOHIEHTPAIMHU, COCTABIISIIONIEH OT MPpUOIM3UTENBHO 2 MM 10
MPUOIU3UTENBHO 5 MM.

20. dapmarneBTHUECKas KOMITO3UILMS 110 JIFoOoMy U3 ril. 1-19, rie hapmaneBTHYecKu
MIPUEMJIEMBIHA HOCUTEIIb COJIEPIKUT BOY.

21. dapmaneBTUUYECKAsT KOMIIO3MIMS 110 JTr00oMy u3 1. 1-20, rae ¢papmManeBTHIECKH
MIPUEMJIEMBIHA HOCUTEIIb JOMOJHUTEIILHO COAEPKHUT ICKCTPO3Y.

22. @apManeBTHUYECKass KOMIIO3UILMS 110 JTr00oMy u3 1. 1-20, rae ¢papManeBTHIECKH
MIPUEMJIEMBIA HOCUTEIIb JOIOJHUTEIILHO COAEPKHUT TPErAIO3Y.

23. @apMmaneBTUUYECKass KOMIIO3ULMS 110 JTI00oMy u3 1. 1-20, rae ¢papmManeBTHIeCKH
MIPUEMIIEMBIII HOCUTEIh JOTIOJHUTEIIBHO COAEPKUT caxapo3sy.

24. @apmaneBTUYECKass KOMIIO3UIMS 110 JT000My U3 M. 1-23, Tae papmaneBTHUECKH
MIPUEMIIEMBIM HOCUTENb TOTIOJIHUTENIBHO COJAEPIKUT TUMETUIICYIB(OKCH]I.

25. dapmarneBTHUECKasi KOMITO3UIKMS 0 JTIobomy u3 1. 20-24, rae hapmaneBTUdecKas
KOMITO3UIUS SBJISETCS TMOPUITU3UPYEMOT.

26. dapmarneBTHUECKasE KOMITO3UILMS 110 JIIOOOMY U3 mil. 1-25, rie hapmaneBTudecKast
KOMITO3UIUST JOTIOJTHUTEIBHO COAEPKUT UMMYHOMOIYJISITOP WIHA A bIOBAHT.

27. @apManeBTUUYECKAsT KOMIIO3ULMS 11O 1. 26, T/1€ UMMYHOMOJYJISITOP WUJIU aIbIOBAHT
BBIOpaAHBI U3 TpyMIbl, cocrosiied u3 noau-ICLC, 1018 ISS, conelt antomuuus, Amplivax,
AS15,BCG, CP-870,893, CpG7909, CyaA, dSLIM, GM-CSF, IC30, IC31, umukBumona, ImuFact
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IMP321, IS Patch, ISS, ISCOMATRIX, Juvimmune, LipoVac, MF59, monodochopummmmaa
A, Montanide IMS 1312, Montanide ISA 206, Montanide ISA 50V, Montanide ISA-51, OK-432,
OM-174, OM-197-MP-EC, ONTAK, PepTel®, BekTopHO¥ cuctembl, MUKpouacTull PLGA,
pe3ukBuMoja, SRL172, BUpocoM U Ipyrux BUpyconogoOHbix yactul, YF-17D, VEGEF trap,
R848, 6era-riokana, Pam3Cys u QS21 stimulon ot Aquila.

28. @apMaueBTUYECKAS KOMIIO3ULMA 10 II. 26, T/1€ UMMYHOMOJYJISITOP WU abIOBAHT
conepxut nosu-ICLC.

29. @apmarneBTHUECKas KOMIIO3ULMS, KOTOpas MPEACTABIISIET COOON BAKLIMHY ITPOTHB
HEOIUIa3UM, COAEPKAILIAS:

OT OJTHOTO IO TISATU HEOAHTUT€HHBIX MENTHIOB WK UX (apMalieBTUIECKH ITPUEMIIEMBIX
COJIEN;

1-3% numeTuncyabhoKcuaa;

3,6-3,7% neKCTpO3bl B BOJE;

3,6-3,7 MM stHTapHOM KUCIOTBI UJIA €€ COJIH;

0,5 mr/mn nonu-I:moau-C;

0,375 mr/mi1 moym-L-nmusnHa;

1,25 MT/MJ1 HATPUEBOM COJTM KapOOKCUMETHITLEILTIONIO3bI U

0,225% xnopuna HaTpus.

30. @apmaneBTUYECKAS] KOMIIO3UIKS I1O I1. 29, TAE KaXKIbIA U3 OAHOTO-ITATH HEOAHTUT€HHBIX
MIENITUIOB WM UX (DapMaleBTUYECKH TTPUEMIIEMBIX COJIEH MPUCYTCTBYET B KOHICHTPAIUH,
cocTasJistole mpuoau3uTebHo 300 MKI/MIT.

31. Crioco0 moyueHus: pacTBOpa HEOAHTUT€HHBIX MEMTHUIOB [T BAKIIMHBI ITPOTUB
HEOIUTa3UH, IIPU 3TOM CIIOCOO MpeayCMaTPUBAET:

(a) momy4deHue pacTBOpa, COAEPKAIIETO IO MEHBIIIEN MEpEe OIMH HEOAHTUT €HHBIN MENTUL
WK eTo (hapMarieBTUIECKH ITPUEMIIEMYIO COJTh, T/E TTO0 MEHBIIIEH Mepe OUH HEOAHTUT CHHBIMN
TETITUT UJIK eTo (papMaleBTUUECKHU ITpuemMieMas cojib orpanndensl Pi > 5 u HYDRO > -6,0,
Pi > 8 mHYDRO > -8,0, Pi <5u HYDRO > -5, Pi > 9 u HYDRO < -8,0 niu Pi > 7 u 3HaueHuem
HYDRO > -5,5;u

(b) 0ObeIMHEHUE PACTBOPA, COAEPKAIIETO 110 MEHBIIEN MEpE OMH HEOAHTUT EHHBIHN NIENTH]L
WK €70 (hapManeBTHUECKHU IIPUEMIIEMYTO COJTb, C PACTBOPOM, COACPIKAIIUM STHTAPHYIO KUCTIOTY
WM ee (papManeBTUUECKU ITPUEMIIEMYIO COJIb, C MOJIyYeHHEM TaKUM 00pa3oM pacTBOpa
MEeNTUIA )11 BAKIMHBI IPOTUB HEOIUJIA3UH.

32. Cnioco6 1o 1. 31, rae pacTBop, CoAepKallyii o MEeHbIIEH Mepe OJIMH HEOAHTUT €HHBIM
TIETITU] WJIH €T0 (hapMaleBTUUYECKHU MPUEMIIEMYIO COJIb, COJIEPIKUT IO MEHBIIIEH Mepe ABa, TI0
MEHBIIIEN MEPE TPH, UIIA YETHIPE, WU MSITh HECOAHTUTEHHBIX MENTUIOB.

33. Crioco6 1o 1. 31, r1e pacTBOp MeNnTHAA IJIs BAKIMHBI TPOTUB HEOILJIA3UU COAEPIKUT
BOJTY, IEKCTPO3Y, CYKIIMHAT U TUMETHIICYITH(OKCHI.

34. Cnioco6 1o 1. 31, JOMOJIHUTENIBHO MPe1yCMaTPUBAIOIINI MTOCIIE CTAANU OO bETMHEHUS
(GUIBTpaNUIO pacTBOpPA MENTHIA JIJI BAKIMHBI TPOTUB HEOTLTA3HH.

35. Cnoco6 1o 11. 33, r11e pacTBOP NENTUAA JJIs BAKIMHBI TPOTUB HEOILJIA3UM SIBJISIETCS
JTMOGUITU3UPYEMBIM.

36. Crioco6 nmoy4yeHus BAKLUHBI IPOTUB HEOILJIA3UH, ITPU 3TOM CIIOCOO MPEyCMATPUBAET:

(a) moJrydyeHue pacTBOpa NEeNTUIa U

(b) 06BeaMHEHNE paCcTBOPA MENTHIA C PACTBOPOM UMMYHOMOYJISITOPA WIK a1bIOBAHTA
C TIOJTy4YeHHEeM TaKMM 00pa30M BaKIMHBI TPOTUB HEOTIIA3HH.

37. Crioco6 1o 1. 36, TJie UMMYHOMOZYJISTOP WM aTbIOBAHT BHIOPAHBI U3 TPYIIIIHI,
cocrosmen u3 mosm-ICLC, 1018 ISS, cosneit amromunausi, Amplivax, AS15, BCG, CP-870,893,
CpG7909, CyaA, dSLIM, GM-CSE, IC30, IC31, umukBumona, ImuFact IMP321, IS Patch, ISS,
ISCOMATRIX, Juvimmune, LipoVac, MF59, monodochopummunuma A, Montanide IMS 1312,
Montanide ISA 206, Montanide ISA 50V, Montanide ISA-51, OK-432, OM-174, OM-197-MPEC,
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ONTAK, PepTel®, BekTopHOM cuctemsl, MUKpoudactul PLGA, pesukBumona, SRL172, Bupocom
U Ipyrux BupyconogoOHbIx yactul, YF-17D, VEGF trap, R848, 6eta-rimtokana, Pam3Cys u
QS21 stimulon ot Aquila.

38. Crioco06 1o 1. 37, r;ie UMMYHOMOMYJISITOP WJIM I BbIOBAHT MPEICTABIISIET COOOM MOJIH-
ICLC.

39. Cnoco0 neueHust CyobekTa, y KOTOpOro JMarHoCTUPOBAHA HEOIUTa3Usl, TPU 3TOM
croco0 MpeaycMaTpUBaeT BBe/IeHUE CYObEeKTY (hapMaleBTUUECKON KOMITO3ULUU T10 JTI000OMY
u3 niL. 1-30, 32 c4eT 4ero OCyleCTBISAECTCS JICUEHUE HEOTUTA3UH.

40. Crioco0 1o 1. 39, TONOJHUTENBHO MTPEAYCMATPUBAIOLIUI BBEIEHUE CYOBEKTY BTOPON
(hapManeBTUYSCKOM KOMIIO3MIIMU 110 JIFoOoMy 13 mi. 1-30.

41. Cnioco6 1o 1. 40, AOTIOTHUTENIBHO MPEyCMATPUBAIOLIMI BBEIEHUE CYOBEKTY TPEThel
(hapManeBTUYECKOM KOMITIO3MIIUMM MO JIFoOomy 13 m. 1-30.

42. Crioco0 no 11. 41, TONOJHUTEIBHO MPEAYCMATPUBAIOIINN BBEACHUE CYOBEKTY YETBEPTOM
(hapManeBTUYECKOM KOMIIO3UIMM 110 JIFoOomy 13 ri. 1-30.

43. BakuyHa MpOTUB HEOTUTIA3UH, TIOJIydeHHAasl ITOCPEACTBOM CIIOco0a 1Mo Jrod0oMy U3 TII.
31-36.

44. PacTBOp HEOAHTUIEHHBIX MENTU/IOB JJIs1 BAKLMHBI IPOTUB HEOILIA3UH, COAEPKALIIUN:

(a) mo MeHBIIIEH Mepe OJIMH HEOAHTUTEHHBIN TIENTH WK eT0 (hapMaleBTUISCKU
MIPUEMIIEMYIO COJIb, TJI€ 10 MEHBIIIEH MEPE OAUH HEOAHTUIEHHBIN MENTU]L UJIU €TO
dhapmaneBTHYECKH ImpueMsieMasi cojib orpannueHsl Pi > 5 u HYDRO > -6,0, Pi > 8 u HYDRO
>-8,0,Pi<5uHYDRO > -5, Pi >9n HYDRO < -8,0 unu Pi > 7 u 3sauenneM HYDRO > -5.5;
u

(b) SHTApHYIO KUCITOTY WK €€ (hapMaleBTUICCKU TTPUEMIIEMYIO COJTh.

45. HaGop a1t BaKIMHAIMU UM UMMYHHU3AIUH, COJIEPIKAIITUIA:

(a) OTHETBPHO YITAKOBAHHYIO JTUOGUIM3UPOBAHHYIO MMMYHOTEHHYIO KOMITO3UIIUIO,
COCTaBJIEHHYIO JJ1s1 0OecreYeHrss IMMYHHOT'O OTBETA 110 MEHbIIIeN Mepe Ha OUH HEOAHTUTEH;
u

(b) pacTBOpP J11 BOCCTAHOBJICHUS IMO(PUITU3UPOBAHHON BAKIUHBI,

1€ UMMYHOTE€HHAs KOMIIO3ULIUS COAEPAKUT IO MEHBIIEH MEPE OJJUH HEOAHTUT€HHBIN
MENTHU]T WK eT0 (hapMaleBTUIECKH ITPUEMIIEMYIO COJIb, orpaHnuueHHbIie Pi > 5 1 HYDRO >
-6,0, Pi > 8 u HYDRO > -8,0, Pi < 5u HYDRO > -5,Pi > 9u HYDRO < -8,0 umu Pi > 7 u
3HagyeHrneM HYDRO > -5,5.

46. Habop 1151 BaKIMHALMM UM UMMYHHU3AIUU 110 T1. 45, T7Ie paCTBOP COAEPIKUT aTbIOBAHT.

47. Habop u1st BaKIMHAIMK WM UMMYHU3AIUH T10 T1. 45, Iie *UMMYHOTeHHasI KOMITO3UILUS
MPEJICTABIISIET COOON aHTUTEH.

48. Habop mu1st BaKIMHAIMK WIM UMMYHU3ALUU 110 T1. 45, Iie *UMMYHOT€HHasI KOMITO3ULUS
MPEACTABIISIET COOON BUPYCHBIN BEKTOP.

49. Cnioco0 BbIOOpaA MenTHaa, MpeycMaTpUBAIOIINNI:

(a) onpenenenue u3oanekTpuieckoit Touku (Pi) u rugpododnoctu (HYDRO) o MeHbItIei
MEpe OJHOTO MENTUAA U

(b) BEIOOD TIenITH 1A, B ciiydae eciu ero Pi 1 HYDRO orpanudens! Pi > 5 u HYDRO > -6,0,
Pi> 8 m HYDRO > -8,0, Pi < 5u HYDRO > -5 wim Pi > 9 u HYDRO < -8,0, HeoOs13aTeIbHO
B ciyuae eciid ero Pi u HYDRO orpanuyens Pi > 7 u 3nauenuem HYDRO > -5,5.

50. Crtoco0 OLeHKM pacTBOPUMOCTH MENTH/IA B BOJHOM PACTBOPE, IIPEIyCMaTPUBATOIIIMIA:

(a) onpeneneHue u3oaekTpuueckoit Touku (Pi) u ruapodoodbrnoctu (HYDRO) nentuna,

IJI€ TIEMTU] SIBJISIETCS. PACTBOPHMMBIM B BOJTHOM pAaCTBOPE, B cityyae eciu ero Pi u HYDRO
orpannuensl Pi > 5 u HYDRO > -6,0, Pi > 8 u HYDRO > -8,0, Pi < 5 u HYDRO > -5 unu Pi
>9u HYDRO < -8,0, HeoOs13aTenbHO B ciyuae eciu ero Pi 1 HYDRO orpanuuenst Pi > 7 u
3HagyeHrneM HYDRO > -5,5.

51. Crioco6 noyyeHust BOJHOTO pacTBopa MENTUAOB, ITPe1yCMaTPUBAIOIIIMIA:
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(a) ompenenenne n3o3eKkTpudeckoit Touku (Pi) u rugpodoonoctu (HYDRO) o MeHbIIIeH
Mepe OJTHOTO MENTUAA;

(b) BeIOOP menTHAA, B citydae eciiu ero Pi u HYDRO orpanuuenst Pi > 5 u HYDRO > -6,0,
Pi>8 m HYDRO > -8,0, Pi < 5u HYDRO > -5 u Pi > 9 unmu HYDRO < -8,0, HeoOs13aTeIbHO
B cinydae ecim ero Pi 1 HYDRO orpanudenst Pi > 7 v 3Hauenuem HYDRO > -5,5; u

(c) moJryueHue BOJJHOTO PacTBOPA, COAEPIKAILIETO MENTUL.

52. Crioco®6 1o ar06oMy u3 i, 49-51, re menTua Wik o MEHbIIEeH Mepe OJIUH e TH T
MPEICTABIISIET COOON HEOAHTUTEHHBIN TIEMTU/I.

53. Cnoco®6 1o aroboMy u3 1. 49-52, rjie JyIMHa MeNTUAa WK [0 MEHbIIeH Mepe OJTHOTO
METITUIA COCTABJISICT OT MPUOIU3UTEIIHFHO 5 10 MPUOIU3UTEIHLHO 50 aMUHOKHUCIOT, OT
MPUOIU3UTENBHO 15 10 MPUOIU3UTENBHO 35 aMUHOKHUCIIOT, COCTABIISIET TPUOIU3UTENIBHO 15
AMMHOKHCIIOT WJIM MEHbIIIE, OT MPUOTIU3UTETBHO § 10 TPUOIU3UTENBHO 11 aMUHOKUCIIOT UK
9 nimu 10 aMMHOKMCIIOT.

54. Crioco6 1o ro6oMy U3 mi. 49-53, rae JIMHa NeNnTrUAA WIK 110 MEHbIIIeH Mepe OJTHOTO
MENTHIa COCTABIIAET MPUOIU3UTENBHO 30 aMUHOKHUCIIOT WJIM MEHbIIIE, OT MPUOIU3UTETHHO
6 10 TPUOJIM3UTETIBHO 25 AMUHOKHUCIIOT, OT MPUOTIU3UTENBHO 15 10 NpUOIM3UTENbHO 24
AMMHOKHUCIIOT UM OT MPUOJIM3UTETIBHO 9 10 IPUOIU3UTEIBHO 15 aMUHOKUCIIOT.

55. Crioco6 o mobomy u3 mit. 50-54, Tie BOAHBIN pacTBOP COACPKUT MoaudukaTop pH.

56. Crioco6 1o 11. 55, rae MmoaudukaTop pH npeacTasiseT coOoi OCHOBaHUE.

57. Cnioco6 mo 1. 55 unu 56, rne moaucdukatop pH npeacrasisieT co6oit cob
JIMKapOOHOBOM KUCTIOTHI UJIM TPUKAPOOHOBOM KHUCIOTHI.

58. Cnioco6 1o mobomy u3 m. 55-57, rae Moaudukatop pH npeacrasisieT coOou UTpar.

59. Crioco6 mo mrobomy u3 . 55-57, rae mogudukatop pH npencrasisier cooo CyKIMHAT.

60. Crioco0 1o 1. 59, T/1e CyKIMHAT MpelycCMaTPUBAET CYKIIMHAT HATPUSI.

61. Crioco6 1o 1. 59 wiu 60, rae CykuMHaT MPUCYTCTBYET B BOAHOM PACTBOPE B
KOHIIEHTPAIUH, COCTABJISIONIEN OT Mpubm3uTesbHo 1 MM o npubiauzutenbHo 10 MM.

62. Crioco6 1o iro6oMy u3 m. 59-61, rae CyKIMHAT MPUCYTCTBYET B BOJTHOM PacTBOPE B
KOHIIEHTPALUHU, COCTABISIONIEN OT TPUOIM3UTENIHbHO 2 MM 110 pUbIM3uTenbHO S MM.

63. Crioco6 1o 1r060My u3 i1, 50-62, r/ie BOJAHBINA paCTBOP JOIOJIHUTEIIBHO COAEPKUT
JIEKCTPO3Y, TPErajao3y Wiv caxaposy.

64. Crioco0 1o iro6omMy u3 mi. 50-63, rae BOAHBIN pacTBOP AJOTIOTHUTEIHHO COIEPKUT
JTIUMETHUIICYJTB(OKCH]T.

65. Crioco6 no nro6oMy u3 . 50-64, rae BOAHBIN pacTBOP AOTOTHUTEIBHO COJIEPKHUT
MMMYHOMO/IYJISITOP WJIM a/TbIOBAHT.

66. Crioco6 no mo6omMy u3 n. 50-65, rae BOAHBIN pacTBOP MPEACTABIAET COOOH
(dhapMaleBTUYECKYI0 KOMITO3UIMIO.

67. Cioco0 o mobomy u3 mir. 50-66, rie BOJHBIN pacTBOP MPEICTABISET COOOM
VMMYHOTE€HHYIO KOMIIO3ULUIO.

68. Crioco0 1o irobomy u3 1tt. 50-67, T/ie BOAHBIN PACTBOP MPEACTABIISET COOOM BAKIMHHYIO
KOMITO3ULIUIO.

69. Crioco6 1o mo6omy u3 1. 50-68, r71e BOAHBIN PACTBOP SBIISETCS TUOPUIUZUPYEMBIM.

70. Crioco0 nmoy4eHust BOAHOT'O pACTBOPA HEOAHTUT€HHBIX MENTUIOB, IIPU 3TOM CIIOCOO
MpeyCMaTPUBAET:

(a) onpenenenue u3oaekTpuueckoi Touku (Pi) u runpododuoctu (HYDRO) o menbIei
Mepe OJIHOTO HEOAHTUT€HHOTO MEeNTU/IA;

(b) BBIOOD 1O MEHBIIIEH MEpPe OJTHOTO HEOAHTUT€HHOTO TenTuaa, ecii ero Pi 1 HYDRO
orpannuensl Pi > 5 u HYDRO > -6,0, Pi > 8 u HYDRO > -8,0, Pi < 5 u HYDRO > -5 unu Pi
>9u HYDRO < -8,0, HeoOs13aTenbHO B ciyuae eciu ero Pi 1 HYDRO orpanuuenst Pi > 7 u
3gauenneM HYDRO > -5,5;

(c) momy4deHue pacTBOpa, COAEPHKAIIETO IO MEHBIIIEN MEpE OIMH HEOAHTUT €HHBIN MTENTU]L
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WK ero (papManeBTHUECKU TPUEMIIEMYIO COJIb; U

(d) oOBenMHEHNE PACTBOPA, COJIEPIKAIIETO IO MEHBIIIENH MEPE OVUH HEOAHTUTCHHBIV MENTH/T
WK eT0 (hapMaleBTUUECKH MIPUEMIIEMYIO COJIb, C PACTBOPOM, COACPKAIUM SIHTAPHYIO KUCTIOTY
WM ee hapMareBTUYECKU MPUEMIIEMYIO COJIb, C TOJIyUYeHUEeM TaKUM 00pa30oM BOJTHOTO
pacTBOpa HEOAHTUT€HHBIX MENTUIOB.

71. Crioco0 1o 1. 70, AOTIOTHUTEIIHHO TPeTyCMaTPUBATOIIHI (PUITHTPALUIO PACTBOPA U3
ctaguu (c) u/vnu (d).

72. Crioco® 1o mrodomy u3 nit. 70-71, TOMOJIHUTENBHO MPeycMaTPUBAIOIIMI
JMOo(pUIU3aUIO pACTBOPA HEOAHTUTCHHBIX MEMTHIOB.

73. Crioco0 1o mrodomy u3 mi. 70-72, re pacTBOP HEOAHTUTCHHBIX MENTUIOB COJIEPKHUT
1,2,3,4,5,6,7,8,9,10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29,
30, 31, 32, 33, 34, 35, 36, 37, 38, 39 unu 40 HEOAHTUTE€HHBIX MENTHUIOB, KAXKIbIN U3 KOTOPBIX
ObLI BBIOpaH Ha OCHOBAHMU TOTO, YTO OH XapakTtepusyercs Pi 1 HYDRO, orpaHnyeHHbIMU
Pi > 5u HYDRO > -6,0, Pi > 8 u HYDRO > -8,0, Pi <5 u HYDRO > -5 unu Pi > 9 u HYDRO
< -8,0, HeoOs3aTenbHO B ciyudae ecnu ero Pi 1 HYDRO orpanuuenst Pi > 7 v 3HaueHueM
HYDRO > -5,5.

74. Crioco® 1o rodomy u3 mi. 70-72, re pacTBOP HEOAHTUTCHHBIX MENTUIOB COJIEPKUT
110 MEHbIIIEeH Mepe 1BA HEOAHTUTEHHBIX MENTHA, KOTOPhIE ObLIM BHIOpPAHBI HA OCHOBAHUU
TOT0, 4YTO OHM XapakTepuzytoTcsa Pi u HYDRO, orpanuyenusiMu Pi > 5 u HYDRO > -6,0, Pi
> 8 HYDRO > -8,0, Pi < 5u HYDRO > -5 wiu Pi > 9 u HYDRO < -8,0, He0Os13aT€JILHO B
cinydae ecnu ux Pi u HYDRO orpanuuens! Pi > 7 u 3sauenuem HYDRO > -5.5.

75. Crioco® 1o mrodomy u3 mi. 70-72, rae pacTBOP HEOAHTUTCHHBIX MENTUIOB COJIEPKHUT
110 MEHbIIIeH Mepe TP HEOAHTUIEHHBIX MENTHU/Ia, KOTOPbIE OBUIM BEIOPAHBI HA OCHOBAHUU
TOTO0, 4YTO OHM XapakTepuzytoTcsa Pi u HYDRO, orpanuyenusiMu Pi > 5 u HYDRO > -6,0, Pi
> 8 HYDRO > -8,0, Pi < 5u HYDRO > -5 wiu Pi > 9 u HYDRO < -8,0, He0Os13aTEJILHO B
ciny4dae eciav ux Pi u HYDRO orpanuuenst Pi > 7 u 3Hauenuem HYDRO > -5,5.

76. Crioco0 1o mrodomy u3 mi. 70-72, re pacTBOP HEOAHTUTCHHBIX TETITUIOB COJIEPKHUT
10 MEHBIIIEH Mepe YeThIPEe HEOAHTUT€HHBIX MENTHIA, KOTOPbIe ObLIIM BHIOPAHBI HA OCHOBAHWUHU
TOT0, 4YTO OHM XapakTepuzytoTcs Pi 1 HYDRO, orpannyenusiMu Pi > 5 u HYDRO > -6,0, Pi
> 8 HYDRO > -8,0, Pi < 5u HYDRO > -5 umu Pi > 9 u HYDRO < -8,0, He00s3aTEIbHO B
ciayyvae eciav ux Pi u HYDRO orpanuuenst Pi > 7 u 3Hauenuem HYDRO > -5,5.

77. Crioco0 1o nrodomy u3 . 70-72, rae pacTBOp HEOAHTUT€HHBIX NENTUIOB COJIEPKUT
10 MEHBIIEHN Mepe MATh HEOAHTUTEHHBIX MENTUI0B, KOTOPbIE ObLJIM BEIOPAHBI HA OCHOBAHUU
TOTO, 4YTO OHM Xapakrepusyrorca Pi u HYDRO, orpannuenusivu Pi > 5 u HYDRO > -6,0, Pi
> 8uHYDRO > -8,0, Pi < 5u HYDRO > -5 umu Pi > 9 u HYDRO < -8,0, He00s3aTEIbHO B
cinyuae ecnv ux Pi 1 HYDRO orpanuuenst Pi > 7 u 3sauennem HYDRO > -5.5.

78. Crioco0 o mobomy u3 . 70-77, rae AjiiHa 0 MEHBIIEH Mepe OJHOTO HEOAHTUTEHHOTO
MENTUAA COCTABIISIET OT MPUOIMZUTETIBHO 5 10 MPUOIU3UTEIBHO S0 AMUHOKUCIIOT, OT
MPUOIU3UTENBHO 15 10 MPUOIU3UTENBHO 35 AaMUHOKHUCIIOT, COCTABIISIET TPUOIM3UTENIHHO 15
AMUHOKUCIIOT UJIM MEHBIIIE, OT MPUOJIUZUTEIHHO 8 10 MPUOIU3UTEIBHO 11 aMUHOKHUCIIOT WU
9 wm 10 aMMHOKHUCIIOT.

79. Crioco® no mobomy u3 . 70-78, rje AjiHa 0 MEHBIIEN Mepe OJHOTO HEOAHTUTEHHOTO
MEeNTUA COCTABIISIET MPUOIU3UTENBHO 30 aMUHOKUCIOT WM MEHBIIE, OT MPUOTIUZUTETHLHO
6 10 TpUOJIM3UTETIBHO 25 AMHUHOKHUCIIOT, OT MPUOIU3UTENBHO 15 10 npubau3uTensHo 24
AMMHOKHCIIOT UJIM OT MPUOJIM3UTETIBHO 9 10 MPUOIU3UTENBHO 15 aMUHOKUCIIOT.

80. Crtoco6 o modomy U3 1. 70-79, rae pacTBOP HEOAHTUTEHHBIX METITUIOB COAEPIKUT
momuduxatop pH.

81. Cnioco6 no 1. 80, rae moaudukatop pH npencrasiser co60it OCHOBAHUE.

82. Crioco6 mo 1. 80 wiu 81, rie monudukaTop pH npeacrasisieT co6oit cotb
JTMKapOOHOBOM KUCIIOTHI WIIM TPUKAPOOHOBOM KUCIIOTHI.
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83. Crioco6 no mro6omy u3 mit. 80-82, rae moaudukaTop pH npeacrasiseT codoit quTpar.
84. Crioco0 1o mo6omy u3 . 80-82, rae moaudukaTop pH nmpeacrasiseT coOoi CyKIMHAT.
85. Crioco6 mo m. 84, rae CyKIMHAT MpeycCMaTPUBAET CYKIIMHAT HATPUSI.

86. Crioco6 mo n. 84 wiu 85, rae CyKIMHAT MIPUCYTCTBYET B COCTABE B KOHLUEHTPALHHY,
coCTaBJIsIfoIIEd OT mpubu3uTeabHo 1 MM 10 mpubiusutenbHo 10 MM.

87. Cnioco6 no nob6oMy U3 n. 84-86, rae CyKIMHAT NPUCYTCTBYET B COCTABE B
KOHIIEHTPAIUU, COCTABJISIONIEN OT MPUOIM3UTENIHHO 2 MM 110 pUubIM3uTeIbHO S MM.

88. Cnioco6 no noboMy U3 n. 84-87, rae pacTBOP HEOAHTUI€HHBIX IETITHIOB
JIOTIOJTHUTEIBHO COJIEPKUT (papMaleBTUUECKH TPUEMIIEMbIH HOCUTEb.

89. Crioco06 1o 11. 88, rae hapManeBTUIECKU TPUEMIIEMbIN HOCUTEh COJIEPKUT AEKCTPO3Y.

90. Crioco0 o 11. 88, T1e (hapManeBTHUECKH TPUEMIIEMBII HOCUTEITb COIAEPIKUT TPETAII03Y.

91. Crioco6 no 1. 88, rae papManeBTHUECKU TPUEMIIEMbIN HOCUTEIb COJIEPKUT caxaposy.

92. Cnioco0 1o mobomy u3 m. 88-91, rae hapmaneBTUYECKH MPUEMIIEMbII HOCUTETb
JIOTIOJTHUTEIBHO COACPKUT AUMETUIICYIIb(POKCHUTL.

93. Crioco6 1o mrodomy u3 mi. 70-92, rjie pacTBOp HEOAHTUTEHHBIX TIENTUIOB SIBIISIETCS
TUOPUITUZUPYEMBIM.

94. Crioco0 1o mrodomy u3 mi. 70-93, rie pacTBOp HEOAHTUTEHHBIX MENTUIOB
JIOTIOJTHUTEIBHO COJIEPKUT UMMYHOMOIYJISITOP WK a/TbIOBAHT.

95. Cnioco®6 1o 1. 17 uiu 94, rjie UMMYyHOMOTYJISITOP WIK aABIOBAHT BEIOPAHBI U3 TPYIIIIHI,
cocrosen u3 nosm-ICLC, 1018 ISS, coseit aimromunusi, Amplivax, AS15, BCG, CP-870,893,
CpG7909, CyaA, dSLIM, GM-CSE, IC30, IC31, umukBumoja, ImuFact IMP321, IS Patch, ISS,
ISCOMATRIX, Juvimmune, LipoVac, MF59, monodochopummunuaa A, Montanide IMS 1312,
Montanide ISA 206, Montanide ISA 50V, Montanide ISA-51, OK-432, OM-174, OM-197-MP-
EC, ONTAK, PepTel®, BexropHO# cucteMbl, Mukpouactul PLGA, pesukBumona, SRL172,
BUPOCOM U IPYTHX BUPYcONoa00HbIX yactul, YF-17D, VEGF trap, R848, 6era-ritokaHa,
Pam3Cys u QS21 stimulon oT Aquila.

96. Crioco0 1o 1. 94, T7ie UMMYHOMOTYJISITOP WK aabloBaHT coaepxat moiau-ICLC.

97. Cnioco® 1o 1. 70, r/ie pacCTBOP HEOAHTUTEHHBIX MENMTUIOB COJICPIKUT:

OT OJIHOTO IO MIATH HEOAHTUT€HHBIX MENTHIOB WK UX (apMalieBTUUECKH MPUEMIIEMBIX
COJIEH, TJIe KaXXbI HEOAHTUTEHHBIN MENTU]T ObLTT BBIOPAH HA OCHOBAHUM TOTO, UTO OH
xapakrepusyerca Pi u HYDRO, orpannuennsimu Pi > 5 1 HYDRO > -6,0, Pi > 8§ u HYDRO
>-8,0,Pi<5uHYDRO >-5u Pi > 9 u HYDRO < -8,0, HeobOsi3aTenbHO B ciyudae eciiv Pi u
HYDRO orpanudens! Pi > 7 u 3Hauenuem HYDRO > -5.5;

1-3% numeTuicyabhoKCUaa;

3,6-3,7% nEeKCTpoO3bl;

3,6-3,7 MM stHTapHOM KUCJIOTBI UJIU €€ COJIU;

0,5 mr/Mn nomm-I:momm-C;

0,375 mr/mi noau-L-nmu3uHa;

1,25 Mr/mi1 HaTpUEBOM COJIM KapOOKCUMETHIIICILTIONO3bI U

0,225% xnopuna HaTpus.

98. Crioco0 1o rodomy u3 mi. 70-97, riae pacTBOp HEOAHTUTCHHBIX MENTUIOB COJIEPKUT
KQXX/]IbIll U3 HEOAHTUT€HHBIX MENTUI0B B KOHLEHTPALUU, COCTABJISIIOIIEH TPUOTUZUTEIIHHO
300 MKr/mi1.

99. Crioco6 1o rob6omy u3 1. 70-98, rae pacTBOP HEOAHTUT€HHBIX MTENTUIOB IPEACTABIISET
co0Ooti (hapMaleBTUYECKYIO KOMITO3UIIUIO.

100. Cioco6 mo mrobomy u3 1. 70-99, rie pacTBOp HEOAHTUTEHHBIX MENTUIOB
MPEJICTABIISIET COOON UMMYHOTEHHYIO KOMITO3UIIUIO.

101. Croco6 no mobomy u3 mi. 70-100, rie pacTBOP HEOAHTUTCHHBIX MIENTHIOB
MPEICTABIISIET COOOM BAKIMHHYIO KOMITO3UIIUIO.

102. Crioco0 no mo6omy u3 1. 70-101, 1OTmOIHUTEIBHO MPeIyCMaTPUBAIOIITUI BBEACHUE
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pacTBOpa HEOAHTUTCHHBIX MENTUIOB CYOBEKTY, Y KOTOPOTO IMATHOCTUPOBAHA HEOTLIA3Us,
3a CYET YETO OCYLIECTBIISIETCS JIEUEHUE HEOTUIA3UMU.

103. BakuyHa npoTUB HEOIUIA3UU, OJYyUYE€HHAs TOCPEICTBOM CIIOCO0A MO J1H000MY U3 IIl.
70-98.
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