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Llenb NpaKTUKK: 3aKpenuTb TEOPETUYECKUE 3HAHNS Ha MPAKTUKE B YCIOBUSIX ASHCTBYIOLIEro
npeanpusTUs.

3apauun NpakTUKK:

O3HaKOMUTLCS C IESTENBHOCTBIO NPOU3BOACTBEHHOTO OTAESa anTe4Hoil opraHu3aunm.
3akpenuTb Ha NPaKTUKe METOANKN pacyeToB.

3aKpenuTb Ha NPaKTUKE 0hopMIIEHNe NEeKapCTBEHHOM hOpMbI.

3akpenuTb Ha NPaKTUKE METOZMKMN NPOBEPOK KA4ECTBa NeKapCTBEHHOM (hopMbl.
3akpenuTb Ha NPaKTUKE BbINUCbIBaHWE NacropTa MUCbMEHHOrO KOHTPOIA 1 odopmniexve o6opoT-
HoW CTOpPOHbI peuenTa.

TMPUHSTL y4acTue B USrOTOBNEHUN TBEP/LIX NEKAPCTBEHHBIX (hOPM.

MpUHATL y4acTue B M3rOTOBIIEHNM XKIUAKMX NEKAPCTBEHHBIX POPM.

IMpuHATL y4acTue B NpoBEPKE KaYeCTBa NEKApCTBEHHbIX POpM.

3akpenuTb NpakTuieckue HaBblkv paboTbl hapmavesTa.

Mo OKOHY@HWM NPAKTUKK CTYAEHT CAAET OTYET B COOTBETCTBUM C COfiEPXKaHNem Tema-
TWYECKOro nnaHa MpakTukW U no dopme, cornacHo MeToauyeckum pekomeHpauusim no
0hOPMITEHMIO OTYETa K NPON3BOACTBEHHOI NpakTuke (Mo npoduiio cneuuansbHoCTH) v Mpu-
JIOXEHMUA.

Mo ycMoTpeHmto o6y4atoLLerocsi B OTYET MOTYT GbiTh BKITIOYEHb! TabnuLbl, rpacmkm,
auarpammbl. Takke K OTYETY MOryT 6biTb CCHOPMUPOBAHDI MPUINOKEHNS.
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Tema Buaki pabor [eicTBUA CTYAEHTOB CamocTosiTenbHas pabo-
(BbINOMHAETCA NoJ PYKOBOACTBOM HEMOCPEACT- Ta cTyfeHTa
BEHHOrO PYKOBOAUTENS)
1 2 3 4
CTpykTypa NpOM3BOACT- WHcTpyKTax no TexHunke 6esonacHocTy. MpOATM WHCTPYKTaX MO TeX- O3HaKoMUTLCA C MeToau-
BEHHOro oTAena anTeku 3HaKoMCTBO CO CprKTypOVI n q.‘)yHKLlIAﬂMIA oTAe- | Huke 6esonacHocTu. YecKummn pekomeHgaumsammn
na. MosHakomuTbCs  CO CTPYKTY- | ANA  BbINONHEHUs 3agaHvu?|

3HakoMcTBO ¢ paboynm MecToM, oGopyfoBaHMEM
1 OYHKLMOHArbHLIMI 06s3aHHOCTAMU thapmaLieBTa
MPOU3BOACTBEHHOrO OTAeNa.

poii u cyHKUMSMU OTAena, cae-
naTb onucaHue.

MosHakomuTbCst C  paBounm
MecToM,  oGopyaoBaHMeM 1
byHKLMOHanbHBIMU ~ 0COBEHHO-
cTAMU hapmaLieBTa Npou3BOACT-
BEHHOro oTAena.

OnucaTb BbINONHEHHbIE AEii-
CTBUS B OTHETE.

NpN NPOXOXAEHAN NPOU3BOA-
CTBEHHOW (no npodunio crne-
LManbHOCTY) NPaKTUKu.
Pa6oTa ¢ HOpMaTMBHbIMM
[flokymeHTamu (panee HA)
OcbopmrieHue oT4eTa.

WaroTosnexue

nexkapcTsel

TBEPAbIX

HHbIX chopm,

ochopMneHne Ux K OTnycKy
- MOPOLLKM.

MpWHATb y4acTue B U3rOTOBMEHUM TBEPABIX fe-
KapCTBEHHbIX (hOPM - NOPOLLKM, OCHOPMIIEHMN UX K
OTMYCKY.

AHanua peenta nekapcTBeH-
Ho chopmbl.

MposepneHxve pacyeTos.

OcbopmneHne nekapcTBeHHOM
hopmbl.

MpoBepka kayecTBa nekapcT-
BEHHOIA (hopMbl.

BbinuckiBaHue nacrnopra nuch-
MEHHOro KOHTPONs ¥ odopme-
Hue oBOpOTHOI CTOPOHbI peLen-
Ta.

Onucatb BbINOMHEHHble Aeit-
CTBMA B OTYeTe, 3anONHUTL Tab-
nauy 1.

Pa6ota c HJ
OchopmneHme oTyeTa.

WaroTosnexve

nekapcTae!

TBEpAbIX

HHbIX opm,

ocopMrieHne Ux K oTnycky

- cbopbl.

MpuHATL y4acTe B M3rOTOBMIEHUM TBEpABIX ne-
KapcTBEHHbIX hopM - c6opbl, 0hopMNEHNUN nX K oT-
nycky.

AHarus pelienTa nekapcTBeH-
HOW chopMbl.

MpoBeaeHne pacyeTos.

OdhopmrieHue nekapcTBEHHOM
opMbl.

MpoBepka KayecTBa fiekapcT-

Pabora c H
OcbopmreHue otyeTa.
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Bugb! pabot

(BbinonHseTcs noa pyKOBOACTBOM HernocpeacT-

BEHHOTO PYKOBOAWTENS)

[encTBUA CTYASHTOB

CamocTosiTenbHas pa6o-
Ta cTyAeHTa

2

3

BEHHOI hOpMbI.

BbinvcbiBaHue nacrnopra nuck-
MEHHOro KOHTpONs ¥ odopmre-
Hue 0BOpOTHOW CTOPOHLI pelern-
Ta.

Onucatb BbINOMHEHHbIE Aeit-
CTBUA B OTYeTe, 3arnorHUTL Tab-
nvuy 1.

V3roToBreHne pacTBOpOB,
BHYTPUANTEYHbIX  3aroTo-
BOK, UX OChOpMneHve.

MpuHSTL yyacTMe B WUIrOTOBIIEHUN PACTBOPOB,
BHYTPMANTEYHbIX 3aroTOBOK, X OhOpMIEHME.

AHanua peuenTa nekapcTBeH-
HOMt popMbI.

MpoBefeHne pacyeTos.

OdpopmreHne nekapcTBEHHO
hopmbl.

MpoBepka kayecTBa nekapcT-
BEHHOIi hopMbI.

BbinucbiBaHue nacnopra nuck-
MEHHOrO KOHTpOMns 1 odopmne-
HWe 0BOpOTHOW CTOPOHbI peLien-
Ta.

Onucatb BbiNOMHEHHbIE Aeit-
CTBUA B OT4eTe, 3anonHuTL Tab-
nmuy 1.

Pa6orta c HJ
OdhopmrieHe oT4eTa.

HeBopgHble pacTsopsbl.

anIHﬂTb yyactTne B W3roTOBMEHUN HEBOAHBLIX

pacTBopoB.

AHanus pelienta nekapcTBeH-
HOW chopMBbl.

lNpoBefeHne pacyeTos.

OcbopmnieHne nekapcTBEHHOW
hopmbl.

MpoBepka KkayecTsa nekapcT-
BEHHOI hOPMbI.

BbinuceiBaHWe nacnopra nuck-
MEHHOrO KOHTPONs U odopmrie-
HVWe 0BOpOTHOW CTOPOHBI peLier-
Ta.

Pa6ota ¢ H[l
OdbopmnieHme oTyeTa.




[image: image5.jpg]Tema

Buaekl pabor

(BbinonHsieTcs nog PYKOBOACTBOM HenocpeacTt-

BEHHOTO PyKOBOAMTENS)

[eWcTBUA CTyAEHTOB

CamocTosiTenbHasi pa6o-
Ta cTyfleHTa

2

3

OnucaTtb BbINOMHEHHbIE Aeil-
CTBUSA B OTYeTe, 3anonHUTL Tab-
vy 1.

Kannu.

anHﬂTh yyacTue B U3roTOBNEHUM Kanenb.

AHanus peLienta nekapcTBeH-
HOI (hopMBbI.

MposeaeHue pacyeTos.

OdbopmrieHue nekapcTBeHHON
hopMbl.

Mposepka kayecTBa nekapct-
BEHHOI1 hopMbI.

BeinuceiBaHne nacnopta nuck-
MEHHOrO KOHTPOMNs W odopmre-
Hie 0BOpOTHOI CTOPOHBI peLier-
Ta.

OnucaTtb BbINOSHEHHbIE LEei-
CTBUA B OTYeTe, 3aronHUTL Tab-
nmuy 1.

Pa6ota c H
OdopmneHue oTyera.

Tabnuua 1.

chopmnenue TEXHOJIOTUM U3TOTOBIEHUSA U KOHTPOJIAA KayecTBa B COOTBETCTBUM C Tanamu npodaeccuoua.nauoﬁ AeATenbHOCTHU

- Peuent Ha naTuHCKOM
A3bIke,

- hapmaLieBTMYeckas 3Kc-
nepTAsa Mponucu: CoBMec-
TAMOCTb  MHIPEAWEHTOB,
nposepka [l03  BELUECTB
ClM. B n A c yyeTom BO3-
pacra naueHTa.

Mposepka BbINUCAHHOTO
KONMn4ecTBa BelUecTsa, Ha-
XOASALLErocs Ha npeamer-
HO-KONUYECTBEHHOM y4eTe,
CpaBHeHWe C npepenbHo-

Duanko-xummudeckue u gap-
MaKororu4eckue CBOCTBa
NeKapCcTBEHHbIX 11 BCrioMora-
TerbHbIX.

BPA n BC[] Bewyects cunb-
HOAECTBYIOLNX 1 SAOBUTBIX
(cnucka B n A)

PacyeTbl, CBSi3aHHbIE C U3-
roOTOBNEHUEM nekapcTBeH-
HOro npenaparta

- OnucaHune TexHomnorum B co-
OTBETCTBME CO CTagusiMu n3-
rOTOBMEHNs U - 060CHOBaHWe
ab|60pa OnTUMarnbHOro Bapu-
aHTa U3roToBNeHUs

KoHTponb kadecTBa npena-
pata:

- Ha CTafusiX U3rOTOBMNEHUS,
- W3roTOBNIEHHOrO Npenapa-
Ta,

- Npu oTrycKe.

OTpasnTb BCe BUAbI BHYT-
PUanTeYHoro KOHTPONS: op-
raHonenTuyeckui, usmnye-
CKuiA, NUCbMeHHbIiA (MIMK),
OMPOCHbIA, XMMUYECKUA




[image: image6.jpg]AO0MNyCTUMbIM  KONUYECTBOM
oTnycka rno ogHoMy peuen-

TYy.

Odopmnexve
CTOpPOHbI pelienTa (B cny-
Yyae OTnycka Y4YeTHbIX Be-

06opoTHOI

LecTB)
lll. Ucnonb3yemasn nuteparypa.
OcHoBHas.
Ne n/n HaumeHoBaHue ABTOp WU3pgaTenbCcTBO U rof U3gaHus
1. KoHTpornb ka4ecTBa NekapcTBeHHbIX CPeacTB T.B. MNneTeHxesa, E.B. YcneHckas, J1.U. [30TAP — Meaua, 2014, 560 c.
Mypagosa
2. ocypapcTeeHHas cdapmakones POXII usgaxus - Mockea, MeguumHa 2015 rog,
3. FocypapcreerHas hapmakones P® XIl usaamvs, vactu 1 | - M.: MeguumHa, 2008, 2010.
n2
4. dapmaLiesTudeckas TexHonorus. TexHororusi nekapcT- | W.W. KpacHiok, I.B. Muxaitniosa, J1.U. 30TAP —Megaua, 2013, 559 c.
BEHHbIX hOpPM. Mypagosa
A dapmaueBTyeckas xumusa ans CY3os B.B. Yynak-benoycos BuHom, Mockea,kH.1, 2014, 336 c.,
KH. 2, 2012, 280 ¢
[LononHurensHas.
Ne n/n HaumeHoBanue AsTop W3paTenLCTBO M roa uspnaHusa
i dapmaLesTuyeckas TeXHonorms. Mop pexa. Mpodh. B.WU.Moropenosa. Penuke, 2002, 582 c.
2. dapmavieBT4eckas TexHonorus. Marotosnexue nekapct- | Jloiig B. Anen, A.C. Maspurios F30TAP - Meauna, M., 2014. —
BEHHbIX Npenapartos: y4e6. nocobue 512c.
2 DapmaLeBTMyeckas TeXHonorus KpacHtok U.W., Muxaiinosa I.B 'S0TAP — Meavwa, M., 2012
4. | AHanus nekapcTBeHHbIX cMecell — YyebHoe nocobve. A.T. Apsamacues, B.M. MeyeHHuKoB, M.: 2000. 275 c.
.M. PoguoHoBa u ap.
5. CnpaeoyHoe nocobue no anTe4yHom TexHonorum ne- [0.H. Cunés, .. Mapyetko, T.0. Cuné- | Usp. 2-e— CI16.:2001 r.
KapcTB. Ba.
6. | MpumeHeHe MeMBpaHHO TEXHOMOMN W APYrUX CPEACTB | - MeToaudecke pekomMeHgaumu. —
UNbTPOBaHWSA NPY UrOTOBMEHUN CTEPUNbHBIX PacTBO- M., 1995.
POB.
T WHCTPYKUMA MO M3rOTOBMEHWIO CYMMo3UTOpWEB B anTeke | - M., 1988
METO/[10M BbiNUBaHWA B POPMbI. .




[image: image7.jpg]MeToauueckue ykasaHWs Mo U3rOTOBNEHMIO CTEPUNbHBIX
pacTBOPOB B anTeKax.

M., 1994,

9. O6paboTka NocyAbl U yKYNOpOYHbIX CPEACTB, UCnonbaye- | - MeTtognyeckue ykasaHua Ne 99/144
MbIX B TEXHONOTVM CTEPUIbHBIX PACTBOPOB, U3rOTOBMEH- ot 12.12.1999.
HbIX B anTekax.
10. | TexHororna u3roToBrneHus CTepunbHbIX pacTeopoB B yc- | benosa O,W., Kapyesckas B.B., H.A. Ky- M.: MeavumHa, 1982.
TIOBUSAX anTek. Aakosa, J1.®. Cokornoea.
11. | HecoBMecTMMOCTb NeKapCTBEHHbIX BELLECTB — Mypasbes U.A. Kosbmu B.[., KyapuH M.: MeauumHa, 1978.
AH.
12. | CoBpemeHHble acnekTbl TEXHOMOMM U KOHTPONA kayecTsa | - Buin. 1, 4. 1.— M.: BLIH®U «Co-
CTepUnbHbIX PACTBOPOB B anTekax. to3chapmaumsy, 1991.
13. | dutonpenapartbl. sroToBneHne B yCroBusx antekn -
14. | MeauumHckne 1 nevebHO-KOCMETUYECKNE MOPOLLIKU. Ymxosa E.T., Muxainosa I".B. M.: BYHMLI, 1998
15. | MeguumHckue 1 nevebHO-KOCMETUHECKIE MasK. Yumxosa E.T., Muxainosa I".B. M.: BYHML, 1999.
16. | AnTteka neue6HO-NPOUNAKTNHECKOrO YHPEXAEHUSA. Yupkos A.W. M.: Meauuuna, 1991.
17. | «CnpaBo4HMK MO  NekapcTBEHHbIM  cpeacTBam ¢ | [pomosa . T. CaHkT — MNeTepbypr, 2002.
peLenTypoii Ans hapmaLleBTOB N MefCecTepy.
18. | ®apmakorHoaus. Coxonbekuit W.H., CambinuHa U.A., Bec- | M.: «MeguumHa», 2003 r.
nanosa H.B.
19. | «JlekapcTBEHHbIE CpefcTBay, Mawwukosckuin M.A. Mocksa. 2002.
20. | NlekapcTBeHHble npenapathl B Poccun. Cnipasoynuk BUOATb Mocksa, 2014
21. | Peectp nekapcTBeHHbIX cpeacTs Poccuu, - M., 2014
22. | CUHOHWMbI NEKapCTBEHHbBIX CPEACTB. - Mockea, 2007.
23. | depepanbHoe PYyKOBOACTBO no WCMoNb30BaHUIo | - M., 2008
NeKapCTBEHHbIX CPEACTB.
24. | l'ocypapcTeeHHas dapmakones PO X1 usganusi, yactm 11 | - M.: MeanuuHa, 1987, 1990.
2
25. | l'ocynapcTeerHasn dapmakones X usganvs.10-e usgadue. | - M.: Meguumxa, 1968
26. | N 61-03 "06 obpallyeHun TeKapCTBEHHbIX | = ®depeparnbHblii 3akoH Poccuiickomn
cpeacTB”,0CHOBHbIE MOMOXKEHNS. depepauuu ot 12 anpens 2010 .
27. | MNpukas Ne 1175 « O6 yTBepkAeHWN Nopsaka HazHauyeHus | -

1 BbINUCBIBAHUS NEKAPCTBEHHBIX MPEnapaTos, a Takke
hopM peLienTypHbIX GaHKoB Ha NeKkapcTBEHHble npena-
paTbl, Nopsiaka OPOPMIEHNs ykasaHHbIX BnaHKoB, MX yue-
Ta 1 XpaHeHus».

M3 P® o1 20.12.
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«GMP» - . MNpasuna npon3sofAcTBa U KOHTPONs KayecTsa
NEKapPCTBEHHbIX CPeACTBY.

CraHgapt kavectBa, [OCT P
52249-2004

29.

O BHECEHWUV M3MEHEHWII B NPUMOXeHUs K npukasy M3 PO
ot 20.12.2012. Ne 1175H «O6 yTBepxaeHuu nopsigka Ha-
3HAYEHUS! 1 BbINUCBIBAHWSA NEKapCTBEHHbIX NPenapaTtos, a
Takke opM peLienTypHbIX 61aHKOB Ha NekapCTBeHHbIE
npenapartbl, Nopsiaka ohopMIIeHNs ykasaHHbIX GnaHKos,
UX yyeTa v XpaHeHus

Mpukas M3 P® ot 30 uioHs.2015r.
Ne 386H

30. | O BHeceHUn nameHeHWit B NpumnoxeHue k npukasy M3 CP Mpukas M3 P® ot 26.06.2015 r Ne
P® ot 16.03.2010 Ne 157H «O6 yTBEpXAEHUM Npeaerb- 381H
HO AOMYCTUMOrO KONMYECTBa HapKOTUYECKOro CPeACTBa,
MCUXOTPOMHOrO BELLECTBA U UX MPEKYPCopa, CoAepxalle-
rocs B npenaparax coge

31. | O6 yTBepxaeHum nopsiaika OCyLLECTBMNEHNs BbIBOPO4HOro Mpvikas M3 PO ot 07.08. 2015 . T
KOHTPOIs Ka4ecTBa NeKapCTBEHHbIX CPEACTB Ans Meaun- 5539
LIMHCKOr0 NpUMeHeHuUst

32. | CraHpapTbl Ka4ecTBa NekapCTBEHHbIX CPeACTB. - OCT 91500.05.001-00:

1SO 9001: 2000

33. | Mpasuna npousBoAcTBa NeKapcTeeHHbIX cpeacTs — GMP | - M.: ACUHKOM, 1997.
Esponeiickoro coobuectsa: GuidetoGoodManufacturing-
PracticeformedicinalProdacts

34. | MepeyeHb HapkoTuyeckux cpeacts (HC) v ncuxoTponHsIx | - MoctaHosnexue [lpasuTenbcrea
seluecTs (MB) 1 ux NPeKypcopoB, NOANEXaLLNX KOHTPOSO P® ot 30 unioHst 1998 roga Ne 681
B PO.

35. | O cobniogeHun 3akoHofaTenbcTBa B [AeATEnbHOCTU arn- Mucemo M3 P® ot 06.08 2015 r Ne
TEYHbIX OpraHusaLmi 041- 1270/5

36. | O BHECEHWUM UBMEHEHUIN B HEKOTOPbIE aKTbl NPaBUTENbCT- MocraHoerenne [paBuTenscTBa
Ba Poccwiickoii defiepauuy no Bonpocam, CBA3aHHLIM C Poccuiickoit ®epepaumm ot 06.08
060pOTOM HapKOTUYECKUX CPEACTB, MNCUXOTPOMHbIX Be- 2015 Ne 807
LUECTB M UX NPEKyPCOB, ¥ MPU3HAHWW YTPATUBLUAM CUITY
n.3 «MonoxeHus 06 WCMOMb3OBAHUN HAPKOTUYECKUX
CPEJCTB 1 MCUXOTPOMHbIX BELUECTB B BETEPUHapUm»

37. | Npukas Ne 54 H «O6 yTBepxaeHUM opmbl Gnawkos pe- | - Mpuvkas M3 P® ot 1 asrycra 2012
uenToB, copepxalumx HasHaveHnve HC wunu MB, nopsaka '
VX M3rOTOBMEHNs], pacnpefereHuns, peructpauuy, yyeta u
XpaHeHust, @ Taloke NPasu 0hopMIIeHUSY.

38. | Mpukas M3 PO Ne 562H «Mopsfok oTrycka hUaMYEckum | -

nvuam JIM Ans MeauUMHCKOro NpuMeHeHUs, coaepxaLimnx

Mpukas M3 PO Ne 5621 ot 17 mas
2012 ropa




[image: image9.jpg]kpome manbix konuyects HC u B n ux npekypcopos Apy-
e hapmaKonorniyeckiie akTUBHbIE BELLECTBay.

39.

O BHECEHWW B CIUCOK [NepeyHsi HaPKOTUYECKUX CPEACTS,
MCUXOTPOMHbIX BELLECTB 1 UX NPeKYpPCOpOoB, Noanexalinx
KOHTponto B Poccuiickoit Peaepaumm.

MocraHoeneHne [pasuTenbcTaa
Poccwiickon depepauun oT
30.06.1998 Ne 681.

40.

«O KOHTpOne Ka4yectBa neKapCTBEHHbIX CPeAcTB, WU3ro-
TOBJIIEHHbIX B anTeke».

Mpukas M3 P®: Ne 214 ot
16.07.97 r.

41.

«0 Hopmax OTKMOHEHUNA, AONYyCTUMbIX NPU U3roTOBIIEHNA
NeKapcTBeHHbIX CpeacTts U d)acom(e NPOMBbILLNIEHHON
NPOAYKUMK B anTeKax».

Mpukas M3 Ne 305 ot 16.10.97 r.

42.

«O6 yTBEpPXAEHAN WHCTPYKLMM MO CaHUTapHOMY PexumMy
anTek»

Mpukas M3 Ne 309 ot 21.10.97 1.

43.

«OB6 yTBEPXKAEHUN UHCTPYKLIAM MO M3rOTOBEHMIO B anTe-
Kax XXUAKAX NEeKapCTBEHHbIX (hOpM»

Mpukas M3 P® ot 21.10.1997 Ne
308.

44

«O6 yTBEPWAEHUM NpaBAr XPaHEHWs NeKapCTBEHHbIX
CpencTsy.

Mpukas M3 P® ot 23.08.2010 Ne
706H (pea. OT 28.12.2010)

45.

«O6 yTBepxaeHM cnelTpeboBaHUit K YCrOBUSX XpaHe-
Hua HC u TB, saperecTpupoBaHHbIX B YCTaHOBINEHHOM
ropsifke B P® B KkayecTBe IleKkapCTBEHHbIX CPEACTB,
npefjHasHa4eHHbIX ANA MeANLIMHCKOrO NPUMEHEHMS B an-
TeYHbIX, nieyebHo-npodunakTiecknx yupexaerusx, HU,
y4eBHbIX OpraH13aLMsiX U OpraHu3aLMsX ONTOBO TOProB-
T NEeKapCTBEHHLIMM CPEACTBAMMY .

Mpvkas M3 CP P® ot 16.05.2011
r.Ne 397 1

46.

Ipachuueckoe ocdopMneHne neKkapcTBEHHbIX CPeAcTs.
O6wwue TpeboBaHus.

MeToaunyeckne pekomeraaumm. MP
64-03-004-2004.

47.

FocynapcteeHHas dapmakones PO X napanus, yactv 1 1
2

M.: Meauumxa, 1987, 1990.

48.

)il(ypHan «Papmaumn»

Tekyllas nepuoauka

XKypHan «Hosas anteka»

TekyLas nepuoanka

50.

[aseTa «PapmaLeBTU4ECKNIA BECTHUK»

Tekywas nepuoanka





