ICINDEKILER

ONSOZ ..ottt ettt bbbttt bttt 7
ICINDEKILER ...vvvieieeeeeteeetete et teteteteee ettt s et s et et s sttt et s s ssssss s s esesesesesesesesssnenens 9
KISALTIMALAR ...ttt ettt ae s s bbbt bttt s s s nans 13
GHRIS coeeeieeitici ettt e e s s e s s s se s ae s be s as s bs e bs e ss e ss e sn e ssessseassessesssesnnsanns 15

VI.

BiRINCI BOLUM
iLAC KAVRAMI, iLAC URETIMINDEKi ASAMALAR VE
iLAC URETiIMINDE YER ALAN KiSiLER/ KURUMLAR

GENEL OLARAK ...ttt ettt ettt et e e e e ettt e e e s e st e e e e e e s esanbeneeeaeeenan 21
ILAC KAVRAM I ....ovvvveeeeeteeeee ettt et ettt teas st et sesetete s ssesnnsenetensenesens 22
TLAG TURLERI ..ttt ettt ettt sttt en st 32
A. Orijinal ilag (Referans Tibbi Uriin) - Jenerik ila¢ (Esdeger Tibbi Uriin) ......... 32
B. Regetelillag - REGEtESIZ IlaC......ceiiverieiieceieiieceeeeeeeee ettt 35
C.  Hazir llag- Majistral lag ....cveveverieiieeeiieieteeeeeeee ettt 37
D. Endikasyon (Ruhsat) Disi Kullanilan {lag ........cceceveveveeeveveececeeeeerererererevevenenas 38
E.  Yetim (Nadir) [ ..ciiiiiiieeiiiiseeieieeeeeee ettt aens 42
ILACIN TESIRINE ILISKIN KAVRAMLAR ......ocvoveverereeeeeteeeerereeeseeteesesees e sees s 44
N = o P PRSP PPPPP 44
2 T £ T o I 4 PR PTURRR 44
C. ZArarli BRI c.eeeeeeeeeeceee e e 46
D. 112G ELKII@SIMIEII.....cvevivivieieieieiieeete ettt ettt ettt s et se e 48
ILACIN ARASTIRILMASI, RUHSATLANDIRILMASI, URETILMESI, PIYASAYA
SUNULMASI VE KULLANDIRILMASI SURECLERI ......eeiiiiieieiiieeeee e 49
A, T1aG AraStiIrMalart c.c.c.cveveeeeeeeeeteecececeeeeee ettt ettt 49
1. Klinik Oncesi Aragtirmalar .......ccccueeeeeeeeeeeeeeeeereveeeeeseseseseseseeesesesenas 50
2. Klinik ilag Arastirmalari ve Faz Calismalart .......c.cccoeveieiveieereersrenen, 51
B. Klinik ilag Arastirmasinda Etik KUrullar..........cccooevveeveivineisineeseeeecesennns 55
C. Klinik ilag Arastirmalarinin Hukuka Uygunluk Sartlart ........c.ccoeevveeveerrvnnnn. 57
D. {lacin RUNSAtIAaNAIFIIMAESH c.c.vuiviievereiiiiececieie et 65
ILACIN URETILMESI VE PIYASAYA SURULMESI ......ccovmiviecriicreinicirenncireieeceen. 70

A.  Olagan {lag Kullanim ONayi........c.cceeiieeereierererereeeeeeseeeseseseseve e 71



10 icindekiler
L= T Vol | I 11 =11 Ly O Lo - 1Y S 72
VII. ILACIN DENETIMI VE PIYASADAN CEKILMESI ......cvviiviviierieeereeeeieeeeeeteee s 75

VIII. ILACIN GELISTIRILMESINDEN KULLANILMASINA KADAR GECEN SURECTE YER
ALAN KISI VE KURUMLAR .....ooeiiiiiitteee ettt e e e re e e s e neeeeee e e 80
S 1T YN 1Y d o =T USSP 80
B. Klinik Arastirma Etik Kurullari ve Uyeleri .......c.ccoveeeveeieeeeieecceeeeeseeeens 80
(O 1= {11 2 - T o117 S 86
D T | F ol U= 1ol TR 88
E.  11ag Patent SaNibi........cccueviueuieiiieeeicecteeete ettt 90
Fo HASTANIEI e 94
G, HEKIM e st e e e ae e e enee 101
H.  Yardimci Saglik Personeli .........cocueeeeeiiiiiciiee et e 106
Lo ECZACI ittt 111
IX. KARSILASTIRMALI HUKUKTA YAKLASIMLAR ..cooiiieiieeeee et 118
ABD e e e e e e e e e e e e eee s 118
ST 10741 =Y ST 122
(T Y 1y ¥ T 1Y SRS 124
D 2R O o E P P PP PP P PP PP PP PP PP PP PP 131
E.  HINGISTAN coueeeiieiiece e 137

iKiNci BOLUM
iLACIN NEDEN OLDUGU ZARARLARDAN DOGAN
TAZMINAT SORUMLULUGU

. GENEL ACIKLAMALAR. ...cettitt ettt ettt e e sttt e e e s e bee e e e e s s e sarnaeeeeeeeaan 141
1. TAZMINAT SORUMLULUGU ....oveieiiiececeeceeeeeeeeee sttt 142
A.  Klinik Arastirmacinin SOrumIUlUBU ........cc.veeieeiiiiiiiiee e 153
B. ilag Ureticisinin SOrUMIUIUBU ......cvevivvieiceiiieiceree ettt 158
1. Sorumlulugun Sartlars .....c.eeeeceeee e 163
a. Onemli Olciide Tehlike Arz Eden isletme Faaliyeti......ccccoceunee.. 163
b.  T1acin Hatall OImast .......ccvvvivevereiriiieeieiereseie et sssenens 164
i.  Tasarim (Gelistirme) Hatasl.....cccovueeveeerieciee e, 164
B, Uretim Hatas!..o.cucuceeeeeeceeeceeteeee ettt e 165
i, TeSt Hatasl..ooviiiiiiiiiiiii e 165
iv. Bilgilendirme Hatas!.......ccccoecuieiiiiiieeciee e 166
Vo EEKEHAtas! oo e 169

Vi. Gozetimve Uyar Hatasl........ooocvrveeiiiiiiiieee e 169



icindekiler 11

vii. Depolama ve Nakil Hatas! .......ccccceeeveeeviieeeeciiee s, 170
Viii.  Organizasyon Hatasl...cccccoveevieeeieiiieiiieee e eeineee e 170
c. ilacin Kullanilmasindan Zarar Dogmus OlmMasi.........ccccceeevevevenenen. 171
Ao THIYEE BABl.oiiieieeeeereeeteteeeeeeeeeee ettt ettt 171
C. llag Patent Sahibinin SOrUMIUIUBU ........cocveveveveverieiecieiercreete e 172
D. Hastanenin SOrumMIUIUSU ........ccveeeeiiiii e e e 174
E. Hekimin SorumlUlUSU .......c.oiiiiiiiieiee et et e 178
F. ilaci Uygulayan Yardimci Saglik Personelinin Sorumlulugu ..........cccocueue... 186
G.  Eczacinin SOrUMIUIUBU ....ccceevieieiiee ettt e 190
IDARENIN SORUMLULUGU.......vvieviieeteieeieteee et 192
A, GENEL Olarak..co.eeeveeieeieeeeeee e e 193
B. Etik Kurullarin islemlerinden Dogan SorumluluK............cceceevevrveerervennnnne. 195
C. idarenin ilag Hukuku Alanindaki Diizenleme, islem Yapma ve

Denetleme Gérevinden Dogan SorumIuluk .........ccoceveereeniieneenennenneennee. 197

D. ilacin Uygulanmasindan/ Kullaniimasindan Dogan Sorumluluk (Saglik
Personelinin Eylemlerinden Dogan Sorumluluk)..........cceceeveenieneenenneennen. 198
1. KUsUr SOrUMIUIUSU ....ceeneiiee ettt ettt e 205
2. Kusursuz SOruMIUIUK .....cc.eeveeriieniiie et 208

UcUNCU BSLOM
iLAC URETiIMi VE KULLANIMINDAN DOGAN

CEZA SORUMLULUGU

GENEL OLARAK ...ttt ettt ettt ettt et set e bt e e st sbeesbeeneeemeesaee 211
iLACIN URETILMESI VE KULLANILMASI ASAMALARINDA OLUSABILECEK SUC
TIPLERI e anannes 212
A, insan Uzerinde DENeY SUGU..........c.cueuiueviueeeeeeeereeeteseeeeeseseeeseseseseseseseasasenenes 212
B. Kasten Oldiirme ve Yaralama SUGIar ........ccccevevevevereverceieeeeeeeeeeeee e, 225
C. Taksirle Oldiirme ve Yaralama SUGlari........ccceueueveeeeevevcvereeeteeeeeee e 233
D. Zehirli Madde Katma SUGU ......ccouierieeniiiieeiieeee et 240
E. Bozulmus veya Degistirilmis Gida veya ilaglarin Ticareti SUGU ................... 244
F. Kisilerin Hayatini ve Saghgini Tehlikeye Sokacak Bicimde ila¢c Yapma

VYA SATMA SUGU. ..t e 248
G. GOrevi Kotlye Kullanma SUGU ......eeeeeciiee ettt 252
H. lIspengciyari ve Tibbi Miistahzarlar Kanunu Kapsamindaki Suglar ............... 259

iLAC URETIMIi VE KULLANIMI BAKIMINDAN GUVEN iLKESI VE ILKENIN CEZA
SORUMULULUGUNA ETKIS vttt eeeee e ee et eeeeeeeeeeeeeeeeeeseeeeeeeseeeeenesasesanens 263



12

icindekiler

IV. iLAC URETiIMi VE KULLANIMINDAN DOGAN CEZA SORUMLULUGU

BAKIMINDAN iLLIYET BAGI VE OBJEKTIF iISNADIYET ....ovuvvivirireriiiereiceeeeveneeseans 268
V. ILACIN GELISTIRILMESINDEN KULLANILMASINA KADAR OLAN SURECTE YER
ALAN KISILERIN CEZA SORUMLULUGU ....ccoiiiiiiiiiiiieieeeiiiiieeeee e eeiieeee e 272
A. Klinik Aragtirmacinin Ceza SOrumIulugu .........ccoceeeviieiiiieiniieneeieeeeeen 273
B. ilag Ureticisinin Ceza SOrUMIUIUSU ......c..cvvueieeiriiieiceereeiceeseeeee e 275
C. llag Patent Sahibinin Ceza SOrUMIUIUBU.......coovievieireiieeeeeeeeeee s 278
D. Hekimin Ceza SOrumIUIUBU ......cccuviiiiiiiii e 279
E. Yardimci Saglik Personelinin Ceza Sorumlulugu .........ccoocvveeeviieeeccinee e, 286
F.  Eczacinin Ceza SOrumIUIUBU........c..eveeeiiie e e 290
10 111 N 295




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /CMYK
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /CZE <>
    /DAN <>
    /DEU <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)
    /HUN <>
    /ITA <>
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


