14. HAFTA



OFISINAL YONTEMLER . .
(S:210) NONOFISINAL YONTEMLER

USP APPARATUS 1 DiYALIZ MEMBRAN YONTEMI

USP APPARATUS 2 (DIALYSIS MEMBRANE/DIALYSIS BAG)
e AT US 3 FRANZ DIFUZYON HUCRESI YONTEMI
ng ﬁggﬁxwg g (FRANZ DIFFUSION CELL)

USP APPARATUS 6

USP APPARATUS 7



OFISINAL YONTEMLER

USP Apparatus 1:
USP Apparatus 2:
USP Apparatus 3:

USP Apparatus 4:
USP Apparatus 5:
USP Apparatus 6:
USP Apparatus 7:

Basket Apparatus-Sepet Yontemi

Paddle Apparatus-Palet Yontemi

Reciprocating Cylinder-Asagi Yukar Hareket Eden
Silindir Yontemi

Flow Through Cell-Surekli Akis Hucresi Yontemi
Paddle Over Disc-Disk Uzerinde Palet Yontemi
Cylinder-Silindir Yontemi

Reciprocating Holder-Asagi Yukar1 Hareket Eden
Ornek Tutucu Yontemi



Farkli Farmakopelere gore
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Dissoliisyon Aparatlan

l.P. USP B.P. EP
Paddle
Type 1 apparatus Basket apparatus | Basket apparatus Paddle apparatus
Basket
Type 2 apparatus Paddle apparatus | Paddle apparatus Basket apparatus
Reciprocating Flow through cell Flow through cell
Type 3 cylinder apparatus apparatus
Flow through cell
Type 4 apparatus
Type 5 Paddle over disk
Type 6 cylinder

Type 7

Reciprocating
holder




USP APARATLA
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USP APP. DESCRIPTOIN ROT. SPEED DOSAGE FORM

Type 1 Basket apparatus 50-120rpm Conventional tablets,
chewable tablets, CR

Type 2 Paddle apparatus 25-50rpm orally Disintegrating
tablets, chewable
tablets, CR,
suspensions

Type 3 Reciprocating cylinder 6-35rpm CR, chewable tablets

Type 4 Flow through cell N/A ER, poorly soluble API,

apparatus powder, granules,

microparticles,
implants

Type 5 Paddle over disk 25-50rpm Transdermal

Type 6 cylinder N/A Transdermal

Type 7 Reciprocating holder 30rpm CR(non
disintegrating oral and
Transdermal )




COZUNME Hizi
VERILERININ
DEGERLENDIRILMESI



COZUNME HiZI PROFILLERININ
KARSILASTIRILMASI

Cozunme hizi profillerinin karsilastiriimasi amaciyla
Moore ve Flanner tarafindan gelistirilen ki es
karsilastirma yaklasimi model bagimsiz bir yontem

olup f, fark ve f, benzerlik testlerini igermektedir.



Asagidaki esitlikte goruldugu gibi f, fark faktoru iki ¢ozunme
hizi profili arasindaki hatayi yuzde cinsinden yaklasik olarak

vermektedir.
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Cozunme hizi profillerinin  degerlendirmesinde profillerin
benzer kabul edilebilmesi icin f; degerinin 0-15 arasinda, f,
degerinin ise 50-100 arasinda olmasi gerekmektedir. Referans
ve testte ait ¢ozUnme hizi profilleri ayni oldugunda f, degeri

100 olup, % hata ise sifirdir.



