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Standard Operating Procedure (SOP) Handbook
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Step 1: Cl|OJE] HH| 3 o] &x] A

1.JMP & S File > Opens Edff HIO|H DAUS S2{FJLICH
A T dT

3. O|AkX| Z4H: Analyze > Screening > Explore Outliers A% — Quantile Range Outliers =3
— QF O|0|E| 222! S Row State > Exclude & Hide L.

4, CHHEE AR M: Ang|yze > Multivariate Methods > MultivariateOlM 33 QIXt ZF AatA 2
> Ql AR CIEaMd HE.

2. 21 2tol: Ach |45 Analyze > Distribution ME{ — BEHLE Y, ColumnsOl| £ = OK.
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Step 2: DOE (&&iA|2lH) dA| My

1. HI=0llA DOE > Custom Design 22!
2. Responses &H: Yield (Goal: Maximize, Lower Bound: 80%), Byproduct (Goal: Minimize,
Upper Bound: 5%).
3. Factors &3: Continuous #H4= &7}
o X;: Temperature (Min: 80°C, Max: 120°C)
o Xy: Time (Min: 2 hr, Max: 6 hr)
o X3: Catalyst Ratio (Min: 1 mol%, Max: 5 mol%)
4. Model &HollM RSM HE 22| (X2 3 X, X ; Ak MA) — Make Design — Make Table 22,

Step 3: 2| =M 9 X[ =3}

ol

A3 2215 ¢

Al S QMELFit Model AIBRIEE AlsHSHL|CE,

i
1

$3Y = \beta_0 + \sum_{i=1}{k} \beta_i X_i + \sum_{i=1}{k} \beta_{ii} X_i*2 + \sum_{i

o AZX|E: R? > 0.8, Adjusted R? > 0.75, Lack of Fit p-value > 0.05 &l
« Prediction Profiler: RAITH 52 AZts{ — Optimization and Desirability > Maximize

Desirability 22 2 :|™ 3™ = 7|E.
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« Cp, > 1.33:
« Cpr < 1.33:
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4. 2= MixA+ 2L

712 A2 0
417183} 7| MY 7|=H

’tgst71E

1A 2Lt4] (Solid 8H0| £ XM NEXI}
Dispersion) =EMo| AT ER
. 29l gl AHE M| S8 =Tt
SMEDDS (X7Ho| 43t -
Lo Ho
T oT

L 23} R71E0H0 28-40|H 8HO

(Nanocrystallization) e =222

4.2 Noyes-Whitney 4{0f| [} E & £ "I}

HM|oF 9! A|O|Zt M| E-R&D AT BFE =Y 0l

BE A A EHA

Copovidone (VA64),
Soluplus, HPMC

Capryol 90, Tween 80,
Labrasol

PVP K30, SDS, Poloxamer
188

5. O|2%E GMP ¢iZt 29 Dl

5.1 &7 ZLIEE 22| 7|F

HHE 53 HQ XL (/m?3, > 0.5um) HQ3 (CFU/m?)
Grade A < 3,520 <1
Grade B < 3,520 (X)) / 352,000 (%) 10
Grade C < 352,000 (Hx) / 3,520,000 (%) 100
Grade D A ¢S (MK Al 3,520, 000) 200
5.2 G|O|E{ 2PMM (ALCOA+) 27| £ Ek}
o EZRIIME 2Kt 2ol F (=) 20 7|1= 2X7t HO|=F LCL
o =H AR, ML AL MY, £ UXHE Fol Z|TSL|Ch (EA/~FH|0| T HH At

file:///C:/Users/USER/Downloads/pdf (4).html

& (SOP Handbook)

Wet Ball Milling, 2¢F &
Est (HPH)

Li512 (CFU/4AIZY)
<1

5

50

100

=)

5/6



26.7.24. 2% 2:32 Mok 2! A|0|Z MZE-R&D M2 EZE =Y 0fF (SOP Handbook)

6. CTD Module 3 =M gl ZHE fj'5

CTD ZHd APH HE HIF2|AE

Module 2.3 22FA{2t Module 32| =X| 8! LI80] 2t LX|5t=7t? = U FH| #H0| SEXM(KP, USP,

EP) Z7IZ0l HMefetot? - 24 Ha|ood HI0|E{7HICH Q2(R1) 7H0| =8IRS S&SH=71?
A A B2t =A A" 27t HEE A=

7. Hd|2 Est HSet Y HIWEE Yt wE

71 RAE AR (fo) A H BH IIE

—-0.5
1 n
fa=50xlog | |14+ =) (R, —T,)* x 100
n
t=1
o T JIE50 < f, < 100 Y o cHEobat AlFote] 82 Qato| S58oZ THY,
o CHZEOFD} AIEOF D5 155 O|LHO| T 85% 0|4t 8= AR f, A 60| S5 IF,
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