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or retest period and one batch per
year

Long-term Stability - Drug Substance 3 Download
-1 5 Real time at 5 o Testing -
Storage Submission Temperature Relative Bracketing/Matrixin Post-approval Extrapolation
.g_ - e L submission e/ g Selection of batches Stability commitment N PP frequency as per a Photostability
conditions type (=C) Humidity (26) acceptance ONgoing program acceptance
(months) ICH
Refrigerator NCE 523 12 Mot specified 3 Pilot size batches using 3 Commercial batches until shelf life Yes Yes Yes Yes
different API batches or retest period and one batch per
year
General case Generic 25+2 605 G Not specified 3 Pilot size batches using 3 Commercial batches until shelf life Yes Yes Yes Yes
different API batches or retest period and one batch per
year
General case Generic 3042 6545 6 Mot specified 3 Pilot size batches using 3 Commercial batches until shelf life Yes Yes Yes Yes
different API batches or retest period and one batch per
year
Refrigerator Generic 523 6 Not specified 3 Pilot size batches using 3 Commercial batches until shelf life Yes fies Yes Yes
different APl batches or retest period and one batch per
year
Freezer Generic 2045 G Not specified 3 Pilot size batches using 3 Commercial batches until shelf life Yes Yes Yes Yes
different API batches or retest period and one batch per
year
General case NCE 2542 G0+5 12 Mot specified 3 Pilot size batches using 3 Commercial batches until shelf life Yes Yes Yes Yes
different API batches or retest period and one batch per
year
Freezer NCE 20+5 12 Mot specified 3 Pilot size batches using 3 Commercial batches until shelf life Yes Yes Yes Yas
different APl batches or retest period and one batch per
year
General case NCE 30+2 6545 12 Mot specified 3 Pilot size batches using 3 Commercial batches until shelf life Yes Yes Yes Yes
different APl batches or retest period and one batch per
year
General case M/A 302 7525 12 Mo 3 Pilot size batches 3 Commercial batches until shelf life Yes Yes Yes Yes
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Summary

Momenclature

@ LompendalSndan My selection Reporting threshold

Detailed Details of manufacturer

China According to current ICH guideline Q3A: Maximum Daily Dose: = 2g/day - 0.05%
Maximum Daily Dose: = 2g/day - 0.03%

Quality documentation

B Impurities

A‘Vhysimchcmicaland Indonesia According to ICH guideline Q3A (New Drug Substances) and Q3B (New Drug
biological properties Product).

Accelerated Stability

* Maximum Daily Dose: = 2g/day - 0.05%
Drug Substance

* Maximum Daily Dose: > 2g/day - 0.03%
Long-term Stability - Drug
Q Substance Japan

Accelerated Stability
Drug Product

According to ICH guideline Q3A:

s Maximum Daily Dose: = 2g/day - 0.05%
* Maximum Daily Dose: > 2g/day - 0.03%

[ Long-term Stability - Drug
Cortellis Product Philippines Mot specified
> Marketing Authorization
\pplication Requirements South Korea According to ICH guideline Q3A (New Drug Substances) and Q3B (New Drug
Product)
> Medicines Procurement
Taiwan According to ICH guideline Q3A: Maximum Daily Dose: = 2g/day - 0.05% Maximum

Daily Dose: = 2g/day - 0.03%

Identification threshold

According to current ICH guideline Q3A: Maximum Daily Dose: = 2g/day - 0.10% or 1.0 mg per day intake

{whichever is lower) Maximum Daily Dose: > 2g/day - 0.05%

According to ICH guideline Q3A (New Drug Substances) and Q3B (Mew Drug Product).

s Maximum Daily Dose: =< 2g/day - 0.10% or 1.0 mg per day intake (whichever is lower)
* Maximum Daily Dose: = 2g/day - 0.05%

According to ICH guideline Q3A:

*  Maximum Daily Dos
*  Maximum Daily Dose: =

< 2g/day - 0.10% or 1.0 mg per day intake (whichever is lower)
2g/day - 0.05%

Mot specified

According to ICH guideline Q3A (Mew Drug Substances) and Q3B (New Drug Product)

According to ICH guideline Q3A: Maximum Daily Dose: = 2g/day - 0.10% or 1.0 mg per day intake

{whichever is lower) Maximum Daily Dose: > 2g/day - 0.05%

According to ICH guideline Q3A: Maximum Daily Dose: = 2g/day - 0.10% or 1.0 mg per day intake

{whichewver is lower) Maximum Daily Dose: > 2g/day - 0.05%

According to ICH guideline Q3A (New Drug Substances) and Q3B (Mew Drug Product).

s Maximum Daily Dose: =< 2g/day - 0.10% or 1.0 mg per day intake (whichever is lower)
* Maximum Daily Dose: = 2g/day - 0.05%

Qualifi
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tion threshold

According to current |CH guideline Q3A: Maximum Daily Dose: = 2g /day - 0.15% or 1.0 mg per day intake

(whichever is lower) Maximum Daily Dose: = 2g/day - 0.05%

According to ICH guideline Q3A (New Drug Substances) and Q3B (New Drug Product).

s Maximum Daily Dose: = 2g/day - 0.15% or 1.0 mg per day intake (whichever is lower)
* Maximum Daily Dose: > 2g/day - 0.05%

According to ICH guideline Q3A:

s Maximum Daily Dose: = 2g/day - 0.15% or 1.0 mg per day intake (whichever is lower)
* Maximum Daily Dose: = 2g/day - 0.05%

Not specified

According to ICH guideline Q3A (New Drug Substances) and Q3B {New Drug Product)

According to ICH guideline Q3A: Maximum Daily Dose: = 2g/day - 0.15% or 1.0 mg per day intake

(whichever is lower) Maximum Daily Dose: > 2g/day - 0.05%

According to ICH guideline Q3A: Maximum Daily Dose: = 2g/day - 0.15% or 1.0 mg per day intake

[whichever is lower) Maximum Daily Dose: = 2g/day - 0.05%

According to ICH guideline Q3A (New Drug Substances) and Q3B {New Drug Product).

s Maximum Daily Dose: = 2g/day - 0.15% or 1.0 mg per day intake (whichever is lower)
s Maximum Daily Dose: = 2g/day - 0.05%

Thailand According to ICH guideline Q3A: Maximum Daily Dose: = 2g/day - 0.05% Maximum
Summa ry Daily Dose: > 2g/day - 0.03%
Requirements _ _ o .
Vietnam According to ICH guideline Q2A {(New Drug Substances) and Q3B (New Drug
\l, Product).
CMC » Maximum Daily Dose: = 2g/day - 0.05%
a *  Maximum Daily Dose: = 2g/day - 0.03%
Requirements §
onga .
Impuritiesz &R
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