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=~ Guidance for Industry: Limiting the Use of Certain Phthalates as
Excipients inCDER-Regulated Products. CDER, US FDA December 2012.
vg ~ Guidance for Industry: SUPAC-MR: Modified Release Sohd Oral Dosage

Forms.CDER, US FDA. September 1997.
% - Phthalate in Arzneimitteln: BFArM warnt vor Verunsicherung. BfATM.

- July 3,2006.

35 ~ Phthalate in Arzneimitteln, Sachstand, Nationale Risikobewertungen und

Stufenplanverfahren BfArM. January 2 2011
-t~ Communication regardmg with Swissmedic and TFDA. 13 July, 2011.
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1. T2 B (Plasticize B I R EBSEERER
‘IE R 5% Maximum Potency (mg)
1 Benzyl benzoate*!
2 Dextrin 9.25-22
3 Dibutyl sebacate 0.893 - 43.2
4 Glycerin 25-197.88
5 Hypromellose phthalate 2 compatible | 12.7 - 302.4
6 | Mannitol, 8.6 - 1035.175
7 Palmitic acid 6
8§ | Polyethylene glycol200-2,000,000 | 0.008 — 1425.96
9 Propylene glycol 0.7954 - 148.31
10 | Sorbitol 5-337.28
11 | Stearic acid 3-187.5
12 Triacetin 0.72-15.12
13 Triethyl citrate 0.5-20.177




EX*.1. Benzyl benzoate’s NEETE USFDA IIG list™ , {8 R4 SR M Maximum potency
EEEE , YRR O RABIRME Maximum potency R EE _
2 R RE WL Phbalates” B —FHEAE P |, WRELMEES | EHEWDEDP, DBP, DEP

FHS T EHYERFRESEEERERE AR, |
2 IR FBI ( Film-forming agent ) BREDREEBDEERER

ER B 5 Maximum Potency (mg)
1 Cobovidoné 2.5-853.8

2 Dibutyl sebacate 0.893-43.2

3 Fthylcellulose 1.05 - 308.8

4 Gelatin 1.608 - 1000

5 Hydroxyethyl cellulos e 2.98 - 150

6 Hydroxypropyl cellulose 2.85 - 2740‘

7 Hypromellose 0 1% - 480

8 | Maltodextrin 0.158 - 292

9 | Polydexirose 3.83 - 8.125
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Polyethylene glycol 200-2,000,000

0.008 — 1425.96




