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Guidance for Industry’

Q3C — Tables and List

This guidance represents the Food and Drug Administration's (FDA’s) current thinking on this topic. It
does not create or confer any rights for or on any person and does not operate to bind FDA or the public.
You can use an alternative approach if that approach satisfies the requirements of the applicable statutes

and regulations. If you want to discuss an alternative approach, contact the FDA staff responsible for
implementing this guidance. If you cannot identify the appropriate FDA staff, call the appropriate
number listed on the title page of this guidance.

I INTRODUCTION

This is the companion document for the International Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals for Human Use (ICH) guidance for industry
Q3C Impurities: Residual Solvents (1997), which makes recommendations as to what amounts of
residual solvents are considered safe in pharmaceuticals.

This document may be updated if proposals for change are submitted to the International
Conference on Harmonisation (ICH) Steering Committee. Proposals for change and the ICH
Steering Committee final decision on any proposed changes will be announced through a notice
in the Federal Register prior to the updating of this document. The guidance was revised in
November 2003 to reflect updated recommendations for N-Methylpyrrolidone and
Tetrahydrofuran and in February 2012 to reflect an updated recommendation for cumene.

FDA’s guidance documents, including this guidance, do not establish legally enforceable
responsibilities. Instead, guidances describe the Agency's current thinking on a topic and should
be viewed only as recommendations, unless specific regulatory or statutory requirements are
cited. The use of the word should in Agency guidances means that something is suggested or
recommended, but not required.

! This document was developed within the Expert Working Group (Quality) of the International
Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)
and has been subject to consultation by the regulatory parties, in accordance with the ICH process. This document
was endorsed by the ICH Steering Committee at Step 4 of the ICH process in July 1997. At Step 4 of the process,
the final draft is recommended for adoption to the regulatory bodies of the European Union, Japan, and the United
States. This guidance was published in the Federal Register on December 24, 1997 (62 FR 67377), and is
applicable to drug and biological products.
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IL. LIST OF SOLVENTS INCLUDED IN THE Q3C GUIDANCE

Solvent

Acetic acid

Acetone

Acetonitrile

Anisole

Benzene

1-Butanol

2-Butanol

Butyl acetate
tert-Butylmethyl ether

Carbon tetrachloride

Chlorobenzene

Chloroform

Cumene

Cyclohexane

1,2-Dichloroethane

1,1-Dichloroethene

1,2-Dichloroethene
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Other Names

Ethanoic acid

2-Propanone
Propan-2-one

Methoxybenzene

Benzol

n-Butyl alcohol
Butan-1-ol

sec-Butyl alcohol
Butan-2-ol

Acetic acid butyl ester

2-Methoxy-2-methyl-propane

Tetrachloromethane

Trichloromethane

Isopropylbenzene
(1-Methyl)ethylbenzene

Hexamethylene

sym-Dichloroethane
Ethylene dichloride
Ethylene chloride

1,1-Dichloroethylene
Vinylidene chloride

1,2-Dichloroethylene
Acetylene dichloride

Structure

CH;COOH

CH;COCH;

CH;CN

O-ock

©

CH,(CH,);0H

CH5CH,CH(OH)CH;

CH;COO(CH,):CH3
(CH3);COCH;

CCl,

O
CHCl,

CeHs-CH(CHs),

O

CH,CICH,CI

H,C=CCl,

CIHC=CHCI

Class
Class 3

Class 3

Class 2

Class 3

Class 1

Class 3

Class 3

Class 3
Class 3

Class 1

Class 2

Class 2

Class 2

Class 2

Class 1

Class 1

Class 2
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Dichloromethane

1,2-Dimethoxyethane

N,N-
Dimethylacetamide

N,N- Dimethylformamide

Dimethyl sulfoxide

1,4-Dioxane

Ethanol
2-Ethoxyethanol

Ethyl acetate

Ethyleneglycol

Ethyl ether

Ethyl formate
Formamide
Formic acid
Heptane

Hexane

Isobutyl acetate
Isopropyl acetate
Methanol
2-Methoxyethanol
Methyl acetate

3-Methyl-1-butanol
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Methylene chloride

Ethyleneglycol dimethyl ether

Monoglyme
Dimethyl Cellosolve

DMA

DMF
Methylsulfinylmethane
Methyl sulfoxide
DMSO

p-Dioxane
[1.4]Dioxane

Ethyl alcohol
Cellosolve
Acetic acid ethyl ester

1,2-Dihydroxyethane
1,2-Ethanediol

Diethyl ether
Ethoxyethane
1,1’-Oxybisethane

Formic acid ethyl ester

Methanamide

n-Heptane

n-Hexane

Acetic acid isobutyl ester
Acetic acid isopropyl ester
Methy! alcohol

Methyl Cellosolve

Acetic acid methyl ester
Isoamyl alcohol

Isopentyl alcohol
3-Methylbutan-1-ol

CH,Cl,

H;COCH,CH,0CH;

CH3;CON(CH;)s

HCON(CHs),

(CH'\)QSO

CH5CH,OCH;CH,0OH
CH3COOCH,CH4

HOCH-CH,0OH

CH;3CH,0CH,CH;

HCOOCH,CH;
HCONH,

HCOOH
CH3(CHz)sCH;
CH;(CH,)4CHj5
CHsCOOCH,CH(CHs),
CH;COOCH(CHj3),
CH;0OH
CH;OCH,CH,OH
CH;COOCH;

(CH3),CHCH,CH,OH

Class 2

Class 2

Class 2

Class 2

Class 3

Class 2

Class 3

Class 2

Class 3

Class 2

Class 3

Class 3

Class 2

Class 3

Class 3

Class 2

Class 3

Class 3

Class 2

Class 2

Class 3

Class 3

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Nsights

Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.

WHAT WILL YOU BUILD? @ sales@docketalarm.com 1-866-77-FASTCASE




