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(2011.12.9-2012.3.9)
=X : hitp://www fda,gov/ ) Drugs ) Guidance ) News & Events

'~ FDA Guidelines

Advertising

O Product Name Placement, Size and Prominence in Advertising and Promotional Labeling
C12.1)
= ZQUS ¢ ARoleRES TR AeloREe] ehdstn EAA Ae nES 9 Faax
F Shbel AEW A, Aol gz el ti h

Biosimilarity
© Quality Considerations in Demonstrating Biosimilarity to a Reference Protein Product (Draft
’12.2)
v FQUHE : Biosimilar oJofFe] Tl tizofe] gl F54S S8l lolA CMC F-EollM a1y
sfok & AsHH, 71EHd FEol thek b

O Scientific Considerations in Demonstrating Biosimilarity to a Reference Product (Draft *12.2)
o ZEQUIR ¢ ol AzAlel dizobl tiE F5AE FUHel ol Szl Teeer @ Fstasl
2ol thek <hd

O Questions and Answers Regarding Implementation of the Biologics Price Competition and
Innovation Act of 2009 (Draft ’12.2)
m Z=QIHE - FDA2] Biologics Price Competition and Innovation Act(BPCI Act) Al3§ of] thgt 2
7o) EeAtake Ao

Chemistry, Manufacturing and Controls (CMC)
O Size of Beads in Drug Products Labeled for Sprinkle (°12.2)
= ZRUE Aol W2 lokEl Bsel S Fgelt B, YA 5L T HI=(Beads)
=719 A8 9RL dlste] Bag ARy
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O Limiting the Use of Certain Phthalates as Excipients in CDER-Regulated Products (Draft
'12.3)
= FZQUNE ¢ A wiaeks ¥33E CDER 1A 2okEol W7 AMSEe tholid Ze)
o|E(DBP), Helld3d zeHo]E(DEHP) T A4 3ol tigh CDERS| 23]

Clinical / Antimicrobial

O Complicated Urinary Tract Infections : Developing Drugs for Treatment (Draft *12.2)
= ZQUIS - BEE W] 2RICUTD M54 A ARl that FDAS) Aukdel A9 =g
23 5 QbAIRIel TiRilel i ek

Clinical / Medical

O Investigational New Drug Applications for Positron Emission Tomography (PET) Drugs
(12.2)
= ZEQUIS ¢ A AL B Fdol AMSElE sloRge] IND A4 QojMe] e w W s}
2% A ok

O Determining the Extent of Safety Data Collection Needed in Late Stage Premarket and
Postapproval Clinical Investigations (Draft *12.2)
= ORQUIR ¢ AR A B B AR F A QAIRe Aaleke b A o) gt
Qe WSl el ol glold Taelol & AL}

Clinical / Pharmacology

O Drug Interation studies - Study Design, Data Analysis, Implications for Dosing and
Labeling Recommendations (Draft *12.2)
= ZQUIE ¢ R B A A, R doARge] Aol ot Aol tiaRl AA, dHlolH
Ao Wy Soll theh FxARY

Current Good Manufacturing Practices (CGMPs)

© Heparin for Drug and Medical Device Use : Monitoring Crude Heparin for Quality (Draft
’12.2)
= FQUIS ¢ SloREolt d=sllel APLE ARgsh= slshel dmeloREe] Aol glold FA 2
GMP 5o 3o} Tealo} & Al
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Drug Safety

O Postmarketing Adverse Event Reporting for Medical Products and Dietary Supplements
During and Influenza Pandemic (*12.2)
= FRUIE QBT FasRs 7RE et AAsks SloRE, AROIeRE, lBr), 27FsAE

A F A 2 glo] aelsior & A

Electronic Submissions

O Providing Regulatory Submissions in Electronic Format - Standardized Study Data (Draft
’12.2)
= RQLHE - Az IO R FDAO| AlEEE IND, NDA, ANDA, IDE, BLA 59| AFox I+
tlofg] k2] #FEs}h WY

B International Conference on Harmonization — Multidisciplinary

O M3(R2) Nonclinical Safety Studies for the Conduct of Human Clinical Trials and Marketing
Authorization for Pharmaceuticals - Questions and Answers (’12.2)
= EQUIR AR D ol 5L slske] ANERE M3R) WIS QbEA Aol cie AlekeiAlel
EEASER R DR

International Conference on Harmonization — Quality

© Final Recommendation for the Revision of the Permitted Daily Exposure for Cumene
According to the Maintenance Procedures for Q3C Impurities : Residual Solvents (°12.2)
= FQUHE - Q3C Zlol=gikle)l w2t ofokE BB I iR EFEe FHl(Cumene, oA
22D 19 88 =59 /Pt (sS4, 2dsA 55 e W)

Procedures, Drug safety

O Notification to FDA of Issues that May Result in a Prescription Drug or Biological Product
Shortage (Draft ’12.2)
= FQUIE ¢ AT ooREelu AELEe] W FE5S oPIF F e ol A Al FDAC tigh
A A7) B A

£ Procedures

O FDA Oversight of PET Drug Products - Questions and Answers (Draft *12.2)
= ZFQLHE : Positron Emission Tomography (PET, %A} WAl ©& Foy])ol] AMSEE oJokEe]
71513, AP, GMP 5 FDA 3171 Zvtel]l Hagh FRE 553 2893

oJotES|IIXIYKE 201214 [£] 55
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O Responding to Unsolicited Requests for Off-Label Information About Prescription Drugs
and Medical Devices (Draft, *11.12)
= FQUIE - AeRE H ATl 9 sk AR 2ol tig BAA i W

© Use of Histology in Biomarker Qualification Studies (Draft, ’11.12)
= ZQUI ¢ uloleny] Aol ASEE A5 dolge] Saxn ARAe wis) sdetel
g3 AR
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(2011.6.11-2011.8.24)

=X : http://www_ema_europa.eu/ ) Regulatory ) Human Medicines ) Scientific Guidelines

'~ Clinical Efficacy

Blood Products (including biotech alternatives) (Final)

O Guideline on the warning on transmissible agents in summary of product characteristics and
package leaflets for plasma-derived medicinal products
= ZQUIE : AE S0 B8 okl TeEolol s 7das Felrlel s1E

cardiovascular system

O Paediatric addendum to CHMP guideline on the clinical investigation of medicinal products for
the treatment of pulmonary arterial hypertension (Draft *12.2)
= FRUE - AQleAl & Yeh = Pulmonary Arterial Hypertension X825 3k ook At
ZA}

Anti infective for system use

O Guideline on the evaluation of medical products indicated for treatment of bacterial infections
(Draft ’12.1)
m FQUE @ N2 FATAI} AL, T, 7IE AdA 54 59 8437 ol

L] AN BAskE AT U

Antineoplastic n immune—modulating agents

O Guideline on the evaluation of anticancer medicinal products in man (Draft *11.12)
= QU GekAl 5 ARA W D FEAIA Sol Agie

Antineoplastic n immune—modulating agents

O Appendix 1 to the guideline on the evaluation of anticancer medicinal products in man (Draft
11.12)

SltE S 7tRIYUY R 20124 [&] @ -
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Musculo—skeleted system

O Guideline on clinical investigation of medicinal products other
rheumatoid arthritis (Draft '11.12)

 FZQINE - Folelx #AG X5 lojA NSAIDsE A|9gh th2 k&

than NSAIDs for treatment of

o] QLpaEas

Herbal medicinal Products

O Reflection paper on the necessity of initiatives to stimulate the conduct of clinical studies with
herbal medicinal products in the paediatric population (Draft *12.2)

= FLUE : ADHD, %25, 95748 328 53 22 a2l A5

SpielE, Sugel, 4857, o ¥lg

571 %

TF7) 32, P,
2 5o Azl ol§E= kAl e
ICH Safety — Genetoxicity Studies
O ICH guideline S2 (R1) Genotoxicity testing and data interpretation for pharmaceuticals intended
for human use (Draft *11.12)
= FQUE ¢ ICH S2A9 s2B7te|=giele] A Wg-082A,

&5 PR AResse A3
sle EE 4054 Agel Hasie weky

ko] EHAQ dPaA 7H/}i
ICH Considerations
O ICH Quality IWG

Points to consider for ICH Q8/Q9/Q10 guildelines (Draft *12.1)
= FQLHE ¢ oJekE Aol 2olA Quality by Design 2]

" Quality

Specification, analytical procedures and analytical validation

O Guideline on the use of Near Infrared Spectroscopy by the pharmaceutical industry and the
data requirements for new submissions and variations (Draft *12.1)

= FUI ¢ dFEe 98, FUEA U AFAFY FLW 2 BN S9N

= o=
338 AATA, 354 B @ FAH B da o]8%E Near Infrared
Spectroscopy?] Al
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. Biological

Drug Substance (Manufacture, characterisation and control of the Drug Substance)

O Reflections paper on the use of starting materials and intermediates collected from different
sources in the manufacturing of biological medicinal products (Draft *12.2)
= FQUIE - Aok Alxel ARHE 71dol thE dAsd B3 PR

Drug Product (Product information)

© Guideline on the waming on transmissible agents in summary of product characteristics and
package leaflets for plasma-derived medicinal products (Draft *11.12)
= FQUE - @AEIAAA dE AFe SAN RAEAR QA T, w3 V1SR B,
71524 i AR, 7 B4 #AE Q% 84, %u‘%zll‘!

'~ Multidisciplinary

Cell therapy n tissue engineering

O Draft guideline on the risk-based approach according to Annex 1, Part IV of Directive
2001/83/EC applied to Advanced Therapy Medicinal Products (Draft *12.1)
m FEQINE : ATMP(Advanced Therapy Medicinal Product)®] thekAd=t ¥ somatic cell-therapy

medicinal product, tissue engineering product, ATMP2] A2 0|83} A3}
A = ols Y718 L A & Jde A 284

Pharmacogenomics

O Guideline on the use of pharmacogenetic methodologies in the pharmacokinetic evaluation of
medicinal products (Draft *12.2)
= FQUE - WIIE W, S5 A, dol, FA, £4E A% &2 719 J1sel wet 9%
e SPEEAsl slold oFEA-AAE Biel o8 9 SloE AN At
a7EA L TG
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@) JHLict 2N (Health Canada) IND Rzt A7)

TIEX7F 20093 88! 24U EE 2011 88l 232U7EK| FHLICH EZ4M(Health Canada)OlA =&
745

4SS HIECZ U] UMAlR S2UMIE X USHAKIA ChSo] ATHSHIXL ST XtAfet
=3

52 Health Canada £H|0|X|(www.hc—sc.gc.ca)2| “Guidance for clinical trial sponsors —
Clinical Trial Applications’S &T15}7| HiZtCt,

= x

Chapter 1. IMMAIZZMA
Chapter 2, UAMAMAIETIA| A

Chapter 3. QAIA|E &= BHMGH= BIXE2 AA}L
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Chapter 1, YUMAAI Z2MA
1. A4

WHAE Ak ARRS *ﬂ—‘?ﬁ.—i gstaL 9,19—‘]4 %"‘"‘]zﬂ%‘*‘ﬂ ’1‘:‘/\}4 *5%”#:‘ AHL J]@X}-J Hoof 3l
Health Canada®] JAIFAZA AALe] Default dayr:= 30Qolch UAAIE %;—?_1

Health Canada2%E Hxo] objectiono] §lo AlHAKsponsor)= 2 JA}
T BE QAESe A% Ao glo] of defult g el AAbE SEEm AR
Objection Letter’] 3E]2 Health Canadae] o]7do] AL E i Qrl. Uutzo g XAHAL Zox= It
A18S 3835}7] Aol pre-clinical trial application (pre-CTA) meeting(=r2] AFHAAEA)S AlAste] JAF
el TARIT Ay A% Sol tiE Health Canada®] )22 sjebgich. ABAF Sl QAbAlH
gARel, A A= Foll gt 2oxgs AeEleto] Health Canada Zoll Aolelal, ARAHES]]ofA
Health Canada= A3 9¥S Xﬂ““ 3L At} BlojoflA] ool Aejol T Y82 dAtFor A}
ZoA Aelsle] 39 /H T 2F ool Health Canada =02 HE3}al, Health Canadadrle HZE3
o7 FAsIe] F21A Q] meeting rmnuteo] g€}

Food and Drugs Act and Regulationso|] wt2™ Health Canada: A}ghol] gt QAR BHo =
oJokZ o] FuE AT F U= BFHL AL gJrt. Regulations®] Part C, Division 59l 7juichellA
AN F] BARow ootz el ALt £¢8t7] $8 @7, Clinical Trial Application (CTA)(ZW
AN EAE 5<2l41A) Clinical Trial Application Amendment(Su] UAAIEAE HAFAXNA)Z
Astal lot. Health Canada®] T17g ol Aste= 92, oot 2FL thaol wEdh
ICH Guidance Documents

- E6: Good Clinical Practice: Consolidated Guideline
- E8: General Considerations for Clinical Trials

- E2A: Clinical Safety Data Management: Definitions and Standards for Expedited Reporting

CTAE= FfUttolA] AMAIES A|Zstr] Aol EAslEolol dHt}. Health Canada: QAFsol Al
AAFstaL whok W ebalgto] WHAEH AAALo|A| FH (notify)sfiofrt gtk AAA= N Fof
o]okZ o] Phase 1 ~ Phase III ¥ comparative bioavailability A|&8D& 3P3}7] A A|d5l
AAsof gttt O olekEe] Al o] 52l NOC(Notice of compliance)H ©]9]2] parameterS

30 o

mlo o [

i

o

1) comparative bioavailability study : & ZAMO|AM= 42st MOl XIXIE Hae=z
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= = .

o
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HHog sh= 3% olv s7kE foFel= FUT el AH8-HH

NOC/c(Notice of compliance with conditions)Z Whe ¢]okE o] olAkA]Hel 7$, NOC/c HF
parameterQl 7ol AGAIE 5 tidel ot

Phase IV AA1EL 591 thato] ofyth

Comparative bioavailability A|g32} 77}t A QA}el] thdt Phase 1 A]E 2] 79 Health Canada?]
AL 717k 7holtt. a2y 3o Aol HEEA ¢k=t}: somatic cell therapy, xenografts,

gene therapy, prophylactic vaccines T+ reproductive 2 genetic technology.

el A QAATS AT+ gl
- Default day 309 o]# || Health Canadai—.—Ei No Objection LetterS w2 73-%-
- AR F 30971A] AAHAPE kRS At AU UM E o duthe BEE WA @2 A

o

3. Pre—CTA Consultation Meeting

. olzg
fa-aie,

ol
4
1o

Health Canada:= AIZA}oA] pre-CTA consultation meetingS Q38

consultation meeting> A1%F A<l 73-9-9F B3 ZA e AH 1Y

I o

M,
%
ol

3.1 Pre-CTA Information Package

Pre-CTA consultation meeting®] Q38 AlAALe] QA o|| 2Jslo] o]Fo|Ftt. AlAM e 47] 2]
pre-CTA meeting U&= Aol 311, packages 32713 30Q o] Ao )& ojok 3}
Information Package®] 742 tf23 2t}

a) B

- HgdA) 9 e

il
o,
e
Lo
2

- F23%3 AL L Al vHE I

- FAE B AAA safety A
b) 9oFE N Al A A @A L A AAAH plan
o) AtE dAIFe AT AL

- AR HAR]

- AT, tEA 2 FoAER

- AY, &%
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- WAANNE, BAAE 5
d) F2o B3 AR
o) AENE W A ILE
- BE AxA g2E
- oJokEH AA] A= WY
- relevant flow chart
- F42¢ #4 2 specification

- AlEe 54
3.2 Pre-CTA Consultation Meeting2] 7]
AAARE 3ol F 149 olUlq 3lo] AHE FA 2 2HAJS}e] Health Canadaol] A|&3loF 31,
EE A&+ Central Registry fileo]] R#=7A] #c}.
4. Clinical Trial Application (CTA)

Al o] 8 %]7] Aol applicationo] file F|ojo} gt} AHJAR= Phase IV trialsS E3Het =
AR E-L GCPol| wetA] Faafof et

i

o

4.1 Filing a CTA

AYA= Aol W3t Phases 1 ~ III 18]l comparative bioavailability trials2 $]3] CTAES
file sfof 3o} o33 Zol, Adsla S dHAIRel $U"E NOC == DIN (Drug
Identification Number) application HFE Hojub= AL 75718 9ekEd thdt A A=
it

AT 2 YA

- oY A

B ke

i

o]
=

&

o

JAIE o] &7FE NOC = DIN application 5 Ulo|A] FaActA 7]|57tE oJebE-S o]
A A Fo A= CTA fileo] Q75 A] &=t} 0|23t UAAT-L Phase IV clinical trials2
ar}.

)
ot

CTA 2 CTA-AE 29 Directorate® 2F A3}
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Pharmaceutical Drugs Biological and Radiopharmaceutical Drugs
Therapeutic Products Directorate Biologics and Genetic Therapies Directorate
Office of Clinical Trials Regulatory Affairs Divison

5th Floor, Holland Cross, Tower B Health Canada Building, 1st Floor

A/L 3105A A/L 0701A

1600 Scott Street 200 Tunney's Pasture Driveway

Ottawa, Ontario Ottawa, Ontario

Canada K1A 0K9 Canada KI1A 0K9

4.2 CTA Requirements

CTAol| E3t=|ojo} dt= AW} Ag= tha3dt 2ol ZF Module2 HE9] HRRIEE A& 5o
oF @k AolokET} WASIRES A9 ARRI FA Fio] BT LRI Module
1 (Administrative / Clinical Information)2 2¥-5 A|&Fslof 3o} HEF)7} I+ F&5L =

FAslsl AAEAZ AZHolo} T,

Module 1: Administrative / Clinical Information
Module 19 cover letter7} E3gtE|ojof 3t} Administrative /Clinical Information Moduledl|&
ool AR 3o

1.1 X
Module 1 (Administrative / Clinical Information),

Module 2 (Common Technical Document Summaries)
Module 3 (Quality)

1.2 Application Information

1.2.1 Drug Submission Application Form (HC/SC 3011)
Appendix 39 = 7fyt} W Senior Medical T+ Scientific Officer®} Senior
Executive Officer7} 4]"3t Drug Submission Application Form (HC/SC 3011)

1.2.2 Information on Prior-related Applications
Health Canada2H¥ 5<20¥ AUt dellx FAHIL e AT Z2E

1.2.3 *Investigator’s Brochure
A7 Y] wjgAt, I 2L okdAA AR xdE sPF #HZo] Investigator's
Brochure ZEAFE, o]u] sjuictol 3718 o]ekEolglH Investigator's Brochure thAl
Product MonographZ A|&s|= Hc}.
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Investigator's Brochureoli= o} Uj-g-o] E3teojo} e}
(1) SlekEe] Beld, shobal, ofsoty 54
(2) oJoFEe] oFe)71d. FEANX Y 2871 dAtAlel gk AR =3
(3) 9JekEF# tiAMAl9] pharmacokinetics. BE FEFNA AlgE AN hARA
=z
(4) &35 & wtERAAY, EFS AN HrtE A% B4
(5) TETolA Brid HAA R A3
(6) 7RellA] Z7}1E pharmacokinetics
(7) o]A Aol A HAo]R safety, pharmacodynamic, efficacy & dose response
A3
(8) WA OoFEQ B¢, B
(9) Wk A o FIA g st Yo,
- 28 A¢] drug identification number
- FEAY B4, €%, 97} A8 ¢ RS 29 +
1.2.4 2]eFZ2] 79-o Protocol Synopsis (PSEAT-CTA):
Protocol Safety and Efficacy Assessment Template - Clinical Trial Application?]
formate] T2 EZF Q9o PSEAT-CTA9l+= submission®] rationale®} 7FEk3l Qoko]
¥3e
1.2.5 *Study Protocol(s):
HE ZTREZO EAR
1.2.6 Informed Consent Documents:
GAEo] YA FoAdomA xHEHe TIdEe FA8H AL #Ed
71%&0] E£3H Informed Consent Document?] EA}E

ne)
B
;Y
BX
2
i
e
o
o2

uls

Aw

1.2.7 Clinical Trial Site Information:
AA AAZAe] ZF AAAE Alo]Ee]| tfdt Clinical Trial Site Information Form<&
st Alg & A BE FES A F AE T A AH olF clinical trial site
informationo] &9 3¢, A4 223 Clinical Trial Site Information Forme 3l3
Directorateo] A1Z@}. aF Afol=ol abAgel Agey) Aol Ax w ¢
o2 HUYLEE s}, wkek Clinical Trial Site Information Formeol W7 (of]; Al¥
Adzte]l M7 5ol ot WMAE formE A&t

1.2.8 Canadian Research Ethics Board(s) Refusals:
AT AN 520 AA 3 FHo] 9= vttt W Research Ethics Board?] name,
address, telephone number, the fax number 2 electronic mail address. %¢lo] AZ =

olfret LAt
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1.2.9 Foreign Refusals:
Q= A7l o A-E Ho] UeA ol g HH

1.2.10 Letters of Access:
Health Canadacl|7]] #% Master Files (of]; Drug Master Files, Site Reference
Files)ol A< & & e ATFE FoAste letter. oJ%F&F9 A9 AHAE, CTA
filing o]Ao]| DMF7} Health Canadaol A|&E o] A=< 3,2}016]]0]: slc), A=
oJekZ o] A9 Master File information® CTA$9} FA]o]| Health Canadaol A|&2
T et

1.2.11 7€t
Application-related Information: pre-CTA consultation meetingol|A 2] +=2] &3}
Az g 7=

1.3 Electronic Review Documents
Health Canada:s ICHYA 706tz 9+  electronic Common Technical Document
(eCTD)9} &AL 7FA= electronic Clinical Trial Application (eCTA)E 7f&sla Qict
oJekZ o] A9 Module 1 electronic file2 ©] sectiono]] ¢X|&l|loF 33 Module 2 electronic
filese Module 27} AJ&bet= Aol glojob gt} AJEoJekFo] B¢ BE AAstL (]
Modules 1 and 2)& o] section®]] ¢Jx]sfo} it}

Module 2: Common Technical Document Summaries
CTA2] % ©] module2 Quality (Chemistry % Manufacturing) FR%F ¥313tct. Common
Technical Document Summaries Moduled|+ t}&-¢9] AW7} 3T

2.1 Common Technical Document Table of Contents

a listing of the contents of Modules 2 2 3

2.2 CTD Introduction
CTA?2] 739 Not applicable. ©] sectione o]% 7| ©hA| o4 drug submissions2 FH|
g oo dEs Y dANE FASH] st EAEH

2.3 *Quality Overall Summary
o] section& NOC and/or DINE ®ke oJokZz o g QAAFH S
et

ﬁ.'l'.
rlr
o
o
2
rlr
2
ofl
SL
X

oOFESIIRIYRE 201214 [£] 49



IETOR™N - dra i \ZRESTOR™)

a) *For Pharmaceuticals:
AAE Sl wet templatee]l = F7HAQ] FAAE W olyzt “Quality Overall
Summary - Chemical Entities (QOS-CE)"%= A& E ool gt 7ok ZAo 3t AKr7}
Health Canadacll #A|&Ho] £l W HAH Alglo] gltp® Quality SummaryZ THA|
A= das o 2y AFARE 019 control numberS Z]AjsHok gt

- Clinical Trial Applications - Phase [: QOS-CE (CTA-Phase 1)

- Clinical Trial Applications - Phase II: QOS-CE (CTA-Phase II)

- Clinical Trial Applications - Phase III: QOS-CE (CTA-Phase III)

# ZHILARRY
i) A&9 Phase I trialse] ZAAE 2 A] Phase 1 trials®] ZAAEE 7158 4+ ¢t
i1) A|&%¥ Phase II trials®] FZAAZ 24 Phase Il trials®] FZAAEE 7158 F

siet.

b) *For Biologicals and Radiopharmaceuticals:

ghop FZo| gk AX7} Health Canadadl A|EHo] &% ®ar w7€ ARto] glhd
Quality SummaryE A A& & o+ Qok 28y AHARE o9 control numberE
Z1As ok gt} 2 k5 F Quality Summary (of|; check marked sections of an acceptable
and appropriate version available, based upon the product type)7} A|&E o]o} 3t}

c) For Placebo-controlled studies: Placebo?] AJ&-E-aFo] T3k Ax

Module 3: Quality
Quality Moduleolls= th&o] EgtE oo} gt
3.1 Table of Contents of Module 3

Module 3 (Quality) contente] list

of

3.2 Body of Data
Module 294 A&¥ Quality informatione] thgt A|FEAR7} oA o]#3 AXE A A5
Module 3 sectione]] =2 A|=3lc}.

AoloRE B WASIokEe] A The-g AZwT.
3.2.R.1 Production Documentation

3.2.R.1.1 Executed Batch Records: 7}3t ©A|of| w2} (of]; Phase 1 - III), Executed
Batch RecordsZ A|&3||oF i},
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3.3 Literature References
AEolokZ @ HRAlAJoJokE o] 749 Quality information®} F#E Literature referencess

o] o] Er}.

4.3 CTA Requirements for Institution/Investigator - initiated Clinical Trials

Food and Drug Regulations®] Part C, Division 594 A3t CTAQ] A LFAF}E-L institution/
investigator-initiated clinical trialsol] 28€c}. of7]|ol&= TS AlgEo] EgHc):

a) uttell s7FEA] ek ofokEo ALS

b) Attt s7kEo] AT QA olA e Aol NOC H+= DINS| HFE Hlojd 735

o] 3l institution/investigator U A8 2] -9 Food and Drug Regulations, Part C, Division
SAM Qe TAANS wEESlok gt oldk FElo] ddAEY CTA filing QAR
dolN AFT FUSL Tk s T 2L WAl ok
a) ¥2 30| 9+ Drug Submission Application Form (HC/SC 3011)o]|+ Senior
Executive Officer 2l ZZA3t Department Head”7} A™3}al, Qualified Investigator7}
Senior Medical =+ Scientific Officer th2l A3},
b) Ziyctol 371EA] e o]ekE o] -9 Investigator’s Brochure®} Quality dataZ} A&
Tlojotyt it whek A FA}7F Health Canadaol] CTAL] fA|ZA A3t AHE o]
Aol AEstItH thFe] AR Al cross referenceE FRIS|F= letters AET
At:
- Investigator’s Brochure

* Quality (Chemistry and Manufacturing) Information

4.4. Comparative Bioavailability Trial Application Requirements

st e Wwe] Aol gtk
- Clinical Trial Applications for Comparative Bioavailability Studies for Pharmaceuticals
- Quality Overall Summary template QOS-CE (CTA-BA)

5. CTA Amendment (CTA-A)

CTA-AT= o] %2l¥ applicatione] WM73-& A|etsl= application o|t}. CTA-Aol|= clinical trial
drug supplies (of; ©J2&E2] AzFTAL WA F), $U9 Z2EZ ¥F (o, &% ¥ ¥4 F)ol
2% ¥3FEg. W3S 8l7] Aol Health Canada®%E CTA-AZS oltolol 3t} CTAS 3
amendmentZ A&7 CTAZE AL Foll e A3HollA o] amendment= I HA| =t AHAPE

oJOtE SR UKL 20121 [£] | 7]
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Ab Foll & CTAe WAstaizl 3= Algte] dutd CTAE FHshsla M2 CTAE A|Estodok

o >
=

20013 9¢ 1¥o]Ao 5<% Investigational New Drug Submission®]] tgF amendmentE 3}aLz}
she AR 4] Part C, Division 5o whEth. wep AR ARAEH SJoREe] AFgol B
9 2 AFELS Y3 wxd £ 9lo] C.05.0082] subsection (2)o] @} amendmentE 7133}
stazl AAshA AFA= Health Canada®] AAF o] Ao Z742 02 amendmentE & 4 Qo). A4
ARz amendmentZ} o]FoiZl F 15 ool WHAWEZ S WAE slof AW BgAde Wi

71&3te] CTA-AS AEst=s gt o] 44 AAIZEE 3090t

5.1 CTA-A: Clinical

A LRES thed e WRMNFo] Ui A9 CTA-AZ filesfob gk,
D PEAY el 44, BRI EE el 98 tAL WA

b) GRSl HH REA Wl JFE WAL WY
O PR A AIBE WA T S 2 W3
d) oloFEe] ad Htel FFe HAE WA

e) YFAE 71kt A%

5.1.1 Filing a CTA-A: Clinical
Application 1%E 23t Directorated] A A&t Zx A= “Clinical Trial
Application - Amendment”2 H&3}7] F A3}

5.1.2 CTA-A Requirements: Clinical
HEF)7F Jd= AL st=7199} electronic format (¢f; CD-ROM)©.2 Health Canadaol|
Al Z = ojo} it
M ZUAS}: BEAO= HZX CTA(s)9 file numbere} control number7} FA|E oo} i},

Module 1: Administrative / Clinical Information
Administrative / Clinical Information Moduleoll&= t}2-¢] AKX 7} EdtE oo} sic).

1.1 21}

Module 1 (Administrative / Clinical Information), Module 2 (Common Technical

Document Summaries) 12|32 Module 3 (Quality)e] Z|2E
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1.2 Application Information

1.2.1 Drug Submission Application Form (HC/SC 3011):
Appendix 39 A= 7lytt W Senior Medical =+ Scientific Officer®} Senior
Executive Officer”} A3+ Drug Submission Application Form (HC/SC 3011).
Institution/Investigator-initiated clinical trials®] 73-¢- Drug Submission Application
Form (HC/SC 3011)2 Senior Executive Officer thAl 23t Department head”}
A3}l Senior Medical T+= Scientific Officer thAl Qualified Investigator7} A
3.

1.2.5 *Study Protocol(s):
HAE e AY T ZREZ EAREY wHAAR | digh HEd Ze (d; Hx
70 WAE B ul): b Hoe] S8 TEEs Atn g WA
Aol EgEolol @),

1.2.6 Informed Consent Documents:
ZZEZ WA #AG ] ICDo| W7 A W&o £3d.

1.2.7 Clinical Trial Site Information:
WA #HS] 7+ clinical siteo]] Wsle] A &= Clinical Trial Site
Information Form; Formo] 24 ¢d5¥d 3 AF & Z. CTA-AQ filing o]F
clinical site?] AR7} o8 7}5sHA A ¢, 2 &45%9 Clinical Trial Site
Information Form& A3t Directorateol|] #|&3lok 3t} Forme 3T Alo]EojA
QAR A7) Aol A2 Az $3a

1.2.8 Canadian Research Ethics Board(s) Refusals:
CTA-AS AEFs= AlHAA 7 9828 8 2 W3S AR FHol = A
vt} W] Research Ethics Boarde] W¥, F24, A3HS, HAAHS olv|dFie} 5
Qlo] AAH Aot A

1.2.9 Foreign Refusals:
Q= A7l o A-E Ho] U=l g HH

1.3 Electronic Review Documents:
7] CTA 5% Fza.

5.2 CTA-A: Quality (Chemistry and Manufacturing)

1 = 85, ARAR= oAl

WA FFY] F2 A FFE mE F e WAo
. 2 Module 39] quality summary

o o
%1% applicationo]] CTA-AZS AlAs|ofqt 3l Module 2.3
subsectionol] ®7o] gJom CTA-A filingo] ZQ3}c}.
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a) o|ok&F9 A
i) S.2 MANUFACTURE (Drug Substance), final drug substanceoll:= &A|3}A] o}

AE Tl TFHEE M= ARl AHHEE 4+

ii) S.3.2 IMPURITIES, MZ% #AEZolY &EafjitEo] SRlee 3%
iii) S.4 CONTROL OF DRUG SUBSTANCE, Al@"hHolu} 7|&o] AHAEAY 7]50]

sstElE B¢

iv) P.3 MANUFACTURE (Drug Product), final productells= &A3}A] o} AlEE+E
A=E AR

v) P.3.3 DESCRIPTION OF MANUFACTURING PROCESS AND PROCESS
CONTROLS, Z37o] M4 =E Ed product

vi) P.5 CONTROL OF DRUG PRODUCT A|@"HH3} 7]Fo] AMAHAY 7|Fo] 93}

1 o
‘C7gT

b) AEooFEF WA ook

i) S.2 MANUFACTURE, 8°|¢t&3 #Asto] HF ZAolle YehdAl= oy A
F7 AH8-E+= medicinal =+ non-medicinal ingredient

ii) S.4 CONTROL OF DRUG SUBSTANCE, A|&uHo] WA AL 7|50] g3}sEs 749

iii) P.3 MANUFACTURE, formulation processel]l minor g+ ¥7o] & 74

iv) P.5 CONTROL OF DRUG PRODUCT, Al&Ho] HAEAY 7|&o] d3lEE= 3¢

v) P.8 STABILITY, &% expiry date”} < 18 months o]l A|F2] shelf life7} A==
35

vi) A.1 FACILITIES AND EQUIPMENT, &A]¢] facilityol W37} 7= 29

BEFE W PAIFES F5 ookEe] A4 BAE WMol £U8 CTAY WF oz
C =

Gl
TA-AZ AAHCA o]= CTAR ARFE Aol}. o3tk

use of a new or alternate facility for any stage of production except those used for packaging,

changes in biological source material,

v
v
v’ changes to genetic expression systems,
v' changes to the purification process,

v

changes in drug substance and/or final product dosage form (e.g., liquid to lyophilized

formulation),
v' significant changes to product release specifications, and
v’ changes in drug substance and/or final product strength.
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5.2.1 Filing a CTA-A: Quality (Chemistry and Manufacturing)
21743t Directorateo| submission 132 A|&3kch. ZE Ao “Clinical Trial Application -

Amendment”2}3l HEs}A| W 7]3c).

5.2.2 CTA-A Requirements: Quality (Chemistry and Manufacturing)
HEC)ZE dE AL st=7l99} electronic format (¢f]; CD-ROM)2.2 Health Canadaoll
AZEojof st} RE CTA-A: Qualitydl= t}&-S ¥3dhsfo} st}

M AAE): AR A|oll= FZ CTA(s)?] file number®} control number7} A& o]of 3},

Module 1: Administrative / Clinical Information

Administrative / Clinical Information Moduleoll+ th2-2 E 33t}

1.1 Table of Contents
Module 1 (Administrative / Clinical Information), Module 2 (Common Technical

Document Summaries) @ Module 3 (Quality)2] Ex} g|2E

1.2 Application Information

1.2.1 Drug Submission Application Form (HC/SC 3011)
ittt el Senior Medical ¥+ Scientific Officer®} Senior Executive
Officer7} A%k 2H4 ¢+ %H Drug Submission Application Form (HC/SC
3011)

1.2.3 *Investigator’s Brochure
AEolokEa WA oJekE o] 744, /I E Investigator’s Brochure =& Al 23
Quality (Chemistry and Manufacturing) informationS 7]&3}al 1+ Investigator’s

Brochure®] Addendum

1.3 Electronic Review Documents
21¢] Module 1-& =3t}

Module 2: Common Technical Document Summaries

R
ol
v

Common Technical Document Summaries Moduleo]|& th&2

2.1 Common Technical Document Table of Contents
Modules 2 and 3¢] Ex} g|AE

ootESIIXIYKE 201214 [£] 75
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2.3 *Quality Overall Summary
HZE Quality Summary. 1739 ARE B3slA] EASoF ot

Module 3: Quality (if applicable)
Quality Moduleoll&= o3& ZF3ict

3.1 Table of Contents of Module 3
Module 3 (Quality)e] Ex} Z]|2E

3.2 Body of Data
Module 2.39|4] A A3+ Quality informationol] it F7}4x

3.3 Literature References
A EolokEH WA oekEe] 739 Quality information?} #HE FIFAES
of 71A)gtct.

o]

flo
H

6. CTA 2! CTA-A AAIMY

TE CTA ¥ CTA-AE Health Canadao] A48 $ 30-day default review period2 Zt=t}. AA}
7172 AIZS EH3Sl=  acknowledgement letter’} ¥t} Health Canadas comparative
bioavailability A&7} 7A7e A YA}l 4=383}= Phase 1 trials (CTA % CTA-A)Z 7Y oo 4A}zict.
t}qk somatic cell therapies, xenografts, gene therapies, prophylactic vaccines H=3= reproductive %
genetic technologiesE o] &3t A|EFL s|FHA =1t

6.1 Screening of CTA and CTA-A

CTA 9 CTA-Ae AAbol A3t A AR5 238YsHA = 23 EYollA] deficiencyZ} #4
= o 2ol FRE
a) Request for Clarification (Clarifax) =+

b) Screening Rejection Letter

6.1.1 Requests for Clarification
238yg 7I17F FoF W4 H Clarifax 232 2 calendar days o|Wjol] @wHslof st} whof
Clarifax @3¢l AIRF Yol @wlo] glo ™ Rejection Letter7} et

- O|QkZ S| 7t YN 201214 [&]



T, -
: P =\ /B2 \

6.1.2 Screening Rejection Letter

Screening Rejection Letter= CTA = CTA-Ao Q3% AR Q70| XA &Y
o] wEETh AFARE 7} deficiency7t 323l E o] Qe letterS WhA| Tk whek AIHAL
F3o Auet AnE A AEstaral oAl A= AHY A8E FHL =g
control number7} F o},

6.2 Review of CTA and CTA-A

AHAF= Health Canadadll & &<el® issueS sl @glo] gtk AFAR= Clarifax ol
tisto] 2 calendar day oJjell HEE AEsofrt drh. CTA & CTA-A AAL Foll Azt
deficiency7} Q1= At Clarifaxell gk ErHo] AIZF Yjol| o]Fo]x]#] 92O ™, Not Satisfactory
Notice (NSN)7} g€}, whop AAAPE 3o AHel AgE A AEstarat s o] AL
ME2S AR (g2 7HFE A|2L control numberZ} Fo¥ct, whek 3Held deficiency”}
1L CTA E=&= CTA-A7}F glgsittd AAE712E el No Objection Letter (NOL)7} g€t

AR et e Ae AW AR Aol Hrh
v' 30 day default period o] ol Health Canada2XE No Objection Letter (NOL)S w2 73

o me
v AF F 309 olel eleREs $stel BAG A & giths BRE WA e B9

v

6.3 Filing of Trial Commencement Information

AN HE AZsl7] A e AdAXNE HALS =357 A, AIHANE Clinical Trial Site
Information Form2 27 3|A AZ3oF 3ttt o] formE Wokth= Ao] acknowledgement

letter tf/g2 ofr}.

-

7. Notification

t}2oll 71&3 vlel 22 CTA 2 CTA-A¢] W72 Notification® 2 &= ojo} 3ir}. o3 WAL
S7tH o2 =iEolok 3tA|RF W7 F 15 calendar days o|ujell £A]2A] Health Canadadll FXajok
3lt}. Notification W73 oE CTA 5 CTA-Ad| 3t t}e3 722 ¥H7AHo] £33 =Hr}:

a) YAAIE At safetyoll @3S WA ol amendment= FTHER] Qe TI2EZFO W7

b) Clinical Triale ZgsbA A AL site B AR

c) QFAIE didAte] safetye} #Ho] gle AMRE Qlste] A QAo FHEEHAY R site
X FEE BS (o, FFA A, AR A F)

d) oJoFF9] qualityv} safetyoll @FE wAA = Quality (Chemistry and Manufacturing)
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information®] W7, o33 22 o7} Ao}

v’ for Pharmaceuticals: production scale-ups with no changes in the process,
tightening of existing test specifications,

changes in contract testing laboratories,

changes in packaging material,

for Pharmaceuticals: extension of shelf life, and

AN NN N

for Pharmaceuticals: changes not listed under 6.2 (a).

HAE ARE cover letterd] Fejz2 A g9t 7 A= ojop ). o]Hd ARE AAlx3
fileol] Z7}=c).
8. 2l27(7|9} QIOKE(CIOfE i MBOIOHE/HAMOIOE)0| ZEIOR SHIEI QMA

— OO ||:|

o7 7]7)9} oJokEo] Bito g ARREHE YAIHe ¢ AAHAE FF Bureau/Directorated] 1%-E
A|ZsloF 3tc}. Investigational medical deviceoll thdt AFg-%59l ¥ut ol CTA T CTA-Ax Ui
Al AR A = 17 =9 Mol 5ol o]Fojxof gitt. =& Bureau/Directorate”} AGAe} A%
st=dl 1 F o] 9l

9. otEu H=o|E/UALY|tE0| SRIe2 it

rn
o
s
=
ol

o|fEF AFo|FE ALYk Fo] BFog Fubd CTA = CTA-A9] 73-¢ F# Directorate]
282 A=) ok sttt. F Bureau/Directorate’} A1AAL} A2Est=d] 1 Ado] gt

10. X|&X ot

10.1 Research Ethics Board Refusals

CTA =X CTA-A £9¢l o]% t}2 7A] 7]Bolut Research Ethics Boarde] #Zo] itk
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1, YMAQkR AT | E[H| A0 0|X(ZF)]
2. ZE[Z2[YAT AHSILAT(F)]
3. CIO|OFEm|C|-5F2H 5%(HIAE)
4. CHO[OEm|C| 52 5%(BIAH)
5. Af2l=0]0|F(Hto| @ = 2|of)
6. CIO|OFEMZETIC| 2 5%(EFAE])
7. OX|QM 5%(HIAE])
8. L|X|RLMH2 5%(HAE])
9. MAEZ[LN (SAE])
10. CIO|OHLm|C|-EE0H4 2%(HIAE)
11, CO|OFE MZEI|C| M2 5%(HHAE])
12. CO|OFE XMZHE || 2H4. 25%( HIAE)
13, I|X| QR4 25%(HrAE])
14, FEZ|LO|C|-4H(HAE])
15, OfALIZIZZEHEXN 1002 2|22k Ho|R2|0p
16. OIZIELZ AMI0(L|H|C|E)(Hto|”R 2|0}
17, OIE2IEQZANG0(L|HCIE) (0|2 = 2|0h
18, ZC|H|EFEX(HI0| 2= 2|0}
19, M2|E|ME1502 2| 212HGSK)
4= 23N QST 0|9/E 906-5 |20, AMEFE10LZ|IRH(GSK)
B 031-259-7080 21, ZH[H|{H(GSK)
FAX 031-259-7081 22, HZARI00LE| 22(GSK)
23, YlH|ETZLIEY(HIO| AT 2|oh(H|QE0]| Cist SHRIAH
3 SRR A2l
24, T2|EX40L2|T2HGSK)
25. D2|EX80LU2|I=HGSK)
26. OlgICHH EA2AIz| 22 /5002 2| 12HGSK)
27. OlICHH EN4LE| J2E/500L 2| 2 ZHGSK)
28, OHICHH EX22 2| I2H/10002 2| 12HGSK)
29, BfalEly2522| 32HGSK)
30. BfYEE50LU2| 2ZHGSK)
31, 2IAEPE1002 2| 12HGSK)
32. FHoll chst Al
— ERIAF(TLC, UV, HPLC-WV, IR)
— BREAIE(HPLC-UV)
— 2 AE(HPLC-UVY)
- HMZUMAIE(BP, EP, KP, USP)
— HPLC-UV, UV/VisOl| 2|8t ZA[SH(USP, KP: Basket,
Paddle)
- E54AIEIBP, EP)
- BAMAIR(EP)
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— H|MBZ(KP)
33. MA| = HPLCO| ot
— SOIAIZ(HPLC-UV-FLD)
- 2 A|&(HPLC-UV-FLD)
— S2FA[>(HPLC-UV-FLD)
— Sl UMAIE(HPLC-UV-FLD, USP)
34, CHBIFM QUHIA|GIE ARZZAIS, BHAE, HZEA
A(ZAskH 2 HIEH), S2M0|SZANE, 284018
PN
35, CIRIMER| AZA|, A, A, ADHQ Al
1) A
- HEIMERF|(HPLC-UV)
— AZH|(HPLC-UV)
— OHE|(TLC,USP)
— IEF|(TLC/HPLC-LV)
— HDX|(TLC/HPLC-UV,BP)
2) pH
- AE|
— AX|(USP)
- IEXI(EP)
3) =ZAIH
- HEHERF|(HPLC-UV)
4) BN
- HEMER|(TEY, HPLC-UV, USP)
5) SEHAIY
— AEH|(HPLC-UV)
— OHX||(HPLC-UV, USP)
- F2IH|(HPLC-UV)
— HTR|(HPLC-UV, BP)
6) MMZUMAIR
- HEsH SHHUEP)
— O EZFHXHUSP)
- 3EA ZZHHEHIKKP)
7) BEEXAE
- AIEFI(HPLC-ULV)
- 3EX(LV)
36. RIS, AZA, 32X, STl D|MSsIEAY
— HRIHER|(KP)
— ANEI(KP)
— AF|(USP)
- IEX(EP)
- 3EI(BP)
— HTX|(BP)
— AX|(2I24RIZ)(KP)
37, QIrQIE(QtutE SHK))
— RIZHHAPA [ CHSIITR| Q|FE S 7|F(KPC) LA RH]
— pHAIE(KP)
— ERIAE(GC-FID, UV/VIS, HPLC-UV)
— BIZFAIE(GC-FID, UV/VIS, HPLC-UV)
38, QJetRIE(X]2)
— PHAIR(KP)
- FMELE0| Qs ERIAI
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- ZRIEXIA I CHSIOIHQ| QOFES 7IFKPC) AHIAIRIE)]
- TEHol| o5t SRfAIY
- X|of HEfAR
39. FHl & 7|MAZ0tETHZHo]| oSt A F TF
0HAI(GC-FID)
40. SIRLTIH(SH=0tALRIATICKF)) Q| SaAIE
4. 9tE B FHe|
- &0IA|E(HPLC-PDA)
- AU AIR(UP)
- PHAIE(UP)
- RESEAR(HPLC-LY)
- FFAIRP)
- SZY0IERARKP)
- E3YO0IZAIEKP)
- S HAAY
- BIAIZ(HPLC-UV)
- BEXAR(HPLC-UV)
42. ofkE & FAH|
- pHAIR(KP)
— ERIA[E(Uv/VIS, KP)
- 2L A[Z(HPLC-UV, KP)
- FAIHIQ] HBZAIR(KP)
- SZAI(HPLC-UV, KP)
44, ks B AIEH
- 2EA(HPLC-UV)
45, 9°lRlE & ELIMEH
- EeIAF (o2, HSAIEELFSIE(ERUS),
HEMSIRIE(HAERS))
- SoiARI(E2HE 52 S22 (F)3athanAZ2R)
- MEAR(SUEAD
- HHZYGAIE & HEHRIAK(KP)
- pHAR(KP)
- MABREAIR ()
- ARV VIS)
46, 2oFE & EH
- ERIA[F(HPLC-UV)
- AR V/VIS)
47. QAE & EZIIH|
- EOIA[Z(HPLC-UV)
- 2EA[Z(HPLC-UV)
— HPLC-UVOI| ofgt EEA|ZH(USP-Basket)
- HIRZYSAIZ(HPLC-UV)
- SEAIR(USP)
- BIAIB(HPLC-UV)
- DREZAIR(EP)
- DIMES=AIR(EP)
48, 9JRtRIF(x|)
- ERNERRESIIES, TULE, 0META0 ChE
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49, 9oFZ & TOHK|
— SAAR(UV/VIS)
— BOIA[&(HPLC-RI)
— SZFA[E(HPLC-RI)
50, 9|2E & HH|
- GREARINF(EHHLS)
- O|MSSHTAIR(KP)
51, QJekE =X
- Zg, 0laulg, g4, 22, LUES 84 S
EfMteASR ZIEMAHO| SOINE (Y MHLS/HPLC-RI,

1 O

EP)
- GAO| SEAIR(XISHHY|)
— Z=CHo| BHFA|S(HPLC-RI)
- Zg, 0laulg, UEE & F7I12 ¥ BMpAY BE
At o| SHZEA|S|(AAS/HPLC—RI, EP)
— 5—HMF(Hydroxymethylfufural)2| &=EA[E(UV-VIS, EP)
52, QloFE M|
- F7|Z9| fol U SHIAIF[AAS, CHSIAHR| o UES
7|Z=(KPC) UHAIE
53. CHSIFE(KP) UHIARIH FMHIS & Bal=2 &0l Al
54, 9|oFE FOtK|
- SARNB(LIEEFMELS, USP)
- SERIAR(ESHES &Y, USP)
- XA
55, O|E HEA|
- M
- SRINE(FEYEtS/HPLC-LV)
— SREA|E(HPLC-UV)
- HAZUMNAIY & ST UM(HPLC-UY, EP)
- RASEA”(HPLC-WY)
— HEEAIE(HPLC-UV)
- HaEAR
1= PAN [
56, 2JofE UHA|EH
- SEEHH(ZTINE, KP)
SIS H(EP)
FAH FEIBIIAIR(KP)
HZEM|AIB(HPLC-UV)
57, OHEH|O|ERF(FUST ORIV, RTIXHER)(HIAE(F))
- S
— CIHEISIEAAIE
Aggreates
- HIZH Al
olld Al
HIBRIXtol st YAHSS! AIRI(SDS-PAGE)
58, 2JURE QtupEMK|
SIOIA[Z(HPLC-RI)
— SRIA|E(HPLC-RI)
59, SL|ZAEPE 200mg, 400mg(HC|maf
- SRR YEE)
60. O|UZ 5 HOH Chst AR
— SOIAIE(HPLC-UV, UV/Vis)
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61. QUE & LESZHAMAO| thst Al
— BIOIAJE(HPLC-PDA, IR, TLC, UV/Vis)
— S=FAIR(UV/ Vis)
— 2 A|&(GC-FID)
— HPLC-UV(Baskett! L Paddiet), HPLC—FID(Paddlet),
UV/Vis(Paddle)of| oJst 2EAIE
62. JUE & LEZHAFO| TSt Al
SI0IA|E(HPLC-UV)
- SESEARI(HPLC-LV)
FEAIE(HPLC-UVY)
A UM(HPLC-UV, KP)
oL = HOotxofl chst AlE
RENEE=esh)
— HZSAR(USP)
— AHSE=AE
- HZAIE(KP)
- OCIEAEESSIEAIZ(HPLC-UV)
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1) HEIHHE FAL: A &1 &~ Sl HIZHAH
2) TSI UBIAIEE © pH, 2EY0IE, FAKIQ HE,
B, FAKQ 2E-40|EXL FAKE F2I87, =AM
UART HEAEZT: SN, OFHN, SIAED MY, &0l
EENEUMESNeSE )
4) OfEIMZO| Mot MSOHSIATIE™AIH,
5) FE-2339| My
6) AE|EZFO| M HHESIRIAIE
7) AZEMAIR(KP, EP, USP), MEUZHAIFKP, EP,
USP), pHEXAIS(EP, USP), 2HAIE(EP, USP), ZE
CISISEI=HAIR(EP), MMZLSAY & REFHRIAIRIKP),
HSEZAIR(EP), YR0ISSHAIEEP), MEZSHAY
(USP)
MESIEM(K 7|F L AlEHt
BEXENY, SE=A-(HEY
UoSI=SZAIE
MEA| ZST MS4Z 358-10 9) FAH| ASHAIE(EP)
25 |8 02) 482-5690 10) =AM L2127|AIB(EP)
FAX 02) 482-8670 1) ZALAE] QR 27 |AE & MEZEMAIE(KP)
12) HMAERIE 712 2 AJEHE)
13) OIHEZF(AH=L| DRAEIZ(F))
- SA7IAIE (ST BIo1E, Cl=E|2lot EA0|E, ot
S EA0IE)
— HH| sUs) FESIAI
14) BAEZIA ma[TEARIX|(Z2A ADAZS2RIF)
— S7IA[EI (S &), ClZE2[of EAO|E, IAE &
A0|E)
- HH| eHls) PESIAIH
15) HIEZMMF(AD] THAEZ(F))
— A7IAIE(MUEE BOiEY, Cl=E|2lot EA0|E, ot
42 EAOE)
— MH| s RESIAIS
- D-S¥ SEIE
16) QIEZIA—0}0| - II| - HO| Zm2|ZEARIX|(Z2tA ADA

S21UF)
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~ O{7PABH( LY WolaEl, CIZE(2/0t S40, THIZ
£40g)
- FH| Helsh L=
17) CIZE2/0} U THYE EA0/C SESAE (MBS
JIE o At
18) XSIHFEE #E X FA
- OIRAE 088 AHMAIY E SRMAIR
19) SIAEIRINH(SUSE QAE 7IF)
20) OfD|LeAPYRFH(CNBIITR| OFF 7|F)
21) OIPUZ(AeT] mhAE|Z ()
- YRR
- 0= N=EAZ(EP)
1) °“i1Ii§DfEEHE“*0|| o5t SEACHRAT UHIAA
# 5 8EARY I1|2“*(HHE.=. ’é!il 2)]
OH EH o =il % X QIHFA|S
ESI=r | xo+o||:-|An_|o|. 57(|. 7142 = MY X'"1':"1(-‘?-|I'|7"7(‘|| SH, X[ 1)]
4 | xgmeEr SIS 3) IPQI7MI‘='3”EE101I olst oEAIC’*[ fotofs B
24| 031789 5220 Y 3 SEAlEY ArdENzNEY, 2R 1)]
FAX 031-739-5224 4) oforz 7 AX‘IF = es e
— SHEEAE(HPLC-UV)
— SlZFAIE(HPLC-UV)
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