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@ Quality Guidelines

o OTC

O Labeling Over—the—Counter Human Drug Products — Questions and Answers

RS 1 21CFR201 66014 AFE EEoHE Sl WE L FAo] tha Wl

O Specifications, analytical procedures and analytical validation
O Annex 8 to Note for evaluation and recommendation of pharmacopoeial texts for use in the ICH regions

on sterility test general chapter
FAUE  ICH A|quiolA EP, JP % USPO] FalAIdH 45 A
Annex 5 to Evaluation and recommendation of pharmacopoeial texts for use in the ICH regions on

disintegration test general chapter
FauUW-E 1 ICH Aol A EP, JP B USSP FalAdWH 4o A

@ Biologics Guidelines - Drug Substance

O Manufacture, Characterization and Control of the Drug Substance
O Production and Quality Control of Monoclonal Antibodies and Related Substances
FaUg AR, o 9 Ad 5249 dIZE AT G G2E A AEs et e E S8 24

O Plasma—Derived Medicinal Products
O The replacement of rabbit pyrogen testing by an alternative test for plasma derived medicinal products

FoUE  LAL-test ¥ 24, 574 ol a2, A A 9 2ad =8 Hig AdHE HiA

Ao s HAA FASHA A LHA};
@ Biologics Guidelines - Drug Product

O Product information

O Core SPC for Pandemic Influenza Vaccines
FRUYE  §3A] QAZFdR WAlY AEEA Q9F(SPC, Summary of Product Characterization)o]| 3Z3+E]

g w9y
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@ Clinical Efficacy and Safety Guidelines

O Clinical pharmacology and pharmacokinetics
O Questions & Answers : Positions on specific questions addressed to the EWP therapeutic subgroup on

Pharmacokinetics
FaUg OB Bk R AFAANEAAY ATAY U Bolel BUE 54 Wiy

O Blood products (including biotech alternatives)
O Core SmPC for Human Fibrinogen Products
FaWE A Bl AA Y] AFEL ek (SmPO)o x3hE HH

O Anti—infectives for systemic use
O Clinical evaluation of direct acting antiviral agents intended for treatment of chronic hepatitis C
FAWE ] B4 W AY, SR B/, YR (PSS L ¥ehaT, Y4H fEN AT, 54
kol @ A, YA by AT

O Musculo—skeletal system
O Clinical Investigation of Medicinal Products for the Treatment of Ankylosing Spondylitis
FAUG N AR BAke] B4 0 AP, KR4 BURPE, QA W L AA, 94 oA gt

O Nervous system
O Development of New Medicinal Products for the Treatment of Smoking

FRUE FA ARA AU B R B W AY, SEY B/PPE, QHAE A L 44, 5
ol Ale] oI, PabH eras Bk

2

r (

O Respiratory system
O Requirements for clinical documentation for orally inhaled products (OIP) including the requirements

for demonstration of therapeutic equivalence between two inhaled products for use in the treatment of
Asthma and Chronic Obstructive Pulmonary Disease (COPD) in adults and for use in the treatment of

asthma in children and adolescents

Mg oSl RN A UHCOPD) Aok ofdloleh HeNSl MA AR AL FUE A
AE FEH A5 A% LTAYS T AT FUS AN GRS BaAY FBIH B4 U QAT
2ol BaA, AN, QAAE U oFReA SN, wanay AT, olelst oY, AR A

7HAe] eha A

O General guidelines
O Clinical evaluation of diagnostic agents
FUSG A GOREY GAA Bobeh mastel AW U sI/b WHMEY e, AR A W 44,
dlolel AAl, s|7kax, A g Bt

O Fixed Combination Medicinal Products

=
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FRUG Mol WE 5Y BYNE 2 YA 4%, oFE/oksh, el W obdA, ot L A, A
29 A BA B9 B duAke

@ Multidisciplinary Guidelines

O Paediatrics
O Investigation of medicinal products in the term and preterm neonate

UG AAote] Z|BGA, AAolse] SelHoR G Fi gl Ao} oA oJopE AW A7), A

Al AZE Aol Bast HolE, AY B FoAR, §FAA, oFE/odst A, Ao tid AgAE AAA

Solag, obEYA W AYIHA eras B

R

O Vaccines
O Dossier Structure and Content for Pandemic Influenza Marketing Authorisation Application

Favg  fd4 ABTAA WA B, Yy G L BASHH AR, JPRLA

O Biosimilar
O Similar biological medicinal products containing low—molecular—weight—heparins
FaWE  ARA sutd S Zeshe A=A AAY v 2 A A", ASS5Y il FEaAAE
O Non-—clinical and clinical development of similar medicinal products containing recombinant interferon alpha

FaUE A=Y dHHE e AR FAIFEY WA, AR, ASTY A FEdAAE

O Miscellaneous
O Questions and Answers — Common Technical Documents for the Registration of Pharmaceuticals for

Human Use

FOUE: QJoRE A/ AT FEIIERA

r

o
S EER

O Non-—Clinical Safety Studies for the Conduct of Human Clinical Trials for Pharmaceuticals
FOUE AT, SATH L FRFHAT, FAFHAWY, WEF SAAY, Aol el AMA Folg

o AR, BN QAAY, FANA, RS, WA AW, ANE, BE4, 78 S4AY 5
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(2¢) 01 FDAMIM HMAlSt 2770 HEoUE =5

MEQ H|

T o

i

otd| H(Adenine)(USP)
LU= Ol(Albumin)(lD)

QI ElA5tS 0l A &6t 0t0| L 4~HAmino acids derived from casein protein hydrolysates)
F

U

oo

D EH(Ammonium salt) .
A

THEEIAZEE(Clacium pantothenate)(USP) e
O|%=| Cl

[

E= IHQILLEE(Caseinate or sodium caseinate)(IID)

S22 Z2ILIE F(Chlorophyllin copper complex sodium)(USP) '
Z20|E4H 2E(Colloidal oatmeal)(USP)
T ILH|=(Copovidone)(USP/NF)

olo|lv|olo|s]w|m
w
=

10 IAZATH|ZE(Crospovidone)(USP/NF)

1 CISIO|E2 A &Z0|m 00| .=O0FA|E| 0| E(Dihydroxyaluminum aminoacetate)(USP)

12 JHIEfEI(Gelatine)(llD)

13 Z7t2(Glucagon)(USP)

14 —_rLOPE,*(Guar gum)(USP/NF)

15 5|0tZ 2 L|CHA|(Hyaluronidase)(USP) .
16 0|0|=23|0KImidurea)(USP/NF)

17 2HE @ A(Lactose)(USP/NF, 1ID)

18 A It2H(Melphalan)(USP)

19 I H|=(Povidone)(USP/NF) I
20 HH|=R 2 E(Povidone lodine)(USP) .
21 StAt 2 ELDI(Protamine sulfate)(USP)

22 ZAIE2 CHHA JHABEH S (2 ) (Protein hydrolysate for injection)(USP)

23 EFS2!(Taurine)(USP) s
24 x| F0H (Thioguanine)(USP)

25 A (Urea)(USP)

26 2 7(Wheat bran)(USP)

27 H|2I(Zein)(USP/NF)
# VAL 2008WE FolA £QAHo] gl URCJFES oWle] 4A - AR AY.
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O AHAANEY F& B Iz SN He Gol 136712 UvtelorEe] HASES ofFel stgomn,
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2 10 4 &0l oA (2071)
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[E1] #2 S0f olAIZ(207H)
palsl gl 2o 72 80 gtxt E= 2=
1 7t A= pseudo—
2 7t YL7ksd U= o -
3 ot Y4510 =E(AE) -
4 Py, 22 AX bite wound
5 N/ 9 orifice
6 NS HBE S5 RS open wound
7 = 72} sputum
8 HEA| Jtefek expectorant
9 A sl= tendon
10 A sl=d tendinitis/ tendonitis
11 2HEH 27154 A4, liver failure
12 Aoz OIEHXS xeroderma
13 AAoto =NEEuY blepharoconjunctivitis
14 HAS A Hutgex symblepharon
15 2I5txte2 XA, iEEg counteraction
16 AUz O Mt scapula
17 AT Op st shoulder joint/ JERHED
18 L*9SE= AHO| I ischuria
19 ME Mo EX gnawing pain
20 AUU/AUS g5 ftch/ e
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