104410 H 6 H
AGES B85 5y B 22 [FI(AGES-MEA)
« BRI AN BRI R E RS # H BASG R AGES ZEf K B %
2244 5 (Medicines and Medical Devices Agency, AGES-MEAL[EH&E » £

AGES-MEA SR NEIIRAT S 8 1% > FHEEA AR BASG #: K
AN TOZ(EEENL - 4y ATZ Institute of Assessment & Analysis(BGA) ~

Institute of Surveillance(INS) - Institute of Marketing Authorisation of Medicinal

Products & Lifecycle Management(LCM) » EL4HA%Z2 %8 K 3 T40 & K MR -
4260 ZEBET -

T Austrian Aguncy for Health and Foed Safety ) J

_______________ | :
AUSTRIAN FEDERAL : e ———— ——T1 = — —
OFFICE FOR SAFETY | I
INHEALTHCARE }... = )
r [ Chvicta Wothumer Hoche j
i
i
i
= = — — = e —
. H I 1 s o o
! e Ytk Cave (8856) ¥ Scientific Office (5C10) Quabty Hanagement (QHGT) Business Development (GFEV)
i Redies Ltk s Dot Aencid Hezoy
. " & Ufecydle ‘ Institute Assessment & Anatytics (BGA) [ Tnstitute Surveslance (INS)
Mansgement (LCH) 1
Gahard ek Fondd B
Pater Plse
Regulatory Atfairs (REGA) I Analytics of Bistogical Medicinal Products (BAMA) Good Marnifacturing Practice (GHOP)
Alevander €4 l Hederarin Schind Aodeas Koy
Hedial Assessment (HRAT) ka1 : Clinical Trials (CLTR)
Tngeberg Gemgod. l Scid Bona Fasch
Quality Assessmant Medicinal Products (QUAL) Clnical Assessment of Safety & Efficacy (CASE) Madical Devices Harket Survedlance (HOVT)
Susre Sotrer Babura Tueek Renhard Beger
- > o§ Mﬁ 7'-‘“ 77"””00‘7 5 Assessment 5 ™
L e Ww.:va;mwm:\ﬂ Blood, Tissue & Vigdance (81V1)
S = 851 e
| ehedlge |2 ebasZemen e ke
— Assessment Pharmacoviglance (APHV)
T

[ : AGES-MEA Z=f#[g]
=~ B S A R A > 1R E TR AR RORIEERER ~ &6 GMP

GCL ~ GLP ##% » HEfREET B 21k - X3 LiaT - S itk -

T T R bR e ~ B S R~ A B i R T TR
BE—EmENaeElies
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Scientific ] Manufacturing

Crenic Authorisation

Regulatory Advice (GMP-Inspections) Clinical Trials
GLP- & GCP-Inspections Marketing

E Authorisation

Safety Signals &

Assessment of

= Risk Management
AGES-ME Vanatlons / Renewals of periodic GMP-Inspections
Suspension of Marketing Authorisation Market Surveillance
Marketing

Variations of Manufacturing
Authorisation

Official Control Authority
Batch Release

Authorisation

C R e R
= ~ AGES-MEA A Ri{# OMCL> 43 5l & OMCL-chem-pharm § OMCL-biological »
OMCL-chem-pharm F- 3£ {2 ‘Zéﬁ*ﬁ&@»ﬂ?%ﬂﬂ&@ii&ﬂé%wmﬂ@(‘\
monograph ~ 7775 I reference standard) ~ thEEZEMT [EE4HTAER 10 B 7
HERfE/4H] ; OMCL-biological &3 [FAHTIER 9 H 29 HEfE/142])
PO ~ BRI BER B A IR R AT - S B RRER T 28 (ER 2 ESh -
B S2kB AR IKESE 3 {H EBA BIZIRR(TIE £ » $FEY centralize(CP) -
decentralize(DCP) ~ national }; mutual recognition(MRP)PUfEEE :
1. CP:
> ZRIFBJONEER)S (Buropean Medicines Agency, EMAYRHHIEE » —f & m
T &9 210 XATHA1E 4% 5 (accelerated procedure £ 150 ) » Z484%
A > LB B T E BRI 5 S I R -
> BRT VIR ~ FREE  HUEMERRSY F DUABERERRIR © JEIE ~ HIV ~ 1i%E
BB ~ BRI R RSB R MR B SR I CP
RSB » HBRK 26 B0 o T PR (T o

El
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Marketing Authorisation EU

Licensing Procedures -Time Lines

Centralised Procedure I
Day 1 Day 120 Day 121 Day 210
4 - J Y CHMP opinion
f i i f in 210 days
Clock stop Clock start l
Commission Decision Making
— EU-M i
Start of procedure Zﬁr‘:z;:ation L)
Day 1 Day 120 Day 121 Day 150 ‘
} - } > CHMP opinion
é in 150 days
l Accelerated Procedure | i

: Centralize Procedure ZE# ISt

2. DCP: 3468k & HEIRAS B — Rl B B B EAER B ol S AR 2
BRI TR 120 KA SERGEFL 5 (assessment report) ~ ZE fnfifal ~ 7
BRITEETFMEDREER  HAREEER 90 RNTHAHREZ -
S » AR B B E—{E A N — (E AR S S Y B R B R
P _bErEr A

3. MRP % : IHEXERIERERERIEMER L HaMA) R —
F% B BI(RMS)HEH BRI ERE - —ffmE B & B(CMS) iR AR A 3 F] H
55 B RMS fibfEf% > FBAE 90 RRETHE 2 ~ SPC ~ R M AR E
(PL)%4E CMS » CMS JFRAI_ EthFEFEIREAE T e aTaydttf o DUBRIA A
Wl > BRI AT el Ry BN R 22 m B A (Austrian Medicinal Products Act)
et HEH TR BASG/AGES-MEA HREEHLARM: - Bt nE o
{% benefit-risk-profile 1% » J IR RTTEFH] - EEREHVRUNE S & fE45E
EIHART VA R R RS -

o~ BEHFIE 1995 FEIIABKEARA > £F national #E 2 HE R AL A B B RO AV EE B
RS 100%208 FFE - 2 2015 FFEREE 29% -

1=
s
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Situation in AT: MPs autorised via national/MRP&DCP/CP over
the years

MA via national proc.

'MA via National proc.

25%
EEEE =
S MA via MRP/DCP
\\, o o MA viaCP
N

1.7.2015

®MA via Natiopal proc.
“MA via MRPDCP
MA viaCP

1.1.1995 31.12.2005

©BRLUF 1995 £E-2015 £ERE 2 285 RIS =
7N~ 2014 SR BB TEE R BRI 5 By - phase T 49 20 4~ phase II £ 70 {4 ~
phase III 49 110 (K& 4352 MRCT) ~ phase IV £ 40 {4 -

Phasenverteilung Austria

180

=¢=Phase I

=E=Phase II
=#=Phase I1I
«==Phase IV

0 T T T T
2006 2007 2008 2009

2010 2011 2012 2013 2014

Jahr

- BN H R R B T2 R B
T~ 2014 FARBEMFBITEAZEIE B - GMP inspection 263 4~ GCP inspection 26
{f:~ GLP inspection 5 {f:~ Vigilance System Inspection 12 {4~ B&T inspection 72
£
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GMP — Good Manufacturing Practise (GMP, GDP)
GCP — Good Clinical Practise

300 263 GLP — Good Labroratory Practise
Vig - Vigilance System Inspection
B&T — Blood & Tissue Inspection
250
200
150
100 prin
50 26 & 12 1
: -5 P
GMP - GCP - GLP Vig B&T

D BRI i A AL T AR
S FIERIA A S PR TERE RGBSR A - FEEA - B ~ F4EE
BCEMERIENL « RERTRS « A SIS S TR U RE SR H T AR IR BOR 2K
TSR ZER AR L T IBARED - PR STEE R MAAS KR
AR A AR A R A
F1. ~ AGES-MEA T Institute of Surveillance(INS)z575 FHEEAL » 7375ll5& Good

\

Manufacturing Practice (GMDP) ~ Clinical Trials (CLTR) ~ Medical Devices
Market Surveillance (MDVI) K Blood, Tissue & Vigilance (BTVI) » A HEd
GMDP - CLTR ~ MDVI B A\ BTSN » SEA TAFRAAATT |
1. Good Manufacturing Practice(GMDP) {{¢ 1% BX 8 DIR 2001/83/EC
EU-GMP-Guideline » 88k BB PAE AMG/AMBO 2009 (Medicinal Products
Act) » jﬁ%} id ISPE, ICH, WHO, PIC/S 55 R PR 4H AR AL HE » T GMP
inspections / GSG-Certificates » f{<{E AMG %5 63 ~ 65 ~ 67 iRIRIE » BERE
BIERE/ME=E— 8 B R IREIE E OB F K
HAH RS TE—R  WHRSHKERLEAS > B 2005 45 11 Ji
GMP-Certificate 72\ BIEXSEFAAI—2K - bk GMP ZAZSI > ‘AP TIRSEL

Narcotics control » Product defects, RAS, drug shortages, non-compliance

reports FEEETH ©
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2. Clinical Trials (CLTR)#8FT N1ES3 4 3 {E unit » 4351 & B85 EE PR R - 52

FRas iR R K. GCP #&#% »

[@bmissionl Bacording IVaIidationI Iﬁssessmenﬂ Non-interdiction/

decree }

Inclusion of ethics vote

* Clinical trial assessment JiFZ[E]

{U\nnouncementl Ereparationl mspection—l |'First repoﬂ

Statement —
final report

- Inspection i f2[=]

3. 2014 £ Institute of Surveillance(INS)#hF T2 4% T/E4EET A :

Clinical Trials: 26 {4:(GCP)

Preclinical facilities: 5 {£:(GLP)

YV V V VY

Viglance Systems: 12 {4
»  Bloot and Tissue establishments: 72 {4

Manufacturers, Distributers-nationally, globally:263 {£(GMP, GDP)

T RIEALER > RRIGA BRI » SR 5 e O R T A e e g e
1 » BOMEEZE & (The Council of Europe) 1 2010 £33 T 55— (@ EALIE S
HIBIFEA4I(MEDICRIME CONVENTION ) B3R (o6 2 2 MR »
(R S ERR AL T —(EAARIESS » EHF B AL SEE > — @
JVA Falsified Medicine Directive 2011/62 EU %) - MEDICRIME
CONVENTION EEEARHEH G2 R Uit ~ FR{HE « 80 - (Rssoft - sk
BUERTT & BR B S AR T R (2 A B, - BYYFREE « BEesife) .
BENE  BNOEREUNENILARE N » DR ~ el > a2
HLAE B RIS SORFI AR - $HEBIMERIRIEE - HIEIE Single

Point of Contact(SPOC)4g4&HE/THE RE1E -
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International
co-operation National SPOC Tndust
between ‘\ Role in 1 i tlfs rty
National international/national |« nsvsg clga 1on
SPOCs co-operation; A Quali ﬁ‘:'g}
Central Reporting Point | .- Responsible
----------- Person
&
SPOC for SPOC for SPOC for SPOC for
Medicines Regulatory Customs Police Justice
Authority (DRA) incl.
Official Medicines
Control Laboratories  [€+--..._. Vi :
o e I national network
sCompetent | - > formal or informal collaboration
Authorities for SIQI‘_a‘s 3 among SPOCs at national level
Medical Devices Public, health professionals, ) .
Pharmacovigilance, qua|ity Austrian Medicines Enforcement

Hefocioe Group — AMEG, founded 2005

: SPOC System
5 (IR TR Bt — R BIMRRERRRE  Bk MEDICRIME
convention HHERIARE T FIFI4ALS A TAHRE S H IEIRS HIBO > BUEREIR
(B R At B A R LR A - DR R G RS EE
wE o BUHGRI&IR 2015 £F 6 HIEAEOARMAHNE LT & GMP SlEi3E
o R B B st T R RS BRI TS K
=AY IR A BASG 1% o] HI4ERS S5 S4B -

versandapotheken-Register

mmm Zur Uberpriifung
der Legalitat
dieser Website
hier klicken

D AR EER Es
4=+ EMA A 2015 4 6 H 29 HHiff EMA/411742/2015 Rev. 9 ({HZHHHIZ
st ) (Individual Case Safety Report, ICSR) » 3% fEFEZH LA
2 SR DR BT S A SR P LS » 57 P AR i T AR
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TIPS ~ SR S R R S I DR S SRS B B B « s
AR > 7R Budravigilance Database HYZEE » [ ESE H RS S Mt 5

HAIFEES -
MAH Procedure Origin Adverstc; ;:actlon
° Centralised All serious
EU

e  Mutual recogintion,

decentralised or

subject to referral All non serious
° purely national

Non EU All serious

[&: EU Reporting Requirements (final arrangements)

Adverse reaction

MAH Procedure Origin

type
All serious
° Centralised
e  Mutualrecogintion, EU
decentralised or
subject to referral All non serious*
o purely national
Non EU All serious

Destination Time frame
Eudravigilance Database 15 days
Eudravigilance Database 90 days
Eudravigilance Database 15 days

Destination Time frame
Member States, where the d
suspected adverse reaction 15 days
occurred
Member States, where the
suspected adverse reaction 90 days
occurred, if requested (AT v)

Eudravigilance Database 15 days

[&: EU Reporting Requirements (interim arrangements)
=~ Healthcare Professionals (HCPs » 4 £ B&fffi + L B[ ~ EXESHET ~ 220 - B
BEL)NEHREEAR B T BT %% BASG/AGES -

i

BV LRV AR FORZ S EAEE R BRI 20 B R

FTRE R oo — TEBIR A IEIR B A —FELE)S [#E - 1538 EMA Pharmacovigilance
Risk Assessment Committee (PRAC) HEFTHAT ~ prioritsation FIEFfL74 » EH

B AESEOREaS suspension ~ nonrenewal * revocation * variation

submission/modification of an Risk Management Plan ~ post-authorisation safety
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study~review in each Periodic Safety Update Report- inspection-referral ~urgent
safety restriction . intensive monitoring 2% > FH MAH = Committee for
Medicinal Products for Human Use (CHMP)ZE#{T i EMA EEIIER
A R R B R £ PN R B -

(LT
EMA, NCAs, MAHs Lead MS

o PharmaeowgilanceRIsI{ P
__ Aessssment Comitte (PRAC)

|‘

[Bl: Signal management in the EU
R R R P R B L 2 TR I 1) EDQM R CEP R
£ EDQM EAEEE S - W BRI TEH AR - HaHbXE Y E
OB EE R  BIE#S T CEP 3% - HpHFHNITXA R simple
certificatc ~ certificate for chemical purity and sterility - double

certificate(chemical+TSE) 5z double certificate(chemical+TSE) covering also

sterility PUFE °
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How it works

To be updated : : Alication

- at any change (notification, |

minor/major)
- after 5 years (renewal)

Validation at receipt Request for add info

Request for inspection

Evaluation (2 assessors)

+ TAB if necessary
Revision of monograph Possibility
of hearing

Refusal Informing
Transfer to the Ph. Eur. licensing

experts group authorities

[&: CEP HizF7ife
A Eﬁﬂﬁw%ﬁﬁ—?éﬁﬁ?ﬁﬁﬂﬁ’ﬂi@% » AGES-MEA /5% A (Case
Manager){E £y Hi 55 A BRI FEIRYE G EE > Case Manager B AHIAH R
&ﬁ%k’ﬂﬁﬁﬂ S ~ TR -

Medical 6—9 Quality
Assessor Assessor

I

PHV

| Assessor

Applicant:
Headquarter

I

Applicant:
Local rep T —

Applicant: / \\‘——I'_/;

Consultant CMS

AN

+ Case Manager fF 2 H135 A S g 5 B iy il i 88 SR A |
T BRI B RS R B A - (L AR R R e
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HEBELS > el B RTS CB-mark » (RREMFAERVASE
j‘{ o

s R FEE RN ERE B MR S ST SR - SRS
MRS « (KBYPEJE T BASG %745 » BASG/AGES-MEA (LR L
ISR E @ YR A B &R L% European Database of Medical
Devices {EUDAMED) o
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1410 H7 H
(OMCL) -Chemical
— ﬁli&%ﬂ%ﬁlﬁﬁ EERE (OMCL) FEEHMT
() THEE(ETAOLER) BRI B SE 5k R B B R S B ER
@B B E TS A S (EDQM))EL% > S0FF AGES S35 -
Pt K AHRA'E S - 14075 —1{# Generic Diclofenac Retard Tablet 485245 » A
R LRRTHIRERUEE 2 » (SR BEn e TS LR

() EWHEBHEHRERE IS - PSR KRB R sEmsk » &
SR At R B -

(=) IWTRIEHEIRALSEY) RoR AN R SREE, » ik BASG TR > R
RO S i B B & 8 (EDQM )Y EELZE - il — (1221 Perfex

Men " EL 7K 1 T B 36 5% B herbal sexual enhancer | » H. A & A
Hydroxyacetildenafil 553 - ZHE R %A R BEIEM -
() BOMEESA B A B2 BBl ~ J70% ~ BUSHIRIAEROSMT - IR RIBIALEY
sirupes > F£ B AHHSAREFREL S -
(F0) IR EE dn(stockpiled medicines) > 45 RIFR 14 {7y BT 1L HA R
MEEA o BUABY LSFERRTEAL K R B s AR R A -
=~ 2014 FETIEETIREARGERE > SR E ATAHETERELY 450 £ - JELHLIESELY 300
i ~ BEBUERRITIELY 5O 1 - BOWAEHIR AR U IEREAT SR E I LB By
83% ~ S IIREHEEAVELBI R 4% ~ BHEENILLEIER 11% ~ BRERHL
LBy 83% - 2R FRAHEESEE R &R EAIELBI R 47% RFTIREREEHY
ELBIR 9% ~ BBHIBIEMELBIR 2%  AREEHINILEE 42% -
SEIOTIC IR TR BN ST G BB A TRE - Bl fAEs © g
SREEFIYIEL (Substances for pharmaceutical use) FYFEER ; 4— /B 52
SRALFET S EIREEAE ;R BE AR YA BUATBSN B i A i -
BN FIBEI RSB TS -
SRS GHIEE)

1]

=
3
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1B F|E A OAB - Austria medicines enforcement Group(AMEG) ~ Early

warning system(EWS) -

1B 7 EDQM ~ OMCL #84& ~ HMA(Heads of medicines Agiencies)??%}
BEaEd -

OMCL #H4% B {72 BE (BU Commission) FIEHEEZEE (Council

of Burope) « B HEETEEEEE (OMCL) BEBEN T EBAET

sy R T/E - OMCL VBRI BERI AN IERE - HAEEEY) o

BRSSP EE 0 RT R E—EREES 2 #HE

s e R R 0 BRTERE—EBRREE | HEEmEEH

B o

EDQM & OMCL 4B4&sTER - & X s HyaE sz PEA FRY

e

OMCL #84&ey—eteiEsh » Bl - mEREEITE (Quality Assurance

programme ) ~ REJTiRERETE (Proficiency Testing Scheme ) » TR EE
(General Market Surveillance Scheme) ~ 205 31148 5 FE FH S b oo A 48

{bEkhE -

A E BCAFIECNEORERY OMCL FERITER) » fld : St ETEERAERE
5L ( Centrally authorized products, CAP) FL[E&/EBITHI SR E

=

=

A

( Sampling and Testing programme ) ~ GAHAZIAER (Mutual Recognition
Procedure, MRP ) Fl15384t5 & 55 (Decentralized Procedure, DCP) %4
B bR - AREYELE T ERATHIE ( Official
Control Authority Batch Release, OCABR ) ~ T0 Re3EEN ) F £V E J5 2 b
741 (Official Control Authority Batch Release, OCABR) KB J7Z#tZH

4| (Official Batch Protocol Review, OBPR) % -

EERERR{AAN CAPP jEE)

Stakeholders A& B 2 L /B B B 5% E & ( European Directorate for the
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(=)

(=)

)

(=)

Quality of Medicines & HealthCare, EDQM) « B¥EE{TEE « 5 A~ B Jy 5,
LA BB 2 (OMCL) -

B mEEHER S (EDQM) | BECHEEES NS - 2 1964 £
RO BOMEE I B E Rl i R BB T T4 AR T MR - T B T
bR T & REON SIS KT S SRR BB U S e B
Kbl OMCL #8455 TAEARERTIATAE ~ B IEise W B B vy S i
IHERES S e

B 7S R E HER = (OMCL) © MHREANYEENE OMCL 4E4&ima - Ty
OMCL FHZ/N ~ 4B ERIE ~ SEMBIONEEBLAY HESTFESORA ~ B
BEHUATEAE SRR 3

FIRAVERS > AUATE | BEHUEE) - SRS - IATHIE  BiHIFEAES) -
EDQME524H:

BUTRBCONEEILIIRIE - 457 - BaT88ER - S0k (Crssss) - ke
VERIRE ~ RIERAIRRATERHTIAGE - FRREPN AR B R T - (B aE
1 DA R R S+ B R T 25 R B T TR - IR A R
RETEEREEERE (OMCLs)Z s AN A % -

BTN TR B L EYE R

REEBLRNREEY) TG (FE20114E 11 HERIT) BB BRI 05 A B R
ERETEmEA B AN ~ HESROMCLs {ER AEEY) b HISEIS A TR i35 3| i
LI E T E RN A S s (MSSIP) -

Market Surveillance Studies on Suspected Illegal Products (MSSIP) : 4} %f5%
LR EEE R T B R HIER & 5T -

KnowX database ; 52014 4E3 R4 fAKnowX database » #i450MCLs
SRR ~ TS R AR BB BN AR B B TR PR MR A% 2
& - ARSEWEBREEREER -

Suspicious Unknown Products (SUP) programme : SUP {2 5—flsf ik
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B SR BRI RTEET > BLILRIRE TR FRUE B
U P (9 (TR Ak e B E B RS P HE M EEYIRL Y (active
pharmaceﬁtical ingredient, JFURIEE) -

TR IS F AR

(=)
1~ THEESHEFE (Market Surveillance Scheme, MSS) : FHOMCLEETL > FFEH
S BIOMCL & B B2 th & | B F (T LHeE - DIFTEE LRy 5 A
EDQMR L R 5% ( Common testing sample ) —#EARES > FHEDQM
BIOMCL— B BEAH IR B 15
9 #EhEARAEEET, (Centrally authorized products,CAP ) © HHEGHEEYEH
J5 (Furopean Medicine Agency, EMA ) $2{#t4K%8 K Sei iRz & > EDQM
aE TR E TR ESE EhE (OMCL) B AEGRES -
3+ HHIESER (Mutual Recognition Procedure, MRP) M HUABE LS ?
( Decentralized Procedure, DCP) : MRP BEDCP #fEE M AR ZAEEK
B EEA T R R A E—ER SR B AR TARRRERER
SEZAYEH] - MCLs o] 5 RS INITERTE > DR B -
TR
— EHFCERE | BASG VO £ 2013 £ 11 A 1 HERNEHEHITHME
SRR E T |
(—)  EMEREESSHT 1.900,00 BT
() EMESMT 760,00 EURO BT
(2)  1EKER AR Y ER R | AR
Hh— (B 40%
= EREIEWNP
(—) Bt NATIONAL ACCREDITATION BODY
() PR OVE/ONQRMEN ISO/ IEC 17025 : 2007
(Z) FEAFEHERT - 2002411 A 12 H
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(=)

(=

—)
(=)
(=)

)

B SEEE 1 > & Liquid chromatography (Det. UV/DAD, RI,
Fluorescence, MS-Q-TOF)&%
IEEEEHR S E4A8
EDQM : S22 HETIE A & 1F OMCL 4845 P A B A —(B{baEsir sk
BRI A BT T /NG
ILFCM - B B = (s d syl ﬁ<9@1 2k OMCLs 4R IEIEZV/NE
AGES 2Hd—{H -
AMEG (EHHMEZERBUE/NGE) © B R —(H R FIES e/ N - 2 B
HIfE AR ~ 852 )5 Rl - AGES MEA (Austrian medicines agency)3l & NADA
(BRI [ ZEEE A ) -
FTRARREEY BN G F A A - S22 - RaE  hEy - an
LETEHT - BREA - BR - HAAET - BASG -SRI
BRI
TR EEEY R AT
HAAYE H 8RS EhE (OMCL)
OMCL {52500 SR aRrE

SE LA A BE W) B9 1T 6 B M) 5 25 B 98 Market Surveillance Studies on
Suspected Illegal Products (MSSIP) within the Network)
Market Surveillance of Suspected Illegal Products MSSIPO0I: Slimming
Dietary Supplements : 2012 4F&HEHE AR RIS AGRAT (MSSIPO01) -
Market surveillance of Dietary Supplements advertised as Sexual Potency
Enhancers (MSSIP002) : 2013 4E$¥ B & B R TR MRS 1 2 s e 7o)
(MSSIP002) -
Market Surveillance of Suspected Tllegal Products, focused on Illegal
Anabolics (MSSIP003): 2014 4E#H 3 EEE (4 EH L Z MBI MSSIPO03 ) -
R R BRI S RB R T SE AT MR I (Know X Database) » {3
JR R EE U 8817 %8 (COUNTERFEITS) » il JF 32 98 4% 7 3% 8849 (lllegal
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(#)

(=)

()

(1)

medicines) °

SakaEass TR seEtE (SUP)

R v ¥ ) 0 B £ & B %% & 5 (MEDICINAL PRODUCTS) -~ & %%
(COUNTERFEITS) ~ il i o L e b 8 o ) HLATEEY)(NARCOTICS,
PSYCHOTROPICS, DRUG PRECURSORS) -~ i# #fj & & (DOPING
SUBSTANCES) ~ 1k ¥E & ~ & & # 75 %l & (COSMETICS, DIETARY
SUPPLEMENTS). .. « FlIAIEYesANE - & LR EEE eV -
) b B AR

Illegal medicines / Medicinal product wrgpe O BOMNEEE S-S LT 2001
% 11 A 6 H&##i DIRECTIVE 2001/83/BC ¥~ & BB AJSEFZEHY
HHEARE

Tllegal medicines / Counterfeits {4%% : The Medicrime Convention(Z£¥3J 58
NH) ~ BoHh R # 5 % Austrian Medicinal Products Act
(Arzneimittelgesetz, AMG) ~ FEEZEL « TLEIZEHL « BASG -BUFIIBHAIE 4
RIBEZEWWAE -

Illegal medicines / Narcotics...( i i 2 o, Bl R e I R EL T ER )
Federal law on narcotic drugs, psychotropic substances and precursors
(Narcotic Substances Act — SMG R ) ~ Federal Act on the Protection
against health hazards in connection with new Psychoactive Substances (New
Psychoactive Substances Act — NPSG SRR E)

Tllegal medicines / Doping (7 BjZ5%E) © Anti-Doping Konvention -
Anti-Doping-Grenzmengenverordnung 2015 - ADGMV -

Tlegal medicines / Cosmetics,...({biffim AR ) | B IS A
Austrian Medicinal Products Act (Arzneimittelgesetz, AMG) ~ BN & fHE
EE7E 2001 4 11 H 6 HEf DIRECTIVE 2001/83/EC /& SEIF A
[ PR AR SE © BASG -BMFIRFI R A Crf e ks~ HAAG
Wt R R B FSRAH BRI A M -
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Legal supply chain

— TEEESVIRTSEINI > Stakeholders LA BLHIF A 149 850 B A ~ BrEH
ALY 5 RN B R dr S R A L] « 3B 4R 85 255 25 ~
FEERPT ~ MAH ~ BSR4 A A E B) - EDQM(B%E 5, i
EAE) EMA@MN Y S F) -

= RAEBAA B 52 FF National procedure) ~ & # & 32 /¥ ( Mutual
Recognition Procedure, MRP ) fI90 8B AL ( Decentralized Procedure,
DCP ) ~ 4 o 4 # 72 f (Centralised procedure ~ 5k 45 1] 2 s (“Not
authorisated” products) -

= BIZAEF(National procedure) : BE5, FRFFREI IS, » 2 0@ BEIEL B
TEAMER ER R BB HE - ERMFIR AR BRI 1) B ok 22
(Austrian Medicinal Products Act) «

P4~ MRP procedure( B AH & 38 #2 F ): 1 — {H B0 5% 3 51 77 3 7] % ((RMS,
Reference member state » B/EE—({E#% FAIBHEIRIVEIR)) » 15(8_E e
FFH AT LLFH 5 EC B B B A B R ST 3% L RTEFEI (CMS, Concerned
Member State) - RMS $2H R4S CMS - RIS AEBR S —BHy B 35 s
R B8 EIT AR 2% B B ELA ] 52 A TR A P 8 2 B
o

Ti > DCP (decentralised procedure)(S B4t E IR fE): SRR T 225,
HEI(RMS, Reference member state » B 55— {EH% T ri S5 HENR AR 30 HA% 22
HEXERATA RS B A SR8 RATHER) BN BT RS - B E
T HEFERER R ERHER4 RMS KA B 2 H(CMS,
Concerned Member State) » %255 BEETE 120 RN5EREESTEIE -
EEAnfBi - BRI S PSS - — 22 BRI R T Fak T
BRI B BIRREAE 90 RNSE BB s R S EAM SRS > i
BANSH B BB —HEAE 30 KPR B S MRS A A B T -

7N~ Centralised procedure(4E P AIEST) © HIARMSEEAEMEN EMA JBRsE

e
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A

SRR —4OR0k - [EEBCEFTA B BIHYE - i EMA 32 EMA
5 MEF TR - BUFE R A RRIEEEE RN - LV
FERA ST B A AR R R RS -

“Not authorisated”products : 74&EALAREMRIE » FIUNEELL  RRAEHHR
HIFSRHE (A0 ORI 22 ~ 7 Hu A% - {EBEFRUAE AR A RIZBEEIIE ) 2 E 0
NEED) ©

B B R s B B R R A HBRE By - BRE PR o DURBR Rt
B Rk B B E R SRR R B S ) ~ AT B R 5 Y
SR faHl > AR MRP procedure(FAHAKFRAZF) » DCP (decentralised
procedure)($ BB A AEFF) ~ Centralised procedure(SE P EET) - PRAX
B OMCL HZ R -

BB E

B TR 588 »  CAP (Centrally authorized products, CAP)
TR B SRR S0 B B R A R R O T A A e 2 A AR
IR

ﬁf%a‘é%tb%ﬁ*%&%%& ( Centrally authorized products, CAP) F:[EIG1EH
FTHhERSTEE ( Sampling and Testing programme ) » F EMA HE{tatse f 5
FERREREE S EDQM B HETIRERIy B 7 485 B E i E (OMCL)
g GRS 0 [ 3 R FRER SR 4 E E e - 8%
ZJhiER 40 FE CAP FESH - CAP 48630 6 {E OMCLs fi3kf 1 fi EMA
RS/ N -

OMCL (BRI EIERLA 1SO17025 KB R % > MREEERITTEE -
OMCL #{TI A KR A5 123044 EDQM > EDQM i OMCL AR HIGER
BEUF— SR HIE0 EMA -

S bR e (Centrally authorized products, CAP) IRERI AR
2007 4E  ZEFEINATEBE— SR AR ELIEERE (40 fF) FIA
HEEETE] -

g

i

\T1

B
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AN

2011 &+ 55—{ifl CAP Generics programme HHEH) » BB MAE
i Clopidogrel-based products °

2014 4 - TAERTEIAEIE 30 (B S0 S e » 8 (88
5 {6l Ut} 2 -

HT EDQM $4{T CAP RAHBAHERS B TIE » BohiiesT 1509001
BEEE -

MRP procedure(% #H7&ER2F7) ~ DCP (decentralised procedure)(5) &t a2
)Ry EAERR

2000 4F : LT — (B 4 B E B (generic medicines)MRP B2 114 15
A FEEt SR EIR R % -

2005 4 5 F « BASA T WIS E RS - R E 12-15 (He 2R
20 {if§ OMCLs» E17. MRP/DCP % » i B - S4B AL 2014
12 HEZHE 33 {H OMCLs » 45 6200 2 MRP- and DCP FEMER
bR B AIFRE Market Surveillance Studies : #1595 —{f OMCL #1%]
—ERE - % EERE T MEEAERY OMCL iR s - frE el
RS AT o BB — T B 2 B 5 28 TR 1 BRI 2
7370 HH EDQM BEHH > WRRIRAEE  BUila S%ED -
T ~ BB HEE, -

MSS testing ( General Market Sﬁrveillance Scheme, MSS) 2014 FE—f& £
sn T

2013 4FRESE 2 T MSS 318 > (K4 T8 Heparin EURIEERIE S ~ BREEKH
SRR R B R e b Ay L AR s 2

2 I MSS 5T FEERIE) Telmisartan S5 K F014%  Pramipexole U] & 5
S5 13 {H OMCLs 22835 thff5e

b e S S UG 17

All results comply : FrARERAERITAIE - S8 15
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Issues identified : AHHEFRMIRE  BEIRMETF BRI Y - BR - HEHE

2~
3+ Out of specification results | MBRASRATF SRR » (HEHHR AHIER
SRR
4~ Serious findings R B AT R R IR -
5~ 2014 FEIGEREE NIRRT EARE TR
| . SR

mWENTEHE  mAwm| A | 1 | o 5
A % |[BA%| % |[BEB| % |[BAE| %

CAP 11 11 }100,0 0,0 0 0,0 0 0,0

MRP/DCP 94 88 | 936 | 2 2,1 4 43 0 0,0

MSS 14 14 1100,0f O 0,0 0 0,0 0 0,0

QK (Quality control) 263 220 | 83,7 9 34 33 |125] 1 0,4

QMM (Quality

management) | 58 | 36 62,1 6 103 11 |__19,0 5 8.0

AM-Marktiiberwachung: :

Qualitdtskontrollen 440 369 | 83,9 17 3,9 48 1109 6 1,4

HEEE

FEBUF] » Herbal Drugs 7 3500 FRAEY) - FAABEAFE(EFA K 600 1 -
& SN TTAE Austrian medical product index 253 « FTRUES 2
¥ {4 £ % B 5L (Traditional herbal medicinal products) ER =R
(Phytological) =

S BB S » SRR O R B USR8 » 3 BB A
LS -

7£ 2010 5] 2014 75 » A58k 21 7 - 119 HEAUTEIEE « IERE A
FHOE 48% ~ TRAIITE S2% - BETR R ERENSREY - Ik
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ANREEYIRERES GC/MSD Agilent

Y)(Foreign matter) ~ %2 & (Essential oil content) ~ 48}k 43 (Total ash) ~ %5
AR5 % (Swelling index) o

FEERRIREON M I BRI - e T ER SR 2 B B IRE > 6
RAWNEEEREE - DB 7E B (Foreign matter)fy 5145 :
Malvae folium(§fZ3E) &HFEE  /NATE » Zingiberis thizoma(k &) EE
Matricariae flos(EHg{E) &7 B a4l e K E {#H (Bug larvae and bug faeces) o
REEMHAVEE SRR HRE > NERSAIEREAVNE « DT G -
FERL ~ /NBIRAESE - OGS B 2% MU T BAAHE -
SRR - B4 BRI - REIER - REBR—EEE
ZRZGENERS - HSHRYIR SR A(EE - HAAE s, - RILE
N E BRI S EE -

T

NG Sl
UPLC/Q-TOF-MS Bruker maxis 4G
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7f< SEZER- Atropine Autoinjection PINE iy M 2 e ey [N W

-

i IN=DCie el G e

F Y7 (Foreign matter)

/%

SR EEC FE RS
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JCE BRI %$“%%%T%?E

BEETE

=

pi Y = | CMTﬁ%iﬁﬁﬁﬁk ENE L CAPP B lfyas BB Es A
EsfshiaiEsz EETEmisoHI e
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1045 10H8H

TR

—_—— N

)

(=)

(=)

(=)

G G B A |

et BB BRI S » e PR (R B ~ R Bt
BRI A - RV (L~ AT - SR L 4
St B BRI -

T e e T LT 18000 SEEEE VR & A BAARIALE 75
EFE 59 BTG R ERAT E L E A A R EEARR -
(R B 11000 HHEESMETATERU LA RS - RS R BT - B
e R~ NERLERS EOA T - MR AR T Tl
B - B BT RS - BT - i A BT R
R A B R R DR R S -

AR ST A 283 A > St s ABCR 40 A o
PR i |

BRI 43 - AGES R BRI EMN e R TIEING » s
Sample Plan $EEIEI 33 | % Sample Plan % » L M@ T 54
S BRI S IR 8 F R BCR > EI/T5T/E Inspection Plan «
SR EHFE 2014 46 SRR FEIRA) 32000 f » ZERIVERY 32000 LERRE
b FAHEELR 25% » HRRETR ot BT ABSRR 2 A e
304« A TISHAL 190,000 5 » SFIEERIE 110,000 % - KRG
G - TERRTSEATEAIEE -

I R RI RC BLHF o  2e 2 RIS 3 Bl 28 (LMSVG) - 18
RO B AT | A TR « (UK - AR
S LR+ T (LS (B - 4 - GMP) ~ RERTRTTOM - R
e

(EG) 8822004 FEFE &bl - RILAIT - B 7 8Bty i 7y
o EUBT: © R IR - ERERIIEE - AR
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(=)
)
(1)
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g

FREABHNER » BigEE AR
R AN

B LIR
TEETH—ZIEERE  FRTA 33 EREERIEIFETRT - 25 TEhEmEkefp
IR |

B AR E B (B5)

PIEBERE - EEBHRIE 4 SR A £ S VBB A SREB N SN
# > JEHE EU-FBO » DG-SANCO JR A 5845 & 2 BIE 2 IR0
JEB A

(BRI I RIS © A TR Integrative Risk Control Plan (RIK)

GEE RS TEH]EE  Business Oriented Risk (BOR)/~ =] 8] = JE\f ~ Inspection

Oriented Risk (KOR)FEETAI 1A » iRE— (B L FIREEAERE [ - fals
&4 RIK ~ BOR ~ KOR 0\ SR8 B -

BRI SRR IR R 72 » 1 R B 5 2 B B R
BT ST R -

Integrative Risk Control Plan (RIK) %5 & R\ 12ehz 1 | SR RSP
B ATHRERSIEG-9)  ATEBRSIELER RIK 9 B A S/E4E
BRI 100 % - RIK 8 H4EAERIE 80 %  RIK 7 4F4EAERE 50 % ~
RIK 6 fFAEAERIE: 35 % ~ RIK 5-4 GEEEHE 20 % - RIK 3 S4EEEE 10
9% o

Business Oriented Risk (BOR) /%] [ @

RIK S5 AT 158 BB (438 F P40 5159480 © 2550 Business
Oriented Risk (BOR)F] DA\ ]93B VO

N R 30%

2 B RRERE

3 K ESEREIERR 15%
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(=)
(=)
(9
A

4- JEHR ¢ GREREREIRRE 30%

BOR ElHEHBMISEBIET -

Inspection Oriented Risk (KOR)FEZ A ] JE\fg: KOR HIS TN A S A
BT TRHENAE R - S E R ETETHEREER

GERE > RrERR R 0 RIE L

B - s B TEE R

ARSI E

SPEEWE Y - 3% SOP - SR - RS

Authorisation and Duties 28 35 {RE B HIIERIRE R E

B AN E A% (LMSVG) 5 35 (REFE &AL
HHE  BREEH AGETIEE A E L (Duty of conducting inspections
via QMS) ~ E:[#8 5 (Information Disclosure) ~ ¥ 5k 5 [T HIE{F(Duty
of avoiding the attracting of attention) + E{F#i & (Duty to report) ~ LA R
BB 2 B 245 (Delivery of inspection report in case of deficiency) ~ & H
#E A (Trespassing) ~ & EF(Duty of Investigation) ~ flif F (£:(Sampling
Duty) * 7B E{FE(Duty of Assistance) ~ #,A 8 X (Enforcement Duty)
Reporting Duty $f252(F (§§ 81 and 90) ~ Impose Criminal Punishment EfJifi
FZERST (8§21 and 50 VSG) © |

Authorisation and Duties 25 38 {GRFERIZIEFIREE A E

B E S SN E R ZE (LMSVG) % 38 (e S EAII AR
HHE TR 28 (Acceptance of inspection procedure) ~ ARESI R
(Support of public authority) ~ #Z## A & {Fdy Nomination of authorised person
according to (§ 9 VStG) - Allow inspection of documents for retracing 5%
S (Business records 2747 8#% ~ Delivery order ZZ & B ~ Data i) ~ A,
LB & s (Information on production,processing,products) » Comply with
decrecGELFES) ~ 12FEfiE EG 178/2002 #i3E (Procedure according to Art.

19 VO (EG) 178/2002) - #fEhEE Fi(Right to contrasting sample) ~ falg s
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Right to inspection report °

B & i S RDHEE (REAE (LMSVG) 45 39 [BHE

# N B AR IYIE A (Notice of breaches against legal food code) ; M TE R4
ARV B HI$E S (Directive of provisions to remedy defects or minimize
risks- Remedy defects in situ 33517 BIE % ~ - Written prompt EHFREAL IF -
- Administrative decision 1T ER EEE& ), EE R M u] AEME(Penalty
is second possibility) - BlIAIAERE A SIRIIKIEGE—E T AEM) - ZE
HIRMOES S S188 (38 R rREME) -

» B A R e AUHEERELE (LMSVG) 2 41 gl

SR/ (Duty to confiscate) » MJHZE TSR E ABSHERE - HR55 39 kM
MESIE B E AL 2N a5

B IE A E N\ B EEE A E (Harmless disposal of easy perishable
goods )

4 {li B HAPZ U4 (Confiscation order within 4 weeks): 5 & HFE# B 0
EIFRBUBEMREIN » W DU BB QUOR R E & (EE e R H St
SUEBEEH > BIHER QWA T R ST &AM R EETTBE P
HRE > NREENUE » SR AHE TR T A B R B8 A (40 4 B
Nk Abe) » AT LR A AR AL e B Rt -

» VO (EG) 178/2002 55 19 {555 1 THRUE » B ERT  WIEMESLIEH

25 LIBBORBBR SRR - BB T B ARt BB AT -

» VO (EG) 178/2002 55 19 /55 2 THHUE » AR EREN - TBABUNE

J& » MPEMEATEN S » BUBEAUHEE » MR EREE  EEE

REECERIAGERETR - &S SR i Bl p (R s i s )

VO (EG) 178/2002 25 19 5§35 3 TH R BIMFI & Z 2R H kA%
(LMSVG) % 43 ffREUE - ISR RS H LI » BT E R B S A4

AV
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(F1)

Oberlaa &L

FhiE th 4 B A BREFIZH) Oberlaa & TR ¥ LRAITLIS 1974 4

U5 TR  FBRHE  JREE -~ T5 7R R ERIER R E S TG S AT

o 3% TRRAGUERIIER IR AR » R A SRR S FRIRSE

RS E AT - R TR EAM B T ABRE 2 A -

AfEE BRIIEEER

- T RS B B LE GHP ~ HACCP » fi# SEZ B4 ~ ity »

BB TR AEE » BN - 1 é/\%%)?ﬁzzé&%%ﬁif@@

BEMERBEEER RN S AR -

ST TR AR R B A IR R - RIEAR P iREse 5 - A LA

3L BRI » S B T H U ESSHIEMABUEE R Y - I

SEEES E A © (EETR TGRS -

i T RGBS R0k SR ~ R (ESARSY - B TBEIIEEN -

SR SRR ~ BRI R AT i - B R ER R

AR RS SR T BFORIRBLE I AR R B TR

B o BRI AR ARG 50% - PRIRZ TR A8 - $9
llﬁtiﬁﬁéﬁfim*ﬁﬁ% SR A F S B E R » RS

SR 20 5 > BFETTEEY A » (AR T 10 ROEMEM

Hy— :F) P ISR TR ERATA BTN E S - &

OERE - BHAREGRREEIZ AR -

HREZ TR uuﬁﬂ%ﬂﬂ*ﬁ?’%E%EU%%T‘F\?f%%ffﬁ%ﬁ%ﬁ%%FﬂEﬁZJﬁ%ﬁr?@

TR > AUyl B AR S AL -

Wﬂ>

g
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96



BERLAA

fwarenproduktion {
et ks ia ) e U i

%EG uﬁ%ﬁ%im%@.

I
S /7«5 5 P>
PIERE LR » SRR IEER - S5
PR RE L

97




RS G ) FREE R A2

S ——— e

Pl b A IR R BRI TR il i A

98



IR bR

99

BABEIT TSI

[
uin]

RrEE)




MR

st AGES ZZHERIA 2 BNV H Katim(TiE » TERZaNEHE  fiER
HRFEEE - QBB RIE RS LR - AGES BEHEE
LB RETRRER T - FECREUA R BVER B S > WS STRER T RUR
bafl - BT EHFEERSI B R L 2T RER MR DUETT R -
SRR HIGERE - SHRIFER - (s MRS R RN - PR
WL - BT AGES lVEE -

+ EFSA Fi Ry 2 Bt & Bt 2 S EE$ 5 [ < &k M EFSA BT

J& Dr. Bernhard Url IE/2 AGES i » LR R AGES fEBERHYE bR
(e BT - SRR S EBIPR AR AR ZIR - B B B EE
GIERHEIEAAS S HE A2 - BATEERER SR SR AR L H R

RS > B AGES SRS S F R T EHYBEHY — » ABIRZIIE

AR 2016 £EH85E AGES BHEZREAHETTIUR -

s OGRS E SRR - B R R SRR R SR E 0 B

YA R E S TEAVERIEDY - R FER T B, BRI RRE
REREZ A BRI BUBAVER RS - TR Ay RRIERE L - B P
ZEHNEE  FREEUSEEMTE TEH - BUF BN RTED
MR > BREE - FERRAEATHEG R « B  EEEN
BE > SRR LEERRREETRZEHE  REIPEERR - 4K
BUN =EERE - =mEYEH -

ARSI YINIGER AT > BRI B i R A

( Microbiological Criteria for Foodstuff» COMMISSION REGULATION (EC)
No 2073/2005) SR 33 A TAAEIHIMON] » HESRAS RS e » BT
R TR » FEHVE SRR P AR E SRR A
At E e e R R A MIPRAE @Hﬁﬂﬁﬂ%ﬁ@%@%*ﬁiﬁﬂ?%ﬁﬂ% » Hig
RLFFERAE 10 AR L - DL 25g ERIMETIRN > IeBReS RVE BRI - B
TEHATRETEAN » FERELREER  WlZEL T SR -
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- IMA{E AGES TR ENT  HIRBEE B EAR R R Tt

A E BB B B W AR YRR B RS

» AGES DIRE MR AREI TR 00T - fRIE RS 3 A4 S 3 B B

HhEt » A TRIE PRI IRAE R AT T TSRS B B AR » B By AGES
e AR RS A BT » ELRT (R Ry RS B 3 F PR SR i e
FAEW R AT ﬁ%ﬂ%@ﬁf&ﬂ%@*ﬁﬁ R Mg AT
BEACR > EEFTHET O HERS R B R B BRI o (R EERHE S R
HVRRFEETE » MEEE ARG GRS e nZ 2 EH AR - kR e
CHBRR BB RSN (DERESZ SNSRI - |

N IRAGIEES AR - BRI Ry TRFFEI R T ABAEL , T

"RERE RERANE RS E SRS AERAE  ERAAREE g
BIRAUERILRN ~ ARG EAVRIRERS 5 17 AR, RERHAREE
e AL RIS E 20 o I E G R R ROR S A (R R B )
A REF > MEREREEERE -

* AGES Fyfudt ~ B85~ BHRRESH ARV SES AURRSREENT - KA T

(TIRERATRATON » BIA eIk R E AR - RS R
BRI o BEBUEHEIIH - AGES 1E LRI _F i Ar S imsie s
IVASEENE] > BT RHE IR A BAVE SR > BERIAAE
G DB 7 IR B A -

FIRE#H AGES WL RATIRLHIAL - BB Elr S E B > K
FREE BRI GRS Je [RHC AU Bty B » W BHHR I B B =
AALATEL R -
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