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(2005~2006)

0|H HIEE8 RECE &8 A2

o OHQ| MIEY : AHA ATH Q2tE MZ TIHZ|AL
~ Qur mission is to be the fastest to market.
» U IIEY

= First Generic Drug®| CM0Q &ty TQAM
- QEHUINME E0E2E 210l Generic drug0] ZOHEIX| &S.
- fﬁi‘i =2 =2 E06] B35 X &= Latol THlold Y= JlAL
~ HIMISHA J|&0] LRI HI=E
— APl 22L0| DMFE &H06l1 U2

“CMO : Contract Manufacturing Organization”



Product Review

+

= Product Name
- Xalost

= [Josage Form
— Ophthalmic Solution

= Active Pharmaceutical Ingredient
- Latanoprost 0.005%

= Therapeutic Effects
~ Anti-glaucoma

= Original Drug
— Xalatan (Pfizer)
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2006~
SE A S(Dossier, CTD) &HA

‘|7l Dossier

— Module 1 : SS2AIAA{ (not Part of the CTD)

- Module 2 : Quality overall summary, Overview of clinical & non-
clinical, Summaries of clinical & non-clinical

— Module 4 : Non-clinical Study Reports
— Module 5 : Clinical Study Reports

= CMO HIS HIZ : 2007. 2
= Dossier SSHA A :2007. 4



sSU4¥ 2 Inspection 2HIE

= DCP Submission (2007. 7]
— AMAEIL: PALEEHE
- BRMS : =& (BfArM)
- CMS : 11J=
= Inspection 7|
— Main Pharmaceutical Inspectorate (ESHE
= Inspection AAHIE MAE
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(2007.1~2008.2)

Inspection =HI(1)

s SO M0l A AX|
— Concept Design : PAL (2007. 3 ~4)
— Basic & Detailed Design : =2 LH TAl
= Training : == 2~3A12 G2 ul &A|
— EU GMP guideline
— \/alidation (Process, Cleaning, Utility, etc.)
- JIX SHl
— Stability test
— Media fill test

~ SOP EtAIH



(2007.1~2008.2)

Inspection =H|(2)
jL

= GMP System JH &

— Gap Analysis(074 7&) : MMl (GAR
= Calibration
n A|SIA AHA A, Raw data HIJI(A2 4715 HAH
= Self audit : &4& X|210] 8l= AFE0] audit &Al
= Preventive Maintenance Program
n 2EGTUEHS 3 &4
 08E AIEE ZH BHXIC ALZ2)ITH AE & 2IEE
= 215 chamber S0l tHSt Mapping test
s A0 ZAEQ B = {2
= Critical ; 74, Major ; 34



(2007.1 ~2008.2_l
+In$pectlon =H|(2)

= GMP System JHM

— Consulting & Mock inspection : WM [WAH
= Gap analysis ; 0749 11&
= Checking ; 084 1&
= Mock inspection ; 084 2&

= Quality system : Manual, Change control, Deviation, 00S,
CAPA, Training, PM, etc.

= Jocumentation : SOP(2 5007H), Log-books (Use,
Cleaning), Lab Note book

= \/alidation
— Water system, HVAC, Aseptic process (Media Filling),
— Computer System Validation ; ERP, BMS(HVAC, 2/&%
= Pata back-up, password &<2l, change control, etc.
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General Information of Inspectors

+

= EU| (Main Inspector])

— O &Y, MAlCHY

- 400, 01, 225mm, 2X

— 3uEZh WA o2 o bl OrA( M 2 F

- 184t 1|9 dAldo=E 25

— 20024 0|% Main Pharmaceutical InspectoratetiiA 25 =
= EUMJ (Assistant)

- Qe M3, MAlCHY

- B0l 28 oA, 245mm, 4X

- 3042t HIZQIAl SE UL 20 2F

— QC manager & QP

— 20054 0% Main Pharmaceutical InspectoratetiiA 25 =



Inspection Agenda

18 February 2008
09:30~13:00 Opening meeting

1330~16:30
16:30~16:45 Inspectors’ meeting
16:05~17:00 Summary of the day

19 February 2008

10:00~13:30

14:00~16:30

16:30~16:45 Inspectors’ meeting
16:45~17:00 Summary of the day

20 February 2008

10:00~13:30

14:00~16:30

16:30~16:45 Inspectors’ meeting
16:45~17:00 Summary of the day

21 February 2008

10:00~13:00

13:30~16:30

16:30~16:45 Inspectors’ meeting
16:15~16:30 Summary of the day

22 February 2008
10:00~14:30
14:30~15:00 Summary - closing meeting
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Inspection 1 2x @

I = Deviation
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= Warehouse (Touring)
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Inspection 1 2xt @

‘|7. Hex

= Quallflcatlon (Mapping) &A| =0l
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Inspection 2 2xt

+ Productlon (Touring)

- HO 2= AHela, 3| = HSII0 FAE R A

A, M calibration) 2fol
- AP 2 Materials?l 01F &
- FOHH| I'._*ﬂ DE dHl 28
- B XA 23 S X JIE BAl
- =+ &5 &8, )|, 2105
- ASH AEYY (A=H ST, WHFII)

-1 O TT

— Cleaning Validation & Al ({5 =0l

- Episode
= GMP S& WOHIM HoHXI=

I'II'I

WA HoHM= JIS2= HE El010F SHLL.

n Ebl Process Cleanln%hVal ation, Callbratlon Testlng St HdE AL

S 7] grt} M WMol SMEK MOl {01 0F &
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Inspection 2 2x 2

= Production (Validation Document)
— Autoclave ¥2|HI0|M HE
= Test &= X MA Kl
= Loading pattern, = Cycle
— Filling Machine ¥2]HI0|M HE

» Test 2= 2 01E8JIE, HIAE S8 X
o

- HVAC 2ddI0ld X 32| &l HE

x Test 85 2 018J|= X il 2

A, ZEAIAE 3)

= HEPA filter &d] &4d £
— Clean Booth Z2]4|0|M &



Inspection s xt ()

Chemlcal Laboratory
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0171 01919] spec.; Product Master File (HIS HEA) - €8 A|8S=E 2 )|
(G1J1=5 1t Hul)
Spec. S X} =l
AleH 2t A2 |8t %*ﬂ
HPLC Use log-book % Qualification Xz &
g4 log book
Conductometer Callbrauon Standard
HxE=x FP‘[KP+EP] 1 sampling0fl st &Ml &S
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Inspection s 2x @
robiological Lab

I Mic |
- DIAE ADA X L NHE B3| A
- DAE AN 59 Wy
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- S| H4dE S0P 2 25
- SZ 2 holding time &A {7
— Y| loading pattern & S A%t
- OME Algg gd 2] =HIMA, E2) X A2 S0 L3t SOP
— Clean bench Z2lHI0|M A% 5 =0l
- HHX] 2] AEd (22, 2%, SOP) — traceability
- O14E AlgE il T 28 (R4, Hold, HOA, 2, S
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Inspection a 2xt 1)
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Inspection 2 2x 2

N Comnuter system (Particle monitoring system)
Screen saver SXHHE
_ |l:l||:|-|§ OIE QE A' I-I:l x-"tls_}
— Alarm svstem luualification Al AIZYI0|M HIAE AL (5 &ol)
— Password master list §Xl&tzcl
- Password change control — computer system Xl 71s
Data back-up = review A|AH!

. Annual Product Review

- SOP & &=A 2t=(stability, change control, deviation, 00S, process repair,
valldatlon certification, re-process, manufacturing environment, etc.) 29l

- SEAMAENZ9 APR H A
_ [HA[ EE =1 XI-A'I A'jl
m Water Treatment Svstem
Flow diagram check
— Vent filter &Ld] & (MXA], SOP & 212 =t0l)
—  HHE MIA S [%‘-JI, Uit SOP & =15 &9l)
— 0n-line check items (M%< %, pH, temperature, etc.)
— 0On-line checkOjIA] & Z/HA| alarm 28 S5 X X =X}
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» 23X WIHVendor Qualification)

— Vendor audit check sheet &= =0l

— Vendor list file &9l

- SE HI=9 vendor0ll tHS! audit &A] O SOIHTA X TI} LHH)

Method Validation

Pest Control

— ZHH| 4X £ 2401
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