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As of July 10, 2017

Finda

A)
with the support of 8‘7)‘“;!5
Program

July 31°t — August 4th, 2017

No. | WG# | Ref | Title & Key Description Time

Day 1: 9:00am — 17:20pm

Registration 9:00am - 9:30am
Takeda Pharmaceutical Co., Ltd.,
Hikari-city, Yamaguchi, Japan
1 Plenary presentation — Opening remarks from Japan, | 9:30am - 9:40am
the host country
2 Plenary presentation — purpose of training and 9:40am - 9:50am
introductory remarks
3 Plenary presentation — overview of manufacturing 9:50am - 11:20am
site
Takeda Pharmaceutical Co., Ltd.
1. Outline of drug manufacturing site
2. Layout of the manufacturing site
3. QRM
4. Plan of structures and facilities of the
manufacturing site
5. GMP organization chart and quality
assurance system
6. List of GMP documents
7. Outline of HVAC, processed water,
8. Outline of cleaning validation, preventive
maintenance of facilities
9. Documents concerning the manufacturing
process
10. Summary of process validation
11. History of deviation and change control
12. History of recall and claim

Lunch 11:20am — 12:20pm

4 Presentation and workshop — how to make a risk | 12:20pm - 15:20pm
based inspection plan using SMF

Break 15:20pm — 15:40pm

5 Workshop: inspection planning 15:40pm - 17:20pm

End of Day 1 —Networking Event this Evening
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No. | WG# | Ref | Title & Key Description Time

Day 2: 9:00am — 16:30pm

6 Basic manner at mock inspection 9:00am - 9:30am

7 Mock inspection 9:30am - 12:30pm

Lunch 12:30pm - 13:30pm

8 Mock inspection 13:30pm - 16:30pm

End of Day 2

Day 3: 9:00am —17:00pm

9 Mock inspection 9:00am - 12:00am

Lunch 12:00am — 13:00pm

10 Group work: 13:00pm - 17:00pm
Summarizing of concerns during plant tour and select
documents to be confirm

End of Day 3

Day 4: 9:00am - 17:00pm

11 Q&A session 9:00am - 10:00pm
Remaining questions founded during mock
inspections

12 Group work: Document inspection 10:00am - 13:00pm

Lunch 13:00pm — 14:00pm

13 Group work: Document inspection 14:00pm - 17:00pm

End of Day 4

Day 5: 9:00am —17:00pm

14 Group work: Document inspection 9:00am - 12:00am

Lunch 12:00am — 13:00pm

15 | \

Group work: 13:00pm - 15:00pm




As of July 10, 2017

No. | WG# | Ref Title & Key Description Time
Summarizing of findings

16 Group work: 15:00pm - 16:00pm
Presentation of findings

17 Summary 16:00pm - 16:30pm
e Comment from facilitators
e Comment from the site

18 Closing session 16:30pm - 17:00pm

Closing remarks

End of training seminar
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FEILNA DYy OHNE BEXEEDHUECHEEMEREESE EBETHREE BR{T5
FELNA Sy VEESTESLVEESEDR - BARGTHEOBELEER
# HE NE
1 | AO 9905 A (2016EEEAOES)
2 | GDP 375.61% KJL (20164EIMF)
—AHEYD . _ -
3 | opp 3,956 KJL (20164F : IMFiEHE)
4 | WTOMBIKR | WTOMERICH [+ THEESHSE (WP) SHEEZIRE., WTOEBEZ#MET,
—— jﬁ;m‘«ry‘»«y 2011 2012 2013 2014 2015
5 | (20114 4934 | 6094 | 6189 | 6653 | 7082
~2015%) Y7k (B5)
XKL (BA) 624.8 | 7757 | 7889 | 8482 | 6902
5 f?ﬁii’ﬂ‘% 3 2011 2012 2013 2014 2015
Co0154) XKL (BA) 2430 | 2417 | 2500 | 2259 | 270.7
7 | BERRE | BETIHEEHINRER, HE/ Y —. TOM1ihis THERMEA S,
8 EREBCHE | ERRBRFECLIHEEFHEIREA, PEOERCEFT-IIHEBEIAKEED-NH
B IZHBEORERBRHIEZREL TS, BEAEIIS%IEE,
. 18 - 2RIERRR. BB e. R/ LUYS I 7 (hdigEm) . /MR
mITEEZE (%) . FERENY—EXR, ERUEELLE. 79F>. T4 X,
R ERE Mm%/ N>y, #EZEEREETOT I LLEDH S,
9 ;ﬁ% BEEEEEEICKYEBZIN-ERAERANERELD, TORMRELLINE S A
™ TAANLNFzvIDLEHFMTONE, BEZOFENED SNEEHIBEET H2EM
HwRERE2T5¢&I12HD, (BAEVE—, Y527 (hhigEm) o4
—)
EFEEDE BEiIRERECT7) v 7EILNA Dy VERICK L TEM CHERFARREE LT
10 ﬁiﬁjﬁ?ﬁ(]) W3, FOERIZTDLWTIHERFELE L THERINATWS, LML, BT LEET
mgEE EAN—FHIELRFTETTHLVHMBURRICH S, 2016FI1FHI831BEAYF kb (1
eeinl= 462BE A% FIL)
S 3 2011 2012 2013 2014 2015
1| ks = 516 523 539 553 566
EAMNEIEE | 60(E AL )/40(KRE)
12 | BRI/ 2 ) | REIRE. 2V 993N\ A O SRABEERETYH—EXLRLY, SIRAZE. s EA.
ZyODLEE | BATEICERIhIE=AARFIBALTLS,
-3 2011 2012 2013 2014 2015
13 | EM% L EME(TA) 33.1 314 32.3 32.4 32.8
—FBAbT- Y EEHK 36.8 345 35 34.7 34.6
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TELNADv UHNE #ZEEXESBEEEERNERBESEE XBTTHEE RMT5

# EHH RE
ZFIRIZDOVTIILMREORET — 24 L. ERKZOEFREZEERETRT
5, EEFMEELEDI~T%IEE,

14 | =m0 F 2011 2012 2013 2014

RAI REEZIEZELE(AY) 1,101 1,088 1,040 1,141

FEHIER(AE) 71 35 80 91
1. TELNA v VERKE EFH

15 R (Azerbaijan Medical University, Faculty of Pharmaceutics )
2B —ERVDVELERKZE NI—XH

(Baku Branch of First Moscow State Medical University after i.M.Sechenov)
1. FRBRER
2. HIEBRER
3. IDEME (RIRR)REE
4. ME. E
g | 5 BERRUBMBEESRSEE

16 I%n/%ﬂ ET 6 ﬁz‘ﬁ%%%ﬁ%
7. MERKER
8. HR&EH
9. mMik&ER
10. 424

217




TELNADv UHNE #ZEEXESBEEEERNERBESEE XBTTHEE RMT5

"H

RE

17

EE AR5
EHE

1. 7ELNA Dv DHANEZ EREBEOREICONT
“The Law of the Republic of Azerbaijan “On Protection of Population’s Health”
NREEITERDERET, BROKBFICHRLIREL. BRDEFORELBHFD
RYia. REORES X T LFERE

2. 7EUNA Dv VHENEL EXEEE

“The Law of the Republic of Azerbaijan “On Pharmaceutical Activities”
EEMAFH. HEBR. WMHABSIUVRFEDZEN., BFM, BARMNTERSE I UREE
(RIRBTHEABLTEANTDNTHRE LIiEE,

3. TEINA Dr UENEE ‘BES
“The Law of the Republic of Azerbaijan “On Medicines”

ERMA. EREHFOEN - BEMITAORICOVWTRE LIEE.

4. EEHBRRUERIZHNDDHERRR
The Rules for Registration of Medicinal Products and Operating the State
Register
MAXIEESN KR, BRER. £8, EAELURGEDTRER,

5 ERERESOEMRES L VEME=42") VI EHEEHE
Procedure for regulation of prices of state registered medicines and
implementation of monitoring over these prices
ENTERINEERBLURREEERICTOLVTOEMDEFES L WHEEKE=4
)T DIL—)L, Tariff CouncillZ& YD < & ELRRMOANEDEMESE LT
Reference priceZiRE L. HIE. /NEEDMEERNIRESNEGZ L, REENOD
RMESRAFRUVERE. BROMBERICOVTHRE.

o) LEEXZBE 7 IOA Y FRICTTZELNS Dv UEALRER (AFFTED

18

ERA (BEE
fmlZBA9 55
BHKE)

TELNRA DY VEBOERAFIIRER, EU. 1 FUX, BR, TAXUHOERA
FEALTW,

BE. TELNA v ORTEIE. EUNZERB A (European

Pharmacopeia) % %17 L TV 5B ETEEES (Council of Europe) DMBETH %,

19

GMP

EU- GMP #5 & Z &k,

(f25%) EU-GMP X PIC/SGMP ERIEAL TLVD, EHEI(L. EU-GMP ORET#IZ,
PIC/S GMP h\ & BN THETS b i, > T. EU-GMP & PIC/S GMP [, EU-
GMP OHETMNETT 590, BEEHTOX vy TXHEET S, EAMIZIEIR CAS
ThdEHLEIND,
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TEILINA Oy VHTIE

BREEELANEEERMERRESER XBXTHSEE KI5

# EH AA
Tariff Committee (TC) MNEADERT - BRABOSHEME (BUNEEZEOMIE%E
BB) [TEODETEMERET S,
EMFEEEICKE > THEELARILAES, F4Y, R4 R, N)LX—, /1 FJRE
NRIVEWIIL—T, RIZTSVR, AZYT, RILEHIL, TILHY T, R—
20 BEZFEDLE | VK. NVAY—, RARZF7, XY v, MLODIOOETHD, EE., 7+
#HA HERB. BRELFREBIELTIDYIL—TIZABZIERNET FRBEIZIEXTCER
BHITBHELEEE, A1 VF, dE. OYT7RUNIL F=ZEZBRCISERITE 52
EMNMEWNTIL—TIZET 5,
EN. NFEY OBMFEIEEMZKLY13%~20%,
2HAURNIZABL— F 5% L EEENT DIGEICIE. TCIFEMERETT 5,
AT X ARAINTILNS, 2017 F£7 AR, INEHIE 10385 74 T Lo BRDFDUT,
21 N 2016 FICHERE. M CEIFXE, i/ XE, 7V FUENEBMRE ST,
(RTEIZEER TE1E)
29 EEQEAZEH | QEV - TIZAIL - KXo A2k (CTD) I2&5b, BH. CTD &IF., HEHLET
BEURATL FRASNIEERABRFEHND I+ —T vV I,
1. ANN—L AR —
EERLARE |2 2LEEER. BEIRE. NUT—3 Y
23 | FBICREZE | 3. ERA
T5T7—4 4. DIEIAE
5. \YF—3>7OotR
1. EEWE . REE
2. BEHM : 9100 A., (M, A. BAIEEINA. EFEEGHM A, )
EEREHRN | 3. BEEMR : 1500~25007 €I\ 1 v T+ b+ ($910B5M~205M)
24 | E (BEELK | 4. EHHME : 55
SR E) 5. BEEME . BARERNBE. BATORAZREZH/EE+Y  TILRE,
TEINA v U TOBRKRRBRTITE,
6. EHIHAM : 5F
o5 EEGORT | EEROBSDHREIFL LI5S, REHBOBEIEDHRDE0% TH294
AR DR EE A
26 BEBVHRMN | TELNA DY UEE. OO TEE. KEOHAELE, PTPEEERETRZTANTA
XEDRT fE,
AESHDTELNA Ov VERSLUVELIEOEEMAZTOHEERI-LTWS
o7 EERORTE | 7T—RETELNA Oy VOHFEESUANRESH LEZEICEZN - MALTWSr—
= ADHd, RIDT—ATIIRESHOEEMABHEROBMALT—Y T4 2T

[CHEEZHSH. AVROMEDD & 5 GHIFEEHARTEICHEEEZL 2T S,
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TELNA Sy oHETE #REREEZSLESEHENEREESE EX¥BTTHEE RT5
# IEH 2FS
AR CERSEEZRETIEREE BIAIEIREE., EHEE. BHEt SRED
R, 27U=vy, BEARENERER - EERBZAILLBATHENZET
b, cNLDHBENAILZHERL., BOOHEEELAAN TOR—FILREUZ DM
DHEBEFFRHT D, AIEZHRLESWRICEET7RFRYIRES BEEFINE
BR) N TaR—YILEKET 5.
8 EERDA
VAT L AR LTOERDE A LTA4 2DH
1) R824 (Ministry of Health, MoH) (&, 2016526 AERDHBE TAILEHRK
2) 7704y F#IZ25BUAICHEEZMEFIRH (REFHUVHABIZEE20~258)
3) FEHYI Y EMOHIZAMSMEICEBARRER ) X b Z&E At
4)3817HIZE4L
5 7784y FMNAFICESE., 4R19BIZ2MIZESL
29 EEREFTF | HESH(RRE)
YR ERFI—
20024 % 31
FEEE BNCEER, HERERS. AR, LER. TOBONRE
X | XIE#: 10
30 1&710251;@;%'\ EBH . 1500~2000
= Sk - ZE% . 200
WEEBH: 1500
TEE D Ex/NEI(Stock Keeping Unit)3 : 17000
7JOAy K
31 | MHOEEER | BLLIE 398, KFZE : 2247, EMfFEKRE 24, O—AZHE : 44
ik
7JOAY R
33 HOEEMR | BEHMR (R—4 v T4 VT EF) 24%
M (EEER | EREEOEBTLULIOMREE:844 (9Z2DEFIEIEST)
HHEH)
7JOAw R
34 | HomlRESR | XEE, EATOERETH,
BERT LA
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EHH AE
EHlE & (Fu)
hEmE NN
EEREHN || iehEiE N RN
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