GMP. S eMPopIcio)

Page 1/12

1.
2.

A1) HEESE 7|dgL Lt

Ch2a} 20| 2018HE 9-10¥ RS XWstnxt L, B 25| M XojS vjFL|Ch

[1] 2= 7He

1.

“oAwoN

=5 Hof 2E FE Y s HAE FLEMN A A FYEO PR did.2Egd-MEdE
=00 O SX0| UL,

AlZt: 09:30 ~ 16:30(6hr/D)

¥l 308

CHet: ®of X EAH 2OF 2K}

PAES JEaV]|

Yy

(8l,VATZ= S

21 09.06 Nzetd 8 Mz2g84 ZUHE QC-201 - 165,000
22 09.07 Inspections of Pharmaceutical QC Laboratories QC-207 - 165,000
23 09.13 GMP &AM 7|8 #2|2Q olaiet & AMOE8E | QA-105 | B 165,000
o 0914 Audit 2F°8: GMP MEfZALEILEO| [HE GMP 7|1&R aat10 |mans 165.000
M ALS| O[Sl (KGMP) MNo|LHEm ’
- 09.20.21 PQS(Pharmaceutical Quality System)2| 7 2} a1 |mans 315,000
GMP EA] 7% (6-System & SOP)
- 10.01-05 | X 83 GMP 7|& QXA H - www.bve.co.kr 1 2 150,000
2 =1 90,000

26 10.11 Mzxstd 9 yx84 DU HIY XtMCH88 | QC-203 - 165,000
27 10.12 EAEZ(QRM)S SEAIAH & 71=d QA-112 |Efng 165,000
28 | 10.18-19 | 37 H2|HO|M: VMP £E PV THX| MO|LIED | QA-113 |E+1S 319,000

- 10.27 H 83 GMP 7|=¢l XtHAI™ FZ3IX| - - -

~ | 10201102 | % 163 W0 M| E XHHAH Fa i wwwbvecokr | | 5 120000

2 =1 90,000

* 20189 RE WgE Ol = Tg?fé MAZLICH H71E0t= 0|2 MEILE SiM F=2Xtet 2ot

SN 0|29 ZH 2 ALER[X| & '-IEr
* XHE B2 HEe T XHET FSIHGMPZ|=Q, HE|go]d7|=¢l): nIH| 20% &l HE

A8 © AFR=2Z EfHiE L Ct
* usH HREYY U XNT UsHE|EH2 HRLYES HQISHA|7| HHE LT
* M. =20 0| X[ H & (www.bve.co.kr) = [ 2 Z 2| - [MI O LI 7} H] - [ SH| H 2] - AL G =]
6. HEdH

@ 3N FSEUS(RIA A Far AMHEX 7| (=7/351-0232-4120-63/3H=2GMPOHZLH|O)) & FIEZA],

A ZtO[ |
| ototo] ugets 2 XF oY 22 daUd 28 Al 1S

@ M3AMM L2 1sH Lz A0
AEAMO| &=

® usY 3Y [ HE A FA JtsEtE 7lE HE 0s 0rd 32T 100%, 1 O|F 2= 50%)

= Z 4, bv

cgmp@daum.net)

| Form No.: GMPA-AD-2018 | www.bvc.co.kr | T.1522-4164 | e-mail.bvegmp@daum.net | GMP |glg()3%ﬁpom:ﬂnl



mailto:e-mail.bvcgmp@daum.net
mailto:bvcgmp@daum.net

GMPE 3| ‘ Doc. No.: GA-AD-180731-V01

Training, Certification, Validation Appraisal Page 4/12

HEY GMP M 7|5&2|9| olsiet M&

nSUN 2018.09.13

WELA R R
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ALzt L&
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09:40-10:30 GMP EXM7|2 2|
10:30-11:30 GMP ZAM7|5 #2|: 2AM =t ZAEHY
11:30-12:30 GMP EM7|& | A gae|
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13:30-14:20 GMP EAM7|5 #2|: EEEAUHM PSS
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16:00-16:30 MBI A =24
DA E AL

2018 ~ HXY LG2te}, CQAE, 25 EZAILH HM/EE AuditdF X A ZEHE 22
2016 ~ 2017 LG B atsh CQAE!, At SEHAY X GMP i ZEXHE 2z
2013 ~ 2016 LG E S REQAE!, AAF W EF-AIAH |, MZEX|Y/de|Hold 2] A HMEHE
2010 ~ 2013 LG B IS QI AQAE!, US FDA/EMA/WHO &AL, ERAIAHR X2 &
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HN=zd U NxE=8s ZLHE (YH: USP/P/EP US

1 2.22 6H/D o QC-201 -
FDA/KFDA ZI0|= 2}2l, EU Guideline Annex 1, ISO, PDA)
Audit 1H: GMP MENZ=AMEZLEO]| 2 GMP AL o

2 2.23 6H/D N QA-102 | BEx=1g
0|8l (KGMP)

3 3.08-09 12H/2D | QC M FX} IHE: O/= CGMP EU-PIC/S GMP B At QC-202 | E4ng

4 3.16 6H/D | Data Integrity 2| O|3l{{(EU & FDA Guide) QA-103 | Ens

5 3.22 6H/D | Water System & Validation (ISPE Vol.4) FA-301 -

6 3.29 6H/D | HPLC ARt FX|&e|(Td, 2 1%, 2t ) QC-204 -

7 3.30 6H/D | GMP A A} Atg: O|= FDA 483/Warning Letter dfi& QA-104 | Ex=n8

8 4.05-06 12H/2D | GMP 7| S Al ztg] VA-101 -
M8 A|AHS Ofslet HHEES 2ot 4T AHE

9 412 6H/D | _ FA-401 -
£73 moef

10 419-20 | 12H/2D | QA A=RX} 1M O|= CGMP EU-PIC/S GMP &3 Atg QA-106 -

- 4.23-27 - H 72 GMP 7|=XAEANE HxEsFHA O ~5.12) - -
FoAIED O E3HE Al

11 5.04 6H/D QC-203 -
(2H: USP/JP/EP, US FDA/KFDA 70| E 2t9l)
Lifecycle Approach to Process Validation - O|= FDA 2| PV

12 5.10 6H/D | 7}O|E2FQIT} EU-PIC/S GMP Annex 15 "Qualification & QA-107 | B0
Validation"2| O|sf
Data Integrity Program: Good Data & Record Management -

13 5.11 6H/D ) QC-205 | Ex=ng
Practices

- 5.19 - H 7% GMP 7|&¢Q XHHAIH - -
EAE|FE, SOP W 4TH7|ENM ZgutH
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(HB=#FH A0t ~6.15)

15 6.14-15 | 12H/2D | QA ®&27t 2 & ZAHQuality Audit) QA-101 | B0

- 6.23 - H 153 Walgo]M7|&Ql XHAH - -

16 6.27 6H/D | RoMZSE AlE E4 FA-402 -
oAt DS Al

17 7.05 6H/D QC-203 -
(2%™: USP/JP/EP. US FDA/KFDA 7I0|E 2}9l)
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Mz gtd RLEHES Ofsfiet &7 HE
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(ISO 14644 & EU- PIC/S &7H)

19 7.20 6H/D | CAPA 2} HZAZIZ QA-109 | B0 &

20 7.26-27 12H/2D | M2 &% MBX} 0ty MA-501 -

ILE BB BN,

Hz=gtd H Nx84 ZLHZ (LM USP/IP/EP US

21 9.06 6H/D o QC-201 -
FDA/KFDA 7t0|E 2@l EU Guideline Annex 1, ISO, PDA)
Inspections of Pharmaceutical QC Laboratories

22 9.07 6H/D i . QC-207 -
(FDA Inspection Guide)

23 9.13 6H/D | GMP &AM 7|& #2|2| o5t H& QA-105 | E£nE
Audit 2HE: GMP HENZRAMEZLEO| [HE GMP A ALS| O| s °

24 9.14 6H/D QA-110 | E$ns
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PQS(Pharmaceutical Quality System)2| M7} GMP 2 A

25 9.20-21 12H/2D ( y System)=| = QA-111 | B0 g
7HeE (6-System & SOP)

- 10.01-05 - H 82 GMP7|=QUXIHAYE H®=+F A0 ~10.19) - -
Mzetd o MEE ZLUEZ(AH: USP/IP/ER US

26 10.11 6H/D o QC-203 -
FDA/KFDA 7t0|E 2tQl, EU Guideline Annex 1, ISO, PDA)

27 10.12 6H/D | YEZZ[(QRM)S] EEA|AH HE QA-112 | B0 g

28 10.18-19 | 12H/2D | 27 HH2|H|0|M: VMP £E PV 7IHX| QA-113 | Ens
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H 16 3| Walgo]M7|&Ql XAEAMH H+
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(HB=#FH A0t ~11.16)
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29 11.08-09 | 12H/2D | GMP 7|& S A" 22| VA-101 -
QC A Ao MALHI/MEe|Cfo|M

30 11.15-16 | 12H/2D N o QC-208 | Ef1ns
(AEZH| Qualification & MV)

- 11.24 - H 16 3| Wa|Go]M7|&Ql XHAH - -

31 11.29 6H/D | HPLC M2t SX|#2|(7d, ZE 1H, FCH 5) QC-204 -
FH3E HFo olgliet HE

32 11.30 6H/D MA-503 -
(EU GMP Annex.1 & ISPE Vol. 3)

o QANS-EfE: XNHAS 1,28 FSA Eus I1E GA
o XAZFZ FEAE AAIE F EFLES A 1207 =ZHEEO EU | §l2)I0i0fF StH, XAHAFT FSX}
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