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v AGZEI EF BE G MR £ s MAS ofEAH XX CHel HHE ZH. MZO| LMEE
Mz=/ZEZEM0 HIHo=z CiMstr] st U AHENQl H2MEE E2FH7| st 2laao HEst

v CAPA ZZlO| ChEH BHI Wk U KM AL ofpfel 82 MASHE HIME HAY R AHS TA
5302 Folots, 22 WUQIO| BMS HIMOE MASH:, CAPAYl RENS HEC:, XA FEE
, Astg BEHs

F71H22 U ZAtShs, EQSICHE CAPA Al=lof JidES HAISHE, Quol og 27 wot
o

OlFE2 GMP & E430| HZE|0{0} SHCh FDA & B2 O|OFE HARAL ME M|, AlHY, BYAR o
PHAQIRiOL 22 ST SEYURIE ABSHD USS UM ULH FDA £ 05 SEYXE MEURIY AFOR
2L
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SELQIRIQL| A0 A GOl SAHS ooEo| EHO| TS M0| QUTH SALOf= OHNA, SUAM, B BE,
=2 E EE57| /o FD&C Act 2 M4 501 (a) (2) (B)? 0l M2} 2HAS| 22FEF0| Tt ol
FDA Z}O|E A Contract Manufacturing Arrangements for Drugs : Quality Agreements
AOIEOIM HEE S + ULL

https://www.fda.gov/media/86193/download

*2 (FAF ) FD&C Act M4 501 (a) (2) (B) : CGMP O EASHA| Qb= QUE X 1 22 =E0|CH

Sircle Laboratories, LLC

WARNING LETTER Case #: 615098 September 21, 2021
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/sircle-
laboratories-llc-615098-09212021

* %k

Page 10 of 12 Zh4 Y- 2022-08-22(V00)



http://www.kptec.or.kr/
https://www.fda.gov/media/86193/download
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/sircle-laboratories-llc-615098-09212021
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/sircle-laboratories-llc-615098-09212021

HRAN SRS H AN DY 3Kt By

Korea Pharm Tech Education Center

7|5 QtEAl SotE HUR 126, 3207 = (HLS, EQHIZEY]) (D) 14057
Tel: 031-596-6030 /031-426-0907~8 Homepage: www.kptec.or.kr / e-mail: kptec@biosupport.co.kr
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www.biosupport.co.kr / gmp@biosupport.co.kr

GMP & Validation Consulting Scope

New GMP Facility Consulting(Turnkey Project)
[Conceptual Design Execution, VMP, QRM(RA), URS, DQ, 1Q, 0Q, PQ, CSV, CV, PV and/or PQS Consulting]

GMP Facility for Oral Solid Dosage Form, Liquids, Ointments, Eye Drops 8 Injections

Conceptual Design

Execution or Review GMP Facility for APl / Biopharmaceuticals / Gene & Cell Therapy

GMP Facility for Health Functional Food / Medical Devices

Enhanced Design Review of Basic & Detailed Design of GMP Facility

Validation& Qualification Master Planning Consulting(Quality/System Impact Assessment)

Quality Risk Management(QRM) System Consulting & Execution

URS & Design Qualification Execution

Installation & Operational Qualification Execution / Performance Qualification Consulting & Execution

Computerized System Validation Consulting & Execution

Cleaning Validation Consulting / Process Validation Consulting

Aseptic Process Validation Consulting / Aseptic Gowning Procedures Validation Consulting / Environmental
Monitoring Process Consulting & Execution / Disinfection Efficacy Validation Consulting

GMP & Validation Training / GMP Mock Inspection / Vendor Audit

Pharmaceutical Quality System(PQS$S) Consulting

GMP Facility Commissioning & Engineering Supervision Service GMP & Healthcare Technology

H7| UYA S¢U HE 13HZ 65, 25 (HYs, WAEO0|LY) / TEL 031-446-7200/ FAX 031-446-7210
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F8 Items

GMP 3%, AEH Sol thet 24 % AXILIY AS

EH0|X] U A=A

www.secglobal.co.kr

204 Mets IR /HIE MH A7 L A HMEAUX
Ol 2 0[ M| Y API Plant, GMP ZH|/Hi 2 &H| 22 & AlS | 031-351-9341
=R D=2 X Mate R4 A|AH A|AE M 9 A|Z MEOIRK www.haedongwater.co.kr
SlsHIAEZX| 125 =&AL E, CIP/SIP Al gAH 2 A 2| 031-386.3901
AFS{H|OHO| Ao ICR, BCR(GMP, GLP, HACCP, BIOHAZARD) 7|A&H| 24, Al www.optimu.co.kr
e e == 3, FAT/SAT, SZ=4HH| HEYH / MASE 7[HHHl SA 02-6230-7070
H2k7| A HH|
MEZ[RA oo | EESE MZEH| JlsMHAx 2 HE www.sartorius.co.kr
T 2|OtH}o| 2 H| =0e Filter Validation Service 031-622-5700
= AZ MY S2 o9 318 So| AXAH[0f AFELC www.artsanitary.com
O}E M|L|E}2 OFHS =N -, @&, TT -, = o oLl =
HEMUER °° o, AR % Ya3F HA I HME HEUA 031-434-2800
JUESae ojAts A7, D%E?I, ALY, M7, BE HEHHI| 5 44 & www.sjpmt.com
HE M 032-508-1284

SAtO[ 1A

0
ol
jin

Bioreactors & Fermenters, Centritech Separation System,
Chromatography System, Isolator, Autoclaves, Y& Q7% ¢
CH(BSC), Automatic LAL Testing System, MODA(Mobile Data

Acquisition) & Z|EMH|A I HE

www.youngscience.com
032-624-4500

Computerized Syst

AZ KR A|AE MES, POP S2| M7, AX| U FAT/SAT

www.saehimit.com

MBI e T2 SIES
I - (e PN BN T XY 043-217-9953
GMP & Validation 714%
HIO| @ W I E 2174 0] &2 A, Global GMP System, Qualification & Validation, qv;/nvxgv@bk;ioos:upppsor:.tc;kkrr
= ERCAs ian HAME| -CO.
CSV, QRM, PQS, Mock Inspection 7AEZ 031-446-7200
GMP A Decontamination
O171 sas g | VHP 232D %’3‘:-% Eﬁl_i%xl Clp 2L COP M, www.deconsns.com
Bowie-Dick Test Pack 52| EE, SSCHA{H|IA 02-2047-6300
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