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FDAS| =4 G5! %
[0 4SSty 2]

MAF B0 MAFEH2 Lite'n Foamy Lemon Blossom Hand Sanitizer (lot 538756, AF27|gt 2023 H 1 €)Q] 1 A H
8719 Ml 7tX] ME MEZ O|R0{Zl FDA ME 3 1148361 2 o|AE MES +TUCt FDA AlHME O
E2EO|M Burkholderia cepacia wa0| SQIE|UCt EDH A 74X[Q] BRE ME MEQ F27|d O E+ (TAMQ)
2 BrREF TYMO) Al™OIM =& 22l O/dE0| 2+m[RACE ol2fst A= AT ME w49l 4

t=
(HIZHAD CFU/ml 8L (HIZHAD) CFU/ml & 3A GRACL € S8 TAMC & L5t ZULt - M2 HE 1 2
(

Z
(HIZHAl) TAMC/mL 2, ME ME 2 & (HI7HA]) TAMC/mL 2, ME ME 3 2 (H|7§Al) TAMC/mL & E&HAct
TYMC & CtSIt ZUCH: M2 ME 12 H[7HA]) TYMC/mLE, ME ME 2 & (HIZHA) TYMO/mL S, ME ME
3 2 (HIZHA) TYMC/mL 2 ZESHCH O] 3&2 AHAtEnt HHsio MES s, sEAFE7|2 &2
A0S AACE olZjet ME ZAlte QAEO0| H|YHQ HEfOIM M=ZED A20{, 501 (@) (2) (A) of the
FDCA® StoA 2 Z0| &2 LtEfL UCH

FDA = Z2 o 3 2 29 o oIE 8 HiX|Ql 2/+E AZUSS LOHWCE 2Lt FDA = HQHE 2|9
HOl0f CHel SolskX| AUCEH Z2 of 5 E 12 Y, FDA £ O 3&I M3l EHE st AFE7|st Lo s
SE Aol OIGES T US HRIUCL Z2 o 5 & 24 Lo O] 3L 2+E HojRUCt

St O] SEUAME FEAEZ| 2O AlEHOAM H FEX| |%FEO| Burkholderia cepacia #a W T2t HE0|0]
QAF|ACtD THHE 012020 H 7 & 1 Lol QAF 10 HXIE 2|t HO| UCHL 2 o 8 & 3 Y, FDA =
SAe] E=AEN o OME 2FS ot 7|3 ALO|E0| SERUC

https://www.fda.gov/drugs/drug-safety-and-availability/FDA-updates-hand-sanitizers-consumers-should-not-use

H|Fmo| HA O|UEO|M Burkholderia cepacia oo Y2 DA FCHst YIHE 7| KICE QAF0 AN A
Burkholderia cepacia @ 2 B2 SLH-E0| CHsH 2Tt O FE7t ZQstH otzf AO|EQ| 2021 & 7 & 7 YX}
FDA H1“E ZZSH7| Higtch

ot

https://www.fda.gov/drugs/drug-safety-and-availability/FDA-advises-drug-manufacturers-burkholderia-cepacia-

complex-poses-contamination-risk-non-sterile#_edn4

*3 (EA F) FD&C Act M 501 (a) (2) (A) : HIRIEH =HOM H=E ofF 8 1 g2 =FO0Ith

*4 (HX} F) FDA 9| 2021 & 7 & 7 LAt H10 LHE : FDA 7t 2AE MZ[XIOA Burkholderia cepacia wa&
1)

HIF 2O Hy offE0| 2F 223 E =St =5t QUL

[Fast 2 Al2H)]

ojgfet 9|2 BRI QfF M=o HES ZAIt 2§ ot AKX HSS LIEHHLD ACH A|AH, 3
U HBHo2E MEIFO| FDA 272 UEeS ESoI=5 Nx=AYs HE ZEH2= Eoists HO| B
o= 2SR 82 £ A AU & U= HYsS OFA XNALX| o ofsh 2 A M=z0| 2Ust=
Mz/Z22 Mo H=Ho=z thXsty| fleh £ ASHel A2LEE 23st7| flet 2la20] HES MI=
EZSLE O] =etkl= A2 OfHCh

[2lE M= SXI)

FDA = O|=& o[%E M=ZE LAH2z FAStt= BYS ALCf 2%4F M=E AHSCHE M= X724 Hof
NdEof sl gHolsts JolE 27sHor St2= FDA Of O] €8 A &2/ 238 o= 71 =M &
HMAN CcGMP AlFel ¥ EME Zelsts HO| FCt
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[(GMP AMEHEE Jslih

et YEE HOf, FDAE 21 CFR 211.34%0| Lot QU XpAS & HHHEE Sl cGMP 240 Hgte £
A= S A2 ZHS| Hoch HHHEE SSt= A0 GMPE E5E QREERH didx= AS
olOjstE A2 OfL|Ct o] S&9 4Y HEAHE & 28 X MA Ao OHE sfAsta, YMFHOZ CGMP
E+E E3O0F 2 MU0 ULt

*5 (EX} )21 CFR 21134 : ZAMHEE S2%t 1§, 2, 482 X2 A

Spartan Chemical Company, Inc.

WARNING LETTER WL #614450 December 15, 2021
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning- letters/spartan-
chemical-company-inc-614450-12152021

* %k k

GHO|RMZE= 2000'A0] 2E E O[Z = AF ot 074} 27 Gdsta ASLIC /Q)

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
0l 20| 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 A R AS 2| 031-386.3901
AFS{H|OHO| Ao ICR, BCR(GMP, GLP, HACCP, BIOHAZARD) 7| A 2H| 24, Al www.optimu.co.kr
e e == 3, FAT/SAT, SZ=4HH| HEYH / MASE 7[HHHl SA 02-6230-7070
HE71AH H|
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 e o, HERIRY 9 YAF dA 9 HE HEUH 031-434-2800
UESu ojAts HH 7|, D%’.‘PI, AEY|, UMY, He HE¥EFEI § 44 A www.sjpmt.com
HE M 032-508-1284

SAtO[ 1A

0
ol
jin

Bioreactors & Fermenters, Centritech Separation System,
Chromatography System, Isolator, Autoclaves, Y& Q7% ¢f
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| I FAT/SAT

www.saehimit.com

AMBIRH T A 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
- oo ian HME| -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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