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GMP Information

THEZEMM HE HOE S22 GMP B F2 8 T YR E CI31 20| 7|&5RA2L] HFo T3
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7| HEEL|ChE|2 EH (Journal of Pharmaceutical Technology)dil M€l I T0A L& Wi 5).

0|2 o|otE XZYXI0| CHEt FDA H1A

TE
A
ok
=]
ox
x
rr

CHE sh&0l =20 El2|2 dziettt, ©00s Zafe| Al 3 22§ %)

= FDAE 2022 1Y 7YXtE DO|=9| o|HE =Xt Professional Disposables InternationalAt0fl Z11A
HMLCE FDA= 2021 5 5~7, 10, 13, 14, 18, 21, 24~28¥, 6& 3, 9, 10¥ A 230 SAte| F&€F S
SARGH ZAap o|%fFE CGMP2| FCHet RIS =Qlstn FOME LHUCE EDH F FD EIM(Field alert
report(FAR)7t MZEEIX| %2 M 9SiHCt FDAE 2021E 78 162X SAS| HHME CHE ZARIEG,
SEo AIZZEXZE A0E 0 ASE AL BLAMM F2 X|HT HE2 CHZar 2L

HARZO| o2 LHES ZHSILL, Ol0] =oHE(X|TH2 gf= 2%FE «GMP (21 CFR parts 210 and 211) 9Bt

=3
=
=}
=

1) HiX[7} o|o] E5H=IA=X o Fofl BAIRMO| HiX| == O A= CHE O

| 201 AX| 242 Zof chst
EYX E= BHES SES| TASHX| QFACH21 CFR MM 211.1922| 24 YF).

PlEEArE
00S AlFZutof Cet ZAtE FXHEIUCE 00S ZUE MESHA Z=ARSHA @D, 2=§eE HES| S
t g2 g0l Ae EE HiXNZ Z=AE =K 8!91901, CAPA & HAISHA| B, =

A. 2020 d 2 & 6 20| Prevantics Swabstick (3.15% w/v CHG and 70% v/v IPA) H{X] 12000124 2|
Chlorhexidine Gluconate (CHG)2| & ESIAIE Zato)l CHst AL O0S 20-0032-NY 7t 7HA|E|QiCt, HIE
CHG °| HMEE 1.57% (H|ZHA|)SCt.

=2 Y (Qu)2 00s ZmtE mu o E= g4 Xo|E Uz E =, ¥ME =AM olg &2

JITE HIIR @bz, SMHY SHE RO =T B2l MES HIHADSERL @3, HiXIQl (HIZHAl)

HMES MAHAC. HZ=SES W= M3t (HIZHAl) =AFE ZHAISHA] @3, CAPA & ZHAISHA] BERACEH
—

Hetoioty HHE IHAIF A0 2 A3 HiX| 12000124 = &5+ ULt
B. 2020 'd 3 2 19 20| Prevantics® Swab (3.15% w/v CHG and 70% v/v IPA) H{X| 11900228ES 2|
CHG(HIZHADOI| CHEH Z=ALZE ZHAIZIRACE
22 o 3 2 25 Yof A WESl AW HIZWANE “HIZHANSELL, F=7HE T Z4X[2] 00S Z1t ((HIZHAI)
U (HIZHAI)E EOUCE AEY ZAOME 00S ZAnte] ZAFXQ Z2YE 7|FSX| AUCE Prevantics®
Swab HYX| 11900228ES & CHF = (HIZHANOI RYA|RSUCE O|2{2t (HIZHA]) Zut= 14 O[LfRAC
22 5 7 & 17 ofl Of ZAE ZECE (= 00S 7F HOX| LM Aol 4 | S RL Z= O0S Zit=
AR HPLC A W EHARACHD 4F 54 80| ZEXQUCE Eot 22 HPLC FX[0M AlgE CHE
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HiX|E HItSHR| QLEQULCE HIE%’S% CHE ZARSHI| RISH (HIZHA) ZAFE 7HAISHR] SERUCE CAPA £ JHA|SHK|
AU, ot T[EF HEX|TL FES LUK GRS HQISHA| QUUALCE
C. 00Ss Zu7t ¥oixl (H|7HA]) Z=Of, Prevantics® Swab (3.15% w/v CHG and 70% v/v IPA) HliX|
11800257JS O] L =A} O0S 20-0210-NY 7t 7HA| | QiCt,
2020 & 3 & 19 €, CHG Of Cish Sl Mg FEa HIZHANS B2 (RA2 (HIZHAD). (HIZHA]), SE &2
|- P

RO AMZIE Oz AR, HEaE Zak HI7§A)s ALt ZXRO0|H, ZA3t= 00S 2 (HI7HA|)0foF
WSS EAC
22 ¢l 6 # 19 Y 00S ZAZE JHA|E|0f, 222 A[-XL0| oo At 2ROl 4oz YE{RCh &2 df
62 23 dutg & 12 Y MELR MEO| A|FE|0] Xt U7 FOJRCE 00S ZEALZE JHAIE 2 7HE = &2
df 8 & 19 YO %= O0S ZWME FRZ otil, ZALE ==, XH 2F2 UACL M= SES =x
ZASE7| @ISt (HIZHAl) Z=AFS JHAISHR| Q%D CAPA 2 JHAISHK| UUYOD, 7|Et HiX|7} HHE BIQ=X|
O£ E ZQISHX| ARUACE
Eot 2021 4 7 € 16 20 E=20 MEZ NDA 21524 HXAEIAME CHE ZARRUCL, (HI7HA]) 7|Zte] Mgt
Al H|IZHA) ZIHE 2 2SS LAUCH FARE AXEIDMO| st HAZ G20 HESEX| LpACEH
ol2fgt Ml 7tX|e] BE ZAO|AM Ttatd FHEd 9l0] 24 027t £[= 00s el 7IE 7t Ue =&
HQlo|UCtD AZXIACE AL 280 HF 7HE, M= #2|Hold, ofFo| o FHg A 8 MY
Choll =2MQl WIS =&l (BI7HAl) M= CHZE ZA} == CAPA = ZHAISHK| QEQULE
483 ZAOf CHgt BH £XE
483 ZAM0| CHSH B2 EXHSICL 71640 Ue Z2AAE MAM =, AP o7t Y= Z2ES
SISt arstA ZAIE IAD|, CAPA &= JHAISHR| QEUCL FZSHAIROIM ©00S Zurt E HiX|=
MAIROIMel Mgt Aol 2HsH Zote|ACE HEd FEAIEOAM 00s Zatzt &l HYX|of THEE AlZo U=
CHE HiX|e| F0| 2yt HALJA=X EE 2QI5H7| 2ot BIH7F O|RO{X|X| 4RUCH ETH 483 FA{Q

B 7|Et 00S 217t EXESH TRE jt1E|£E|°*E7<I oHE WIISIX| AAUCH2019 H 5 & 5 Y~2021
58 40| ZH 7872
DA = 00S A|gAo

[

]

=
Z1F (HIZHAl) Z=AReE 2t#o) soP & 7HE%t=s =S Olsfettt. J2{Lt SoP
|

o AY

(HIZHAD 7HE ™ 9 &2 o3| ZH7F UCH XM= 00S (HIZHA) ZALZL O{E A E= AX 7HA|Zl= HO|
Z27tE Y| SR $n, = AlEY oo 2t 00S Autvt FTE Z0| 2AsHorN FRE XNZ|lEE
EE5t0 UX| L
fESh 483 MO Cigh EE2 00S Z=AMZE SFE0f HAESHA Nelge 23557 fieh 2 A" ZaHQ
YOS ZSHR| @fa Ut
fHgl, 00s, 8¢ 2, = 7|Et FEX = Zi % Z=A 7IF FFO0| ojet 20t L2 ZEO| tishiM=
FDA ZIO|EHA “Investigating Out-of-Specification(O0S) Test Result for Pharmaceutical Production's ©Zg ZA.
Ofzf ®7[2 MOIEOIM FHEE ¥E2 5 AUCL

https://www.fda.gov/media/71001/download
FDA = 483 EMOIM X|HEl 2t 00S Z=ALO| CHH CAPA & & AISh= AEYS OlsfoiCt. 2Lt CAPA A2
IOl Mzt QI8E ESHE O HiX|Of CHSt Z=X|oF S Sixf O|=AIZ0 A= HIXIZF EHEX AUASS
B3E57| /st HEZE A|™RS ZESHR| UL
St DA = JE 4o HMESX] 22 Povidone-lodine 2 S H{X|Q| XM 3 +E Aot A™AUS
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[BZ 210 E19| 28
AMALO|M =3=El HiX| 12000124, 11900228ES X 11800257JS 2| NDA 21524 A& 727 2X$H M2k Znto
CHSH AM 505 (k) of the Act [21 US.C. § 355 (k)] Of & TFEl HFQF Zt0| 21 CFR § 314.81(b) ( |

1) (i) and (i) 0 Cctet
SALZ7L NDA FAR 2 FDA Of MIESHX| AUS0| HHRBLE UEXH= AIZO Lttt /s AE MoAstd 29
2 O[gtst™ = V|EF B3t = FE GoH0| CHeH FHE, QFZ9| o JHX| oY HiX[el AE #Z4 2Xg
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PYEE =8 = 3FALY o|Ljof ®=shor stct.
21 CFR & 314.81(b) (1) &2 o 2HZ {F&5t= LS A Xy S LRG| Ao AMEX7t
2ol d2 ST ENE ToHA SH=F, WE THANM 210 A|A-ES =Ests AOo|Ct
SAbE Prevantics ME2| EFE ZE 00S AtE|Q 2(nHQl R ZFALE HAISELD, 21 CFR § 314.81 (b) (1)
A2 of M2t FAR 2 EJG|OF THCE O]0] FDA = =0 HMEEIX| %2 EFo HiX| BILE MAE AE
QFPICE SAkE FAR 2 F o7 o g MAS MM M=dte soP & FHEstn, BE A Us
A AOA MMt ngS HASHOF TR THY FYEZ W2 HiX[Q XA 2|7t ERSICra MZEH SAts
ORA (TTHIEEE) | 9 == ZCIYOIEOA HYS ELHOF FC} (ORAPharmalRecalls@fda.hhs.gov). FDA =
Olz=o| HAOIM AlH ZF_XIEI HAQt 20 CHsl HSHot

*1 (ZXt F) FD&C Act MM 505(k) : 505 A<, (k) 7I1E 20N &

*2 (EXF F) 21 CFR § 314.81 (b) (1) (i) and (i) T+&! :

by E1 A

1) NDA-¥IE B4 BN MEAE =8 £ 3 SUY O|LHof of2fe] YEE MEZoHoF oiot.

S @9 9 OlBfSN i J|E H, EE BY ¥l |%EO 3 IIX
ol HiXl AH FH £l Cfet He.

[CGMP AMEHEE HSICH
AESER] AUpE 2

UNE ErZ ZESh [Hto] HEZ HOf, FDAE 21 CFR 211.3430| U= X40| U= HAMHEE
S8 CGMP 40| HgstEE =2H2 A2 45| Holhh HHHEE &St= 40| CGMPE E5¢
O|RERH dj¥kl= AS 2O0|sts A2 Ot L O] 3Fe Z2F ZtRoAH:= 25 23 A XA Aol O/HE
Sidsta, Yo E GMP EFE EZfof & M0l ALY,
*3 (X )21 CFR211.34: ZAYHEE: S&ct s, 28 S X2 A

[0l &0 ol oJA*E 3=

2021 H 7 2 18 ¥, the Betadine Swab Sticks (Povidone-lodine Solution 10%) 2|2FE mOjHXIQl (H|ZHA)=
PDI A7 Bk & 00S ZAE fIsH FAR & E=0| MEUC (HI7HA)= 00S Zutet 22 U= Betadine
oFFol M| 2|5 AIRRUC

Swab Sticks (Povidone-lodine Solution 10%) 2
[Povidone-lodine MZE &X|]

FDA = Povidone-lodine 2|%E HMZE 0 SH0M SXetChs sAte| B#EHES O|Sierot. MO CHE
EfB0|A Povidone-lodine 2|2f&F MZE D[=822 0| STYUAM %22 MHLX| HRE F=s & A
Povidone-lodine 2|%&E NZE D822 X|7YSCHH Y70 MOl Division of Pharmaceutical Quality Operations
1of MYz L2 Zd. ORAPHRMI_RESPONSES@fda.hhs.gov

Professional Disposables International, Inc.
WARNING LETTER WL#61720, January 7, 2022

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-

letters/professional-disposables-international-inc-617201-01072022
* %k
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Korea Pharm Tech Education Center

7|5 QtEAl SotE HUR 126, 3207 = (HLS, EQHIZEY]) (D) 14057
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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% ¢
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

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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