Korea Global Regulatory Compliance
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K-GMP is a global regulatory affairs consulting firm based on over 10 years of work
experience with the Ministry of Food and Drug Safety (MFDS), Korea International Trade
Association (KITA), Korea Testing & Research Institute (KTR), and Korea Testing Laboratory
(KTL), and is a venture company that holds patents for quality control (medical device)

documentation programs, etc.
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H 8 (Summary) ICGMVIP

i 21 H (Company Name): Gk X| U] (K-GMP Co, Ltd.)
CHEO| A} (CEO): Z &2 %! (Christine Kim)

=9 A (Business Overview) :

W S AZOFE QA (AQN) Q157 85 U X[
Ministry of Food and Drug Safety (MFDS) regulatory affairs and assistance

B 0= FDA, 3= NMPA, §& CE 3 OfM[QF ASEAN 2157t =15 % X[ &
Regulatory affairs and assistance on the U.S. FDA, China NMPA, EU CE, and ASEAN

B =8 E=1Z(HACCP, ISO, GMP, CTD, STED, PIF) S0l Cigt ZAME!l A2
Consulting on international standards such as HACCP, ISO, GMP, CTD, STED, PIF, etc.

B GMP(Good Manufacturing Practices) € - MAl - A|d HZ & 2 HEH AR
Consulting on GMP (Good Manufacturing Practices) interpretation, audit, mock

Inspection, etc.

B 2/2=ctel AF(HB7IsAE), AYE, 27717, =185 &3 MojL 3 29
Seminars and training to food (supplement), drug, medical devices, and cosmetics

HC=7|7| 782N ZE 2 st =2 M(STED) A7 LAY

Program for medical device summary technical documentation (STED) R&D

A ER GMP HAX| A 257 HEESSER dErAER

[RA Compllance Dept.] [GMP Audit & Training Dept.] [New Ingredient RA Dept.] [Management Dept.]

=L - o AlF, 2l%F, 2|=7 7|, GMP o1, 28, u=s 8 X At Ao Az 5§ A = 71dE8ge flet gFXE A
SIAE o|617|-g| = Ol X| 2 M= F==X|2 X WA EM oz 7AME] TZHA A2 X2

Product (food, cosmetic, medical GMP certification, training, education New ingredient registration, regulatory Intemal business support and dlient
devices, drug) regulatory compliance and regulatory compliance support compliance support, and test, analysis supportand management
supportand registration consulting and consulting managementand consulting
= ofiRQUT - 57t SF = GMPAFE AALS ST AAL - ARSI QIZ . 3|7} - S . SO

Global Produdt Registration GMP Modk Inspection and Audiit NDI, Novel Food, GRAS, etc. Legal & Accounting

- FDA, NMPA, CE, ASEAN, and other countries » GVPES U HME! N SSEEAM « QIXAA

-> Clean Beauty, Halal, Organic, EWG, and other GMP Interpretation Regulatory Trends Analysis Human Resources Vianagement

ﬁ;‘;r;Tf$M - aw P T - FHEMZE - zHY - Bl - DAY |2
[ [=] o

cesn . GMP Regulation Consulting Regulatory Documentation Client Support
Regulatory Trends Analysis o -
= GwuFEY = Al - 2N
- FHEMZE - 3hg - 22
GMP Training Test, Analysis Vianagement
Regulatory Documentation
EP L4 executive director
g = x-I (Contact) . KGMP Business Area ? ws?.'.‘,’.:;;.'.._-.,clgldil- , cso;;,-. -
Korea i ud I-(»GMP oo csun
- Tel :+82-31-548-0055 Goods
Management et
- FAX . +82'505'369'm55 Procedure AMEDSse: |(.GMPFDA ..........

Welcome to visit K-GMP Co., L1d. We specilize in assistance with “,I‘j‘_ »
oblaining MFDS regulations and GMP certificates in medical devices. -

- E-MAIL K-GMP@K-GMP.COM
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A (SWOT Analysis) ICGMVIP
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K-GMP take stock of its own SWOT analysis to nature our strengths and to improve our weaknesses in

order to provide the best service to clients at any time.

L 5)

. EIEEQAIY - BN TY 27}

| -

« FMIA f 1500471 ME 7|2t MY HE HF

Business partnerships with over 150 organizations around the world
10'd 0| &f2| 157t x| EF E&

Over 10 years of experience in regulatory affairs

=7t - 178 - MEE et de ER

Diverse experience by Country, Regulation, and Products

M 2% =R, U571 271 S U2 AH ER

Experts such as consulting and regulatory affairs
HAANLEHEHSRME ST MEE, MH|2 FEF L3

[ -

Empowerment expertise and service through with R&D dept.

g

. BIKPANY HEHLYI|BOZN 52

Be appointed as a specialized regulatory consulting agency
in national institute project

= Al HRM AIGo = Qs Ch2| C|X|E HAA0 2H FY

O Numerous experience in digital healthcare project with Al

voucher business

« SE2Y H[ZMFEHL 71 F=A

Opportunity Increasing trend of global non-tariff barriers
= E - Y HHEEAZ) S-S St FAM

Increasing complexity of export and import industries (products)

Direct testing and analysis cannot be performed
« ZEHE NDAE QI%HH| 7| BmaA
Non-public references due to project NDA

= 22EH At (e.g. Rit, Fit, lit, Siit, etc.)
Increase in Global competitors
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A= (Business History) ICGMVIP

2023

About 60+ Projects

— 25+ Food and Supplement Projects.

— 15+ Cosmetic and OTC project.
— 5+ Seminars and Trainings.

— 5+ EPA Projects.

— 10+ other projects.
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Global 2| & 2} XIEAMH|A (A %h

Clean beauty 915 AtZA{H|A (OF2OMHEZ[S|R)

KMF, A& HALAL 215 XHEAH|A (O X])

U.S. FDA, NDI & GRAS notification &5 (Herbal ingredient) (Qiit)
U.S. FDA, FFR&FCE-SID S & (M EE)

US. FDA, FCE-SID &5 (s I ALCHR)

U.S. EPA, Pesticide establishment registration (O] '=H|3)

US. FDA, 2to|9f K| & 32| TNE FEZAL (AT SH)

U.S. FDA, FCE-SID S (X|#0])

US. FDA, OTC M ZEA|AE EDAAL (BILIRA)

U.S. FDA, OTC MZ=AIE S ME S5 A (T 712

U.S. FDA, Medical device MZA|E, =Xt 8l ==Xt 55 A4 (O 7| 2)

DUNS number AFZA{H|A (MM FEEA|L)

MFDS, =2AE d& A BA|Z|MALZ X2 A H[A (Cavelier)
US. FDA, AE N ZEAIE SHMA}L (THof )

GACC SHEBAM, =UAME S| dLt7|Y S5 @T R53At 2, 87 & s LX)
Global Lighthouse Factory Site Visit 5 %A At (OF2 2| TH A| &)

MFDS, 2|%e|F A At AfH| 2 (RegASK)

U.S. FDA, OTC M|Z=A|H AP AMAL (RLEE)

U.S. FDA, FCS XtEAH|A (AX|3tsh

U.S. FDA, Food ingredient & labeling AFH2A{H|A (I OHOf| =)

U.S. FDA, FCE-SID S& (8= U|0| M T

US. FDA, A1E Sl AZ7|5AE HZAIE EGMAL MESHAA )
US. FDA, AlE Sl AZ7|s4E HZAE SYHAN (M)

AHIR N X AAY - 22YE0 AE (A& 157 £2) (10| 2{2 0| H)
U.S. FDA, Food facility registration (E§ Q&4

U.S. FDA, FCE-SID S 2 (5824

U.S. FDA, OTC ingredient & labeling At A{H|A (SI0|EZ AT
HY7|184E GMP 7|210HE" & (T2 AKX 7| E
AE A OIS 7 M= Tl X[ 7|1 AlE & AL 7| SAE MO E
MFDS, 7HEQIEd 7| s s 24 8l M = (Herbal extract) (Bi
KMF, HALAL 215 XI2A{H|A (LHO|E2)

U.S. FDA, FCE-SID S 2 (71 &)

U.S. FDA, FFR & FCE-SID & ECP problem AF2AMH|A (SAZE
U.S. FDA, Food ingredient & labeling AH2A{H| A (ZIE])

U.S. FDA, Cosmetic ingredient & labeling Xt-EA{H|A (O AE|FE)
U.S. EPA, Pesticide establishment registration (O] 2% E)

DUNS number At=A{H|A (AOLO] O )

MFDS, A&/ = 1AM XZAH|2 (RegASK)

U.S. FDA, NDI notification &5 (Chemical Ingredient) (Biit)

US. FDA, AlE 3 HZ7|SAE MEAIE AAHHAN(ME)

US. FDA, AIF 3 HZ7|SAE MEAIE A AAN MBRAAH )
US. FDA, FCE-SID SZ (58324

U.S. FDA, Food ingredient & labeling AFZA{H|A (HE)

U.S. FDA, Cosmetic ingredient & labeling At A H|A (Z2IHE)
U.S. FDA, FFR & FCE-SID (ZZSHAIEE)

‘EAEAZLL O =2 QI5{7} M= TS X|7 |1 AlF & 2FEE MD|LE G2k eh=F Y2
U.S. FDA, NDI notification = (Mixed herbal extract) (Kiit)

U.S. FDA, Food facility registration (AHAHZEE A A HI)

U.S. FDA, Food facility registration (210O]0f )

U.S. FDA, Food ingredient & labeling AFZA{H| A (JSC)

U.S. FDA, Food ingredient & labeling AFH2A{H|A (HI2ZE)

U.S. FDA, Food ingredient & labeling AtH2A{H| A (ZIE])

U.S. FDA, Dietary supplement ingredient & labeling X2 A{H|A (412 O0}O0|QHE|)

U.S. FDA, Food ingredient AFEA{H|A (O = 2A])

MFDS, AZ&®¥ = 1M XZAH|2A (RegASK)

U.S. FDA, Food facility registration & £z (A 00| QHE|)

US. FDA, FCE-SID &5 (HIEZZC

U.S. FDA, Food ingredient & labeling Xt=2A{H|A (JG-SSG CO, LTD)
U.S. EPA, Annual report AtEAH|A (Ch= 7[ Q)

%]

oo

~

=)

U.S. FDA, NDI notification &5 (Probiotics stain) (Piit)

U.S. FDA, FFR & FCE-SID inquiry AFEAH[A (2] QI &HA| )

U.S. FDA, Food ingredient & labeling AFH2A{H|A (O E 2| Al)
U.S. FDA, Food ingredient & labeling AFHEA{H| A (412 0tO0|QHE])
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(Business History)

2022

About 50+ Projects

— 30+ Food and Supplement Projects.

— 5+ Cosmetic and OTC project.
— 1+ Seminars and Trainings.

— 5+ EPA Projects.

— 10+ other projects.

2021

About 55+ Projects

— 30+ Food and Supplement Projects.

— 5+ Cosmetic and OTC project.
— 1+ MDSAP Project.

— 1+ Drug Project.

— 15+ other projects.

I(’G M P www.K-GMP.com | http://blog.naver.com/kgmpcom | E-mail :
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Health CANADA, Zt&E % OTC MZA|ED EYGMA (OF2 2 T A =)
MFDS, =2AE 4 & S BEA|7|R{ALE XHEAH|A (Cavelier)
MFDS, A& = 1A AHEA{H|A (RegASK)

U.S. FDA, Medical device MZA|E, =Xt & ==X} 55 A (Tt 7| Y)

US. FDA, OTC MZAIE S HE S5 A4 (O 7|18))

U.S. FDA, FFR biennial renewal (Ct5$= 7| &)

US. FDA, FCE-SID & (& {2

U.S. FDA, Food ingredient & labeling AtEAH|A (7| A2 sxT
U.S. FDA, Cosmetic ingredient & labeling AtEAH| A (Z2I{E)

MFDS, 32| A& MZEAHE S5 (Cavelier)
U.S. FDA, Dietary supplement ingredient & labeling AFZA{H|A (A &)

MFDS, 2|2 S{ QM EA|H cGMP H|CHH MAL SHMA (BEH 2
MFDS, A& = 1A AHEA{H|A (RegASK)

U.S. FDA, Food ingredient & labeling AFHZA{H| A (ZIE])

U.S. FDA, Import Alert 99-08 X+2 A& (Sit)

MFDS, E2|2 8 = AlF A XHZAMH[A (RegASK)

US. FDA, FCE-SID 2 (3H2 M%)

U.S. FDA, Food ingredient & labeling A2 A{H|A (OFH EZF|A|)
U.S. FDA, Cosmetic ingredient & labeling AFEAH|A (SR ZHTHL)

FTC, O/= Wh 2|5 =Xt RN number AFHEA{H|A (O} OLE| 7}
US. FDA, FCE-SID &5 (sS4

U.S. EPA, Pesticide establishment registration (HAf)

DUNS number Xtz A{H|A (ZOFH|H0f| O] X])

HB7|sAE GMP HH|LE 2 (F2h SV T8SE
U.S. FDA, FFR & Food ingredient & labeling AFH2A{H|A (R A|AHO| )
U.S. FDA, Food ingredient & labeling AHZA{H| A (ZIE])

U.S. EPA, Pesticide GAP analysis report AFZAH|A (2l 20M)

KMF, A& HALAL 215 XEAH|A (LHO|E )

U.S. FDA, Food facility registration (A1)

US. FDA, FCE-SID S (Z=2f )

U.S. FDA, Cosmetic ingredient & labeling At=A{H|A (O] 2)

MFDS, SHA| X QIFAZ R 2 (Probiotics strain) (CHR Hansen)
DUNS number XAtZ2AMHA (SRASFEE

U.S. FDA, Food facility registration (OtCHEIZ2{|A|)

US. FDA, FCE-SID 65§ (T1&)

U.S. EPA, Pesticide establishment registration (534 &)

NMPA, I E AZE S5 (00| X|AH|HA)
U.S. FDA, FCE-SID 52 (sg€Z4h

EFSA, EU Food ingredient XtEA{H|A (HKO[ =2
U.S. FDA, Food facility registration (& &S FE)
US. FDA, FCE-SID S (Z=2f &)

U.S. EPA, Annual report AtEAH|A (Ch= 7[®)

U.S. FDA, OTC product S& (SHE <)
U.S. FDA, FCE-SID S& (A &)
U.S. FDA, Food ingredient & labeling XF2AH| A (CH&E102{ 4

KMF, 4& HALAL 215 AtZAMH|A (O|RIEE)
EFSA, EU Food ingredient AFEA{H| A (RO AE[HO| 2)

U.S. FDA, Medical device M ZA|A, =X} & ==X S2 AAM (T 7|1

US. FDA, OTC MZAIE X HE S5 44 (T 7|18
U.S. FDA, NDI notification &= (Probiotics stain) (HYiit)
U.S. FDA, Food facility registration (& L[H])

U.S. FDA, FCE-SID & (YO AE[HIO|R)

U.S. FDA, Food ingredient AFZA{H|A (A0 AE|HO| )

MFDS, S=AtE Al XH=AH|A (Chr. Hansen)
U.S. FDA, FCE-SID S 2 (s8=24h

U.S. FDA, FCE-SID SZ (0| X| I X])

U.S. FDA, FCS XtEAH|A (2t E A 2|0}

U.S. EPA, Pesticide establishment registration (%|Z)

U.S. FDA, FCE-SID S2 (s8324h
U.S. FDA, FCE-SID & (1 2{Q&H =)
U.S. FDA, FCE-SID S2 (7| M|0|K)
U.S. FDA, FCE-SID S2 (ZXtH L))
U.S. FDA, FCE-SID S2 (L1124
US. FDA, FCE-SID S& (Niit)

ICGMP
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A= (Business History)

ICGMP

2020

About 50+ Projects

— 30+ Food and Supplement Projects.

— 6+ Cosmetic and OTC project.
— 2+ Seminars and Trainings.

— 5+ Medical Device Projects..
— 5+ other projects.
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U.s.

FDA, FCE-SID 52 (H&)

KMF, 45 HALAL 2I& AHZA{H|A (OF220|E)
NMPA, 2t&E ingredient AHZA{H| 2 (0] O] X[ A H| 4 )

U.s.

U.s.
U.s.
u.s.

U.s.
U.s.
U.s.

FDA, FCE-SID S8 (s&=24h

FDA, FCE-SID inquiry At2AMH|A (RO EEEE)

FDA, Food ingredient & labeling AFEAH|A (O] SFX)

EPA, Chemical ingredient At A{H| A (0] O] X[ #|O|H| 2 2 &{ X])
FDA, NDI notification &5 (Probiotics stain) (HYiit)

FDA, Food facility registration (& 2FZeAE)

EPA, Pesticide device labeling Ak A H|A (TFHA)

MFDS, AZ7|sA& &l XtEAH|2 (Chr. Hansen)

U.s.
U.s.
U.s.

U.s.
U.s.
U.s.
u.s.
u.S.

u.S.

FDA, NDI notification &5 (Mixed herbal extract) (HXiit)
FDA, Cosmetic VCRP &5 (Of2|0ta A El)
EPA, Pesticide establishment registration (22 2|0f| O| M)

FDA, Food facility registration (2= OFFEE)
FDA, FCE-SID &5 (FX|F2|A &)
FDA, FCE-SID &5 (122l H x)
EPA, Pesticide establishment registration (2h=%4 2f
EPA, Pesticide establishment registration (534 &

=
FDA, FCE-SID S8 (s8=24h

)
)

-
T

MDSAP, 2|2 7|7| CHAMAIZ 2 O XEAH|A (CHROIC))
PMDA, €& Drug ingredient & &% &H| AFEAMH|A (5K <)
CFS, & Food labeling AFHZA{H| A (5HOH 7}

U.s.
U.s.
U.s.
U.s.
U.s.
U.s.

U.S.
U.S.
U.S.

FDA, OTC ingredient XhZA{H| A (2HS A2t

FDA, OTC ingredient AFEA{H| A (A EIAX| Q)

FDA, FCE-SID &5 (= &)

FDA, Food ingredient & labeling A=A H|A (Niit)
EPA, Annual report AtEAH|A (Ch= 7] ®)

EPA, Pesticide device labeling XH2AMH|A (23 YA)

FDA, OTC product & (H2H <)
FDA, FCE-SID §& (HE)
FDA, Food ingredient & labeling XHEA{H|A (O &112{4h

KMF, AlZ HALAL Q15 AtEAH|A (O|Q15E)
EFSA, EU Food ingredient A2 A{H|A (2M0f| AE[H}O| )

U.S.
U.S.
U.S.
U.S.
U.S.
U.S.

FDA, Medical device MZA|E, =Xt X ==X 55 AL (Ot 7| )
FDA, OTC M Z=A|2 2 HZ 5 A4 (T 7| ®)

FDA, NDI notification =5 (Probiotics stain) (HYiit)

FDA, Food facility registration (&{L|H|)

FDA, FCE-SID &5 (20| ~E[HIO0|R)

FDA, Food ingredient AtZA{H|A (ANO|AE|HIO|R)

MFDS, SEAtE A AFEAMH|A (Chr. Hansen)

U.S.
U.S.
U.S.
U.S.

U.S.
U.S.
U.S.
U.S.
U.S.
U.S.

U.S.

FDA, FCE-SID & (s&=24)

FDA, FCE-SID S5 (Of K| X])

FDA, FCS A2 AMH|A (BIE X 2|0}

EPA, Pesticide establishment registration (%/Z)

FDA, FCE-SID §& (5824
FDA, FCE-SID &5 (1121 QI &HA|=X)
FDA, FCE-SID S5 (ZIMO|K)
FDA, FCE-SID S5 (EAbA L))
FDA, FCE-SID S& (CH&112{4h)
FDA, FCE-SID &5 (Niit)

FDA, FCE-SID §& (U &)

KMF, & HALAL 2IZ AtZA{H|A (OF22|0]E)
NMPA, 3t&E ingredient AHEAH| A (0f O K| A H| 2 A)

U.S.

U.S.
U.S.
U.S.

U.S.
U.S.
U.S.

FDA, FCE-SID S5 (s&Z4h

FDA, FCE-SID inquiry At2AMH|A (ROHEESE)
FDA, Food ingredient & labeling AtEA{H|A (O|SFX)
EPA, Chemical ingredient A= A{H|[A (Of| O] X|AH| O|H| 2 'E 2 X])

FDA, NDI notification &5 (Probiotics stain) (HYiit)
FDA, Food facility registration (&2 Z8HAE)
EPA, Pesticide device labeling XHEA{H|A (Lt A)
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A= (Business History)

2019

About 60+ Projects

— 35+ Food and Supplement Projects.

— 6+ Cosmetic and OTC project.
— 5+ Seminars and Trainings.

— 1+ Global Partnership

— 10+ other projects.

04R

03A
024

0143

12R

118

10AR

09A

08H

07H

06H

05H

'2}&E Trade Expert” 249 (2 F4otzth|0l)

U.S. FDA, OTC product &5 (Ot2|Ot3 A El)

U.S. FDA, FCE-SID & (St=O0IFREE)

U.S. FDA, Food ingredient & Iabeling RFEAMHIA (Y )
U.S. FDA, Cosmetic VCRP §5& (CHEZAM &)

U.S. EPA, Detergent (Sterilizer) XFEA{H| A (R X[ M=

U.S. FDA, Food facility registration (M|O|O|AFE

'Imported Food in South Korea MFDS Regulatory Compliance’ IH|Lt (2 Reach 24)
U.S. FDA, Medical device 510(k) AtEA{H|IA (A2 2Y))

U.S. FDA, Food facility registration (It AT E2|)

U.S. FDA, Food facility registration 814 AtEAH|A (HZTHALEE)

U.S. FDA, FCE-SID S5 (sE=Z4)

U.S. FDA, Food ingredient & labeling AFEAH|A (HYF )

U.S. FDA, Food ingredient & labeling At2A{H| A (HIO| 2 L}O| X}

HEF=XG AFE A o RS
GOST-R, EiAIOi ClFAN S8 MM XHEAH
U.S. FDA, FCE-SID S& (1121 21 AHK| x)

U.S. FDA, FCE-SID ':% % Food ingredient & labeling AFEA{H|A (H X EZ 4
U.S. FDA, Cosmetic ingredient & labeling XtEA{H|A (CHE DA &)

SAMR, 5= A& Hgtd XEAH[A (ZA|AHO|R)

Health CANADA & US. FDA, Cosmetic notification & VCRP S& (2| 2U|0|X)
U.S. FDA, OTC product S (Z0tH|QH0j| O %)

U.S. FDA, FCE-SID S& (5% )

U.S. FDA, Cosmetic ingredient & labeling XA H|A (R HIX| )

US. FDA & US. EAP & H|IEE DAV, Hakx| Xl XtEAH[A (HH )

U.S. EPA, Water filter A} A{H|A (FAZ|AL Tt

‘2t E Trade Expert” & (F2h Fot7tH|0))
=249 0H9|°._|’c§ ME XAHEAMH|A TFE A (OfE{O))
MFDS, A& Al Xt2MH|A (HEL
EFSA, EU Food ingredient XHEA{H| A (O|C| 2| Aixl
U.S. FDA, Food facility registration ( JtIOtE|°”01|
U.S. FDA, Cosmetic VCRP S (O"OiIOIXI:LEH*
U.S. EPA, Pesticide establishment registration (541 3| At Itz

U.S. FDA, Food facility registration (O|&FZ1957F 42| A}
U.S. FDA, FCE-SID £ S5 Z (HY=7Y)
U.S. FDA, FCE-SID 52 (5834
U.S. FDA, Cosmetic VCRP 8! California CSCP S5 (WD AME)
AZ SQ A A o= *El (T st R 9 z))
P““ Trade Expert” &% (F2h F0t7tHH|O))
U.S. FDA, Food facility registration (BRIF5Y)

MFDS, 2t & g4 10 (25tLt A Z2to|=

U.S. FDA, Food facility registration (! OOi0|0”E|

U.S. FDA, Food facility registration & Prior notice AtZA{H|A
US. FDA, FCE-SID & = g (sgsa)

U.S. FDA, FCE-SID SZ (I 0| =)

U.S. FDA, Prior notice Xi-.'f—*‘“ﬂﬁ (HFO| )

U.S. FDA, Food facility registration (Ol X| 1 X])

U.S. FDA, Food facility registration (0| 2Ha 1 Hsx2HH Q)
US. FDA, FCE-SID S5 (& U5ISHEMIER)

U.S. FDA, Food ingredient & labeling AH2A{H| A (OfE{OJ)

Health CANADA, Cosmetic labeling & notification AFHEAMH|A (EAE)

U.S. FDA&CE&ASEAN, 828 2|&7|7| RkEMH|A (RFEl8lZ 2|0

U.S. FDA, Food ingredient A2 A{H[A (SEFE)

U.S. FDA, Food & Dietary supplement ingredient & labeling AH=A{H|A (AKX H2H4Z)
U.S. FDA, Cosmetic VCRP &5 (OI0|AZIR)

2019 OA|2t O|HTH A TIETEN NO|LE (F2h stx R e 2)
U.S. FDA, Food facility registration OiIH'I:LE

U.S. FDA, Food facility registration (EH|O|EOIX1|—’,S)

U.S. FDA, Food facility registration (SiEHF+E)

U.S. FDA, FCE-SID & S5 = (¢ 78)

US. FDA, FCE-SID &5 (sE34)

U.S. FDA, Animal food facility registration (#|O|H}O[ 2 2)

U.S. FDA, Cosmetic ingredient & labeling Xt=A{H[A (OfE{O])

‘A2t FTA 28 T2p
O

(HIO]|2Lt0| =)
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A= (Business History)

ICGMP

2018

About 40+ Projects

— 20+ Food and Supplement Projects.

— 2+ Cosmetic and OTC project.
— 10+ Seminars and Trainings.
— 5+ other projects.

2017

About 20+ Projects

— 10+ Food and Supplement Projects.

— 4+ Cosmetic and OTC project.
— 1+ Seminars and Trainings.
— 5+ other projects.
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07R

I(’G M P www.K-GMP.com | http://blog.naver.com/kgmpcom | E-mail :

‘2014 ieleE s L 25 MO|Lt (F2 2019 IS ZETAIZ])
U.S. FDA, OTC M| ZA|E Sl AL (S 0tH| A 0f 0| X])
U.S. FDA, Food ingredient Xt A{H| A (CJRAH )

‘2t & Trade Expert” ZH (F2h FHOot7tH|0))

U.S. FDA, Food facility registration (227 ¢ MZ 3%
US. FDA, FCE-SID S5 (s&34)

U.S. FDA, FCE-SID &5& (A Zt2t0|E2])

U.S. FDA, Cosmetic ingredient & labeling AFEAH|A (A& ZHTHL)
U.S. FDA, Cosmetic ingredient & labeling AtEAH|A (A =2 H)

U.S. FDA, Food facility registration (O] X|H}O|2)
U.S. FDA, Food facility registration (& & O{Z=H))

U.S. FDA, FCE-SID 5§ (X&)
U.S. FDA, Cosmetic ingredient & labeling AFZA{H|A (0f0] 0] 2)

US. FDA, 2|2 7|7] MZ=AE A AL (A2 E)
US. FDA, Z87|sHZ RMEAIE A AL (Z0HE| 404 O X])

'FDA Regulation(A4]Z&2HZ) 49 (Fa: Z=2HA)

HZ7|SAIZE 5= Technical File T+ (S0H| Q10| 0| X|)

U.S. FDA, FFR biennial renewal (Ct5$= 7| &)

2|2 YW S 1Y Code of Conduct AFEZAH|A (FEHCH

U.S. FDA, FCE-SID S5 Y Food ingredient & labeling AFEA{H|A (AKX B2 4

‘&7 | F L] CHEO[A} Y

‘OfM|et == HIZY 7| ZAH (Fah FAQA Z2HA)

‘OtM|et == HIZY 7| ZAH (Fah AloEtM g el

‘OFM|QH Al HIZ 77| 249 (T2 st R e MEXYER)

‘ORM|Qt == ASERNZ A, TAH A glsty 4 (F2h ot R s SMUX|A=25)
‘BIS QIS EX} 8L OtM|CF AT BEZ 17| 24 (& o= R oes| BEXIER)
‘OFM|QH Al HEZ 77| 249 (T2 st R 9 ee| HFXYER)

‘OLM[QH AlE HIZ7H7|(21EE) 49 (& etaRI9Eel)

DAV, HE'= Food ingredient & labeling At2A H|A (MHFZEA|A

EAC, HA|OF A 7|SAF R XY S= (OHE D)
U.S. FDA, Food facility registration (Lt5F %

BPOM, Q= U|A[O 2t & S5 At AH|A (7 0[H| T Al H)

U.S. FDA, FFR & FCE-SID S5 % Food ingredient & labeling AHEA{H|A (ATH2HO|E2])
U.S. FDA, Food ingredient & labeling At AJH| A (M EEA|A)

U.S. FDA, Food ingredient & labeling A2 AH|A (CH QIE LA )

U.S. FDA, Medical device M ZA|E A AAL 2 Warning letter AFEA{H| A (R AT )

KMF, HALAL /& AhZAMH|A (O 20)|2HHO| 2 H)

U.S. FDA, OTC product & Cosmetic VCRP &= (H| A 0] F=4|3|AL
U.S. FDA, Food facility registration (MZla=4h)

U.S. FDA, Food facility registration (&2|LtFA3|A}

U.S. FDA, Food facility registration (FA3|A} O|E0|FEE)

U.S. FDA, Food facility registration (ZA|AH0|2)
U.S. FDA, FCE-SID &5 (H[2h

US. FDA, FCE-SID 5 3 FIS AE A= MH| & (BEHAZSE)

‘A OIX|YI E Ol FAZIAL AFLJOIAF MY

‘O|FDA, 2|27|7| =& Al Zast I5{7F EXt 8l 2 4% (F2h ot=arE )
U.S. FDA, FCE-SID &2 % Food ingredient & labeling X2 A{H

U.S. FDA, Cosmetic ingredient & labeling AFEAH|A (FHHIO| 2 E|

'2018 2222 St F0| A =T dF3" MO[Lt (F2k KITA)
U.S. FDA, Food ingredient & labeling At2A{H|A (FEZ2|)

‘7| SEI HEO|A M
U.S. FDA, Food facility registration (4HEH F=AI3| AL

U.S. FDA, FCE-SID &5 % Food ingredient & labeling Xt AH|A (C) & AH 0f)

U.S. FDA, Cosmetic VCRP & California CSCP S 2 (m|¥IAM|E))

Health CANADA, 3 E % OTC M EA|E EGMA}L (OF2 2| I A| =)
U.S. FDA, S4t= FSMA XFEAMH|A (aT SS3AL T2 127 Hf MatA s EEX)

U.S. FDA, OTC FIZA|A AFR ALAF (QFQHIH A)
U.S. FDA, OTC HIZA|A AFRALAF (22 M OHEN)
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A= (Business History)

ICGMP

2016

About 25+ Projects

— 10+ Food and Supplement Projects.

— 4+ Cosmetic and OTC project.
— 5+ Seminars and Trainings.
— 10+ other projects.

2015

About 30+ Projects

— 10+ Food and Supplement Projects.

— 2+ Committee appointment (KITA,
KSCIA)

— 8+ Seminars and Trainings.

— 10+ other projects.
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US. FDA, SALE ZEEA|A APEHMAL @T SS3AF T2 1270 H Muotal SHEHX)

US. FDA, FCE-SID §& (&£ 8)

US. FDA, FCE-SID &5 (2EXA F&B)

US. FDA, FCS AtEAH|A (REZ|HFL)

U.S. FDA, FCS XtEA{H|A (O E O])

US. FDA, Food, Dietary supplement, Cosmetic ingredient & labeling XHZA{H| 2 (OHE
a)

SHEHE cGMP & ISO 22716 15 XHEAMH|A (B2 EE 2l3])

U.S. FDA, Food, Cosmetic ingredient & labeling A2 AH| A (Y2 AFHEE)
DAV, HEH 3IHE 5§ (A 2|0}

U.S. FDA, Food facility registration (0|5 37}

—~~
i Ll

US. FDA, = 2|2FE cGMP Q7 AFM A AL (K.S.PEARL)
U.S. FDA, OTC product &5 (= <)

S E cGMP & ISO 22716 215 A2 AH|A (B7|etdEH =] 2 87l 7[¥)
U.S. FDA, Medical device 510(k) A+ A H|A(CK EHI=)

U.S. FDA, Dietary supplement ingredient & labeling AF2AJH|A (H X H S 4h
U.S. FDA, FFR biennial renewal (Ct== 7| €)

Mo atrhstn Mty Y 2y
MFDS, 2| 27|7| MZEA|E GMP S YA AL (ZZHA TORNIER)

o
2016 A2 A% e U EXEZS A 23] 35 2HDE MOlL =H 2o (F
Ag|ostm)
=

2016 A= &K 7Y A =
4d35|olstm)

U.S. FDA, OTC ingredient A2 AH|A (K.S pearl)

U.S. FDA, FCE-SID S5 Y Food ingredient & labeling AFEAH|A (3 )
'2016 G-HE| X|#A M 2F3| o A4E X3 (2 7527 8E

U.S. FDA, OTC ingredient & labeling XH2A{H|A (2 2 H|2F)

U.S. FDA, Dietary supplement ingredient & labeling XtZA{H| A (L[ O] X &)
U.S. FDA, Dietary supplement ingredient & labeling XH2A{H|A (- E2|8}0| &)
U.S. FDA, Dietary supplement ingredient & labeling Xt A{H|A (L) 0])
U.S. FDA, Cosmetic ingredient & labeling AFHEA{H|A (OfE{O])

FDA ‘The Federal Food Drug And Cosmetic Act’ HIZA|d S5 (®XRHE Y3t
U.S. FDA, (Micro Wave) CDRH S X| M| ZHAL AL E (P AXX}

O|27|7| MZ=AE GMP &G &AL (AHO| =70 2|0}

U.S. FDA, Medical device registration (Fine MEC)

US. FDA, FCE-SID 65 (Bs2g ol ME5%)

U.S. FDA, Food ingredient & labeling XF2AH|A (MFEE)

U.S. FDA, A &AL W& (Unilam)

U.S. FDA, 483 Warning Letter O & XIE2A{H|A (S EY)

i

i

X
kel
MY
ot
>
N
ot

2| ohE FHLF MO =Y Z2H (F

U.S. FDA, FCE-SID & (BT HQ ME5F)
US. FDA, FCE-SID & (M= A& & L3 E

KMF, 3}ZE 2 F HALAL 915 XF2AMH|A (K]0 Z M)

U.S. FDA, OTC drug & Cosmetic E7t Xt ZAME ¥ (ot=Z0})

U.S. FDA, FCS AFEMH|A (LGMEAHZ)

EDQM, 2|2E APl EGM A} (L 20| 2)

TBT F97 =34 2 E 20f EAEHH ME = E 2ot T
ot 2R3 2015 AEME A U X2 M (TradeSOS)
GMP (ISO 13485), 2|=27|7| MZ=A|E S A (ACUMED Inc & YA|E|HE[Z)

CE 9|27|7| QI=SZHMEl EN 1SO13485:2012 + AC:2012 MDD 93/42 EEC Annex |l
(H<LE)

0lot

2)

o o C))
8/=8 N|Lt H71927]7| 21617t M L @roteystm)
2 U X|YURE TeUek Zol F
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A= (Business History) ICGMVIP

078 -+ =W XX 'QRV|7| 722N AtsSt MA T2 02 JE 2=
068 -+ TAJ|YUH S 2Y S{I7IEM A 2O HEX| 0
« US. FDA, FCE-SID 52 (SlEf2 =)
« US. FDA, FCE-SID 52 (£42)
« US. FDA, FCE-SID S& (Ot EIZZ2 YY)
058 -« 'MEIZNHASLAAUH 5l 2 A
04A -+ Q= IRCAOA QXTI 215 MENK7|

038 -+ 2015 KIMES (3t=2|&27|7| HAHH| MA|2]) HAEXE HAMLE (DA
o Sh=H0| Business Summit A|OJL
+ IRCAQISHE us M-
« MAZ Aol AX| BEEY 4 (2 Z3tign =X AHmA)
« 2015 N2 HASAAUHE sie+E MEQASHA 29 (7"
02A - ST7IEIAL Y HZE

018 + GMP (ISO 13485), 2|&27|7| M =A|E &AL (Cynosure Inc & AO|=7+0{ A 2|0}
Fet3|Ah

O 4 128+ 2014SKKU Mt HOIE 7Y MH[ AT A|
2 I 118 - SXE ALY Y2 A|AHIOHERP) 73 U 7 b2

108 - 'H|O|ZX0| 20| H=H MOU M2

About 15+ Projects - TAT|Y7IE7HY A M - MFDS Form Setting
— 5+ Food and Supplement Projects. 098 - CTDZEH 915022000 MIOJLE Tl (SH=2OIAFZ A}

« US. FDA, Food facility registration (SPC Lt2|32t4h
08A - NMP EMZF S5 (22T

Al
078 - ‘B IH|FLAAE MACHHE Sl 5015 74 49 #MAD)
« SO 22716, I HE XM ZA|ME EGMAL

06H -« US.FDA AE % HZL7|sAE M=EAIE
058 -+ ‘M2 A AE MYUUH A EF=2
048 -« US. FDA, Medical device 510(k) AH2A{H]
038 - 'DI;? Ol SZAE XES 93t FDA, CFDA Q18| 7F Mkt 2 (T3 s 12IHo| 2
C
. WS olm
02H - 'TBT th&-gut B TS MOjLt - FDA €

=
= o
018 - '|27|7| AZALY 2O (FE: SYHSD

— 7+ Seminars and Trainings.
— 4+ other projects.

12 - UHASUAHER 7|

2013

S BEY T2 TBT MojLt 2
118 « GMP (ISO 13485), 2|=7|7| MZ=A|E SYA AL (=¥ Surgic Eye)
« GMP (ISO 13485), 2|=7|7| MZ=A|2 &G A}L (EtO[ 2t Galemed)
About 15+ Projects 10 - 'Q7EEY2 A 4T
— 7+ Medical Device Projects.. 098 - EAO|A Gl 1= 7|HAl 7%
— 4+ Seminars and Trainings. 08H -+ GMP 9I&27|7| H =AM EGAMAL (Z2A TORNIER)
o doEttistn Aot EHME Y3 2

: b
— 5+ other projects. =TETe <
06F - 'XFDA ZAHiSRY ¥ &7t (Foh ot= s+ UME RSSAh

058 -+ 'Registrar Corp’ M2X MO

U
048 -+ GMP 2I27[7| M ZEA|E S AL (O|EHE| ELTECH)
« CITI-KOSBI o{ 47| otz O] &7t
« MHAEZEJAMY ZHA 25
o J|EEMAEE MA T2 O S /AA =
038 + GMP (ISO 13485), 2| 27|7| M ZEA|E EHAMAL (MIIEZZ Health STATs)
« 'ZUYO|ZE V|7 HEH| ™AD" &I}
02 - 'BMCC OFAE Hef Am A" &I}

018 - GMP (ISO 13485), 2| 27|7| =AM &

—1
=]

12
0=
>
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r
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2012

About 1+ Projects

11 - '®=XAL A &

— 1+ Business Establishment
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Expert A H| 2 (Expert Service)

emu‘.;he-'.' ':H'.:t
¢ «CEOQ roa

LGN STED TR K-GMP QIS AAREL GMPHAXIEERE 100{H0|
o= ﬂ;ur.r'.-: d:ﬂ.'ﬂ-:!d' 4 PP NHI'.W"'!FL
.;;;?s TR eGWRSiom g MEBO|GEOHHA (MFDS), SHRE A (KITA)
> SR MAYEWAFHIY - . ~ ~ _
K GMP*HHm:;:rWt:g;: SISt SA|HHTY (KTR), SH2AZH T (KFR|)2r°|
CEGMP . == K GMP g QW oimo =k
MFDSrdu:i‘t(u:—axﬁtﬁ:hpv?dﬁraci?&;D:;J-H--‘-- %I-I'I' 73%"5 %OH %LH . 2' ZH AI‘O‘" 7'" ?lil 2.' *‘I HI
W M35t QSLICt

Certification Dept. and GMP Audit support Dept. in K-GMP provide the best service to client based on over

10 years of work experience and know-how in cooperating with the Ministry of Food and Drug Safety

(MFDS), Korea International Trade Association (KITA), Korea Testing & Research Institute (KTR), and Korea

Food Research Institute (KFRI).

AZ AL

(RA Compliance Dept.)

= ofe|QlE - 517t - S5
Global Product Registration
- FDA, NMPA, CE, ASEAN, and other countries

-> Clean Beauty, Halal, Organic, EWG, and other
certificate
» | SEEM
Regulatory Trends Analysis
- AHIEMZE - Zh . 32|
Regulatory Documentation

Q& ZkA}
External
Auditor

GMPHAIX|HEZR
(GMP Audit & Training Dept.)

= GVPAIE MAISISIZRAAL =« avpPd ZIME
GMP Mock Inspection and Auciit GMP Regulation Consulting

= S ALY = GWPHF S EH
GMP Interpretation GMP Training

K’G M P www.K-GMP.com | http://blog.naver.com/kgmpcom | E-mail

AYx ey
(Management Dept.)

= A

Legal & Accounting
= QRHEGE

Human Resources IMianagement
. DTAIAR |2

Client Support

AR LA
(R&D Dept.)

= HERA|

Legal & Accounting
= QXHEGE

Human Resources IMlanagement
- DUAIHR K|S

Client Support

Director

JglgsERy

o= T

(New Ingredient RA Dept.)

» MPRERQUT - 57t S5
NDI, Novel Food, GRAS, etc.

= I SEEN
Regulatory Trends Analysis

- FRSMAE - ZHY - B2
Regulatory Documentation

- NE - 2N
Test, Analysis Vianagement
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Expert A H| 2 (Expert Service)

ICGMVIP

JIEEM &8 HY
DUMAIE 2R DY
2ry o

22

NQ
O

lEENM

[Technical Documentation]
Client customed technical documentation.

20171 &8 IJHXIEALE 2HA
o8, R&D, T=Z, +& 5 F A AtY 2

[Regulatory Consulting Voucher Project]
Guide and assist on the government voucher project

AlgddAl &8 35 H3
LY ACH AIARZ|REQI KTC, KTL, KCL, KTR S2}2)
HUS S5 AT AIHHA 2 ALY A2

O —_ -

[Test and Analysis Control and Management]

Test and analysis management with partnership with the test labs

=W - A HS S5

HEel =H-2| 7= flet ASAAZTAHAH(MFDS)U AIFE S5 & Asi7t MB|A A|S

[Global Product Registration]

Product registration services for exporting products to global countries

KGMP

oA ZTAGAT
(. o000 0ods Manag

AlE, O|%E, 9FJIJI, SVE AGIIE L T U

=U-2 ¢S E AF, 2E, °

[Regulation Semlnar and Training]

oD RA&Q

Seminar, webinar, and training for global regulation, quality control, and others

212 [RCA 24} 1S022000 / IS09001 215
M EN

A=22| The International Register of Certificated
Auditors(IRCA)O|AM Q15 ZAl 1ISO13485 /
ISO14000 /1S022716 /15022000 / ISO9001

S US UEUS 2

[Professional Training of IRCA ISO 22000
and ISO 9001]

%a(\\zatl on fO

O %

D

< Oo«
S o,
] =
E N
Q =3
c S

Official training of ISO 13485, 14000, 22716, 22000, 9001 certified by IRCA
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GMP S MUIA M3

[GMP Interpretation]
Regulations for countries and GMP audit assistance.

Experience
Knowlege
Skill

GMPOIZ ES2 I5t01 2t 2710 T M Q12 8|, AS GMPAIAL 2

o
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o

JOLL Tr Ft mATER umaT
S| GMPREREAXINAH —— - GMP SAXI A -
03 i TR LA 04 oA =t u“o.«‘-n T

KGMP%&}&!Q&E& TLRACRONIRRIE we ananpay 329
Sensayg . !‘1“

GMP Rageiula 41y © T :"';;
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ww ;FEJ 308 0¥ T4 AEH BT — - — ﬁh‘ 1He Elll o oW T MTYH BE

AR AURD Y= BHER o6k & G WP AR iﬂﬂ Gl 2 ES
O = o T M Nao oos M - e 4GP com 00 AIEH UL A SIS S8
WR|F M 2T WOLR AR WEL|TH ““ - AR B AE WOINT ST
ey u!-ui AT 21877 wi MP A4 1R
BT 20118 05 F E Q‘ “’3’1{' osEE

n-eup m / 031-548-0055

B ; wwne K-GMP cam [ 031-548-0055 VIR —— e
#2ARSUBITTATY

[R&D Advisory]
R&D advisory assistance with the innovation

HC} dghet o|=7|7| 7|e&AM Ad= et = (STED) 7HE

o
KGmP O 3 ugoprmorn

ﬂi "ﬁ-!-ﬂ Eﬁ m;ﬂ "ﬂ LT ol r-::l-pl-liil :Ili- JEFITY

B B SR i o Kt B P

E:

J

kel kel kiR 1IcTC

€ www.K-GMP.com

Q) +82-31-548-0055 (® +82-505-369-0055 (@D K-GMP@K-GMP.COM ot e ok
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Q15| 7} A H| A (RA Service)

ICGMVIP

KGMP

Regulatory Affairs Consultancy

Russia
UK ¢
¢ Europe K GMP K
- orea
* (EU) -
Turkey China @
° °
Japan
India
[ )
[ )
ASEAN
Australia

@,

@

El

2+

Branches

30+ 20+
Countries Partners

Canada
[ )

K-GMP Hawaii USA

©

[ )
Mexico

[ ]
Colombia

[ )
Brazil

)

Inspectlon DEt.entlon Registration abel Review Certificate Documentation
Assistance A55|stance Issue
[ K-GMP Global Service Map]
© DATA @ Review
XK e;/}? oo e s%; b
(. o000 (. [ I N ]
O Certificate © Registration
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Q15| 7} A H| A (RA Service)

Inspection Assistance

IKGMP
Mock Inspection
(AFHAAD MUA A= b )

How do | prepare
the Inspection?

Detention Assistance

u4lsto] A|F0]| Cish 2H=2E & 52, I= A4

Inspection Results

< Inspection Process »

- 2} L2t2 S5k AlIS0l 24 A0 2lsl 12 & AREl= 37 DA Hitst slie =712t

- Assist with re-conditioning, approval and release of products on behalf of client with detention.

Registration

[ Food & Beverages |

-2 9 87 S5 (FCS)

- M AMojg¢E M1 (NDI)

- A E 5 et 41 (GRAS)

- 4 - M4 HES S (FCE-SID)
- ME U HEAHLSE (FFR) '
- APHA M (PN) EE2 ;

- 2t (Label) HE

[ Cosmetics ]
-SEE A AL SE
(MoCRA)
- 2H (Label) HE

[ 22 MF Of|A[]

[ Drugs |

- YHko|okE (OTC) S5
12F S5 (NDA)
& 22| (Test Control)

o}
- AFAMEIE EE (UDI&GUDID)
=

7|17] S5 (Medical device registration)

=9

—

on Form

e

(1]

e o

@ +82-31-548-0055

+82-505-369-0055 (@ k-GMP@K-GMP.com (@) § ik chbeon
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Label Review B ST ettt
SH= W FNs E = R LY e

308 A3 R ME oag, A=, | FEEE p S

s et 2t 2= Fh 1 th &

- Label review for food, dietary supplement, drugs,
medical devices, and cosmetics based on the
regulation.

Certificate Issue

-HE SE AU O= K-GMP AH|A ZI8H Hof Ci3l
OlZ M (Certificate) ZH4| &=

- Label review for food, dietary supplement, drugs,

el
Declaration of Conformity
[rs—"

Py ——

COMPANY NAME

_,_
QRARRRRRRG

medical devices, and cosmetics based on the
regulation.

Documentation

- 7|2&AM A A|¥ (Technical documentation assist)
(S|2FZ Drug Master File_DMF)
(C|27|7|_Medical Device Master File_MAF)
(8}+=_Cosmetics Product Information File_PIF)

rd — W o
nprove tf $g/oba/ competgens

& [Support for obtaining overseas certifications and
standards (ND, GRA'S" Novel Food, NDA, OTG etc,), consulting

2ZAlS| SEY FHE X2 E £/
3L/ 2IF - 74 (NDI, GRAS, Novel Food, NDA, OTC, etc) &5 X|&, #H&E
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01| 7} A{H| A (RA Service) ICGMP

K-GMP Global Service Hand Map

K-GMP will give you a quick and accurate advice on the regulatory affairs, licensing and certifying

GAP &4 =M 1= ot A& NE &5 N ISR ES
GAP Analysis Documentation Label review Registration Customs clearance Audit Action

FOOD &

DIETARY SUPPLEMENT COSMETIC & OTC

for Human & Animal

* Food Facility Registration and RP Requirements COSMET'CS_ ] ] ]

* FFR, EFSA, GACC, ACD * Cosmetic Labeling and Ingredient Review
*  Food Canning Establishment (FCE) & Process Filings (SID) ~ ®©  Cosmetic Establishment and Product Registration
«  Food and Supplement Labeling and Ingredients Review * MoCRA, CPNP, SCPN, CPSR
* Food Contact Substances (FCS and FCM) *  MoCRA Regulation Compliance
- Generally Recoghized as Safe (GRAS) Over The Counter (OTC) and others
« New Dietary Ingredients (NDI and Novel Food) « Data Universal Numbering System (D-U-N-S®)
«  FSMA & PCQI & GB & EU Directives & ACD * Drug Establishment Registration (FEI Number)
e Prior Notice & Customs Clearance * National Drug Code(NDC) & Product Registration

«  Other service related with the Food and dietary supplements. * OTC Labeling and Ingredients Review (OTC Monograph)
* New Drug Application(NDA)

MEDICAL DEVICE

* Data Universal Numbering System (D-U-N-S®) * Certificate of U.S. FDA Registration issued by K-GMP

* Medical Device Establishment Registration and Listings * Detention Without Physical Examination ("DWPE")

* 510(k) Assistance

* Medical Device Master Files (MAF) *  Food Safety Services; HACCP & FSMA

* Life Cycle Risk Management e cGMP (Food, Cosmetics, Medical device) Service

* Usability Assessment  U.S. FDA Inspection Interpretation Service

* Cyber Security Assessment  U.S. EPA; Establishment Registration, Product Analysis

* Unique Device ldentifier (UDI) and Global Unique Device *  K-GMP Mock Inspection Service by FDA Inspection Rule
Identifier Database (GUDID) *Certificates of Registration or Reports issued by K-GMP provide confirmation to

o Medical Device Labeling and Product Reviews industry that you are fulfilling U.S. FDA registration or regulation requirements. U.S.

**FDA does not issue or recognize Certificates of Registration.

: Identification Report (IP Report) ***K-GMP is not affiliated with the U.S. Food and Drug Administration.
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. = X| EZF (International Standard) K’GMP

K-GMP= 124AtS] RAEZE 852 2o =M
2 7|50 22Y HYY M 28
S5t AFRIO) A2 96 = 2fatn YL

K-GMP strives to improve the global competitiveness

\ /
\ f/
\. PRODUCT

e ’/,/

\\"'--\-._

of our clients and to develop the industry by
assisting in certified international standards.
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= H| EZF (International Standard) ICGMVIP

Critical
control
point

HACCP (Hazard Analysis and Critical Control Points)
A0l HAE YUOMFH =[S A0 E2]6k7| A

2t A0 M S=14, Btetd, =4 flofl @47t dlig AlF0
YU AL LEEl= AS YAISH| et 2l dEe] AL

C
S
Hiliga
suEeTAE

Y
T

Documentation

. ; Monitoring
A hygiene management system to prevent biological, & sampling

chemical, and physical hazards from being mixed into or Corrective

contaminated with food at each stage from the production
of food ingredients until consumption by the end consumer.

ISO (International Organization for Standardization]

ISQO| U HE SETAS 28, SUotil A & MH|L9 =A|H URS AES| 5b| flet =4l EE
b An international standard to coordinate and unify industrial standards that differ from country to

country and to facilitate international exchange of goods and services.

[Food] 1ISO22000

[Drugs] ICHQ8 /ICH QS /ICHQ10/ICH Q11
[Cosmetics] ISO22716

[Medical Devices] 1ISO13485 /1S09001 /1S015223

GMP (Good Manufacturing Practicel
AIZ O|OFZ SIAE Oo|27|7|0 otF MU S5 HS ZEAMHM ESSt= 7| 2R HO2 M9

24 Hz B 7|2

Good manufacturing management standards as a basic condition that guarantees the quality
and safety of foods, health functional foods, pharmaceuticals, cosmetics, and medical devices.

- S AT - Hl2SEe|of HEt Ay APy dL M7= 4
- M =2l Abat - A gl 7|22 o] Tkt AFEH - 2tolo] a3 - ZAIQ anFEh Aizkdia, 2l U g
- HA|ALE - 912 9l Z{ZHT2|0f| Bt AFEH 212+ 23| gl Atz - AR AR E 2RAFAM| SAGh= U
A[HZAIA L8 o] e | U HH A
-BEE o] 2|
-BES, ASf39 2| L= Y
- ZAIEC| AR EIRIC| AR |=A
ERCA
<{ GMP Documentation Requirement > -7[EFRIQBHAIE
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= X| EZF (International Standard) K’G M P

CTD (The Common Technical Document)
A 23t2| | (ICH)O| M 2|%F 37t AR A= T4 H 22 BEEelet 24

An internationally standardized document for drug approval review data

format in the International Conference on Harmonization of Technical
Requirements for Pharmaceuticals for Human Use (ICH)
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STED (Summary of TEchnical Documentation)
TAHL|E7|7| FAHYSAZEE (MDRROIA Zt=2| 2|2717|
THA| {0|E QI0H7| I8 =2 o| Y&t 2 J|EsI] 285t=
HZ35E 7|82M

Summary Technical Documentation (STED) was

developed to drive more standardization of medical

device regulatory submissions across markets.
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M|O|L} & 1! & (Seminar & Training) KP
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Requests from government, associations, and businesses, K-GMP provide a wide range of professional
training and seminar services such as GMP, I1ISO, FSSC, HACCP training, global regulations guide,

regulatory compliance, certificate, and import and export advisory including food, health functional

foods, cosmetics, pharmaceuticals, and medical devices.
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K-GMP provides publishing project such as global regulatory trends analysis, industry regulations
guidance, regulatory compliance and analysis, and global trade guidance.

[ K-GMP Regulatory compliance publication]
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Multiple vitamins in packets
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Global Regulation & Authority

I

O

@

a

MFDS (Ministry of Food and Drug Safety)

187, Osongsaengmyeong 2-ro, Osong-eup, Heungdeok-gu,
Cheongju-si, Chungcheongbuk-do, 28159, Republic of Korea
Tel: +82-43-719-1564

U.S. FDA (U.S. Food and Drug Administration)

10903 New Hampshire Ave, Silver Spring, MD 20993-0002,
U.S.A
Tel: +1-888-463-6332

U.S. EPA (U.S. Environmental Protection Agency)

1200 Pennsylvania Avenue, NW, Washington, DC 20460,
US.A
Tel: +1-202-564-4700

PMDA (Pharmaceuticals and Medical Devices Agency)

Shin-Kasumigaseki Building, 3-3-2 Kasumigaseki, Chiyoda-
ku, Tokyo 100-0013, Japan
Tel: +81-3-3506-9456

FSSAI (Food Safety And Standards Authority of India)

03rd & 04th Floor, FDA Bhawan, Kotla Road near Bal
Bhawan New Delhi, 110002, India
Tel: +91-1800112100

Health Canada

1801B Ottawa, Ontario K1A 0K9, Canada
Tel: +1-866-225-0709

TITCK (Turkish Medicines and Medical Devices Agency)

Sogiitozii Mahallesi  2176.
Cankaya/ANKARA, Turkey
Tel: +90-312-218 30 00

Sokak No:5 P.K. 06520

ANVISA (Brazilian Health Regulatory Agency)

SIA, Trecho 5, Area Especial 57 Cobertura Brasilia — DF,
Brasil
Tel: +55-800-61-1997

NPRA (National Pharmaceutical Regulatory Agency)

36, JIn Profesor Diraja Ungku Aziz, Pjs 13, 46200 Petaling
Jaya, Selangor, Malaysia
Tel: +60 3-7883 5400

®

S
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EFSA (European Food Safety Authority)

Via Carlo Magno 1A, 43126, Parma, Italy
Tel: +39-0521-036-111

NMPA (National Medical Products Administration)

No 1 Beiluyuan Zhanlan Road, Xicheng district,
Beijing, 100037, China
Tel: +86-010-88372260

USDA (U.S. Department of Agriculure)

1400 Independence Avenue, SW Washington DC
20250, U.S.A
Tel: +1-202-720-2791

TGA (Therapeutic Goods Administration)

PO Box 100, Woden ACT 2606, Australia
Tel: +61 2 6289 4124

FDA (Food and Drug Administration Philippines)

Civic Drive Filinvest Corporate City, Alabang, Muntinlupa
City, 1781, Philippines
Tel: +63-02-8857-1900

COFEPRIS (Comisién Federal para la Proteccion contra Riesgos Sanitarios)

Monterrey #33, Roma Norte, Cuidad de Mexico, D.F.,Mexico,
Mexico
Tel: +52-55-50805200

Rosstandart (Federal Agency on Technical Regulating and Metrology)

Presnenskaya Embankment, 10, building 2 (IQ-block),
Moscow, Russia
Tel: +7-495-547-51-51

DAV (Drug Administration of Vietnam)

138A Gidng Vo - Ba Pinh - Ha N¢i, Vietnam
Tel: +84-024-37366483

HSA (Health Sciences Authority)

11 Outram Rd, 169078, Singapore
Tel: +65 6213 0838
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Korea Global Regulatory Compliance I —

K-GMP provides usmANMPA CE Registration & Compliance ‘Assistant for
Companies in the Food, Medical Devices, Drugs and Cosmetics

ICGMP Global Regulatory Affairs Consulting
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