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2.3 At2dl 2: 2010 Y Genzyme Allston HIO|22|2E EAAINR}I MEZH GMP 43t
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2.4 A3l 3: 2012 A NECC 2% FA| AT} S2-9|EHA|Z 731243}
AL Ui
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facility 7t CGMP requirements & &4-5l{0} 5, risk-based inspection Ci4t0|2t1 MHEHL|Ct O|l= EdAH R £
QUEH HRAEE 4E H 2o SSHERE 2 &P, O =2 £ GMP 22|t #4|7|2& oversight & BHOIO}F StCH=
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2.5 A3 4: 2018 A Valsartan NDMA 2= A7 API &
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SUCt FDA & Zhejiang Huahai 7t
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=2 o Md

Qi11, 0] peak 7} probable

human carcinogen 2! NDMA 2 &Ig|QCtD X[ A& L|ICHERIILES [8], [9]).

2912t GMP 2|2

O] At APl SYHZ 2 ST 2 risk assessment 2| S8 EOFLICLH API H2SZ2| 01, A, BFSZH,
3|0, 2| 20| HEH MR E20| YAl = JSUCH 2L SFHEL SLIY0| S23| BIt=[A|
oM, A MA HAHCUE SSL22 2| AT SHAFELICE

T F2 3o

Change Control AP HzEH HES ZAFS LI B=

=TE 2 Nitrosamine ‘44 7t540i| Cist OS2t Al &=

oY 22 APl A 24 3HHE FEet JHEI =0l 25

{71ALE 22| SHHAD S 7IAR, CEP/DMF/ASMF 2| et 24

=224 359 B AP A2 A 227} Tl x| A RAQ} 272 BHAH
A7 2t g0t Zet WE
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=Rz

nitrosamine risk assessment &
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dMAH == Zakst

H2s
=]
=HAD I:II-AH 7|_|_A.|o 1117|'3|'_T'_

=2Cc= 2
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S SYHE A2 2240| A BLEASHCEH
719 o molE
71d this A9

Nitrosamine Risk Assessment API 2 2tH|9|2FE R F0l|A 2] M A= HIt

Change Control 23} SEHE, B0 E, A2, 2|01 ALE Al SE7L

Supplier Change Notification STYA HEAGS A0 S22 Fot

S DOE A B0 Cist 48 AlHY 25 L

5712tz Etd A Hz23Yo o7tz e| Lx|d ol
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2.6 At 5: 2013 9 Ranbaxy Laboratories Q1= 4|2k GMP-H|0|E{ A12|d o|fe 22Y
TAIZ=2H2013 H2 8 2 U 72 U AIEY)

A2 L2

Ranbaxy At2fl= Qe =A|9F A 240] GMP 28t} C|OJEf 412|d 24|17t =228 Al 0|2 STHE CHE AR LTt
FDA = Ranbaxy 2| Dewas 2! Paonta Sahib Al import alert, Application Integrity Policy Z2|, consent decree,
DOJ 22| 58 FAHZR2| 2222 ZI5t1 &LICH FDA = Dewas X Paonta Sahib A|/d9| A|ZZ M1} 250
extensive deviations from U.S. cGMP requirements 7+ Q15| ATt MHSLICHRIDES [11], [12]).

+ Ranbaxy USA 7} QI L &= AH|RA|MO|A L2l adulterated drugs 2| H2-FE1} A= SHE| Ho|of CHal

7EE QEota, YAt ES-24 19 540 el & UAL O[3 5 - S ol & 5 A HHE XG5 |=2
SHCI

b = |
Ranbaxy Atei|e] 232 thedt A 22F 7} OfL 2t H|0|E{ 2t S22=9| d2ld SAURASUCL H=2RIIF, Al-7IS,
2 FAIZ|R] ZSHH, A Z0| 2AI2 7|20 HeetA| TEhe 27t At T
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CGMP &% HZA He|HEit SHAA- 01
Application Integrity S 7tAL=0f| AlE2E ZEO ME|lY 2
Quiality Unit E212210| =241} oversight 22
2Rl 2 Z 2259 Cf| OB AHHHA Ay

A7 2 ci22F 243t LHE : FDA = import alert, warning letter, Application Integrity Policy, consent decree &
ChSH A ~EH2 S3ll Ranbaxy Off CHS RS LICH O] Atel| O|F =22 GMP A0 A HO|E] 42|52 A HAYHO|
E|0, E35| ol A2k HZA0| CHSH A C|O|E, audit trail, AIRZHA 2|, OOS AL, HALA|AR HZ A 22|71 o
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(u]
[} = O,

71 S Moy
Data Governance CIOJe] &, 4, B, g, I7| M 1p-y e
Audit Trail Review A ARIOA HA-AA-2)22| 0|2 HE
A EOIH 2& A& ZDHE ofL|2f raw data, sequence, integration, logbook Q!
QESIO0y 24 UhE Al YAl S RES} BHEHO| Dhet 2 Bt
=228 4%t Clolg 22t YA|ote 22|2etet 4 MY =
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2.7 A3l 6: 2020 A Ranitidine NDMA A| 224> ApZ4at Moj37] 22| 243t
AfD L8

FDA & 2020 '@ 2.E ranitidine AlZ2| A 242 2Y3MELICH FDA & Y& ranitidine A E0|A4 NDMA E&=0|

AlZE B0 et SVt 4 UL, 42EL 22 250M 2E2E 3 LB EY ~ fle vl 220 22 &
RS LCH O 22 ranitidine HE2 0I=0M At £ 712 2Y-0TC AHEO| 27+55H|

Ranitidine Algil= A2 AlH| AIFZRC = ZHS 25 4 YSS BOSUHCE A= 2= HYsiHets, R 22 S
220 37t 4+ UACHH 2ot oM E SE5HA| YU
= F2 %™
orYg Bt AL 250 GE 2 37t 7tsd Bt RS
HE HoiF7| HZ Ol Ha-7&E-ARBY|1 S S 22| 0I5
== e Nitrosamine ‘4°d 7ts40f CHEt 2|2 ot H2
AZZAl ol & SAUEA A=0f e MEE S ER

AI712 chS2t 23t WE

Ranitidine AF42 nitrosamine 22|7F APl 54 O|5+01|2F I 5He|Z| 9F11, 2bA|o|ekZ 0| otdd T2t Mol=7|
AU Z SYE|0{0F &2 BHFUSLICEH AR A|HO| HEHY® OfL[2t A & B2 A, REXA, AR S

== HalV A7 2o F2 2ty tidol HAS LI

Alzol o] @

— o
Ranitidine 2 2|49 7ot £248 % | 2e| ASEE HY-OTC o AFO|USLIC Al e 2Rt 9| =210
CHA 2| 2A| M8, 7[Zo| HF ZEZ 2|2 2, 2|42 28|} 12| 252 0| G LIt

7| thS ZRIE

71 ths 49
Stability Program 23} A71-7H4 Aol 22 Het Bt
Nitrosamine Strategy A= 4d 7tsd, AIEY, 5188t &e
Lifecycle Monitoring EM Z EBHAR, 3SHEE, TAV |2 B ELEEY
BazAZE N2-5E-FEX0| S0 0|1z G- HWIt
Change Management MY, Y, 38 HE A 22 J MYt
Insight Point

O|oFE B2 MIZ AloIM ELIA| 2o, L -HZ-E3-FE-AE7IZE HA|0f|M ‘Yo7 H 22 22| £[o{of §LICt,
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2.8 Al3j| 7: 2021 A Emergent BioSolutions COVID-19 YHAI 2|24 O|#2} BHAl CDMO GMP

Zst

Al L

COVID-19 ™| Q! A0l A Emergent BioSolutions Baltimore Bayview facility = Johnson & Johnson COVID-19 g4Al
A ZQF 2ATI0] FDA AALS BHFSLICEH FDA = Emergent BioSolutions AAIOIA A ZAR}, 7|2, 218 1S, A|E 29,
O|otE MAAH, SEAIAHE AESID, A|H2 SHO| QAL 7|&8 SSH=A0f 26t of2] HRAES

M AIGHCE D S CHRIDES [14])

o) Aol Mol ateterat CODMO 29 2|23 8 B EL L WAl A 2= =2 &2 g2, 3d=2
F C

=11 F2 34

CDMO 8¢ QIEMK| R A EZIA|ARIDE DZHAL oversight

fele-nlel] A=Y e, SE=e, FEAY a2

nesEy 22d HE2SE YA A AN

=M-7|15 HZI|5, YE7|5, HaEe 7159 A2y

Al el SH0| Aot A REF AL2F 22
FAI7I 2 2Tt 25 YR 1 FDA = 7125 D2 NBOIME HZA AAI} ZATIIE 24515H2| AUSLITEH 23]
WAID} 0] 2E2H PE0| 2 HZOIME ZHEL|, QAT J|Z, DSTH, AILAE, ZUAAUS O A5

fol

oIHOF BHCHS A 212 AIAIGE LICH,

J

AlZhof| O| 21 Fgk: |2 HEHolA BHA A 2AC| EAEAE TY 7|He| SAH|E0 O%|2| tELICt M2, S5
UY HY, DAL A 7|2 Al 2|AT, SFSEH S YE0 FFE & + UASULCH O] Atdll= CDMO €
SESIE2tE 2[Z AHE MUA = AEAHRAL| GMP &8 A3H 22 4=6l{0f Sttt S E0iF LTt
712 thg EQIE
71 thS Mg
CDMO Oversight UEA 2 A AAL H7| SE3FQ|, MR 7 22
Quality Agreement QUEIH T HAEH HiX|Z5} YA| 0|05 E2HE HEs}
382 WA WR|E ISt suite, 2|, RAY, 012 22|
ngeA 22 M 2SE AYAF A 2 E o 22
=g ZEEE L2 Al A| 3 2F 27} oversight F batch certification &

Insight Point : ZISY&0lME GMP 32| 2 23tx|2] pfEL|CH 25| SSEH J&¢0| 2 AIFL+= CDMO 22|
22|, FHAI2H oversight = & S23HLICt
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2.9 Al 8: 2023  Intas Pharmaceuticals GMP-C|O|E{ AI2|A O|#el 22H 3ZU H3k

At2 L}E

FDA & 2023 '# Intas Pharmaceuticals 2| Q1= A 240 Chsl Warning Letter £ HHHSL|CE FDA = ol{S A 240 A

A2 CGMP A &2| 0|5, ZEES A|A- EX| 22 ASA ZAFO0|E, aborted chromatographic sequences S

MZESHHI0IH 42|14 BAIE A|AH3HELICE siiE Warning Letter & A2/ %E CGMP 9{8tE 29kst1 I, Intas
HZ=AE Import Alert 66-40 2t AZE|ASLICHRIDES [16]).

N T

e J

F

rk

rie

o137} GMP #|2+A
Intas At3fl= ST GMP Of|M H|O|E| 2t4/40| &ff HIF 29| stial 2HUZR| E0FL|CH AR I=27t Y& Atz FAIZ|A]
Lt

OF7{L}, HAPA|AE St audit trail O] 25| 22|52 7L, chromatographic sequence 7t

T F2 F|oF
2IA| Cj|o|g| e original CGMP documents oversight 0|&
ZREIALE Y2Heh oy ¥, audit trail 22| =
AlEA ZAL aborted chromatographic sequences ZAt 0|&
E2za2l data reliability & 2g 25t} 212 B2
322 STt SEFEL2 &g &~ As 223

THA|7| 2 CHS 2t ZSH LHL : FDA & thesh 24 E.2H0| OtL|2f, data governance, computerized system control,
laboratory investigation, audit trail, ¥A| HI0|&{ ZHE, QA At 43S 27sts Y2 J|ti+E2 HAIRMSUCH
Import Alert = 2| H|ZA2| GMP 4|7t 0|2 A& H20 2Y JFE & &+ USS =44

FDA & import alert 7} O{ A Z 1t H[0fl F&S F 10 O H? 80| AT =2 YA|FHCH D HHEHLCH

(171).

A|Zoj| 0|21 HgF : USP Medicine Supply Map £ Intas A|410] 35 7§ 2|270] Z3 94 71 O|F=E
1=

0

2Mg o, cardiovascular agents 2 chemotherapy drugs & Z8HEICtD MHHSLICE Ol
A7 EeoE 38 7ol 9EE & + USE ENSHOHRILEH [18]

1Y ChE EUE

71 ths Ad

Audit Trail Review A2tz W -ad A 2H2| 0|H HE

Access Control 7HQId ID, Hstaal, a2t At SA
Chromatography Governance sequence 2t 2|12 integration A 22|

Data Integrity Training QA, QC, ‘4 IT H 2M GOy &t ws

Supply Chain Risk a2l HZ4A import alert, warning letter 2L|E{2

Insight Point : CIOIE| 41214 A ABA Lie] 7|2 242 237} ofLjz, £ 74325
SoiE 4 Qs 224 GMP A3,

J
fol
]
Rl
Hu
o
ry
0x
lo
Hu
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2.10 Al&| 9: 2024 A Zydus Lifesciences FAHA| O|=- 2t Ald|et £7+FAM| GMP A3t
At L8

FDA &= 2024 H Zydus Lifesciences 2| Q1= A Z A0 CHsl Warning Letter £ 2SS LICEH FDA = 2F 3 7112 SO o2
cross-contamination AFZ10| EHA834 1 shared equipment 2] 24435t M|z o =

SIRIE|QUCH Y R MG L|Ct =5 FDA = glass particulate contamination 2f 2t =l Z At 0|F, aseptic behavior,
airflow simulation, PPQ variability @7t S= | AUESLICHRIDES [19]).
2013} GMP 3/

Zydus At2lle R2TFAMA A Z0|M OlF, nxt2 Y, MAEe|, SFoHEAL a2

ottets ¥& 2HELICH

— o=

OH

g¢e2|t|0]80] MZ Z2|& 07t

w2 Z2 3%

ok
b {gee:] shared equipment cleaning 0|

Nz HE EQ0| M2 7 IHsN Bt ES

o|l2nz| glass particulate root cause ZAL O|&

FOHAAL manual visual inspection qualification £
SRR aseptic behavior 2} airflow simulation 0&
Sde|golM PPQ 2} variability B7t 22

THA| 7|2 CHS 2t 743} LR : FDA = testing alone BIO 2= w2 2|ATE 25| SAHY 4 Qith= HS
URMEL|CH EF| n2HE H|FUSHAH EXE 4= Q7| 20|, St 2| ZA|™HELCE comprehensive risk assessment,
cleaning validation, contamination hazard B 7}, aseptic behavior 7§, airflow visualization, process validation
lifecycle O] S2&LIC}.

Algof oj2l gk Zydus AtellE voluntary recall 2f AZE|AGLICH FALAOM Ol21 w222 2HAtof 7 2
FoE= AHIF2| g BAH0|22, AlYOM= A=A A== A3t ﬁjzfz' tsd, DAL SS YA AHE,
A7l At 57t e BESAY HE A|H22 0|02 4+ AFLICH

/g tis ERAE

71 S A9
Cleaning Validation HEZEM, 7Y, shared equipment risk 2 £+
HBEL 7|gt 22| =45 7|8t S8R A 2
Visual Inspection Qualification A2t A HALYH|S| 2T HEEYH 4T
Aseptic Behavior YT 22 eE 22 S
Airflow Visualization Fo3d S 37|58 tgecl =l
PPQ/CPV 38 HESHN A5A 22| oEe] ot

Insight Point : S.2ZAI GMP & 2248te| 237t oLz, 0|8, DAL, MM, SUAHAL 222F,
ZYwaio| Mo| B HS3OF SHe SB EURS HAYLIC

© 2026 Bio-Support x KPTEC GMP X|A{7|gt A% MEjA| - GMP Knowledge Sharing | H|0|X| 13



Bio-Support | XIM38 | GMP Insight Note AIZ 1 X33 [ 2026 'd 7 ¥ |

2.11 ARl 10: 2025 9 Sanofi Genzyme H}O| 224 @ H-Z2IA| AL 0|49} A4S 2H GMP 25}
AL Ui

FDA = 2025 @ Sanofi Of 2a
M ZAO| API ARt 2t2ATH SCH

bioreactor run 2 2 20%7t 2

A7ttt Y HOHELE

o

Warning Letter 0| Genzyme Corporation, Sanofi subsidiary, Framingham

F CGMP LE2 X AMSLICH FDA = 2022 W 1 HE2E 2024 A 7 AN Al =&

E= Vet EAALIHE reject £, O] HE2E ot 53 22| SEfo] 2|2
[20]).

|-O||

ral of

2013t GMP #| 2

FDA & critical deviation investigation 0|, microbiological contamination event A} O|&, OOS appearance A}
0|F, in-process leakage A} 0|F, validated process O, AH| &g 24, Quality Unit HsHAt £=, past due
deviation investigation &2 Z|&3i&LICt.

T+= 39 oA
S 2E| AE] HEE 2 bioreactor rejection 2t 23 B d
| microbiological contamination event ZAt 0|
Deviation/CAPA critical deviation 2} root cause investigation £2
AH| Mg equipment suitability 2} validated process O|&
Quality Unit Hst 29, oversight £
282 24 A& el del 2 E 2|8 management support £5

THA|7| 2t ch23t 23t LY : FDA = HR23 9 variability 7 2 29 Z¥2I0]| variation source & Al&3] siASI2
continued state of control & E2&5l0F SHCH D ZR3MEL|CH O|= process validation lifecycle, PPQ, ongoing
monitoring, equipment/facility qualification, deviation investigation, root cause evaluation, CAPA effectiveness,
Quiality Unit authority 7t £ o 2 25 5|0f stCh= 7|tie&8 EHF LT},

AlZo]l 0]21 G Sanofi Al2ll= CHt2 &2} Tfsf Atz10[2t7 |2 Che, 2|4l BIO| 23 HOAM 47| 20| 2AS ST
B2 B0 A AU B0l 2 Fut FAMME BIR| 7|, ZAFR2E, A 24 42| 2o, 5{7FMEF A,

S5 Y 2232 0]0f2 4 USLIEL

2raS
719 thg ZolE
71 this Mg
Contamination Control Strategy HIO|2 342 LAY LEAZE YA A= 2e|
Deviation Backlog a4 7|5t L ZAt, root cause, CAPA &1 &0l
Process Validation Lifecycle PPQ O|= CPV & E5t 2|42 22| Ael &0l
Equipment Requalification AH| e, leakage, cleaning, maintenance ZHE 7t
QU Authority &t SHEM Mot FHR 2| A &2

Insight Point
HIO| 23 MM Bh=El= 2H 2t S Al
H0jFE Y ABYLICH,

rr

TH Biz|o| 2A|7} ofL|2f, H=Ao| B2 HElet SHALH dSES

[
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Cl2{i2e] HEL], HIO| QM EE Apel A7

Bio-Support

9 PharmaBio Value Chain
Collaboration

A2 DY gl ERE

€ GMP Design & Modular
Construction2

HIOIQMEER 8 chi| S8 H¥ ATYLICL

Solution Consulting
A2 dzje] 7|

@ GMP & Validation |

‘ hig

G)) 1. GMP & Validation Solution Consulting | 2/2] 7)3t
22| GMP & Validation £0F0f|A] 2240| HQ 2 sH= 23 M E HISELICt
Since nsMe nt! O24E O2ME V
2000 L 24 87| 128E 47 neue (
| H =
&Y 6u 1,200%4+ 390+ 1322 1947 | [EERLUE
TZAte|
A HME Hu|A :
& O 0 L& &
izl g @
4% GMP GMP Qualification Validation CSV- GMP Consulting -
Mz ALY Engineering Consulting Consulting Digital GMP Training - | =
Service Collaboration I_ﬂ JLI EI.
Soncapt Desion; ignReview,  VMP, Risk Assessment,  Cleaning / Process / CSV, CSA, nspection ¥, Audit, X|He .
URS, ba. lo/oa/Pa, De;g;/:\‘;w URS, [:Q/!Q/OQ/P(;“ i:\s»enzlic /‘::Mss Data Integrity : 5::;:; Mod\:f.l\ard '
Y Commissioning Construction

2. PharmaBio Value Chain Collaboration | 0J2f 2e| 24

HIO|QWEE = HJu0|2 U GXP 4142| Value Chain(¥HHI2)2t Supply Chain(Z3%)2
BE $43 HLE 2510f Value Chain Collaboration AIYE FZI511 UFLICH

$2|2| 258 NtEY (Our Partner)

0IF 84 582! GMP Compliance % 70 Z2HAS PHSID, 248 27, TN ASnylc DR S LVeaton o "AseicOPR

NEE HEO2 ST BN NAHY HEUYS NYELICH Tofflon -cuswses ) VEMKS i
*» Modular Construction * Cearvin, Caan-Out

Aol 021 Bio-Support Hessio|2 it
=y PP =9 .
(A1) (@) () | rescmsecns @ e nematona
rQ'(%% « Ventiation Tetbetroments e
s 2 (O
GPP Good Value Chain Best Marketing & Sales -~ * 05D Production Line « Aseptic Fling Line /
(Good Procurement Practice) Collaboration Service Practices (BMSP) ONSEN | (fota Solction) @ (S0 Pedctonlie
1 E ¢

3 A
Bio-Support, The Bridge to Mutual Success
(HIOIRMRE, B3Ix| I 2R HZXt2| Hg)

{ )

N

Bio-Support + Tofflon 338 A52Y
GMP RIZA 414 - 34 - 12l F40] HB Jks8 28 14 2 Qualification 24

Save Time
A R

&

Save Cost

S8 W

RE U T2

s

-0 - E
A INX/ER 28 M 3 ux ANgH 9
(Off-site) (On-site) HAHA%H

—— 2§23 Y IR YR) ——— WA A4 (YU 3F)

Aseptic Vial Filling Line

@ O 0

Secure Safety  Superior Quality  Sustainability
Hxpord Pst  GMPEARE  AUI T

S

Maintenance

x| 80|

Hofto|2 DZALe] &y 7Hx|

-

BAPIZ T

GMP Z3 &5
HAYYL a8
32| GMP HZ4 FH0E HE Its

O IXXI

@ oy ML

Cl WEA, o AFSHA, o

8 gmp@biosupport.co.kr

-2 - |
@ www.biosupport.co.kr 2|z AAA

Q, 031-446-7200 i e

g}

Z{Ate] GMP 7HA[E RFLICE

so3

65, 25 (RAS, YAEO[O|UL) designed by K.M.Kim & Al, 2026-05-16
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3. HAIZ|1 &2 FAS o LHA 2A EIUE=71?
3.1 Al Za S0 F2

HAHOE “2[S AMSO| Aol HEeor7t S22t 7|22 EASLILE 2Lt Bt GMP £ 2(SAIYU22 FAS
23 4 glths HAH0M SLEUCH HF0| g 22 SE2 A 2E + U= A2, 2H|, 8, 24, ¢4, HIolH,
S

ksl
SHUALHO| U=AE FIFRILC

>
|>
o2
ofN
0z
lo
Hu

AUt FAFUCHIDEH [2]).
3.2 HEet 3594 2| Zet

Heparin 3t Valsartan Al #22|9F 32Y0| YAQ|FE BUO| YRats Y ROIFLICH 24| HZAHS AP
Hz£0| GMP 4Ef, SHWH, A RECE [ISHoF FUICH Bredl B0 S URE

=2 [ulind
ToistE A0l ofLf2h, f=7F O S O S5YS A A| Ol5H{3HOF BfLICt.

Ho=2

0
i3
R
o
>
rio
>_
2 of

oK

3.3 Fad E32 2F 22| et
NECC, Zydus, Sanofi A2il= Ra4 20| U A|FO|Lt 2|E Tz 02 Z25H Y33 BOIEUL 298,
_|

o [=]
2YE2, AYr dE, SF2UEHTY, 37|25, MAae], 28 4y, SYL=(C0]440] e 23O L.

Ranbaxy 2t Intas Atefl= H|0|& &t2-d0]| 3t GMP 2| 4 Ol YS EWSLICH A[F 220 HEstH2tE 1 C0[Ef7t
g 4 Qo AE 52 HHE A2g 4+~ YSLICH Hl0I8 92 QC A2l 2417t OfL2f, QA, &L 1T,

=
—
20| e HYO} 5= AU =28e| EAIYLICH

3.5 S| cf|o]dzt ‘Hoi

AN
N
ich
L]
o3
[

7S A GOl |0l A 2te|oHOF BHit=
= °

Of, Y22 B ATH=

o
=E A0
I:||_I-E_I_ l o=

AN

Al
d

2710 dE25|= 249l Pharmaceutical Quality System 2EE AHA|5HH,
HPUE|, ZYHEE Y 242 HETFLICHADES [21], [22]).

[

N
T
Jo)
o
rlo
lo
19
oH
=
nE
i)
N
PN
R
0x
2

NECC 2t Emergent At3f= ?{EFS ULt FAAUYO| At2t2|R]| G=tis dE E0SLCL /EAE +EAC| GMP £&,
(o]
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4. 712 GMP Zztet 2|22t 7| Yol 'H2 Hat

4.1 0| FDA CGMP: “Current”2| 2|0]
FDA CGMP O|A “Current’= 2| 2fet7|&, A2 7|E, FAI7|2 7| 0420 2he Z222| AAE 20§ Ct FDA =
O|ofE A=Y CGMP &4 E

ek 7192 Ao HEE F40

Al
MZE ZAE 2 HAM, AH22 7H0| =2t

i
o
T
o

»
o ol

4.2 EU GMP: QP, Annex |7, AH0Z 7| 2ta]

EU GMP = QP 24Q Annex 1 34|, Annex 11 HEE|S} A|AE! Annex 15 ZZAAHIL-E2|H|0|M S ME
LTSS Eof| EAES S FAISHELICH £5] RTAHI R, GIOJE b4, H2|H0]M o7& 22Y GMP A F0{A
|52

EMA £ EU AIYE QUE HZRA7E MA ofT|ofl UE EU GMP & &48l{0F 510, EMA 7t EU 2t2I0lAl GMP &5 X310
SYEYLICE Ol= 222 S5 AlU0l| AH|=A0] Y220 FH AlZQ GMP 7|t+&0] H

f0 fO
et

19

0 ﬂ]?,k
njo

ol

I}

kJ

>

& o of
ol
;N
ol
njo
H
2
i)
r
anl
o
kJ
Ho
|‘0||
'~
W

ot
N H ow

fu

R~

ol
[ =0

o
H
-~

GMP: =l 7|20l 222 thS AAZ

KGMP & =L A2 2 S22 7|Z0|M 23|, PIC/S 7t2t 24|23t S5 £0(M 228 GMP TS HA =2
HEUCH I 7|2 0|4 KGMP Z e OtL| 2t FDA, EU, PIC/S 7|&2] AL THS, TIOIH 4Al2ld, 352

o
-
|Eflof4d ‘doj=7|, e 252 BYT 4 A0foF FL T,

e
-

B
af
u

nhal,
4.4 PIC/S 2} ICH = A|28}7} 7| Hof| 216 H3}

PIC/S @t ICH A Z3t= GMP & =71 g & 7|&0| ofL|2t 22Y 3& A2 USJASLC PIC/S & 28HEl GMP
standards 2t guidance documents 2| 7H& )t 221 2 522 dff 2t1, PIC/S GMP Guide € 2 harmonisation
o2 Aot JASLCHRDES [24])

Il

J|gE EMAA, SELIFEE], PQS, SYL(H 01, HIOIE 421, S8 &2 +FS =AH 7|t

S0{0F BHLCY.
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5. 7| ¢ LA CHS3Hof sHe7h?
5.1 GMP FAHIZ317H 7|9 22 O] HIRALE

z2| Az 24 QA =84, SARM As, 2z 2
=M 2718 24 SOP, 7|&A, YAl ClIOJ&], CllOJE] 2t
AH| A 7t s HALEIL wAlHe], ud, Mz
34 & 7|et SZWa|go]M, CPV, QRM
AlE 2277} &9l 00S/00T, raw data, audit trail, A|g wWalc|o| M
=Y oot 7| 22U AAMTI} quality agreement, dual sourcing
SIERA| = Wisd &8 CDMO oversight, 7|=0|H, Hiz| &5t 242
29 v g2 S4H|1E, 3a=t At 2ja3, B-E Mg
5.2 Z2AIAH C43: PQS, QRM, CAPA, 22|
A2 GMP of CHESH7| 2lsl 7|2 Tes] SOP & ERste &2 20, 4H2 24&35h= PQS & +&6H0F &LCt
YUER2 7|50 5= A0| Ot 2t JQlE 2F0tof 51, CAPA & 24T ot= 20| otz 22t 0| &S =|0{0f 5t
HEEe= 52 Fxp7t ot et FAF T HItet 2|23 SA|Q| 244 0|0{0F BL(Ct.
ICH Q10 € Pharmaceutical Quality System 2| 314l @42 ZAAS I HZZ2 DL|E 2, CAPA, HZ 22,
BILEE A AU Ol= GMP 7} Thaedt 24 E40M A5 T AF2MY Zeo2 0|sHZBS
EHSUCHRIZZH [22]).
5.3 7|2 2: CCS, CSV, PV Lifecycle, Cleaning Validation
ZIex g 2HA AL A2 0|0
CCS NECC, Zydus, Sanofi N 2HAEZE EFHCR 2
csv Ranbaxy, Intas 217|213 A|EG|0|E{Q| Al2|A Ste
PV Lifecycle Valsartan, Sanofi SHHZL |54 2e|Mef LS
Cleaning Validation Zydus shared equipment 12t ¢ 2|A3 22|
Stability & Impurity Control Ranitidine AE Yo7 | S S HsSt e

5.4 35U -2 Supplier Qualification, Quality Agreement, Dual Sourcing

GMP 9| 2=2zet= dE EOFELICL S58A 482 7t
o

| — —
P4+ZE SYHE SEAA, Atz A=Y, 5t9l S8 &2,

—

Heparin, Valsartan, Ranbaxy, Intas Atzll= %
Lh|oto 2 2S£ QIS LICH Y2 HRAQ G

A7 01, 53 VtsdE 876l o gy }
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5.5 9 LS. SEH|E, 53T, 2HWE HE|, 24t 2|23

GMP A Z3h= 22RO AR 57171 ofL2t 71 AI&40| RAIYLCH BHADE 314, YUST, SUAS, 517t
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