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YUMo 2 M EAH 55 0|2 = OIMAZE HO| US EF = Surveillance S & For Cause ZHA+
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ZX]: 2017, INTEGRATION OF FDA FACILITY EVALUATION AND INSPECTION PROGRAM FOR HUMAN DRUGS: A CONCEPT OF OPERATIONS
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[Surveillance Facility Inspection 7| &

FDA ORA(E A FAIALR ) AAFR HYH

+ FDA HAtEo| O] =H|8 B N FH|E £& & Z9| ]
FDA 482 LETTER MAIS & « FDA MArEHHE = 3-52 ZF MAF AA| : :

« USA FDA cGMP 21 CFR Part 210/2110]] 2738l AlA} AlA|

L
- 0S prepares site dossier
—?—R /%_9_ HE"71 Arool' Manuf 0S develops and uses ORA schedules to provide information ORA investigators
= facil i S SSM to select sites for puummg Surveillance i onsite and suggested Sl develop on-site
ity Surveillance Inspection Inspection areas of product(s) of inspection strategy
inspection focus
EXix |

VAl or NAI— PR ORA issues FDA 483 BN . DRA_perfvnnsfhe
LA, FDA483EM LA HAFSEHS, FDA483 A 2 ™ st

OC issues OAI ORA and CDER discuss
gL decisional letterin 5 inspection findings, as
days appropriate

45°EI ol LH Anlkl. 7E:|J-I_I. 7E:|I°‘| ORA completes final

classification in 40 days

. During
Downgrade RES Inspection
NAI VAI OAl
ORA issues VAl and OC issues downgraded O:::(::r::‘::::‘:‘:
. HFS| NAI decisional letter in VAI and NAI decisional 2 0S conducts trend N 05 updates site
Wamlng E'“ E'l = °o“ 5 days post final letter in 5 days post A analysis " dossier
S S months of decisional
classification final classification e .
DA X I il
-t
=L ESE-T-]
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FDA 483 DOCUMENT

DEPARTMENT OF HEALTH AND HUMAN SERVICES DEPARTMENT OF HEALTH AND HUMAN SERVIC!
FOOD AND DRUG ADMINISTRATION

FOOD AND DRUG ADMINISTRATION
ST SRTRCT

New Jersey
3rd Fl

khs.gov

LB '
"
lnduslrvm_mrmauoﬂ wn\z&lﬂgvﬁwuduug pa— = [.‘; '
ald W, Overhiser, Vice P dent — Operations and § Site Head
TTREET KGR ]
Inc. d.b.a LUPIN 400 Canpus Dr 3
T SEPECTED ) ; }
Somerset, NJ 08873-1145 Drug Product Manufacturer ?nmérﬂet. NJ 08873-1145 Manufacturer G

This document lists observations made by the FDA represcatative(s) during the inspection of your facility. They are inspectional obscrvations, | | . Insuffictent
and do not represent a final Agency ion reganding your If you have an ebjection reganding an observation, or have Recleaned, passed | Cleaning/3 CV
d, or plan to I action in response to an observation, you may discuss the objection or action with the FDA 10 be continved
representative(s) during the m~p-mm or submit this information © FDA at the address above. [f you have any questions, please contact NA
FDA at the phone pumber and address above. | (BN batches of Hydrocodone bitartrate/APAP Tablets USP . !
DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: [F """": "’r 4
$600353, S900354 PSS
NV o i No swab taken and nor reported CAPA, No
OBSERVATION 1 SHBR deviation
Lquipment and ils arc not cl d intained and sanitized at appropriate intcrvals to prevent Inltiased |
7 S : TN s f : 5 batches of Hydrocodone bitartrate/APAP Tablets USP :
mal:uucuons and contamination that would alter the safety, identity, strength, quality or purity of the drug 1 8900473 S900474 L o | Tt I VA A g
praduct: 2 of Hydrocodone bitartrate/APAP Tablets USP. i 4
Failed, 1§
Specifically, the firm’s equipment cleaning and maintenance was found deficient. We observed several $900732, S900733, Exm ©00S-19-023 No CAPA 4
non-dedicated equipment utilized for the manufacturing of commercial drug products with ‘cleaned’ status $900734 1) Recleuned, Fail Initiared
label contaminated with powder residue and not properly maintained. Examples include, but are not Recleaned, Pass -
limited to, the following observations made during the inspection: | SO00RSE, 5900859} . S Pass DA
Failed, Difficult to
S - LI 00519060 | _ clean the
A. On 9/30/2020, during inspectional walkthrough of building Sl Room # i, we observed (B based
unknown white powder residue inside o [ ESNMMMMM. Equipment # 0235. The status label of $901106, $901107, S formulation/
the equipment was identified as “cleaned”. Powder residue was observed at several locations inside 5901108, $900906 ey Rt sconkid, i CAPA to
the equipment including, but not limited to, c‘l.f:x‘;’il: FDA OTC ORA
The (BN were found with visible damage at several locations. The procedufe
duct were found dirty with unknown powder residue. The firm stated that evaluation o
_- ducts are not part ofrou}lne maintenance activities and bence (k{:ey were never _chsmantled C. 00S-19-028 was initiated on 06/20/2019 to probe the OOS results obtained in swab samples from
since the machine was installed in 2008. This non-dedicated equipment is routinely utilized for the and the (SYEIIN Pan on the (YN C:psule Weight Checker (1D #2017) i
manufacturing ofmulnp!e prnduct§ mcluduzg Tmldamle)Tahlets. 250mg & 500mg, Trimethoprim following cleaning verification testing for ‘imethobenzamide HCI Capsules, USP 300mg batch J 5
Tablets, |00mg and Voriconazole Tablets, 50 mg and 200 mg. S801333. Samples were swabbed after cleaning (SN Capsule weight checker. 00S
results of pg/swab and [BJEJ pg/swab were obtained for samples swabbed from [Eiil]
and Pan, respectively, against a specification of (BJJEJIl}/swab cleaning limit.
] P - — h
EnLOTEES) BORATIAE . Mot e ssuree o OATEWSUES.
SEE REVERSE AR = / 117052020 SEE REVERSE | | a qator 11/05/202
OF THIS PAGE g h OF THIS PAGE i ¥
FORM FDA 453 (0398) PREVIOUS SOETIUIN SO INSPECTIONAL OBSERVATIONS PAGE 1 OF 38 PACES FURM FDA 433 (008) lNS?E”lONALOBSERVATI_(’LN‘S PALL X OF )X PAGES
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Hardware 21 CFR
+ lay-OutOTC AAt o) A - ST H|BoCet Rz . 21CFRR210 (B
Zy715 MY o
. HZEEEY A=Y - 21CR211 (@RIE)
SR ET . HEEEMY FEMEZ

- 2ol clet=H Al

Z7%: 2020, Electronic Code of Federal Regulations (eCFR)
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1. =4 A|(Conceptual Design)

- HEHHo = SIHE M= FYHut 22|(OTCHE 1Y 0)
*F HH0| 28 39 DALY S YRGS 7

« CGMPS GH2| B2 FE B REI 2R HA /IS(E& 7157D)

- HH™S3 Cgrade®t D grade T+ £2|(2SM 7 2)
- S3HYELHHUDOES

(HE $4) (M2 54
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User Requirement Specification

Structure to integrate the fundamentals

SEAA S

244" 7HQualification)

% 7=

2ol ciet HHE F7HZ 2H|S ER)

URS, DQ IQ OQ PQE T+&
7|E2H|2| 4% URS, DQ=

9 4H)

_DQ

Design Qualification

URS

Proof that your equipment is
capable of compliance with

of a traceability and details regulatory and process needs

H|2l5t0d & Al

HYH|, 27|, SH+H=EX S

Q

Installation Qualification

Evaluate and confirm that the inst
alled equipment is consistent with
what was specified

0Q

Operational Qualification

Verify that the equipment is
achieving the operational pa
rameters specified

, o0

Performance Qualification

Challenge that the equipment is

Declaration

of Conformity Quality

Management
System (ISO)

Operating
Instructions.

Calibration
Certificate

Technical
Customer

Calibration
Certificate

Advise in Measurement
SOP Writing Uﬂc;ru inty
est

Weights Minimum

Weight
Determination
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3. #42|5j| 0| M (Validation) i

MAmadolM | | Zamamold | [Alzmualold]  [eRewawseons

V) PV) MV) V)

SZ='Ee|rj[o]d “gH||-|cf|o]4d

(Phase 2) (Phase 2)

User Requirement PQ= Qualification Practices o
ie. What Performance Testing =
\ \ Design Development ” Scope of GEP
. 8 00= (Qualification Practices -
; ; ' Setting-to-work, Risk assessment Validation library
Functional Design  gactory Acceptance Test Re‘;ulahon &
i.6. HOW in CONCEPt et | Adjuistment Testing

De\?elle:;ggent \\

10=Qualification Practices

Detail Design ",;‘;;‘:L;Yg;y Physical Completion : -
1.6, How [0 Make — e—— & Inspection [ooson] [Veidaton i Doo
(Validatic
Impact Assessment Commissioning tasks
& Enhanced Design : performed with in a Controled by Validation
Review. Implementatlon Qualification Regime supervisors / GMP Board

Validation training program
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4. N2 x4 (Laboratory Method)

- 2RF Ao MEASHEE N HS

E I:I* a o b |
- WG A HHPE HE SEMAE = YL 7[E 58 2HE) '

' "EH2020, Electronic Code of Federal Regulations (eCFR)
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5. A|§itH 8HE| G| 0] M(Method Validation)

fo

- HE 3 2NFe AMEYE (=L, )0l thist AT E

]

=
‘A=, MAHol gt Al 230 28

- MIH EE|tolM(cv)el =
- 508, geg, MU, treg, EEE, daU BRI, BEA

y =4 2020, Electronic Code of -Federal-Regulations (eCFR)
.‘ - Sikiihy, pintermee; ax ge et cistin
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. OICCHAMCZ FEL|= 213 Ul H=0| CHst N2 AE
- NIEQ| =04 =0l

« FE E43X, RO AF, Xl X7 CHES

_ E%: 2020, Electronic Code of Federal Regulations (eCFR)
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WARNING LETTER
N
2|AE

MARCS-CMS 567046 — DECEMBER 13, 2018

MZ4EL 0] MA S——

Product:  Drugs

SiE U oS0 ChEt A ETH =X BEY

rug Evall

SAIhE &
ZAF T

A EEEE Hlold(MV) O] Al N -
arning Letter 4| EHES.

Receipt Requested

ecember 13, 2018

AlN| £SiEl EEA|E0| A™HE A|FF 4D} 2H0| Your fir_rr_1 failed to establish d d_ocument the accuracy, sensitivity,
an specificity, and of its test methods (21 CFR 211.165(e)).
FEPrOAUCTOIILY. oo,

flow rate and injection amount for biotin was 0.8 mL/minute and 5 uL, while in the
notebook these parameters were recorded as 1 mL/minute and 10 uL.

e In your response, you stated, “In the main component analysis, other components besides
OFEIA A|E O] AlA| e e i
=

the main component will be subjected to quantitative analysis and qualitative analysis
through an external analysis institution”.

Your response is inadequate because you did not provide sufficient information regarding
the validation of your test methods, including a timeframe to complete method validation
and which analyses your third-party will be conducting. You also did not provide an

. interim plan of action.
7 | (= OEI EEP I I1 EI u I = See United States Pharmacopeia (USP) General Chapter <1225>, Validation Of
[ — =
Compendial Procedures and USP General Chapter <1226, Verification Of Compendial

Procedures for typical performance characters that should be considered for validation
and verification of analytical test methods.

£X: 2020, FDA OTC WARNING LETTERS

GSC
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Your firm ontrol over air pressure, micro-organisins,

faileqldto the manufacture, processing, pakcingjor
provide

t for
adequate
|=2Elo| X{2| O] dust,
humldEy, and temperature when appropriate for

holding of
240 Cigt 2-5 = 0 O] A adrug
product(2
1CFR
211.46(b))

SEEciHioldev) & MEEDH04E(Cv) O] Al

HUEEE7H A fIE7t

| Al

40

£X: 2020, FDA OTC WARNING LETTERS

GSC
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1. 21 CFR Part 211 Section &8 Observations

A AR ot =0 ob fion &2 Korea All Countries
ar ection servation 2
M < ‘ Rank ‘ Rank 4 21 CFR Part 211
21122 EE2 =X REF MY 22(d) 157% | 2 | 177% | 1 (148 & &= F)
B |Organization and Personnel 1125 ZOIRtO] MAN 25 111 A
el d .
= i =] l) o ° ]EH*OI- 7|?_I':From 2009
C |Building and Facilities 21142 C|X2l 3 &= 4 42(c)
to 2023
21163 2H|/88| A4 (CIAe, 27| 91Xl S 65% | 10
7.8% 6 7.1% 7
: MH| A 9 Sx|22
D |Equipment 211.67 B8] NH 3 |X|&2| 67(a), 67(b) 6.6% 9 _jlc_l_:L DEG/EG %
211.68 TXHA HH|L} HFH =& 23 A2 HH9 3 21T 68() o + =
Nata Infagri'ry F\R(h) 8% 5 -I E ol -cl)_l OH AC-DI L
Control of Components and Drug Pr 2 b= @] OOl AIS T MEt T HET T g4d) 9_|-O| Al = E_|'
E oduct Containers and Closures 21184 8&, 2% | OHel Al RE E= FRE BE 84 Z E |
. 211100 44 U 373 H2| FAF 3 LEBE| 100(a) 118%| 3 | 100%| 5 | Warnlng Letter
F |Production and Process Conftrols — — — , HEAH =
211110 3% SBI I%F AN HHA AlE 1106 72% | 7 | 64% | 10 | = O o
G |Packaging and Labeling Control |
H |Holding and Distribution 211142 2 2332 =4 113(b)
211160 Al EAt 22| 160(b) 17.0% 1 109% | 4
| |Laboratory Controls 211165 Al@ 1 2ot 52 165( 7.2% 9 6.9% 8
211.166 AHH AIH 166(a) 7.2% 8
211.188 HiX| “44h 5L 22| 7|5 M 188(b)
J  |Records and Reports » y
211 192 )l; 7|%*‘[ 7EE E£X: 2020, FDAOTCWARN\NJLQ'%%j 3
GSC
SRYUEFIFY
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2. FDA Drug Inspection MAtZ 1} ! TIgH Abgt

O 7 7 7 | —
FY2024 5 37X (167) FY2023'H (144) FY2022' (7{1) N PORIETE= TN
Legal Name Inspection date | 48383 (Classication] B[ Legal Name Inspection date | 4834 (Classcaion) |21 Legal Name Inspection date | 4634 Classication) ~ H2 ﬁ,lAI L R
OutnFutwes Cop__ | 032902024 | Vs Samsung Bologics o, | 0902023 | Yes | A Daevoong Pamaceta] 8242022 | Ves | VA i .VOI Ct'onAnt_'ca €
. * VAI: Voluntary Action
S Biotek Co, Ll Siong| 09222024 | o | A Kolmar Korea Co. Ltd. - G 07/21/2023 | Yes | VAI Qutin Futures Corp 0812202 | Yes | OA In licated y
ST Pham Co, Ltd. 07114203 | Yes | VA Kolmar Korea Co, Ltd. - G{  07/07/2022 | VYes | VA |IA 20230502 ol )
’ » - OAIl: Official Action
Amorepacific Corporation |  03/16/2024 | Ves 1A:2023-04-28 |1 S. PEARL Co, Ltd. 070071203 | Yes VA PL Cosmetic 07001202 | Yes | VAI Baicted
Ee""’“”K'”C-C — giﬁgig;‘ zes Raphs Co, Lt 063023 | Yes | WA Celtion I 0603202 | Ves | WA o et R
olmar Korea Co, Ltd. - es ¢ 9
A 2023-07-24  ({Hanlim Pharm Co, Ltd. | 05312022 | Yes | VAI i .
Yuhan Chemical Inc. 01/12/2024 Yes VAI Handock Cosmetics Co, Lt| ~ 03/24/2023 Yes OAl Al it WL: Wa rning Letter
i WL 2023-10-04 s 200034 . EY: Fiscal Yes
Chemport Inc. 12/14203 | MNo | NAI JW Phamaceutical Coporg  03/17/203 | Yes | VA Mirfeel Korea Co, Ltd WL: 2022-06-22
arco, L oz | Yes | W Unimed Pramaceutcds || /4203 | No | NA
IA: 2023-06-08

Hanacos Co, Lid 012023 ) Yes | A Seoul Cosmetics Co, Lid. | 02003203 | Yes | OAl D0
T Drean Co, | 1002023 | Yes | OM 'V‘;ngé;‘fgﬁ Honmi Fine Chemical oL 11/25/2022 | No | NA
(ONAD Co, L s | e | W (KD Bio Corporation 118202 | No | NAI
Imine Co, Ltd. 103203 | No | NI High Tech Pharm Co, Ltd.| 11/11/2022 | No | NAI
Dong IL Pharm Co, Ltd. | 11/03/2023 | No | NAI Samchundang Pharm Co, [ 10/27/2022 | VYes | VAI
scamCo, . | 1027208 | Ves | on | iregoon pham Co,Lid. | 10182022 | Yes | VA

WL: 2024-04-03

IA: 2024-02-09
Aquelex Co, Ltd. 100202023 | Yes | OA

WL: Not Yet

High Tech Pharm Co, Ltd. | 10/13/2023 No NAI

£X: 2020, FDA OTC WARNING LETTERS
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3. FDA 01 ELM0JM AALS FEHl

Tacke o(l;cszl 312?'{1 (;:hﬁg CDER ORA Department of
Health and Human
Maintain manufacturing facility catalogue R C 1 .
Services FDA
Develop Site Selection Model R C 1 A |
N |
Select sites for Surveillance Inspection R C 1 A X Cente' 110' D'“g Offl(@ Of Regllhtory
A i C
Schedule inspection 1 R 1 A Evaluahon & f-\\fhil‘S
Prepare site dossier R C | A Research :
Develop on-site inspection strategy C R I A
Perform inspection I R | A / ] (/i
rf i i Office of New Drugs
Convene discussion, as appropriate, if C R C . )
major/critical conditions identified OHICE Of
Issue FDA 483 as necessary I R I A Pharmaceutical |
Complete report and initial classification in | R 1 A Qualit\/
45 days post-inspection
Complete final classification for NAIs and 1 R 1 A 4 s .
VAIs in 40 days Office of Compliance
Issue NAI and VAI decisional letter in 5 days | R 1 A
post final classification
Complete final classification for OAIls and C C R A
issue OAI decisional letter
IT UAT aowngraaeaq, Issue vAIl or NAI ] i K A
decisional letter in 5 days post final
classification
Implement appropriate action for OAIls C C R A
within 3 months of decisional letter
Conduct trend analysis R | | A
Update site dossier R 1 1 A ZX: 2020, FDAJOTC WARNING LETTERS
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4-1 FDA Investigator2| Z=A} 29F 0+ (I0M) 20244 2 HPF:I

=)

oot

59 2t & (M F7h

Investigatlons
Operations Manual

2024

1) OTC tAF Al QIfF2 2 H5E &= U

« oIX| M HIMHE M elet, 2FEE0[LE
CtEotn MAst 2fo] €2 MEFS O

v IX|E MEO| A2 MA XM7LE 1 ALSH O|Z=A T Q3} 749 B X HFX| AL
D_l_l_ | |—XOA_|'—__._|x}.|-;II _IE_I_HDE |-EAI__|_HI__|_ Ril_ |-o |T=_H_|_IE_II E—%EEOZ)I_HI__L_LT :l o;lﬁfx-lg-? CHAPTER & - ESTABLISHMERMNT
At O|ES, o1 AALE BtEA] A5HA| i StHE 0 2HE fH A S5 =8 S —
SUBSIASTERII SRS ASIRET AT
— X'”E SUBCHAPTER 5.3 SAFETY DURING INSPECTHIMS
- =] SUBCHAPTER 54  COMNEIDENTLAL SOURCES AND
SOURCES

— T —_ [—
- B40H =tEEe = HOE|X[T o|FF0f Tt B 'EAIZE
= DRLINGS
—l SUBCHAFTER 511 ARMNIMAL E VETERIMARY
o SUABCHAFTER &.12 MEDICAL DEWVICE AMND ELECTROMIC
-I I = SUBCHAFTER 513 BIOLOGICS

SUBCHAFTER &5 14 BIORESEARCH MOMITORIMMG (BINO)

SUBCHAFRTER 515 TOBACCO PRODLUICTS
SUBCHAFTER 5186 COMBIMATION PRODUICTS

+ OCAC*7F HIE HE0| i3t L2i2 oIo) B ATl obH 9B Xefdt HOR At £
Y sgEsol Rof 34 £ 4
v Q|5 S HE0|2t D BAIE HR0|L XHE, MEXHO YEHT} ol ME, SE%
Qo/ofzio] B Holo] ALD), YT PYRS Y 2 NE, =7 HE S

*OCAC: Office of Compliance and Field Operations
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4-2 FDA Investigator2| Z=A} 29F O+ (I0M) 2024'4 2E HH

A0S

<0
KO0
Mo

F

FDA OTC

U.S. FOOD = DRUG

oA

&
Investigations

-
)
J
£
L)
2
0
£
9
w
1)
|9
0
o
0

\
N
Q
N

ffice of Regulatory Affairs

o
orfi

ce of Operations

SGEMERAL INSPECTION INFORMATIONN

CHAPTER 5 - ESTABLISHMEMNT

INSPECTIOMNMS

SUBCHAFTER 5.1

SUBCHAFTER 5.2 PRE-\INSPECTION ACTIVITIES

SUBCHAFTER 513 BIOLOGICS

SUBCHAFTER &5 14 BIORESEARCH MOMITORIMMG (BINO)

SUBCHAFRTER 515 TOBACCO PRODLUICTS
SUBCHAFTER 5186 COMBIMATION PRODUICTS

Gl
M4

K1

<0

=1 PNI=

HAF Z=7]0]

2
O

S |

FR 211.180(e)0f| [t2} 4=
(=]
=

U<l

S5k 21
ME=2

£

tE FME &
Hi K| AF7F A

ol
ol

H| Ol (%

AlS] Al
E%IE

21 CFR 207
HolEx

Of
C
okt

S0 o|*E
= MNE 84, N
MAZS /ALY A 7[A[7{OF

AlE 2Af
of hep &2

At

F

oK O

o

*OCAC: Office of Compliance and Field Operations
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5. 22| M2l DEG X EG USPA|&10]| off 02272

CH$t o
H = U—SP <|*=I'_7|<_>
- L[St [ 7|ECR, =
. H|2LA} " . LH &I 2fALZE L @IS
o= gl DEG®} EG2| kP2t usP A|E S -+ Ol=g orc(att ANE7|2s S5l MY
. 15017025 Q5= o|etE) ==ot= AHE|
Al 7|2 1 | A20rEd2 o] A|AH Gas Chromatography &ALl
2 | B|MH HEtS - Z|Z KOTITIOAM 2b
SA 2|2 2| M|E
3 | eEzo 2,2,2-E2| 222052 a 22 EH F2|F2
DEG/EG USPAIE 7|=
4 | BEEY z MK Y O FGHAM TH Al
Z z MNE| 5Y
HEY|, Y, FYY| 2, HE
6 | === 7] 2K, 29712, FYAT|, 8
¥ 7Y 89
7 | A2 ey HEd 2 ALY
8 | B2M 32 0.1% 0|52 HE
GSC




1. 92 JIZAIYO B MY ol

1) USP and NF Admission And Annotated List update to share

General Notices, Monographs, General Chapters, Reagents, and Tables Affected by Changes Appearing in USP-NF

Official on USP Admission USP Annotated List NF Admission List NF Annotated List
List

20231201 no new articles

20240501

<232> ELEMENTAL IMPURITIES
-LIMITS

<1059> Excipient Performance
<Excipients for changes>

20240801 no new articles
<541> Titrimetry Deletion: Carbomer 934, Carbomer 934P,
<791> pH Carbomer 940, Carbomer 941, Carbomer
<Excipients for changes> 1342

Z2) USP Newsletters & Updates =
To receive timely email updates on new Official Text (USP activities, products, and services), sign up for the free
Compendial Updates service go.usp.org/newsletter-subscriber

3) Publication Announcements / Revision Bulletins
To track the general announcement for publication Notices, such as reference changes, redesigned monographs, and
USP-NF Online https://www.uspnf.com/notices/gen-announcements or https://www.uspnf.com/official-text/revision-
bulletins (HZE CHTH Y 5= AZ, &M LHE2 USP-NF On line +=AHE Sl 20l ZR)

4) Search for FDA Guidance Documents

https://www.fda.gov/regulatory-information/search-fda-guidance-documents

27


https://go.usp.org/newsletter-subscriber
https://www.uspnf.com/notices/gen-announcements
https://www.uspnf.com/official-text/revision-bulletins
https://www.uspnf.com/official-text/revision-bulletins
https://www.fda.gov/regulatory-information/search-fda-guidance-documents
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Official UsP Ad.mlssmn USP Annotated List NF Adl.‘nISSIOH NF Annotated List
on List List

20231201 no new articles ]
<232> ELEMENTAL
IMPURITIES
-LIMITS

eSOl <1059> Excipient
Performance
<Excipients for changes>

. Deletion: Carbomer 934, Carbomer

<541> Titrimetry 934p

20240801 <791->.pH no new articles Carbomer 940, Carbomer 941,
<Excipients for changes>

Carbomer
GSC
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Impurities Elemental Impurities Others

General Chapter Official on General Chapter Official on General Chapter Official on

20211201 | <3) Topical and
20181001 | <232> Limits => Transdermal Drug 20231201
20240501 Products

<466, Ordinary
Impurities

{476 Control of Organic
Impurities in Drug
Substances and Drug
Products

20210501 | <233> Procedures 20180501 {467, Residual Solvents | 20220901

{1086, Impurities in
Drug Substances and 20210501
Drug Products

£X: 2020, FDA OTC WARNING LETTERS
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Oll) Carbomer Impurities for LIMIT OF BENZENE !

2022-05-01 2023-12-27 2026-08-01
Benzene Acceptance criteria: immediate implementation Deletion: USP-NF Carbomer 934,
e Carbomer 934 NMT 5000ppm - 2018 ICH Q3C X| &0l if2} MM | carbomer 934P, Carbomer 940,
« Carbomer 934P NMT 1000ppm 2ppmO| S} 2 EHALSt Carbomer 941, Carbomer 1342
« Carbomer 940 NMT 5000ppm - HIHS AZSHX] 252 CHA|
e Carbomer 941 NMT 5000ppm SS9 7IEH A xl-
* Carbomer 1342 NMT 2000ppm

30P Reformulating Products That co.pdf
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£X: 2020, FDA OTC WARNING LETTERS

o) £ A Talc Test H 4 i (0

2022-05-01 2025-12-01

IDENTIFICATION * Talc containing (detectable) asbestos is not
pharmaceutical grade.

« <1901)> Theory and practice of asbestos detection |+ IMPURITIES:
In pharmaceutical talc - LIMIT OF CALCIUM Test
- {901, Detection of Asbestos in Pharmaceutical Talc

* SPECIFIC TESTS

- MICROBIAL ENUMERATIC

FOR SPECIFIED MICROOR

for topical administratio

 ADDITIONAL REQUIREMEN
- LABELing

GSC
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Z£X: 2020, FDA OTC WARNING LETTERS

CDER Small Business and Industry Assistance
(SBIA) Learn Highlight

CDER

SMALL BUSINE
2) USP Newsletters & Updates 7= il

To receive timely email updates on new Official Text (USP activities, products s
Compendial Updates service go.usp.org/newsletter-subscriber

3) Publication Announcements / Revision Bulletins

To track the general announcement for publication Notices, such as reference

USP-NF Online https://www.uspnf.com/notices/gen-announcements or https://
bulletins (‘H-EE CHATHY = AZ, &4 LI E2 USP-NF On line +=AHE Sl

4) Search for FDA Guidance Documents

https://www.fda.gov/requlatory-information/search-fda-guidance-documents
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https://go.usp.org/newsletter-subscriber
https://www.uspnf.com/notices/gen-announcements
https://www.uspnf.com/official-text/revision-bulletins
https://www.uspnf.com/official-text/revision-bulletins
https://www.fda.gov/regulatory-information/search-fda-guidance-documents
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Mock QMs Qualification Validation
Inspection (M =/ & /=) (MV/PV/CV)
FDA Field M A}
« AS-IS vs. TO- « Form4003 7|8t 2M X|& K| A
BE . ALAFA|G CHH| AFE Z=H| x|
« 21 CFR 211 7|&, QMS 7= = =
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. _ N Sk 5 A
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£X: 2020, FDA OTC WARNING LETTERS
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1) FDAZQ| Good Clinical Practice: Integrated Addendum to ICH Guidance for IndustryOil (2} QI AFA|
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