TALC 3355 PHARMA SAP025

250989
LOTE/BATCH: BFJ1056W
METAPHARMACEUTICAL
N DE LOTE: ,{J.[o?lio?«l
0100322
L
F 4
CERTIFICATE OF ANALYSIS
IMI FABILLC
209 Marshall Street, Benwood, West Virginia 26031
Quality Assurance Contact: Erin Moore: (304) 233-0050 Date: I 3/29/2022
Sales Office: Benwood, West Virginia (304) 233-0050
Talc: {3355 USP/EP/JP/ChP Talc BC
Customer: |IMI Fabi S.p.A.
Lot Nr. iBFJ:lOSGw Date Manufactured: I 2/25/2022 Expiration Date: I 2/25/2027
Manufacture location: Benwood, WV
Specifications
. Description Method Min Max Result
{Brichtness L* JMI. 93002 94 | i 97.70
[Moisture % {M.I. 93005 | | 03 | o008
{IBulk Density #/cu.ft. iMLogsozs| 25 | 30 | 26.62
|-325 mesh screen % JMI.93004| 96 | i 99.90
IBlack Spedss IM.I. 93010 | | 10 | o00
{Microbial counts / q | wusp | | 100 | pass
{Microbial qram neg. | use | | o { pass
IMoldYeast _ Il usp | | so | pass
Raw Material Identification Number: {PLPE7203XFANOO1
This product meets or exceeds current regulatory requirements established by: CTFA, USP, 3@, EP, ChP.
This product is suitable for oral and topical application.
This product does not contain detectable levels of asbestiform minerals using stendard test methods.
This product does not contain Bovine, Ovine or Caprine materials of any type.
This product meets characters for appearance for EP monograph: light, homogeneous, white or 2lmost white
powder, greasy to the touch (non abrasvie)
This product meets characters for Solubility for EP monograph: practically insoluble in water, In ethanol and
in dilute solutions of acids and alkali hydroxides.
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TALC 3355 PHARMA SAP025
LOTE/BATCH: BFJ1056W

»
CERTIFICATE OF ANALYSIS
IMI FABI LLC

209 Marshall Street, Benwood, West Virginia 26031
Talc:|3355 USP/EP/IP/ChP Talc BC Lot Nr. |BFJ1056W
Raw Material Identification Number: [PLPE7203XFANODL

7CTFA Methods, Specifications, Analytical results
! Analyte Specification Result Interpretation
i|Identification [To pass test ITo Pass test  JCTFA 16 ED
{ILoss on Ianition (825°C) §< 6.0% j0.7% JCTFA 16 ED
llwater-Sofuble Iron {No blue color IPasses test JCTFA 16 ED
JAcid Soluble Substances J< 6.0% 10.4% |CTFA 16 ED
|Water Soluble Substances j<0.1% Jo.05% ICTEA 16 ED
larsenic J< 3 oom J<0.1 ppm |CTFA 16 ED
head _dsspom  Je2oem  jCTRAI6ED
Analysis by Independent cartifiad laboratory. Analysis performed on Incoming raw material and not on a
representative sample from this lot.
e~ LA 2429420 AL LA F. 2922
Controlled by Quality controller
QUIMIDROGA,S.A. 08-jul-22
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TALC 3355 PHARMA SAP025 250989

LOTE/BATCH: BFJ1056W

ra
IMI FABI LLC
209 Marshall Street, Benwood, West Virginia 26031
TBTC:}3355 USP/EP/IP{ChP Talc BC Lot Nr. 1BF11055w
Raw Material Identification Number: |PLPE7203XFANOOL
USP Methods, Specifications, Analytical resuits
| Analyte Specification Result Interpretation
R Specmom 7o pass test [Passes test {UseF 2021 |
Is. {To pass test JPasses test {use/NF 2021
I {To pass test JPasses test JuspsnF 2021 ‘
| |
iJLoss on Ignition <733> (1075°C) {= 7.0% [5-2% JuspinF 2021 !
[Water Solubie Substances [Fom [o0s% {Usernr 2021 1
Juimtt of Iron <852> J= 0.25% jo.13% JUsP/NF 2021
Jumit of Lead <852> J< 0.001% j< 2opm Juse/NF 2021 ‘
Juimit of Calcium <852> |= 0.5% j0.11% JUSP/NF 2021
JLimit of Aluminum <852> s 2.0% j0-24% {USP/NF 2021
{Absence of Asbestos | | Juseing 2021
|Procedure 2 (X-ray Diffraction) | |Passes test JUSP/NF 2021 ‘
{{Content of Magnesium <852> |17.0% - 19.5% j18.2% Juse/NF 2021 ‘
JAcidity and Alkalinity NaOH |s03ml j03 ml JUSP/NF 2021 }
{{Acidity and Alkallnity HCE Jx04ml {03 m JUSP/NF 2021
Analysis by independent certified laboralory. Analysis perfermed on incoming raw matersial and noton a
representative sample from this lot.
e (D~ 3ppasea AT sara
Controlled by Quality controller
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TALC 3355 PHARMA

SAP025

LOTE/BATCH: BFJ1056W

>
IMI FABI LLC
209 Marshall Street, Benwood, West Virginia 26031
Talc:[3355 USP/EP/JP/ChP Talc BC Lot Nr.: [BFIZ056W
Raw Material Identification Number: JPLPE7203XFANOOL
EP Methods, Specifications, Analytical results

| Analyte Specification Resuit Interpretation |
%]Producuon | Asbestos §To pass test |passes test |Meets PH Eur 10 ED
{[identfication I [ I
{JA- TR Spectum JTo pass test [Passes test [Meets PR Eur 10 €D |
i — |
ife: [ pass test [Passes test [Mests PH Eur 10 ED
ilc. JTo pass test |Passes test |Meets PH Eur 10 ED
{1Loss on Ignition (1075°C) Js7.0% |5.2% |Meets PH Eur 10 ED
|[Water Soluble Substances [Fo% [o05% [Mects P Eur 10ED
firon Js0.25% Jo.13% {Meets PH Eur 10 ED
[Riomioum | XD [o2a% [Fieets PR Er 10 ED
{Caldum | B jo.11% JMeets PH Eur 10 ED
[iead Js 10 ppm [<Zpom [Feet Pri Er 10D |
{|Magnesium §17.0% - 19.5% j18.2% {Meats PH Eur 10 ED
élAddity and Alkalinity HCI Jso4m jo3mi {Meets PhEur 10ED |
{JAciity and Aicainity NaoR [<oam o3 [Fieets PhEur 10 €D
Analysis by independent certified laboratory. Analysis performed on incoming raw ore and not a
representative sample from this lot.

A [ I— 3/an/2a A s20e

Controlled by Quality controller
QUIMIDROGA,S.A.

Phone: 93.236.36.36

08-jul-22

250989



TALC 3355 PHARMA SAPO025
LOTE/BATCH: BFJ1056W
-
IMIFABILLC
209 Marshall Street, Benwood, West Virginia 26031
Talc: {3355 USP/EP/IP/ChP Talc BC Lot nr. [BFI1056W
Raw Material Identification Number: |PLPE7203XFANGO1
JP Methods, Specifications, Analytical results
| Analyte Specification Result Interpretation
| Traentification | I | _
il—l |To pass test Jpasses Test fMeets P 17 ED
|f2 [To pass test JPasses Test fMeets JP 17 ED
[rcia Solubie Substances [F20% Jo#% [Mees P17 0
Jwater Solutile Substances j=40mg j0.5 mg JMeets Jp 17 €D
Jarsenic {s4ppm j<0.1 ppm §Meets JP 17 ED
jLoss on Ignition (1050° - 1100°C) |27.0% 15.2% {Meets JP 17 €D
|Acid or Alkalinity (Hydrochioric Add) | 0.4 ml §0.3 el [Mests IP 17 ED
|Acidity or Alkalinity (Socium Hydroxide) [< 0.3 mi jo.3mi |Meets JP 17 ED
|Magnesium J17.0% - 19.5% j18.2% |Meets P 17 ED
fron [Fo5% j0.:3% |reets P 17 ED
JAtuminum Js20% j0.24% |Mests 3P 17 ED
|Calcium §509% Jo.11% |Meets 3P 17 ED
{fLead js 10 ppm J< 2 ppm |Meets P 17ED |
Analysis by independent certified laboratory. Analysis performed on incoming raw material and not on a
representative sample from this lot.
a4 )— /29/23 M/ 2.29. 22
Controlled by Quality controller
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TALC 33556 PHARMA SAP025

LOTE/BATCH: BFJ1056W

CERTIFICATE OF ANALYSIS

IMI FABI LLC
209 Marshall Street, Benwood, West Virginia 26031

Talc:|3355 USP/EP/IP/ChP Talc BC

Raw Material Identification Number: |PLPE7203XFANOO1

ChP Methods, Specifications, Analytical results

Analyte

Lot Nr. |BFI10S6W

Specification Result : Intarpraﬁﬁnn
||Acidity or alkafinity [0 pass test Passes test |Meets Chp 20 Ed
[Water Soluble Substance [soi% [o05% [Feets ChP 20 Eq
IIAdd Soluble Substance Js2.0% Jo4% JMeets ChP 20 Ed
||Luss of Ignition (600-700°C) j=5.0% Jo.7% {Meets ChP 20 Ed
Jiron J< 0.25% J0.13% |Meets ChP 20 Ed
[Cead [<0.001% f<Zpom [Meets cnp 20 4
|Calcium |5 09% {0.11% |Meets Che 20 £d
HAuminum |= 2.0% J0.24% |Meets ChP 20 Ed
(Jsenic [<0.0002% [< 0.0002% {Feets Cnp 20 £
([Magnesium [17.0% - 195% 182% [Mects ChP 20 £
JAbsence of Asbestos | | i
|[Procedure 2 (X-ray Oiffraction) [Passes Test [Passes test JMeets Ghp 20 €D
|[{Gentifcaton | ] I
flm 1 JTo pass test JPasses Test |Meets Chp 20 £D
o2 fo pass test [Fasses Test [Meets chP 20 €D
o3 |70 pass test JPasses Test |Meats Che 20 ED

Analysis by independent certified laboratory. Analysls performed on incoming raw material and noton a

rapresentative sample from this lot,

A (D 329/9a
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