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s18n1sN 1 Abiraterone acetate 250 mg tablet
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1. Baen Abiraterone acetate 250 mg tablet

2. amaaianaly
2.1 pluny Wueude dnsusudsnu
2.2 dausznay  Usznaudaoeaen Abiraterone acetate 250 mg 1w 1 1iia
2.3 MTULIN ussq‘lmma@]ﬁtﬁuuﬂam‘ w3a blister pack Tasiin Jasiuanudu
2.4 A8N - izq%am UL NaUAENFIAPUITANINUTI TUKRS fuﬁyumq inufinaa wanzdou
dsuen uazdtmsiusnee adhitauuuussyimed
- UULRIEN azhaifaﬂﬁaaszq%amﬁaﬁiamamiﬁﬂ fIULUITNOULAZYWIAAIINLIITEILN

WRUNHAR i’uﬁumq’lﬁ”’ﬁ'@mu

3. Qmauﬁamomﬂﬁﬂ

3.1 Finish product specification'”

AMANLANINAKA USP 42
1. Pnmarundran 90.0% - 110.0% of the L.A. of Abiraterone acetate
2. ldentification ATITHIN
3. Dissolution NLT 85% (Q) of the L.A. of Abiraterone acetate lu 45 wi
4, Uniformity of dosage units ATITHMU
5. Organic impurities - 7-Ketoabiraterone acetate : NMT 0.50%

- a-Epoxyabiraterone acetate : NMT 0.80%
- B-Epoxyabiraterone acetate : NMT 0.80%
- Abiraterone : NMT 0.40%

- Unspecified impurity : NMT 0.20%

- Total impurities : NMT 2.0%

3.2 Drug substance specification : Abiraterone acetate"
AuaNLaNNINALA USP 42
1. dSunudrndany 98.0% - 102.0% of the L.A. of Abiraterone acetate

(calculated on the as-is basis)

2. Identification AU

3. Residue on ignition NMT 0.1%

L) Y ‘;,f ........................ NIINNTT G Eki1:) S @ ...................... ATINNT
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3.2 Drug substance specification : Abiraterone acetate!” (na)

AnaNtANNIma®a USP 42

4. Organic impurities - a-Epoxyabiraterone acetate : NMT 0.25%
- B-Epoxyabiraterone acetate : NMT 0.25%
- Abiraterone : NMT 0.20%

- Abiraterone ethyl ether : NMT 0.20%

- Abiraterone isopropyl ether : NMT 0.20%
- Unspecified impurity : NMT 0.10%

- Total impurities : NMT 0.80%

5. Water NMT 0.25%

a I3
3.3 Han13Las12% Elemental impurity 1383 Risk assessment report (metan‘d’liﬂiznau)

wanene 1. mdifvemaieudamadu wave) meamaserdiamsinumsla lw”fjuuammnmwa”ngmﬂ”andnﬁvlﬁ%'uagu"ﬁﬁazJ

2. Drug substance specification WarsnnanluAieTeuaaguia drug substance wialufiames drug substance 184
Hudamdniag atvlaatiunile %aﬁmsm’:ﬁmﬂ:vfﬂmv’lnmﬁﬁ'ﬂﬂdﬁmuﬂ

3. wamIanIlamzigunwe uwluaw Finished product specification uaz Drug substance specification
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1. Lanmsms"lmuagtymmummwmmmtwamvxum’luﬂs:mﬂvlm UazfUaY (declare) UWABIHAR
o Qs ‘a’ = o ar Qs ] =
1.1 ludagmsiunzidoudiivm mo.2 ne.3 no.4 udaudnid)
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2. LANATIUTDINNATFIRMIHAALIANWA NN IB NI TNA RN THAREN (GMP)

21 dnwiIReIUTENNATTIUMINAALN mwé’nmmﬁ‘ﬁ'msﬁﬁlummﬁmi‘mqauéi"asnzi'lﬁ'zy
(Drug substance) avusiganusaunmsanaaaulasdiaglugisiasinisivsasfiaiudsznie
Uszmamendiannsaing

2.2 duwmiliRaiseanasIwMINAaLn mama“nmm*vi'?%msﬁﬁ'lumswﬁmNﬁmﬁmwfmzi'u%)gﬂ
(Drug product) v"i"l@i"i”umﬁ'maamum #3374 GMP PIC/S (Pharmaceutical Inspection Co-operation Science)
laswiazu PIC/S participating authorities 2UUAFAINNTOLNINTIIROY Tmusﬁayﬂwﬁwnaﬁmﬁmm
faulszmademenaiddnnsafing
3. tanmsqmmwmmmﬁmuaﬂm

3.1 waniasade g wniaiusiindiSagUuaaduin (Certification of analysis of Finished product)
1um§uﬁdotﬂuﬁ"mdw

@
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3.3 Lanmiﬁwé’ngmﬁud’ummﬁuw"uﬁs:wms;ummﬁman”mqﬁumaaﬁ’amﬁ'\ﬂ”zy (Drug substance)
8/ a a a a € o & . . U
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180150 2 Carboplatin 450 mg injection

muﬁszmﬂﬁ‘mi’mqummmﬁ

Carboplatin 450 mg injection

2. amanianali

& o W A
Lﬂua’]s&:ﬂq Uﬂi’)ﬁ"ﬂ']ﬂl’ﬁiﬂﬁ FINILAR

2.1 gluuy

2.2 gutlszney
2.3 MIUZVIT
2.4 287N

dsznaudae Carboplatin 10 mg/mL, U531a3 45 mL 1% 1 Vial
‘l ol & a [ ar (1)
vinglumruzussynndednennida uazusseineitesiuag
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3. amdNlANmARa

3.1 Finish product specification”

Test Item

BP 2020

1. YSnuemdany

90.0 - 105.0% of the L.A. of Carboplatin

2. |dentification ATIINIY
3. pH 50-7.0
4, Limit of cyclobutane-1,1-dicarboxylic acid NMT 1.0%

5. Bacterial endotoxins

NMT 5.4 1U of Endotoxin/mL

6. Sterility

ATIVU

7. Particulate matter
- 8%N1ATUIA > 10 pm laiiAu 6,000 auNea

- UMATWIA > 25 pm LailAin 600 aunA

ATIVAIU

8. Impurities

- Impurity A (Cis-diamminedichloroplatinum 11} : NMT 0.25%
- Total : NMT 0.5%

9. Volume in containers

AN

U IUA U NIINANT

(Woastue  Naasmuel)

GRS IL) N N3N
(WIMINA LB2AT)
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3.2 Drug substance specification : Carboplatin®”

Test Item BP 2020
1. UTanuaasndnagy 98.0 - 102.0% of the L.A. of Carboplatin (Calculated on the dried substance)
2. Identification AU
3. Appearance of solution Clear and colourless
4. Impurity B and acidity NMT 0.5%
5. Related substances - Impurity A (Cis-diamminedichloroplatinum II, Cisplatin) : NMT 0.25%

- Unspecified impurities : for each impurity, NMT 0.10%
- Total : NMT 0.5%

6. Chlorides NMT 100 ppm
7. Ammonium NMT 100 ppm
8. Loss on drying NMT 0.5%

3.3 Nﬁﬂ']ﬁlﬂi’]:ﬁ Elemental impurity #“3ail Risk assessment report (Ltamtanmsﬂsznau)
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19NN 3 Cyclophosphamide 1000 mg for injection

muﬂszmﬂa’i’awﬂhqummmﬁ

1. Baen Cyclophosphamide 1000 mg for injection

2. ansanvana i

) SN o o
2.1 EﬂLLUU Lﬂummﬂi’]ﬂﬂ’mt’ﬁa RINTUAR

2.2 #lsnay  Usznausanaann Cyclophosphamide 1000 mg 1w 1 Vial

2.3 ﬂ’]’ﬁu:'ﬂiiﬂq

a &
Ufi'gl%ﬂ’]‘ﬁu:ﬂii‘\] gaaanita

2.4 287N - s2uBREn Snlsznoud @A LAzANALT TUNES Wiuany wrfinda uaziy
neidoudiiue Lm:‘iﬁnmﬁu{nmm"b”aszmauuumsqﬁmwf
- UUMTUUTIYN ansdapdasizydam wialanimss daudsnaunszsmanna
LNV LRUNNAR 'J'“uﬁumq"li”ﬁmﬁm
. AMANUANIINAKA

3.1 Finish product specification

(1.(2)

AmaNLlanInaia USP 42 BP 2020
1. Bnuaaudnny 90.0 - 110.0% of the L.A. of anhydrous 92.5 - 107.5% of the L.A. of anhydrous
Cyclophosphamide Cyclophosphamide
2. Identification ATIVIU AU
3. Bacterial endotoxins NMT 0.20 USP Endotoxin Unit/mg of AT
cyclophosphamide
4. pH 3.0-9.0 3.0-6.0
5. Uniformity of dosage units ATITNI ATIINY
6. Constituted solution ATINU AT
7. Sterility Tests ATIIU ATIU
8. Related substances - Any impurity : NMT 1%
9. Particulate matter AU AT
- BUMAIIIG > 10 pm aitfin
6,000 B3R
- aUMATwIa > 25 pm litfiu
600 aunA
(8950)..oor O/I/ ...................... UszmuamenIsams
(wsasoad Avestued)
(aa'fi:a) ....................... 3/ .................... NIINMI (aa%a) .................. @ ....................... nITUMI

(Wimmane 1e1263) (WHEIURINR WFIYA)
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3.2 Drug substance specification : Cyclophosphamide™?

AMENIANIINATA USP 42 BP 2020

1. Binmueasdany 97.0 - 103.0% of Cyclophosphamide 98.0 - 102.0% of Cyclophosphamide
(anhydrous basis) (anhydrous substance)

2. Identification AT AT

3. Appearance of solution - Clear

4. pH 39-7.1 40-6.0

5. Limit of Propanolamine NMT 0.025% -

6. Related substances / - Cyclophosphamide related compound D Any impurity : NMT 1.0%

Degradation products - NMT 0.06%

- Cyclophosphamide related compound C
: NMT 0.06%
- Cyclophosphamide related compound B
1 NMT 0.06%

- Cyclophosphamide related compound A

: NMT 0.06%
- Any unspecified impurity : NMT 0.06%

7. Chlorides NMT 0.033% NMT 330 ppm

8. Phosphates NMT 0.01% NMT 100 ppm

9. Water 5.7% - 6.8% 6.0% - 7.0%

10. Bacterial endotoxins NMT 0.0625 USP Endotoxin Unit/mg of -
Cyclophosphamide

11. Sterility Tests ATV -

3.3 AN AT Elemental impurity %304l Risk assessment report (uammnmsﬂs:nan)

nanume 1. nidiivensiomdinmaiu waive) mismaseuiamesinomsle b Ffuuammnmsm"ﬂpu@ﬁnémﬁ‘l@ﬁ'uagﬁ‘m“ﬂ”aﬂ
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3. wammeanYienzigunwe Wwldaa Finished product specification waz Drug substance specification
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378N151 4 Fulvestrant 250 mg prefilled syringe injection, 5 mL
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1. $agn Fulvestrant 250 mg prefilled syringe injection, 5 mL

2. anaNiiana ly
2.1 gﬂu,fuu
2.2 gyutsznau

23 ﬂ’l‘liu:ﬂii‘-y‘

2.4 28N

lsul o A o o/ k2 A’
Wussazansdnannide susudadndaiie
Usznauesea Fulvestrant 250 mg/5 mL 13a1a3 5 mL da syringe
A J </ =l . o a 9 nq: =

vrsglunasauTTatndadnmnidansouda (Prefiled syringe) dniulfaiden
uszuyrimrifasnuuaslundaz syringe
- YTOLT FIMIznauaIs MAYLZANLTI TUKETe MWduany wafinde tnanadou

M3 LLa:’SEmsLﬁU%"ﬂmm"h'”aziwﬁ'ﬂmuuumsqﬁmfﬁ
- IUMTUsUTIEN adaiandasszyTas wiaianimis samdenauussrwaana

U898 Lauiinae TuFueny ligaiau
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3. AnENNANIINaRA

3.1 Finish product specification™?

1. USanmda sy

m’mc\i’mmuﬁi:qh Finished product specification

2. ldentification

mmmumuﬁs:gh Finished product specification

3. Particulate matter ATIINIU

- 939 2 10 pm 6iAu 6,000/container

- U@ > 25 pm WAY 600/container
4. Sterility AT
5. Bacterial endotoxins Glnﬁ]mumuﬁlizqh Finished product specification
6. pH mmmumuﬁlith Finished product specification
7. Impurity / Purity test miﬁ]ﬁ’mmuﬁi:qh Finished product specification
8. Extractable volume/ Volume in container ﬂiiﬁﬂﬂumﬂuﬁizq‘lu Finished product specification

................................................................... Urzmuaznssuny
(Wipastad  Aaastue)
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3.2 Drug substance specification : Fulvestrant ®¥

Test Item

USP 42

BP 2020

1. Tnmaandngy

97.0 - 102.0% of the L.A. of Fulvestrant

(calculated on the anhydrous basis)

97.0 - 102.0% of the L.A. of Fulvestrant

(anhydrous substance)

2. |dentification AU ATIINY

3. Specific rotation +108° to +115° -
4. Water NMT 0.5% NMT 0.5%

5. Residue on ignition NMT 0.1% -

6. Related substances

- 6-Keto-fulvestrant : NMT 0.1%

- A6,7-Fulvestrant : NMT 0.1%

- Fulvestrant sulfone : NMT 0.2%

- Fulvestrant extended : NMT 0.3%

- Fulvestrant sterol dimer : NMT 0.8%

- Any individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 1.0%

- Impurity D : NMT 0.6%

- Impurity C : NMT 0.3%

- Impurity B : NMT 0.2%

- Impurity F : NMT 0.15%

- Unspecified impurities : for each impurity,
NMT 0.10%

- Total : NMT 1.0%

7. Diastereoisomer ratio /

Stereochemical purity

42% - 48% of fulvestrant isomer A

52% - 58% of fulvestrant isomer B

42% - 48% of fulvestrant isomer A

52% - 58% of fulvestrant isomer B

8. Sulfated ash

NMT 0.1%

9. Bacterial endotoxins

Less than 1.25 |U/mg

3.3 Namﬁmﬁzﬁ Elemental impurity wiaal Risk assessment report (uammnmsﬂsznau)

wanawme 1. natinvemaiouud iy (waive) nsamarauiiemsimonsle Wiuusasenmmar ngmaINaf I suauiey

2. Drug substance specification Ra1sowanly3 Lﬂﬁ:ﬁmaocj 8@ drug substance w3aluFLATZN drug substance 283
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6. Hlanasan (d1n) Bngaaliunidndyannanasuiivue asth

6.1 nstﬁwamszﬁmnﬁmﬁ:ﬁmﬁ lasnsuingmanimsunndwiewasfudndldinasgu isonec
17025 Liiluldawanasputadwualudssmeadsenianen

6.2 nirﬁw§mﬁ'm€n‘m‘nﬁ@1frgnL%‘UnLﬁuﬁumnﬁammﬂimUﬁwﬁnamﬂmnssumsmmﬂm:m Tugia9iamn
va3dy e daezuy

6.3 nstﬁwuﬂmuvnqmmwmnwa’“mn"m«ﬁﬁmadwa@iaﬂszﬁw%wauazmmﬂaaﬂﬁuﬁasjﬂan*?f"l.@i”fum
7. vmlwswmwammﬁwﬂﬁuﬁmsmNﬁmﬁmwi'mﬁgﬂﬁunl,ﬁuﬁu losdinnuamenIsunmsamisuazen
fawiundemeadszmenadidnnseding unﬁuﬁ%ﬁfaﬁa%tmiw"[ﬁﬁwLﬁummﬂ’”lmﬂtymlm%im@"’anm'su,ﬁa

wangme 61983370
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LGIREi1) WO UszmuauenIIuMI

(GEX12) [N NITUNIY (GREi12) N - N3INNNT
(WA LIIAT) (WNENIUUANA WIFINA)

winf4samiia %a7iB18/2566



Qr
iwaztﬁﬂmqmanvmzmmztmu‘?ﬁmanmsmsam%armnmﬁm
\a2N B18 /2566
5780131 5 Gemcitabine 1 g for injection

muﬂs:mﬁﬁimi’mquas'mmﬁ

1. $aen Gemcitabine 1 g for injection

2. amaNAnN L1

2.1 gﬂtmu

J o @ el
(uea gsaania SnIUAe

2.2 futliznay  Usznewsu@isn Gemitabine hydrochioride fiauyany Gemcitabine 1 g lu 1 Vial

&
2.3 mmu:mﬁ; UST’Ql%ﬂ']‘Iiu:UiiﬁlU’]ﬁ(ﬂﬂi’]ﬂ'ﬂ']m"ﬂa

A ' a s o v A v o { a
2.4 aan - 5:1‘!’156{” ﬁ')ulhzﬂaU@]'JU']ﬁ']ﬂtyLLﬂzﬂ'J']NlLiﬂ TUHAG 'Juaua']ﬂq lﬂ’ﬂﬁ“ﬂ@] I AN

nudoudrsuen LLa:S‘%n'ﬁLﬁu{nmﬂﬂ'fasj'"m"ﬁ'ﬂwuuumsqn"m‘ﬁ

v W o o v
- U%ﬂ?’ﬁ%zﬂﬁi}‘ 87 aUIKa s a\ﬁ:q'nam ﬂ%ﬂﬁﬂﬂ’]x‘lﬂ’ﬁﬂ? fuEnsuLazT AR

US98 LRININAS fuﬁumq’ﬁfmw

3. AnENLGNIIINANA

3.1 Finish product specification”

Test Item

USP 42

a

1. SSumarndran

7]

95.0 - 105.0% of the L.A. of Gemcitabine

. ldentification

ATIVHH

. Clarity of solution

ATIANU

. Bacterial endotoxins

NMT 0.05 USP Endotoxin U/mg of Gemcitabine

2
3
4
5. Sterility
6
7
8

AT
. Uniformity of dosage units AT
_pH 27-33
. Particulate matter ATIU

- ARMATWIA > 10 pm laiviin 6,000 aumA
- ARMATUA > 25 pm laivAiu s00 aunA

9. Organic impurities

- Cytosine : NMT 0.1%

- Gemcitabine o-anomer : NMT 0.1%

- Any individual unspecified impurity : NMT 0.2%
- Total impurities : NMT 0.3%

(WimMaane 1)
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3.2 Drug substance specification : Gemcitabine Hydrochloride!

Test Iltem USP 42
1. dSmaasndniy 97.5 - 101.5% of Gemcitabine Hydrochloride (calculated on the as-is basis)
2. |dentification AT
3. Specific rotation +43° to +50°, at 20°
4. pH 20-3.0
5. Residue on ignition NMT 0.1%
6. Organic impurities - Cytosine : NMT 0.1%
- Gemcitabine a-anomer : NMT 0.1%
- Any individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 0.2%
7. Sterility AT
8. Bacterial endotoxins NMT 0.05 USP Endotoxin U/mg of Gemcitabine

-y &
3.3 HAaNN3LATIEYH Elemental impurity #5048 Risk assessment report (mel,anmiiliznau)

nangma 1. natiaanzlouusinmiu waive) msaneseuSinrsisonia Wi ﬁuuammnmwé'njmﬂ?ndnﬁ'lﬁ{uaw“ﬁﬁw

2. Drug substance specification Wa13ow191n (U3 Lﬂﬂ:ﬁmm;&' nAa drug substance n3aluiiaTzW drug substance 189
Hudapdniegy atulaatdunits E‘Eaﬁmsmam"mﬂ:ﬁﬂmVlnu”'m”aﬁﬁwmﬂ

3. Namsm’nﬁmﬁ:ﬁqmmw ¢ 1Jwldeu Finished product specification LLlaz Drug substance specification
nnndrdstatiideny d1ldvanzdoudasminnuanenITamss ez NIENTNITINGY
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2. 1INEITUTBINATTIRMITRAALIANUANITIBNNTAA [WNTHANLT (GMP)
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s'mazLSﬂﬂqmﬁnﬁm:mwwuuuﬁ'ﬁmana'ﬁn'ﬁ{fﬂ%anﬁﬁmw‘fm
a2 B18 /2566
319n15N 6 Paclitaxel 300 mg/50 mL injection

aulsznAIINIRQUATITEIH

1.8am1  Paclitaxel 300 mg/50 mL injection

2. amwaNian kil
) S o~ a Y A o
2.1 gy Wuasazaulsaanidia Snsudadvasaidaadn
2.2 gudsznay  Usznaudlsdaen Paclitaxel 300 mg 1w 50 mL
“L LY A’ (1) ar [ [
2.3 Mrues - vInlumauhilnende Type | @ wazussanmsitfosnuuss
2.4 28N - s2yFenn damdsznaudinfmAuazaNNusy Tunaa TuFuany walinde wnanzidon
@sue Lm:?ﬁmnﬁu{nmmvl’i“azho’ﬁ'mwuumiqﬁmwf
- IUMTULUTIEN amaﬁaﬂﬁaﬁ:q%am PIaTONIINTA FIULTENAVURS VU AA UL
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3. AMMENLIGNINAKA

3.1 Finish product specification'”

AmaNANInaka USP 42
1. Smaasndnty 90.0 - 110.0% of the L.A. of Paclitaxel
2. Identification AU
3. Bacterial endotoxins NMT 0.67 USP Endotoxin U/mg of paclitaxel
4, pH 3.0-7.0
5. Limit of degradation products - Baccatin IIl : NMT 0.8%

- Ethyl ester side chain : NMT 0.4%

- 10-Deacethylpaclitaxel : NMT 0.8%

- 10-Deacetyl-7-epipaclitaxel : NMT 0.5%

- 7-Epipaclitaxel : NMT 0.6%

- Any other paclitaxel degradation product : NMT 0.1%
- Total paclitaxel degradation product : NMT 2.0%

6. Sterility ATIWIU

7. Particulate matter ATIINU
- ARNIATUIA > 10 pm %aitfiu 6,000 aunn

- BUMATWIA > 25 pm Lilfiu 600 aunA

8. Volume in container AIIFHU

G2 oo USETUATUENTINNTT
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3.2 Drug substance specification :

Paclitaxel /"

AmanlanIImaia

USP 42

1. BSunndrvrddiy

97.0 - 102.0% of Paclitaxel (calculated on the anhydrous, solvent-free basis)

2. ldentification

ATINU

3. Specific rotation

-49.0° to -55.0%(calculated on the anhydrous, solvent-free basis)

4. Microbial enumeration test & Tests for

specified microorganisms

- Total aerobic microbial count : NMT 100 cfu per gram
|
- Liwuiga Staphylococcus aureus, Pseudomonas aeruginosa, Salmonella

species W8z Escherichia coli

5. Bacterial endotoxins

NMT 0.4 USP Endotoxin U/mg of paclitaxel

6. Water

NMT 4.0%

7. Residue on ignition

NMT 0.2%

8. Related compounds

A. 038 Paclitaxel isolated from natural sources or produced by fementation
- Baccatin Il : NMT 0.2%

- 10-Deacetylpaclitaxel : NMT 0.5%

- 7-Xylosylpaclitaxel : NMT 0.2%

- 10-Deacetyl-7-epipaclitaxel (paclitaxel related compound B) : NMT 0.5%
- 7-Epicephalomannine : NMT 0.3%

- 7-Epipaclitaxel : NMT 0.5%

- Any other single impurity : NMT 0.1%

- Total impurities : NMT 2.0%

B. Paclitaxel produced by a semisynthetic process.

- 10-Deacetylbaccatin 1l : NMT 0.1%

- Baccatin Il : NMT 0.2%

- Photodegradant : NMT 0.1%

- 10-Deacetylpaclitaxel : NMT 0.5%

- 2-Debenzoylpaclitaxel-2-pentenoate : NMT 0.7%
- 7-Epipaclitaxel : NMT 0.4%

- 10,13-Bissidechainpaclitaxel : NMT 0.5%

- 7-Acetylpaclitaxel : NMT 0.6%

- 13-Tes-baccatin [Il : NMT 0.1%

- 7-Tes-paclitaxel : NMT 0.3%

- Any other single impurity : NMT 0.1%

- Total impurities : NMT 2.0%

C. Paclitaxel produced by a plant cell fermentation process

- Propyl analog : NMT 0.2%
- Cephalomannine (Paclitaxel related compound A) : NMT 0.5%

- sec-Butyl analog : NMT 0.2%

(WA Lad)
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3.2 Drug substance specification : Paclitaxel " (sia)

AMANIANNIMALA USP 42

8. Related compounds (§18) - n-Butyl analog : NMT 0.1%

- Benzyl analog : NMT 0.4%

- Baccatin VI : NMT 0.2%

- Pentyl analog : NMT 0.2%

- 7-Epipaclitaxel : NMT 0.4%

- Any other single impurity : NMT 0.1%
- Total impurities : NMT 2.0%

3.3 HANITIATIEN Elemental impurity 1383 Risk assessment report (u.aml.anmiﬂs:nau)
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