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1 2 3 4 5 6 7 8 9
Toxic
tock* t Meth f Basis f A tabl
S. oc /ravy/s ar G (.) component asls for Sl Reference Calculation method FSD Remarks
ting material** | Preparation FSD amount
concentration
No validated assay and no upper
limit of ambrein; worst case as-
i”g_ amk— ! Taha SA, Raza M, Gader AG, Ha- | 10 g MT = 500 mg raw sumption is applicable (basis
. Ph. Eur. 1.1.11 ) rein/kg/day | feez MA. A study of ambr?'” material amount of raw material).
b

Ambra grisea (Ph. F ) content of starting PDE - treatment for the evaluation of D5 L .

Ph. Franc. - FranG.J: material 6 ug am- change in plasma biochemical - B Derivation of PDE ambrein: LOAEL
MT =1/20 brein/day parameters in rat. Jpn J Pharma- | 108 D_5 =5pgraw rat 10 mg/kg/day divided by UF (F1-

(neonate) col. 1995 Mar; 67(3): 205-9 material F5=5x10x10x 1 x 10) — 2 g
ambrein/kg/day x 3 kg bw neonate
=6 ug ambrein/day
No validated assay and no upper

. limit of ambrein; worst case as-
preparation of zp‘g am- Taha SA, Raza M, Gader AG, Ha- 10 g MT = D1: 1000 sumption is applicable (basis
MT = D1: 10 brein/kg/day feez MA. A study of ambrein ial amount of raw material)

Ambra grisea t i- tent of starti N for th luation of mg raw materia
parts commi content of starting | treatment for the evaluation o N D7 L .

HAB nuted sub- material 6 g am- change in plasma biochemical . . Derivation of PDE a.m.breln. LOAEL
stance + 100 brein/day parameters in rat. Jpn ) Pharma- | 108 D_7 =1ugraw rat 10 mg/kg/day divided by UF (F1-
parts ethanol (neonate) col. 1995 Mar; 67(3): 205-9 material F5=5x10x10x1x10) — 2 pg

ambrein/kg/day x 3 kg bw neonate
= 6 ug ambrein/day

Antimonite

Sbh,S;

HAB

5b,55:9.0-10.5 % in 24 ug 10 g D1 = 1050 mg Derivation of PDE antimony: NOAEL
See Antimonium | ph. Eur. 4.1.1 b1 Sb/kg/day ICH guideline Q3D on elemental ShoS. = 752 75 ma Sb 6000 pg Sb/kg/d divided by UF (F1-
s (HAB 6)' o Mr 339.7 PDE — impurities _)2 3T I0e & D6 F5=5x10x5x1x1)=24pg

Relative content Sb 72 ug Sb/day | (EMA/CHMP/ICH/353369/2013) Sb/kg/d x 3 kg bw neonate = 72 g

Frang.) (neonate) 10g D6 = 7.53 g Sh sb/d

and in stock =71.69 %

Stibium sulfura-

tum nigrum

(HAB)
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Toxic
tock* t Meth f Basis f A tabl
S. oc /ravy/s ar G (.) component asls for Sl Reference Calculation method FSD Remarks
ting material** | Preparation FSD amount
concentration
Antimonium
crudum
Sbh,S;
Ph. Frang. §b253: 98.0-102.0 % 24 ug 10 eD1=1020 m Derivation of PDE antimony: NOAEL
Ph. Eur. 4.1.2 in stock Sb/kg/day ICH guideline Q3D on elemental Sb gS =731.24m ng 6000 ug Sbh/kg/d divided by UF (F1-
S (PH Fra'n : )' Mr 339.7 PDE — impurities _)2 30 & D6 F5=5x10x5x1x1)=24pg
e ) ¢ Relative content Sh 72 ug Sb/day | (EMA/CHMP/ICH/353369/2013) 10g D6 = 7.31 g Sb Sb/kg/d x 3 kg bw neonate = 72 ug
and in stock = 71.69 % (neonate) H Sb/d
Stibium sulfura-
tum nigrum.
(HAB)
Derivation of PDE silver: PDE is con-
sistent with the RfD (reference
Ag,S:9.0-10.5 % in
_ Ph. Eur. 4.1.1 Diz 3.3 g 10 D1 = 1050 mg dose) of 5 pug Ag/kg/day (US EPA,
Argentite (HAB 6) Ag/kg/day ICH guideline Q3D on elemental AesS = 914.13 me A 2003);
Ag,S Mr 247.8 PDE - impurities jz SIS MEAS I pg LOAEL 20 mg Ag/kg divided by UF
HAB Ph. Bur.4.1.2 1 tive content Ag 9.9 ug Ag/day | (EMA/CHMP/ICH/353369/2013) | o o0 (F1-F5=12x 10 x 5 x 1 x 10 = 6000)
(Ph. Franc.) in stock = 87.06 % (neonate) & STHenE — 0.0033 mg Ag/kg/d x 3 kg bw
neonate — 0.0099 mg Ag/d =9.9 ug
Ag/d
specific brepa- Derivation of PDE silver: PDE is con-
P . prep sistent with the RfD (reference
ration: 1 part
Argentum stock is solubil- 33ug dose) of 5 ug Ag/kg/day (US EPA,
colloidale ized in 99 parts | Ag: 0.067-0.078 % Ag/kg/day ICH guideline Q3D on elemental 10gD3=7.8mgAg 2003);
A H.0 — 1part  |in 63' ) PDE — impurities — D6 LOAEL 20 mg Ag/kg divided by UF
X szthis 50|Etion 9.9 ug Ag/day | (EMA/CHMP/ICH/353369/2013) |10 g D6 =7.8 g Ag (F1-F5=12x10x 5 x 1 x 10 = 6000)
HAB (neonate) — 0.0033 mg Ag/kg/d x 3 kg bw

+ 9 parts H,0 =
D3

neonate — 0.0099 mg Ag/d =9.9 ug
Ag/d




1 2 3 4 5 6 7 8 9
Toxic
tock* t Meth f Basis f A tabl
S. oc /ravy/s ar G (.) component asls for Sl Reference Calculation method FSD Remarks
ting material** | Preparation FSD amount
concentration
Derivation of PDE silver: PDE is con-
sistent with the RfD (reference
Argentum 33ug dose) of 5 ug Ag/kg/day (US EPA,
metallicum Ph. Eur. 4.1.1 ' Ag/kg/day !CH gL!i(.jeIine Q3D on elemental 10 g D1 =1060 mg Ag 2003); N
Ag (HAB 6) Ag:9.4-10.6 % in D1 | PDE — impurities — D7 LOAEL 20 mg Ag/kg divided by UF
9.9 ug Ag/day | (EMA/CHMP/ICH/353369/2013) |10 g D7 =1.06 pg Ag (F1-F5=12x10x5x 1 x 10 = 6000)
HAB (neonate) — 0.0033 mg Ag/kg/d x 3 kg bw
neonate — 0.0099 mg Ag/d =9.9 ug
Ag/d
Derivation of PDE silver: PDE is con-
sistent with the RfD (reference
Argentum 3.3 ug o dose) of 5 ug Ag/kg/day (US EPA,
metallicum Ph. Eur. 4.1.2 Ag: 99.0-100.5 % in Ag/kg/day !CH gL!lc.jeIme Q3D on elemental 10 g D1 =1005 mg Ag 2003); N
Ag (Ph. Franc.) stock PDE — impurities — D7 LOAEL 20 mg Ag/kg divided by UF
’ g. 9.9 ug Ag/day | (EMA/CHMP/ICH/353369/2013) |10 g D7 = 1.005 pg Ag (F1-F5=12x 10 x5 x 1 x 10 = 6000)
Ph. Frang. (neonate) — 0.0033 mg Ag/kg/d x 3 kg bw

neonate — 0.0099 mg Ag/d =9.9 ug
Ag/d




1 2 3 4 5 6 7 8 9
Toxic
tock* t Meth f Basis fi A tabl
fi:gcm:::::ls"‘:r Peraor:t(i)on component Fsagls or arc::zn:b € Reference Calculation method FSD Remarks
concentration
3.3ug
Ag/kg/day
AgNOs: 9.4-10.6 % 9_’9 Ag/d Ag: Derivation of PDE silver: PDE is con-
: .9 ug Ag/day : . .
in D1 (neonate) ICH guideline Q3D on elemental 10 g D1 =1060 mg ZIStent :wsth ﬂ: ;{;D/EjrefeI;Je:EiA
A'rg?.ntum Mr 169.9 impurities AgNO; = 672.99 mg Ag 28(5)2)),0 e Ag/ke/day | ’
nitricum Ph.Eur.3.11 | Relative content Ag (EMA/CHMP/ICH/353369/2013) | 3nd 387 mg nitrate ; N
AgNO, (HAB 5a) instock=63.49% | O ADI for nitrate: - P8 |LOAEL20me Mellg diided by VF
HAB Relative content 3.7 me/Ke bW, | jrate: 10gD6=6.73 ug Ag ( E) 00_33 . A X/k );d X3 k _b !
—
NO. in stock = 36.51 expressed as WHO FOOD ADDITIVES SERIES: 50 | and 3.87 pg nitrate ' ME AE/XE/C X 3 KE bW
3 in stock = 36. nitrate ion NITRATE neonate — 0.0099 mg Ag/d =9.9 ug
% — Ag/d
11.1 mg/day
(neonate)
3.3 Derivation of PDE silver: PDE is con-
A. /Itlg/d sistent with the RfD (reference
j g/day dose) of 5 pug Ag/kg/day (US EPA,
AgNOs3: 99.0-100.5 % :
"8 ; 3k ° 9.9 ug Ag/day |Ase: 2003); .
In stoc (neonate) ICH guideline Q3D on elemental 10 g D1 =1005 mg LOAEL 20 mg Ag/kg divided by UF
Argentum Mr 169.9 impurities AgNO; = 638.1 mg Ag (F1-F5=12x10x5x 1 x 10 = 6000)
nitricum Ph. Eur. 4.1.2 Relative content Ag | pp (EMA/CHMP/ICH/353369/2013) and 366.9 mg nitrate D6 — 0.0033 mg Ag/kg/d x 3 kg bw
AgNO; (Ph. Frang.) in stock = 63.49 % ADI for nitrate: N neonate — 0.0099 mg Ag/d =9.9 ug
Ph. Frang. Relative content 3.7 mg/kg bw, Nitrate: 10g D6 =6.38 ug Ag Ag/d
NO. in stock = 36.51 expressed as WHO FOOD ADDITIVES SERIES: 50 | and 3.67 pg nitrate
3 In Stock = 3b. nitrate ion NITRATE .
% N Conclusive remark:
11.1 mg/day The PDE of silver is more conserva-
(néonate) tive and thus the relevant one for

FSD assessment.




1 2 3 4 5 6 7 8 9
Toxic
tock* t Meth f Basis f A tabl
S. o¢ /ravy/s ar ethod (.) component asis tor CEEI Reference Calculation method FSD Remarks
ting material** | Preparation FSD amount
concentration
75 parts Sodi-
um hydrogen
carbonate (Ph.
Eur.) + solution
of 2 parts Na- GUY E. ABRAHAM PETER B. HIM- Derlva-tlon of. LHRD/100 for colloidal
Auri solutio trium tetra- 5 g Au/kg/day MEL (1997) Management of metallic gold: LHRD 30 mg Au/.da.y
colloidalis chloroauratum | \ o 50c 5105 04 N Rheumatoid Arthritis: Rationale | 10 g D3 = 10.5 mg Au (24 weeks, human study, no clinical
A (HAB)+1800 |, ' LHRD for the Use of Colloidal Metallic | — D6 evidence of toxicity in patients)
u . in D3 15 pg Au/day id L of itional ~
parts purified (neonate) Gold, Journal of Nutritional & 10 g D6 = 10.5 ug Au — LHRD/100 = 0.3 mg Au/day + 60
HAB water. Addition gg\;ironmental Medicine, 7:4, 295- kg bw = 5 pg Au/kg/day = 15 pg
of 100 parts of Au/neonate/day
acacia solution
R and 35 parts
of anhydrous
formic acid R.
Derivation of PDE gold: LOAEL 32.2
mg Au/kg divided by UF (F1-F5 =
Aurum Ph. Eur. 3.1.1 2.7 pg o 12x10x 10 x 1 x 10) — 0.0027 mg
R (HAB 5a) r 27519 01 | pOE Au/kg/day !CH gu.flelme Q3D on elemental 10gD1=510mgAu o Au/kg/d x 3 kg bw neonate — 0.008
H[AuCl,] - 3 H,0 u:&./-.1 70 1n - impurities - mg Au/d = 8.00 pg Au/d
(AUCLI -3 B0l ph. Eur. 4.1.2 8.00 ug Au/day | (EMA/CHMP/ICH/353369/2013) | 10g D6 =5.1 ug Au
HAB (Ph. Frang.) (neonate)

French homeopathic traditional
name: “Aurum muriaticum”.




1 2 3 4 5 6 7 8 9
Toxic
Stock*/raw/star | Method of Basis for Acceptable .
ting m:{teria/I** R component ESD amoznt Reference Calculation method | FSD Remarks
concentration
Current evaluation of gold in EFSA
Journal 2016; 14(1):4362: Scientific
Opinion on the re-evaluation of gold
REGULATION (EC) No 1333/2008 (E 175) as a food additive: “... The
g’zSZEFETL:'REOC%CECTR;?QADENT Panel concluded that, despite the
Aurum - ot b e b f toxicity data, but taki
quantum satis - absence ot toxiCity aata, but taking
metallicum Ph. Eur. 4.1.1 AU 9.5.10.5 % in D1 Food regu- | for external :;;bjer Zoofjglzoiji;d;:\;s 10 D1 = 1050 A S into account the low solubility of
:9.5-10. n ; : : = m . R
Au (HAB 6) u ol lation coating of Scient;ilir(r;?oinion on the re- g g AU elemental gold, systemic availability
HAB confectionery | oyajuation of gold (E 175) as a and thus systemic effects of ele-
food additive mental gold would not be expected.
FSD = D1, as D1 is the first possible
homeopathic preparation according
to the monograph.
Current evaluation of gold in EFSA
Journal 2016; 14(1):4362: Scientific
Opinion on the re-evaluation of gold
REGULATION (EC) No 1333/2008 (E 175) as a food additive: “... The
OF THE EUROPEAN PARLIAMENT Panel concluded that, despite the
LG quantum satis | AND OF THE COUNCIL of 16 De- absence of toxicity data, but taking
metallicum Ph. Eur. 4.1.2 Au: 98.0-101.0in Food regu- | for external cember 2008 on food additives 102 D1 = 1010 me Au_ N8 into account the low solubility of
Au (Ph. Franc.) stock lation coating of EFSA Journal 2016; 14(1):4362: ghi= & elemental gold, systemic availability
Ph. Franc. confectionery | Scientific Opinion on the re- and thus systemic effects of ele-

evaluation of gold (E 175) as a
food additive

mental gold would not be expected.

”

FSD = D1, as D1 is the first possible
homeopathic preparation according
to the monograph.
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Toxic
tock* t Meth f Basis f A tabl
S. oc /ravy/s ar ethod (.) component asis tor CEEI Reference Calculation method FSD Remarks
ting material** | Preparation FSD amount
concentration
Barium
carbonicum Derivation of PDE barium: NOAEL =
BaCO, BaCOs: 9.3-10.6 % 14.6 mg Ba/d : UF (F1-F5=1x10x 1
in D1 ICH guideline Q3D on elemental 10g D1 =1060 mg x1x1)=1.46 mgBa/d = 1460 pg
HAB = o -
F:'Agusr)' 411 T vri973 PDE ?:fgn‘;fe?a/ day | i purities B_e:CO3 737.76 mg Ba | b, Ba/d
Relative content Ba (EMA/CHMP/ICH/353369/2013) 102 D4 = 737.8 ug Ba Applicable to newborns, hence NO
See Baryta car- in stock = 69.6 % & ©HE further weight adjustment to PDE
bonica ICH Q3D necessary.
(Ph. Frang.)
Derivation of PDE barium: NOAEL =
14.6 mg Ba/d : UF (F1-F5=1x10x 1
1x1)=1.46 Ba/d = 1460
BaCl, - 2H,0: 9.4- - x1x1) meg Ba/ He
; 10g D1=1060 mg Ba/d
Barium Ph. Eur. 3.1.1 10.6 % in D1 o a
chloratum (HAB 5a) y : 7443 . 1460 g Ba/day !CH gt{ltc.lellne Q3D on elemental BaCl, - 2H,0 = 595.83 o Applicable to newborns, hence NO
BaCl, - 2H,0 Ph. Eur. 4.1.2 reas. (neonate) '(?“F;Iir/'c':j‘w o/ICH/353368/2013) mg Ba further weight adjustment to PDE
HAB/Ph. Eur (Ph. Franc.) Relative content Ba - ICH Q3D necessary.
T ' ' in stock = 56.21 % 10g D4 =595.8 pg Ba
French homeopathic traditional
name: “Baryta muriatica”.
Baryta Derivation of PDE barium: NOAEL =
carbonica BaCOS:k98.O-101.O % 10gD1=1010mg 14.6 mgBa/d : UF (F1-F5=1x10x1
in stoc T - - -
BaCO, Ph. Eur. 4.1.2 1460 pg Ba/day !CH gu.lc.jellne Q3D on elemental BaCO; = 702.96 mg Ba x1x1)=1.46 mg Ba/d = 1460 pg
Ph. F Mr 197.3 PDE ; impurities — D4 Ba/d
Ph. Frang. (Ph. Fran.) (neonate) (EMA/CHMP/ICH/353369/2013)

See Barium car-
bonicum (HAB)

Relative content Ba
in stock =69.6 %

10 g D4 =702.96 ug
Ba

Applicable to newborns, hence NO
further weight adjustment to PDE
ICH Q3D necessary.




1 2 3 4 5 6 7 8 9
Toxic
Stock*/raw/star | Method of Basis for Acceptable .
. / ./** . component P Reference Calculation method FSD Remarks
ting material Preparation FSD amount
concentration
Committee for Veterinary Medici-
nal Products - Bellis perennis -
. .| Ph.Eur.1.1.3 summary Report
Bellis perennis o (EMEA/MRL/663/99-FINAL;
(HAB 2a): D1 = no need for
HAB N/A MRL http://www.ema.europa.eu/docs/ | -/- MT
2 MT + 8 etha- MRL ) )
en_GB/document_library/Maximu
nol m_Residue_Limits_-
_Report/2009/11/WC500010965.
pdf)
Committee for Veterinary Medici-
nal Products - Bellis perennis -
Summary Report
Bellis perennis | ph. Eur. 1.1.10 noneedfor | EMEA/MRL/G63/95-FINAL;
Ph E N/A MRL MRL http://www.ema.europa.eu/docs/ | -/- MT
Ph. Frang. (Ph. Franc.) en_GB/document_library/Maximu
m_Residue_Limits_-
_Report/2009/11/WC500010965.
pdf)
M h USEPA/Office of Pesticide Pro-
onlo-grap grams; Biopesticide Active Ingre-
specific prepa- dient Factsheet- Chitin; Poly-N-
Blatta orientalis | ration for the acetyl-D-glucosamine (128991).
HAB MT =D1. Chitin ADI no limit Issued 3/01. Available from, as of | -/- MT
Ph. Eur. 1.1.9 March 15, 2004:
(HAB 4b) from http:{./\{\(/jwv;..epa.%(.)v/fe/s.ti;ide;{cbi
D2 onwards opesticides/ingredients/index.htm

**PEER REVIEWED**




1 2 3 4 5 6 7 8 9
Toxic
tock* t Meth f Basis fi A tabl
S_ oc /ravy/s ar ethod ? component asis for Ll Reference Calculation method FSD Remarks
ting material** | Preparation FSD amount
concentration
. Derivation of PDE cadmium: MRL =
Cadmium oh bura1q | €950 /3 H;0: 9.4- 0.1pg (1:gSgOD18_ 1£7(§’f“8 0.1 pg Cd/kg x 3 kg bw neonate —
: -Bur- 4111107 %inD1 Cd/kg/da el 4 /3H.0 = 0.3 pg Cd/d (no UF)
sulfuricum (HAB 6) g/day ICH guideline Q3D on elemental 468.98 mg Cd
CdSO, - ®/sH,0 | Ph. Eur. 4.1.2 Mr 256.5 PDE - impurities . D8 Preparations applied as a spray shall
CoU (P}; Franc )' Relative content Cd 0.3 ug Cd/day | (EMA/CHMP/ICH/353369/2013) | | g DS = 0.0469 g be assessed on the basis of the
HAB/Ph. Eur. ’ ¢ in stock =43.83 % (neonate) cd inhalation PDE for cadmium (=1,7
pg/day).
Derivation of PDE antimony: NOAEL
Mixture of Sb,Ss, S 6000 ug Sb/kg/d divided by UF (F1-
Calcium stibiato. | P+ Eur-4-1.1 | and Calcium carbon- 24 ug o F5=5x10x5x1x1)=24 g
ahflunti stibiato- (HAB 6) icum Hahnemanni Sb/kg/day !CH gL!lc.jeIme Q3D on elemental 10g D1 =120 mg Sb Sb/kg/d x 3 kg bw neonate = 72 ug
sulfuratum oh. Eur. 4.1.2 (Cacos) PDE — impurities — D5 Sb/d
e .Eur. 4.1, 72 ug Sb/day | (EMA/CHMP/ICH/353369/2013) |10 g D5 =12 ug Sb
h : % Sb
(Ph. Frang.) D1:0.85-1.2 % Sb, (neonate)
1.7-24 %S French homeopathic traditional
name: “Calcarea sulfurata”.
mean in-
takes per
. - Of i
' Ph. Eur. 4.1.1 Cu,S: 8.1-10.0 % in day ade- Scientific Opinion on nutrient 10 g D1 = 1000 mg
Chalcosine (HAB 6) D1 quate for 300 Cu/da requirements and dietary intakes Cu-S = 798.4 me Cu
Cu,S Ph. Eur. 4.1.2 Mr 159.2 the majori- (neol:lite) ¥ of infants and young children in _)2 - -+ me D5 French homeopathic traditional
HAB . s L Relative content Cu | ty of infants the European Union, EFSA Journal 10 2 D5 = 79.84 ug Cu name: “Cuprum sulfuratum”.
(Ph. Frang.) i stock = 79.84 % of the first 2013;11(10):3408 gD5=79.84 ug
half-year of
life

10




1 2 3 4 5 6 7 8 9
Toxic
tock* t Meth f Basis fi A tabl
S. oc /ravy/s ar ethod (.) component asis tor CEEI Reference Calculation method FSD Remarks
ting material** | Preparation FSD amount
concentration
Derivation of PDE arsenic: MRL =
0.0003 mg As/kg/d x 3 kg bw neo-
nate — 0.9 pug As/d (no UF)
0.3 ug Derivation of LHRD Quinine: LHRD is
CyoH2aN,0,: 8.5-9.7 As/kg/day Arsenic. ba.se.d on the I.owest.daily dose of
Chininum % in D1 PDE A N ICH guiaeline Q3D on elemental 10 g D1 =99 mg As,04 quinine f.or children in trgatment of
e E Ph. Eur.4.1.1 As,0;: 0.86-0.99 % S 0.9 ug As/day | impurities =75 m'g'As and 970 un(j*ompllcated 'chloroqulne—' .
T (T (HAB 6) in D1 (neonate) (EMA/CHMP/ICH/353369/2013) mg quinine o re5|sta'nt' P. falciparum malaria =9
Az° 024 72 Ph. Eur. 4.1.2 LHRD qui- — mg quinine/kg every 8 hours corre-
5203 (Ph. Franc.) Mr 197.8 (As;05) nine Quini 10g D6 =0.75 pg As sponding to 81 mg quinine/day for 3
HAB Relative content As 0.81 mg qui- uinine: ini kg neonate
in As,0-= 75.76 % nine/day http://www.merckmanuals.com and 3.7 ug quinine 8
A .
(neonate)
Conclusive remark:
The PDE of arsenic is more con-
servative and thus the relevant one
for FSD assessment.
Cobaltum Ph. Eur.4.1.1 1 pg Co/kg/day Derivation of PDE cobalt: NOAEL = 1
metallicum (HAB 6) Co: 9.4-10.6 % in D1 | PDE - :mﬁ:lt?:slme b on elementa 1_O> BD1= 100 me o p7 |M8/diUF (FL-FS=1x10x2x1x1)
HAB (Ph. Franc.) (neonate) x 3 kg bw neonate — 3 ug Co/d
mean in-
takes per
. _ Of i
) Ph. Eur. 4.1.1 Cu,0:8.1-10.5 % in day ade- Scientific Opinion on nutrient 10 g D1 = 1050 mg
Cuprite (HAB 6) D1 quate for 300 pg Cu/da requirements and dietary intakes Cus0 = 932.61 me Cu
Cu,0 Mr 143.1 the majori- (neol:lite) Y | of infants and young children in _)2 N ’ & D5
. PPhh EFur. 4.1.2 Relative content Cu | tv of infants the European Union, EFSA Journal 10 g DS = 93.26 g Cu
(Ph. Frang.) i stock = 88.82 % of the first 2013;11(10):3408 :
half-year of
life

11
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Toxic
tock* t Meth f Basis fi A tabl
S. oc /ravy/s ar ethod (.) component asts for R Reference Calculation method FSD Remarks
ting material** | Preparation FSD amount
concentration
mean in-
takes per
Cupl:um Ph. Eur. 3.1.1 CU(C2H3OZ)20/' HZO: day ade- Scientific Opinion on nutrient 10g D1 =1060 mg
aceticum (HAB 5a) 0.94-1.06 % in D2 quate for 300 pg Cu/da requirements and dietary intakes | C4HgCuO, - H,0 =
Cu(C;H;0,), - Mr =199.7 the majori- He Y | of infants and young children in 337.29 mg Cu D5
Ph. Eur. 4.1.2 . (neonate) )
H,0 Relative content Cu | tY of infants the European Union, EFSA Journal | —
(Ph. Franc.) . 2013;11(10):3408 =
HAB/Ph. Eur. in stock =31.83 % | of thefirst ’ 10gD5=33.73 pgCu
half-year of
life
PDE (arse-
nic) ot . -
' 0.3 ug ICH guideline Q3D on elemental Derivation of PDE arsenic: MRL =
mean in- As/kg/day impurities 0.0003 mg As/kg/d x 3 kg bw neo-
v Ph.Eur.4.1.1 |Pprecipitated copper | takesper | — (EMA/CHMP/ICH/353369/2013) 10;; D1 =340 mg As nate — 0.9 ug As/d (no UF).
i (HAB 6) subarsenite: day ade- 0.9 g As/day Scientific Opinion on nutrient and 430 mg Cu
arsenicosum ' uatefor | (neonate) . P . . — D7
U Ph. Eur. 4.1.2 2.5-3.4% Asin D1, ’?h T requirements and dietary intakes 10 g D7 = 0.34 pg As Conclusive remark:
3.4-43 % Cuin D1 € majori- of infants and young children in e s )
(Ph. Franc.) ty of infants the European Union, EFSA Journal and 0.43 pg Cu The PI?E of arsenic is more con
. 300 pg Cu/day ’ servative and thus the relevant one
of the first 2013;11(10):3408
half-year of (neonate) for FSD assessment.
life (copper)
mean in-
takes per
Cuprum Ph. Eur. 4.1.1 day ade- Scientific Opinion on nutrient
metallicum HAB 6 quate for requirements and dietary intakes | 10 g D1 = 1050 mg Cu
C ( ) Cu: 9.5-10.5 % in D1 | the majori- 300 ugtCu/day of infants and young children in — D5
u Ph. Eur. 4.1.2 ty of infants (neonate) the European Union, EFSA Journal |10 g D5 = 105.0 ug Cu
HAB/Ph. Eur. (Ph. Frang.) of the first 2013;11(10):3408
half-year of
life

12




1 2 3 4 5 6 7 8 9
Toxic
tock* t Meth f Basis f A tabl
S. oc /ravy/s ar ethod (.) component asis tor CEEI Reference Calculation method FSD Remarks
ting material** | Preparation FSD amount
concentration
mean in-
takes per
. - [0/
Cuprum oxyda- | Ph. Eur. 4.1.1 glio 9.1-10.6 % in day adfe‘ Scientific Opinion on nutrient 10 g D1 = 1060 mg
tum nigrum HAB 6 quate for requirements and dietary intakes _
Cuo :Dh £ ) 412 Mr 79.55 the majori- ?r?e()otlli’c(:el;/day of infants and young children in i"o 846.73 mg Cu D5
- eur. 4.1 . i the European Union, EFSA Journal
HAB (Ph Frang.) Relative content Cu ty of lnfants 201311(’10)3408 10 g D5 =84.67 Ug Cu
in stock =79.88 % | of the first ’ '
half-year of
life
mean in-
takes per
CuSO4-5H20: 9.4- | day ade- BT . 10g D1 =1060 mg
Cuprum Ph. Eur. 4.1.1 10.6 % in D1 Scientific Opinion on nutrient CuSO, 5H,0 = 269.77
sulfuricum (HAB 6) 670N quate for 300 pg Cu/day requirements and dietary intakes mg Cu
Mr 249.7 th jori- f infants and hildren i D4
CusOy-5HO0 | ph Eur.412 | by of infants | 16913 | the Elropean Union, eFsa Journal |~
HAB (Ph.Franc.) | Relative content Cu | ¥ 91 I 2013;11(10):3408 10 g D4 = 269.77 g
in stock = 25.45 % | Of the first ' ' Cu
half-year of
life
mean in-
_ takes per
Dioptase Ph. Eur. 4.1.1 (S:ugflsgglg/)o'ir? g:le: day ade- Scientific Opinion on nutrient 10g Pl =1050 mg
Cug(Sic015) - 6 (HAB 6) : : quate for 300 g Cu/day requirements and dietary intakes | Cug(SigO1g) - 6 H,0 =
Mr 946 the majori- of infants and young children in 423.15 mg Cu D5
H,0 Ph. Eur. 4.1.2 . (neonate) .
Relative content cu | t¥ of infants the European Union, EFSA Journal | —
A (Ph.Franc) | =403 | of the first 2013;11(10):3408 10 g D5 = 42.32 pg Cu
half-year of
life
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1 2 3 4 5 6 7 8 9
Toxic
tock* t Meth f Basis f A tabl
S. oc /ravy/s ar G (.) component asls for Sl Reference Calculation method FSD Remarks
ting material** | Preparation FSD amount
concentration
Derivation of PDE silver: PDE is con-
sistent with the RfD (reference
dose) of 5 pug Ag/kg/day (US EPA,
2003);
33 g LOAEL 20 mg Ag/kg divided by UF
Ag/kg/day (F1-F5 =12 x 10 x 5 x 1 x 10 = 6000)
- — 0.0033 mg Ag/kg/d x 3 kg bw
. oh. Eur. 411 9.9 ug Ag/day 10 g D1 = 810 mg Ag Reo;late — 0.0099 mg Ag/d =9.9 ug
Dyscrasite (HAB 6) AgsSb: (neonate) ICH guideline Q3D on elemental and 280 mg Sb g/
AgsSb 6.7-8.1 % Ag, PDE impurities — D6 Derivation of PDE antimony: NOAEL
. Ph.Eur.4.1.2 |55 580 SbinD1 24 g (EMA/CHMP/ICH/353369/2013) |10 g D6 = 8.1 g Ag 6000 pg Sb/kg/d divided by UF (F1-
(Ph. Frang.) sb/kg/day and 2.8 ug Sb F5=5x10x5x1x1)=24pg
. Sb/kg/d x 3 kg bw neonate = 72 ug
72 ug Sb/day Sb/d
(neonate)
Conclusive remark:
The PDE of silver is more conserva-
tive and thus the relevant one for
FSD assessment.
Derivation of PDE lithium: POD =
Lithium lowest human single oral dose of
carbonicum ) ) 300 mg Li-carbonate equiv. to 56 mg
Li,CO; Li,C05: 9.4-10.6 % in 11.2 ug 102 D1 < 1060 m Li, representing one-third of the
SR oh. Eur. 411 b1 Li/kg/day ICH guideline 3D on elemental | . égo __199 17 mg T recommended daily adult dose
(HAB 6)' o Mr 73.9 PDE — impurities _i 3T g D5 (authorized medicinal product);
- Relative content Li 33.6 ug Li/day | (EMA/CHMP/ICH/353369/2013) 1) 0 s _ 19,02 pg Li LHRD/100-approach 56 mg/100 =
See Lithium in stock = 18.79 % (neonate) 560 pg Li/day (50 kg) = 11.2 mg

carbonicum (Ph.
Frang.)

Li/kg/day = 33.6 ug Li/day (neonate)
(UF=F1-F5=1x10x1x1x10;F5=
10 due to LOAEL hum)
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1 2 3 4 5 6 7 8 9
. Toxic )
S.tOCk /ravy/star Method (.)f component peaalicl AEERELLE Reference Calculation method FSD Remarks
ting material** | Preparation ) FSD amount
concentration
Derivation of PDE lithium: POD =
lowest human single oral dose of
L 300 mg Li-carbonate equiv. to 56 mg
L|th|urr! Li,CO5: 98.5-100.5 % 11.2 pg Li, representing one-third of the
carbonicum Ph. Eur. 4.1.2 in stock Li/kg/day ICH guideline Q3D on elemental 1.0 & D1_= 1005 mg ) recommended daily adult dose
Li,CO3 (PP; Furra'n ’ )' Mr 73.9 PDE — impurities L_|3C03 =188.84 mgli D5 (authorized medicinal product);
Ph. Franc. . ¢ Relative content Li 33.6 pg Li/day | (EMA/CHMP/ICH/353369/2013) 10 g D5 = 18.88 g Li LHRD/100-approach 56 mg/100 =
in stock = 18.79 % (neonate) ’ 560 pg Li/day (50 kg) = 11.2 mg
Li/kg/day = 33.6 pug Li/day (neonate)
(UF=F1-F5=1x10x1x1x10;F5=
10 due to LOAEL hum)
Derivation of PDE lithium: POD =
human single oral dose of 300 mg Li-
carbonate equiv. to 56 mg Li, repre-
. o Ph. Eur. 4.1.1 _C6H5Li3o7: 6.8-8.1 % 11.2 pg 10gD1=810mg senting one-third of the recom-
Lithium citricum (HAB 6) in D1 Li/kg/day ICH guideline Q3D on elemental CgHslLizO; =59.78 mg mended daily adult dose (author-
CgHsLi; O, Mr 282.0 PDE — impurities Li D5 ized medicinal product); LHRD/100-
U F:h E:rra.ntl).z Relative content Li 33.6 ug Li/day | (EMA/CHMP/ICH/353369/2013) | — . approach 56 mg/100 = 560 g
: : in stock = 7.38 % (neonate) 10 g D5=5.98 g Li Li/day (50 kg) = 11.2 mg Li/kg/day =
33.6 pg Li/day (neonate) (UF = F1-F5
=1x10x1x1x10; F5=10dueto
LOAEL hum)
mean in-
takes per
Ph. Eur. 4.1.1 Cu(OH), - C9C03: day ade- Scientific Opinion on nutrient 10g D1 =1050 mg
Malachite (HAB 6) 9.0-10.5 % in D1 quate for 300 pg Cu/da requirements and dietary intakes | Cu(OH), - CuCO3 =
Cu(OH), - CuCO; oh. Eur. 4.1.2 Mr 221.1 the majori- (neotrlmite) Y | of infants and young children in 603.54 mg Cu D5
HAB (P}; Fra'ng' )' Relative content Cu | tY of |nfants the E.uropea!'w Union, EFSA Journal | —
e in stock =57.48 % | of the first 2013;11(10):3408 10 g D5 = 60.35 pg Cu
half-year of
life
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1 2 3 4 5 6 7 8 9
Toxic
tock* t Meth f Basis f A tabl
S. oc /ravy/s ar ethod (.) component asis tor CEEI Reference Calculation method FSD Remarks
ting material** | Preparation FSD amount
concentration
Derivation of PDE lead: Oral intake
of 5 ug Pb/day translates into a
Pb30,: 9.3-10.5 % in blood level of 1-2 pug Pb/dL estab-
.. Ph. Eur.4.1.1 10 g D1 =1050 : ; ; ; ;

Minium (HAB 6) D1 5 ug Pb/d ICH guideline Q3D on elemental ob % 95141 mg ob lished from epidemiological studies

Pb;0, Mr 686 PDE Hg ay impurities ¥4 A1 mg D7 for children age 0-7 years (0-82

HAB Ph.Bur.4.1.2 1 e content Pb (neonate) (EMA/CHMP/ICH/353369/2013) | months)

(Ph. Frang.) 10g D7 =0.95 ug Pb .
in stock =90.61 % Applicable to newborns, hence NO
further weight adjustment to PDE
ICH Q3D necessary.
Derivation of PDE gold: LOAEL 32.2
mg Au/kg divided by UF (F1-F5 =12

Natrium tetrach- Ph. Eur. 3.1.1 Na[AuCl,] - 2 H,0: 2.7 ug 10 g D1 = 1050 mg x10x10x 1 x 10) - 0.0027 mg

loroauratum (HAB 5a) 9.5-10.5 % in D1 Au/kg/day ICH guideline Q3D on elemental Na[AuCl,] - 2 H,0 = Au/kg/d x 3 kg bw neonate -> 0.008

Na[AuCl,] - 2 oh Eur. 412 Mr 397.8 PDE — impurities 519.96 mg Au D6 mg Au/d = 8.00 pg Au/d

. Eur. 4.1.

H,0 (P, Franc) Relative content Au 8.00 pg Au/day | (EMA/CHMP/ICH/353369/2013) | —

HAB/Ph. Eur. ' ' in stock = 49.52 % (neonate) 10gD6=5.19 ug Au French homeopathic traditional
name: “Aurum muriaticum
natronatum”.

PDE
: 0.3 ug - Derivation of PDE arsenic: MRL =
mean in-
Cuy(OH)AsO4: 8.1 | iakes per As/kg/day :;15:;?::% @3bonelemental | 19 ¢ D1 =1050 mg 0.0003 mg/kg/d x 3 kg bw neonate
L Ph.Eur.4.1.1 |10.5%in D1 day ade- — (EMA/CHMP/ICH/353369/2013) Cu,(OH)AsO, = 277.94 — 0.9 pg As/d (no UF).

Olivenite (HAB 6) 0.9 ug As/day mg As and 471.55 mg

Cu,(OH)AsO, Mr 283.0 quate for R Scientific Opinion on nutrient Cu D7

HAB Ph.Eur.4.1.2 | Relative content the majori- | (n€0onate) requirements and dietary intakes | Conclusive remark:

(Ph. Frang.) 26.47 % As and ty of infants of infants and young childrenin |, - g D7 =0.278 pg As The PDE of arsenic is more con-
44.91 % Cuiin stock | of the first | 300 pg Cu/day | the European Union, EFSAJournal |~ " * % ug Cu servative and thus the relevant one
half 2013;11(10):3408
alf-year of | (neonate) for FSD assessment.
life
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1 2 3 4 5 6 7 8 9
Toxic
tock* t Meth f Basis f A tabl
S. oc /ravy/s ar G (.) component asls for Sl Reference Calculation method FSD Remarks
ting material** | Preparation FSD amount
concentration
Derivation of PDE Platinum: BMDL,,
1.08 mg Pt/kg/day divided by UF
. (F1-F5=5x10x10x1x1) —
Platinum Ph. Eur. 4.1.1 2.16 g
metallicum (HAB 6) Pt: 0.93-1.06 % i Pt/kg/day ICH guideline Q3D on elemental 10g D2 =106 mg Pt 0.00216 mg Pt/kg/d x 3 kg bw neo-
bt D2‘ IO omn PDE N impurities N D7 nate — 0.00648 mg Pt/d = 6.48 ug
Ph. Eur. 4.1.2 6.48 ug Pt/day | (EMA/CHMP/ICH/353369/2013) |10 g D7 = 1.06 pg Pt Pt/d
HAB (Ph. Frang.) (neonate)
French homeopathic traditional
name: “Platina”.
Derivation of PDE lead: Oral intake
of 5 ug Pb/day translates into a
C4Hs04Pb - 3H,0: = blood level of 1-2 pug Pb/dL estab-
Plumbum Ph. Eur.4.1.1 944 61048 % i TDl 10 D1 =1080 mg . oocevel o . ng /. esta .
. .4-10.8 % in ICH guideline Q3D on elemental C,Hg0,4Pb - 3H,0 = 590 lished from epidemiological studies
aceticum (HAB 6) 5 ug Pb/day : - .
C.H.O.Pb - 3H.0 Mr 379.3 PDE impurities mg Pb D7 for children age 0-7 years (0-82
atlea 2% | Ph.Eur.4.1.2 . (neonate) (EMA/CHMP/ICH/353369/2013) | —» months)
HAB (Ph. Franc.) Relative content Pb
: : in stock = 54.63 % 10gD7=0.59 ug Pb Applicable to newborns, hence NO
further weight adjustment to PDE
ICH Q3D necessary.
Derivation of PDE lead: Oral intake
of 5 ug Pb/day translates into a
Ph. Eur. 4.1.1 ideli 10 ¢ D1 = 840 Pb ELEZ: lfigeri pril(;lznﬁigollafg/i(ilz;lessttjgi;es
Pvromorphite HAB 6 ICH guideline Q3D on elemental gDl= mg .
v P ( ) Pb: 6.8-8.4 % in D1 |PDE > kg Pb/day impurities — D7 for children age 0-7 years (0-82
A thh EFU " 4'1)'2 (neonate) (EMA/CHMP/ICH/353369/2013) | 10 g D7 = 0.84 g Pb months)
. Franc.

Applicable to newborns, hence NO
further weight adjustment to PDE
ICH Q3D necessary.
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1 2 3 4 5 6 7 8 9
Toxic
* q
S.t ock /ravy/star Method (.)f component peaalicl AEERELLE Reference Calculation method FSD Remarks
ting material** | Preparation FSD amount
concentration
Scorodite Ph. Eur. 4.1.1 03 g
Fe*[AsO,] - 2H (HAB 6) As/kg/day ICH guideline Q3D on elemental 10g D1 =370 mg As Derivation of PDE arsenic: MRL =
4) ° 2 . . .
As:2.9-3.7 % in D1 |PDE — impurities — D7 0.0003 mg As/kg/d x 3 kg bw neo-
2 Ph. Eur.4.1.2 0.9 ug As/day | (EMA/CHMP/ICH/353369/2013) | 10 g D7 = 0.37 pg As nate — 0.9 pg As/d (no UF)
HAB (Ph. Frang.) (neonate)
mean in-
takes per
. Ph. Eur. 4.1.1 day ade- Scientific Opinion on nutrient
Selenium (HAB 6) quate for 12.5 pg Se/da requirements and dietary intakes | 10 g D1 = 1060 mg Se
Se Se: 9.3-10.6 % in D1 | the majori- ( ' P-gt ) Y | of infants and young children in — D6
HAB Ph. Eur. 4.1.2 ty of infants neonate the European Union, EFSA Journal | 10 g D6 = 10.6 ug Se
(Ph. Frang.) of the first 2013;11(10):3408
half-year of
life
Stannum Ph. Eur. 4.1.1 128 ug Derivation of PDE tin: NOAEL 32 mg
metallicum (HAB 6) Sn/kg/day ICH guideline Q3D on elemental | 10 g D1 =1060 mg Sn Sn/kg divided by UF (F1-F5 =5 x 10 x
Sn:9.4-10.6 % in D1 | PDE — impurities — D5 5x1x1)— 0.128 mg Sn/kg/d x 3 kg
Sn Ph. Eur.4.1.2 384 ug Sn/day | (EMA/CHMP/ICH/353369/2013) | 10 g DS = 106 pg Sn bw neonate — 0.384 mg Sn/d = 384
HAB (Ph. Franc.) (neonate) ug Sn/d
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1 2 3 4 5 6 7 8 9
Toxic
tock* t Meth f Basis f A tabl
S. oc /ravy/s ar G (.) component asls for Sl Reference Calculation method FSD Remarks
ting material** | Preparation FSD amount
concentration
Derivation of PDE arsenic: MRL =
0.0003 mg As/kg/d x 3 kg bw neo-
nate — 0.9 pg As/d (no UF).
Mixture of Sb,0s 0.3 pg Derivation of PDE antimony: NOAEL
(Mr 323.5) and As/kg/day 10 D1~ 6000 pg Sb/kg/d divided by UF (F1-
— -_— -_—
Stibium As;03 (Mr 197.8): 0.9 ug As/day 540 mg As,03 = 409.1 F5=5x10x5x1x1)=24 g
T Tl e Ph.Eur.4.1.1 | 4.7-5.4 % As,0; and (neonate) o mg As Sb/kg/d x 3 kg bw neonate = 72 ug
(HAB 6) 4.7-5.4 % Sb,0s in ICH guideline Q3D on elemental 540 mg Sb,0s = 406.5 Sb/d
Sb,05 D1 PDE impurities b -5 "~ | D7
e Ph. Eur. 4.1.2 ” (EMA/CHMP/ICH/353369/2013) | M8S
2= (Ph. Frang.) Relative content HE - Conclusive remark:
HAB 75.76 % As in As,0; Sb/kg/day 10g D7 = 0.409 pg As The PDE of arsenic is more con-
and 75.28 % Sb in 7_2) Sb/d and 0.406 pug Sb servative and thus the relevant one
Sb,04 He ay for FSD assessment.
(neonate)
French homeopathic traditional
name: “Antimonium arsenicosum”.
Derivation of PDE antimony: NOAEL
6000 pg Sb/kg/d divided by UF (F1-
Stibium Ph. Eur. 4.1.1 24 pg F5=5x10x5x1x1)=24pg
metallicum (HAB 6) Sb/kg/day ICH guideline Q3D on elemental 10 g D1 = 1060 mg Sb Sh/kg/d x 3 kg bw neonate = 72 ug
Sb:9.4-10.6 %in D1 | PDE — impurities - D6  |sp/d
Sb Ph. Eur. 4.1.2
- eur. 4.1 72 ug Sb/day (EMA/CHMP/ICH/353369/2013) 10g D6 =10.6 ug Sb
HAB (Ph. Frang.) (neonate)

French homeopathic traditional
name: “Antimonium metallicum”.
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1 2 3 4 5 6 7 8 9
Toxic
tock* t Meth f Basis f A tabl
S. oc /ravy/s ar G (.) component asls for Sl Reference Calculation method FSD Remarks
ting material** | Preparation FSD amount
concentration
Derivation of PDE antimony: NOAEL
6000 pg Sb/kg/d divided by UF (F1-
L 24 g F5=5x10x5x1x1)=24pg
Stibium sulfura- | Ph. Eur.4.1.1 _
tum auranti- (HAB 6) Mixt £ Sb-Se and Sb/kg/day ICH guideline Q3D on elemental 10g D1 =680 mg Sb Sb/kg/d x 3 kg bw neonate = 72 ug
e e | a os |0/
ng Fth; EF‘”- 4-1)-2 $2:£70.670.50 1N 72 ug Sb/day | (EMA/CHMP/ICH/353369/2013) | 10 g D5 = 68 pg Sb
. Frang.
¢ (neonate) French homeopathic traditional
name: “Antimonium sulfuratum
aureum”.
Stibium sulfura-
tum nigrum
Sbh,S;
HAB $b,55:9.3-10.6 % in 24 ug 102 D1 = 1060 m Derivation of PDE antimony: NOAEL
D1 Sb/kg/day ICH guideline Q3D on elemental gL = 8 6000 pg Sb/kg/d divided by UF (F1-
Ph.Eur.4.1.1 . - Sb,S; =759.91 mg Sb _ _
See Antimonite (HAB 6) Mr 339.7 PDE — impurities - D6 F5=5x10x5x1x1)=24pg
(HAB) Relative content Sb 72 ug Sb/day | (EMA/CHMP/ICH/353369/2013) 10 g D6 = 7.59 g Sb Sb/kg/d x 3 kg bw neonate = 72 pg
and in stock = 71.69 % (neonate) Sb/d
Antimonium
crudum. (Ph.
Frang.)
Thallium aceti- | Ph. Eur. 4.1.1 EZH3OZTI: 9.3-10.6 0.16 ug 10 g D1 = 1060 mg Derivation of PDE thallium: LOAEL
cum oxydulatum | (HAB 6) % in D1 Tl/kg/day ICH guideline Q3D on elemental C,H3;0,TI =822.45 mg 0.04 mg Tl/kg divided by UF (F1-F5 =
C,H-0,TI Mr 263.4 PDE — impurities Tl D8 5x10x5x1x1)— 0.00016 mg
22 Ph.Eur.4.1.2 1 e content Tl 0.48 ug Tl/day | (EMA/CHMP/ICH/353369/2013) | —» Tl/kg/d x 3 kg bw neonate —
e (Ph.Franc.) | ok = 77.59 % (neonate) 10g D8 =0.082 pg Tl 0.00048 mg Ti/d = 0.48 g Ti/d
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1 2 3 4 5 6 7 8 9
Toxic
tock* t Method of Basis fi Acceptabl
S. o¢ /ravy/s*:r ethod ° component asisfor cceptable Reference Calculation method | FSD Remarks
ting material Preparation FSD amount
concentration
Thallium T1,504: 9.3-10.6 % in 0.16 pg Derivation of PDE thallium: LOAEL
Ph.Eur.411 |5 o 10 g D1 = 1060 mg -
sulfuricum (HAB 6) Tl/kg/day ICH guideline Q3D on elemental | 1 o0 '~ gcgag o 0.04 mg Tl/kg divided by UF (F1-F5 =
1 Mr 504.8 PDE — impurities _f 4T e g D8 5x10x5x1x1)— 0.00016 mg
s Ph.Bur.4.1.2 1 e content Tl 0.48 pg Tl/day | (EMA/CHMP/ICH/353369/2013) |2 o TI/kg/d x 3 kg bw neonate —
HAB (Ph.Frang.) | N 5 (neonate) gue=nlcoHE 0.00048 mg TI/d = 0.48 g Tl/d
in stock = 80.98 %

*As defined in the Ph. Eur.

**For information related to the identity, refer to “Guidance on module 3 of the homeopathic medicinal product dossier”
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