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CONTENTS: PART V.

___CONTENTS Page |
v SPECIAL PARTICULARS
V.A. |DOSAGE FORM
1. Packaging Annex 1
1.1. |Cardboard box Annex 2
12. {Label Annex 3
2. Package insert approved by the state of origin Annex 4
3. |Translation of the package insert _|Annex S
4. |Information for professionals Annex 6
V.B. |SAMPLES
1. Technical quality cestificate Annex 7
V.C. IMANUFACTURERS AUTHORISATIONS Annex 8
V.D. {MARKETING AUTHORISATIONS
1. |Record of reistration resolution Annex 9
2. Decree of Distribution Annex

10




V.A. DOSAGE FORM
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National Institute of Pharmacy Annex I to Amending Decision
1051 Budapest, Zrinyi v.3. No. 9689/51/95

B/Text of the bottle
RUMET®-R syrup

Roborating product for
macro- and microelement supplementation
300 ml
Active ingredients in 300 mi:
The product contains 2.25 g humic acid, 1.10 g potassium,450 mg magnesium,
420 mg iron, 300 mg zinc,%0 mg manganase, 60 mg cuper, 15 mg vanadium,
6 mg cobalt, 5.2 mg molibdenum, 3.75 mg selenium in 300 mi flavored syrup.
A daily dose (10 m! syrup) contains 3.3 g carbohydrate
Shake well before use!

Manufactured by: Horizon-Multiplan 1.td,
1525 Budapest, P.O. Box 49

Shelf life:
Ratch No: -

Registration No: 0GY1-430/1993
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National Institute of Pharmacy Annex II to Amending Decision

1051 Buodapest, Zrinyi u.3. No. 9689/51/95
Information for users
HUMET®-R syrup

Roborating product for macro- and microelement supplementation

Active ingredients:

The product contaias 2.25 g humic acid, 1.10 g potassium,450 mg magnesium,
420 mg iron, 300 mg zinc,90 mg manganase, 60 mg cuper, 15 mg vanadium,
6 mg cabalt, 5.2 mg molibdenum, 3.73 mg selenium in 300 ml flavored syrup.
A daily dose (10 mi syrup) contains 3.3 g carbohydrate

Indications: - for general roboration in convolascence periods and for elderly,

A

- to help trace clement defficiency conditions,

- to strengthen resistance of the organism and to prevent diseases in
epidemic periods,

- To improve mental and physical performance

- To cease iron defficiency, to supplementr iron-requirement in
conditions with blood loss (e.g. in women's periods)

Contraindications: the first third of pregnancy, renal diseases.

Dosage:

Shelf life:

Storage:

From well-shaken syrup, once daily, afier a main meal, 10 ml is
recommended for adults as dosed by the measuring device in the
box, and ene half of the adult dose is recommended for children
below 40 kg.

Drink the syrup slowly, in draught, as mixed with 100 to 200 m!
water or fruit juice.

Mcdical consultation is cssential when the product is given to
children youager than 3 years of age.

use before the date indicated on the top of the box and the bottle,

Store at 15 -25°C.

Once opened, the bottle chould be stored well-thight on a dark
place, preferably in refrigerator, Broken product should be
consumed within onc month.



Warmning: If you are under medication, consultation with your physician about
the use of HUMET-R is necessary.
Othes drugs or paramedicinal product used concomitantly with
HUMET-R should be taken 3 hours before taking the product.
HUMET-R is not recommended to take in combination with other
micro- or macroelement products,
In diabetes, consider that each dose of the product contains 3.3 g
carbohydrate,
Feces might be colored to dark brown in the period the product is

consumed,
A paramedicinal product!
Registration No: 0GY1-430/1993

Manufactured by Horizon-Multiplan Ltd
1525 Budapest P.O. Box 49.
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Waming: If you are under medication, consultation with your physician about
the use of HUMET-R is necessary,
Other drugs or paramedicinal product used concomitantly with
HUMET-R should be taken 3 hours before taking the product.
HUMET-R is not recommended to take in combination with other
micro- or macroslement products.
In diabetes, consider that each dose of the product contains 3.3 g
carbolhtydrate.
Feces might be colored (o dark brown in the period the product is
consumed.

A paramedicinal product!
Registration No: OGY1-430/1993

Manufactured by Horizon-Multiplan Lid
1525 Budapest P.O. Box 49.
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INFORMATION FOR PROFESSIONALS

HORIZON-MULTIPLAN LTD.
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National Institute of Pharmacy Annex Hl. to Amending Decision
1051 Budapest, Zrdnyi u. 3. No. 9689/51/85

HUMET-R SYRUP
Roborating product for macro- and microelement supplementation;
its effect was confirmed by animal experiments

A paramedicinal pruduct

For a long time, it has been well-known in medicine that certain metals
of the natural elements in the perlodic table are essential for the living
organism.

intake of macro- and microelements, and their correct proportion in the
body arae inevitable for the healthy (optimal) function of the organism. in
our age, nutrition is not always able {0 meet the complete macro- and
microelement requirement of the organiym, so these substances should
be supplemented. Liplo-dale research has suggested that trace
elements sfiould be supplemented not in the form of monotherapy, but

as complex treatment where Interactions among elements are
considered as well,

HUMETR syrup, a product of Horizon-Multiplan Lid, meets these
requirements. :

A specific feature of HUMETR syrup is thal essential elements (a total
of 10 kinds of macro- and microelements) are bound 1o humic acids,
organic carriers present in the organism as well, Humic acids in the

product contain 16 kinds of amino acids whose presence can be
verified by amino acid analysis.



National Institute of Pharmacy Annex {il. o Amending Decision

1051 Budapest, Zrinyi u. 3. No. 9689/51/95
HUMET-R SYRUP

Roborating product for macro- and microelement supplementation;
its effect was confirmed by animal experiments

A paramedicinal pruduct

For a tong time, it has been well-known in medicine that cerlain metals
of the natural elements in the periodic table are essential for the living
organism.

intake of macro- and microelements, and their comect proportion in the
body ara inevitable for the healthy (optimal) function of the organism. in
our age, hutsiion is not always able lo meet the complele macro- and
microelement requireiment of the organiym, so these substances shoulid
be supplemented. Up-to-date research has suggesied that trace
elements should be supplemented not in the form of monotherapy, but

as complex treatrnent where Interactions among elements are
considered as well.

HUMETR syrup, a product of Horizon-Multiplan Lid, meets these
requirements.

A specific fealure of HUMETR syrup is that essential elements (a total
of 10 kinds of macro- and microelemenis) are bound to humic acids,
organic carriers present in the organism as well. Humic acids in the

praduct contain 16 Kinds of amino acids whose presence can be
verified by amino acid analysis.



San

Role of the 10 kinds of macro- and microelements in HUMETR syrup is

as follows:

(On the base of MSD Medical Handbook - 1994 /The Merck Manuall):

A

Microetement

Role in the organism

Polassium

Muscular activity, neural
transmission, intracelldar acid-
basis balance and water retenlion

Magnesium

Bone and tooth formation, stimulus
conduciance, muscular contraction,
enzyme activation

fron

Hemoglobin  and  myoglobin

| synthesis, enzyme componemnt

Enzyme and insulin component,
maintenance of skin inteactness,
wound healing, growth, immune
system strengthening, nail and hair
growth

Manganese

Enzyme companent, bane
formation, growth, maintenance of
skin inlaciness, halr pigmentation,
hair growth

Coppert

Enzyme component, hemopoiesis,
bone formation

Vanadium

Cholesterol synthesis, prevention
of derial caries

Cobalt

Componert of B12 molecule,
increases hemoglobin
concentration

Molybdenum

Component of redox catalizaling

enzymes, prevention of dental
caries

Selenium

Antioxydant (protects from harmiful
effects of fre radicals), strengthens
the immune system, supports heart
function, protects from myocardial
infarction




Active ingredients: The product contains 2.25 g humic acid, 1.10 g
potassium, 450 mg magnesium, 420 mg iron, 300 mg zinc, 80 mg
manganese, 15 mg vanadium, 6 mg cobakt, 5.2 mg molybdenum and
3.75 mg selenium in 300 mi flavored syrup.

indications:

- for general roboration in convalescence periods and for the elderty,

- to help trace element defficiency conditions,

- to strengthen resistance of the organism and to prevent diseases in
epidemic periods,

- {o improve mental and physical performance

- to cease iron defficiency, to supplement iron-requirement in conditions
with blood loss (e.9. In women's periads),

Counter-indications:
- the first third of pregnancy,
- renal diseasas

Dosage: From well-shaken syrup, once daily, after a main meal, 10 mi
Is recommended for adulls as dosed by the measairing device in the
box, and one half of the adult dose is recommended for children below
40 kg.

Drink the syrup slowdy, In draughts, as mixed with 100 to 200 mil water
or fruit juice,

Medical consultation is essential when the product is given 1o children
younger (han 3 years of age.

Shelf life: use before the date indicated on the top of the box and the
bottle.

Storage: store al 1510250 C. ‘
Once opened, the botlle should be stored well-thight on a dark place,

preferably in refrigerator. Broken product should be consumed within
one month,



T,

Wanming:- If you are under medication, consultation with your physician
about the use of HUMETR is necessary.

- Other drugs or paramedicinal products used contomitantly with
HUMETR should be taken 3 hours before taking the product.

- HUMETR is not recommended to take in combination with other

micro- of macroelement products.

- in dlabetes, consider that each dose of the product ontains 3.3 g
carbohydrate.

- Feces might be discolored to dark brown in the period the product is
consumed. '

Registration No.: OGY1-430/1933

Marufactured by: Horizon-Multiptan Ltd.
1525 Budapest, P.0.Box 49,



SZIRUP

HUMET=-R
”

Makro- és mikroelemek potlisira
szolgilé roboril$ készitmény

Gyégyszernek nem min6siils,
gyopyhatisi készitmény

Nyilvintariisi szima: OGYI1-430/1993.

Az orvostudominy iltal régbta ismert, hogy 3
petiddusos rendseee természetes elemei kbziil
bizonyos fémek lédontossigiak az €16 szer-
vezetel s2imdra.

A serveset egévaséges mikodiséhezr ndkilothereden a makro- és mikroclemek bevitele, illetve azok
saerversren beliili helyes arinys. A tiplilieeds ma mér nem minden esetben biztositia 3 servezes telics
makro- € milroelem sziikségletks, igy podisirdl gondoskodni keil. A modern lastatisok eredménycként a
somsterdpia befeett n omples verdpia elfelnaziést jvasolt 1 nyomclempéiisnil, melynél hgyclanbe vesaik 22
clemek ket kiksdndarisolatis.

Freknek 2 kévereiményeknek felel meg 3 Horfzon-Multiplan KA. készitménye s HUMET-R szirup.

A HUMET .~R surup killonlegessége, hogy » litfontossigs clemek (10-le makeo- & mikroclem) hwnin-
savakhoz, kdtddnek, er a szerves hordord 3 srervezethen is megnlifhad A béssinényben felharenil

humintavak 16-Gile ani 2t tarabinaznak, esck jelentéte amni snalizisse] sgasothatd.

A HUMET,-R SZIRUPBAN LEVO 10-FELE MAKRO- £S MIKROELEM SZEREPE:

(MSD Orvusi Lézikonyy ~ 1994 [The MERCK MANUAL] soyuginak kelhasinilisival)
Elemek Sacrepe 3 stervezethen

Kilium

Az izomakevitds, ideg transamisszid, intrscelluliris sav-bdus cgyennily & vitvismatands,
Mapnézium | Csont-és foghépridis, ingeriiletvererés, inombomrakeio, enzinakuvilis,

Vas Hemoglohin. & mioglobin-szintézis, eatimek alkotdrésze.

Cink

Enrimek ¢s inzolin sltomdrésze, 3 bér épadgdnet, fenntartisy, sehgyogyulds, novekaids,
inttuunrendseer, korom- & hajnavebedss.

Mangin Fazimek slkotérésme, caontképalidds, niveledes, 4 bir émégénet fenntanisa,
I ;, ',_mcnvicié. b : avekedés.
Rez Fraimel slkotardsre, virképads, esonthépeds.
Vanddwa Koleszzenn-sziavézis, fogsravasodis-gitlds. )
Koubalt 112 maldeuls alkowdrésze, enehi 3 hombydolan Loncencriuei
Mohbdén Eedox reakeiot kacalizilé enzimel alkordordyzy, fonanvmodis-pitlis
Szelén b Ansomdin hatist (vid a seabad gybkob sepkirositg fratisitol), mmuntendzzer crdsisd,

i 1 gy a seivindbindén, ek axanlart s oihon,
— - —m




SAMPLES OF ACTIVE INGREDIENTS

HORIZON-MULTIPLAN LTD.



ANNEX 7.
TECHNICAL QUALITY CERTIFICATE

HORIZON-MULTIPLAN LTD.



HUMET Trading asd Development Company
1121 Budapest, Konkoly Thege u. 29-33,
114. P.O.Box 49,

HORIZON-MULTIPLAN 1. 1525

TECHNICAL QUALITY CERTIFICATE

Name of the product: HUMET - R Syrup
Registration number: : OGYI - 430/1993
Manutacturer: HUMET Co.
(HORIZON-MULTIPLAN LTD.)
Budapest 1121 Konkoly Thege u. 29-33.
114. P.O.Box 49.
1525
Batch number: 5241098
Production date: 16-th Oct. 1998.
Expiry date: 16-th Oct. 2000.
Packaging unit: Cardboard box of 20 dark bottles of 300 mi
Storage condition 1525C

1121 Hendogenl hirndaly Thege ut 29-33 Tel GG BB ey 054057, 395-9102, £ andl badedee sdezbeno v Myine



Mindségbiztosiss

Type of study Requirement Results
T. Properties
1.1 Charactenstics A brown suspension with typical Accepted
odour and taste,
The suspension can be mixed with
water in any proportion, its colour
remusins dark, brownish even after s
tenfold dilution
2.1. Mechanical impunties The suspension should not contan Accepted
any macroscopicatly detectable
extraheons particles.
22, Pacticle size None of the iinear dimensions of the Accepted
pasticles in the suspension
should exeed 200 micrometer.
2.3, Homogeneity, The particies secdumented durmg Accepled
redispergability storage shoals be homogeneousty
redispergated by shakeing. -
24 pavme 25.3.5a25°C 2.08
mm G5
3.1.1. Carbohydrate Accuain'g ) Eﬁm Accepted
T.12. Humic acid meta] chelate | According to standard Accepted
3.3. Punity
32.1. Microbiological purity | Max 1000 microorgamsma/ml - Accepted
Among them max 100 fungi/m}
Not allowed:
Entercbacteriaceas
Pscudomonas asruginosa
Staphylococcus sureus
3.2.2. Lead content Maxx. 5 ppm Accepted
3.3. Mctal composition assay. Accepted
Atomic ghsortion ot ICP
analisys after wet decomposition | Accepted values  Resduits of ICP -
Content (mg} mg mg
K 1100 1100 - 1500 1490
Mg 450 427 . 517 503
Fe 420 357 - 441 430
Za 300 255 - 315 312
Mn 90 76,5 - 94,5 90
Cu 60 s1. 63 62
v 15 12,7-15.7 14,7
Co 6 51 - 63 5.5
Mo 525 45 . 53 5,5
Date: Chief Pharmacist Centification ol the
de of Quahty product:
............. ~/Q, d.wa ,JZ Accepted
Buds 26-th Sept. 1998. A. Kirdly Pharm. D,
pest ep eTe
Kmamddmt Kutatasl &3 Fa)ml\“‘
Részvormirsasts




100,632
FAX 001817508207 FLUKA CHENIE CH  ~ee S4F LRGARN wiv

Fluka & 2

710 TFEM 1)

FukaCnenue AG  Tel 0812552511
tndusiriestrase 25 Telex 855382
CH-92 A0 vty 12l UIN 200 544y

SALES-SPELIFICATIONS

Product~Noy 60358 Page 1 2).10,19%4
SEKR. ANALYTIK

di-Potagsivm hydrogen phosphato
Quality:; puram p.a. > 98% (T)
powder

Synonyms: {eec.-Potsssiun photphate] [Patascium biphotphate]

wax ?zgoruuxm X28PO04 Ewmpirical foruwula: HR204P
m? 7 'Y

GAE No: 7758~11-4 TINECS No: 231834S

Product line: Chemika

Acceptable appearanca: white powder

pH1 8.5 ~ 9.5 (5X in water, 25°C)

Anions:
Chloride {Cl) < 0.005% SBulfate (S0{4)) < 0.01%
Cations:
\) Cua «0,005% g <0,005% Co <0,005% Cu <0.005%
; Te <0,006% Na <1.8% NL <Q.003%% b «<0,008%
2n <G,00%%

Last vorsion: 02.08,1994

thwiimtions on W0lorence, euality Jevelu, sywhols and sharaviatiorn ere in b found in Y
rluns catlelogae. )

- —————

Disclaimar: ;
Flida weerants thut this procust mill centors 1o Uw stovs infosmetion shieh it appdioskle 01 thisi
Ling, twn ordereds » 1ot spesldie sartifivete ot wnelyall 10 uvailable wn dewand. I§ duss rat re-}
Lism tw pircharer from 8cmining the produst Lpen dalivery wad Vives no ersurance of susladbllityl
of Um precuat fer srpemws sttor twn laboruiory ute. Bea Fivke culalopmw for widitiow] teres i
snd curditions of cals. i

- ——— o 1+ AT S S, 1.1 $ o v s -t




riuka &

fluks Chemee AG  Tel. 081 755 25 31 S e
industriestrasse 2§ Telex 855282
CH-9471 Buchs  Telefax 081756 54 49

SALES-SPECIFICATIONS

Product-No: 61245 Page 1

Cupric sulfate Pentabydrate

02.05.1995
SEKR. ANALYTIK

Quality: purum p.a. > 99.0Y (RT)
Special quality: USP
crystallized

Extended formula: CuSO4.5H20 Empirical)l formula: Cu04S.5H20
Mr: 249.68 :

CAS No: 7758~99-8 EINECS No: 23184756
Product line: Chemika

Acceptable appearance: light blue crystals

pH: 3.5 = 4.5 (5% in water, 254C)

Anionsa:

Chloride {(Cl) < 0.01%

Cations:

Ca <0.005% Cd «<0.008% Co <0.005% Fe <0.01%
K <0.01% Na <0.01% Ni <0.01% Pb <0.005%
2n <0.005%

Merck-Index: 11, 2659

Fieser-Index? 10, 107

Laast version: 03.01,1995

1indiontiors on Lelerence,; gallily levels, sysbals end sbbewviations sre 10 be foud in Uw
Fluks cstalogm.) -

Dicclaimer:

Fluka sarrents that this produt will confors 1o the sbove inforealion sdhich is sonlicabite ot thie
time, Hhan ordereds » let apeciflio corlifionis of snslysis s svailahila s dussnd, I does ol rp-
liwve the pedluser from wasining the producl \pon delivery end gives no sscurence of suitability

of lhe produot for purpeses pther than lehoralory wa. Sue Fluks cotalogim for additions] inrwe
snd canditlions of sale.

e

wyrsied 3o




NSRRI s b LS oo .o - .-
Fivka Chemie AG  Tel. 0B 7SS 25 11

industriestrasie 25 T

CH-9471 Budis Teielax ORY 756 54 49

SALES-SPECIFICATIONS

Product-No: 96501 Page 1 04.05,1995

SEXR. ANALYTIK

2inc sulfate Heptahydrate
Quality: purum p.a. > 99.0% (KT)

Extendad formula: 2nS04.7H20 Empirical formula: 045Zn.7H20
Mr: 287.54

CAS No: 7445-20-0 EINECS No: 2317933

Product line:

Acceptable appearance: colorless crystalas

Anions:

Chloride (Cl) < 0.008%

Cations:

Ca <0.01% €a <0.008% Co <0.005% Cu <0.005%
Fe <0.005% K <0.01% Na <0.01% . RE <0.00S¥
Pb <0.005%

Merck-Index: 11, 10064
Last version: 03,01.19%5

tindicatisms on klMo qualily Jewele, synbrels wud shbrevistions are o be found in Uw
Fluka eatalogs. ) -

pisclaimer:

Fluks wacrants that this product will conform ta the sbove inforwelion which ic seplicable ot thia
time. Mo erdered, » 1ol wpecifio cwrtificals uf walysis is svailable on dewsnd. It doas nol re-
tiove Uve purchaser from ssamining the product wpon dalivery and glves no ssswrance of suitability]

of the product for purpoces othwe than laborstory use. Soe Flika cslalogan for sddiliornel terws
ard oorditions of sale.




Fhiks Chermie AG  Tel 081 75525 13
.2 355282
CH-9471 Budds Telefax 081 756 54 &3

CERTIFICATE OF ANALYSIS

riuka @

PROCUCT-KO. 61245

PRODUCT XUPFER(]1)-SULFAT PENTAHYDRAT, USP,
KRISTALLISIERT
CUPRIC SULFATE PENTAHYORATE, USP,
CRYSTALLI2ED

PURITY PURUN PA

FORHULA CU04S5 . 5H20

MOLECULAR MASS 249.68

REDOX TITRATION

RECOX TITRATION 99.9 X (RT}

ASPEKT

APPEARANCE LIGHT BLUE FINE CRYSTALS WITH LUKPS

LOESLICHKELT

soLusiLIYY LIGHT BLUE, CLEAR

LOESLICHKETT (METHOOE)
SOLUBILITY -METHOD

0.5 G IN 10 ML H20

PH-WERT

PH 4.0
TROCKENVERLUST

LOSS ON DRYIRG 588

PHARNANOPOEA PRUEFUNG
PHARMACOPQEA TESIS

CORRUSPONDS TO USP XXt

SPUREMANALYSE

TRACE ANALYSIS PASSED -
CHARGE/LOT 32663311

3.05.9% Fluka Chemie AG

Quality Control

Dr. G. van Look



Fluka &

qu;"mAgs Te 081 755 25 11 ateom
G540 Buthaicwes Teletan 081 756 54 43 PABE 1
PROGUCT-XO. 63555 T T
PRODUCT HANGANC L1 }-SULFAT HONOKYORAT
HANGAMESE(L1) SULFATE WOMOHYDRATE
PURITY PURIM PA '
FORHULA HNOAS . H20
KOLECULAR NASS 169.00
CHARGEZLOT 36980671
TITRATION (KT) €0TA 0.1K T o T
TITRATION (KT} EOTA O.1M 99.13 £ GEN.

a——

ASPEKY
APPEARANCE

v —_——

VERY FAINTLY RED POWDER

LOESLICHXEIT (FARBE)
SOLUBILITY (COLOUR)
LOESLICHXEIT (TRUEBUNG)
SQLUBILITY (TURBIDBITY)
LOESLTCHXE!T (METHODE)
SOLUBILIYY (NETHOD)

ALHOST COLOURLESS
CLEAR (<3.5 TE(F))
1 6 IR 10 WL H20 HOT

SPURENANALYSE
TRACE ANARYSIS

CORRESPONDS

v a—r se— P S T

FOR FURTHER [NOUIRIES, PLEASE CONTACT OUR TECHNICAL SERVICE.

10.11.1997

Fluka Chemie AG
Quality Contro)

Br oty

pr. G. van Look



CERTIFICATE OF ANALYSIS

PROOUCT -NO. $6501

PRODUCT TINKSULFAT BEPTAHYDRAT
2INC SULFATE HEPTAHYORATE

PURITY PURUM PA

FORMULA Q4SIN.7 €20

MOLECULAR MASS 287.54

KOMPLEXOM. TITRATION

ROMPLEXOR. TITRATION 99.3 T KN

ASPEXT

APPEARANCE COLOURLESS FINE CRYSTALS WITH LUMPS

LOESLICHKELT ,

SOLUBILITY COLOURLESS, CLEAR

LOESLICHKEIT (METHODE) .

SOLUBILITY -HETHOO 0.5 G IN 10 HL H20

PH-NERT

PH 4.5

SPURENANALYSE .

TRACE ANALESIS PASSED

CHARGE/LOT 34735271 !

5£.05.95 Fluka Chemie AS

Quality Control

Qe by

Or. G. van Look
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061175 11:02 . .
23410 "3 31:13  FaX 60l1817883207 FLIKA CHENLE € wva 34> Libwntn 0.637 L

— Eluka_mil HoeZon d2

Fika Chemie AG  Tel 08175525 11
ncstriestrasse 25 Teler 855262
CH-S470 Buchs  Tolefsx 081 3565449

CERTIFICATE QF ANALYSIS

PRODUCT N0, 60355
PRODUCT D1 “KAL UMMYDROGENPHOSPIUT PULY.
DI -POTASSIVM NYDRDGEN PHOSPHATE POWDER
PURTTY PURUM PA
FORNULA Hk204p
BOLECULAR MASS 174.18

TITRATION (NT)

NOK AQUEOUS TITRATION 59.5 % (NT)
ASPEKY
APPEARARCE WHITE POMDENR
LOESLICRKELT (NETHODE) ’
SOLUBILTITY -HETHOD u.s L s 10 ML n20
SPUREHANALYSE
TRACE ANALYSIS PASSED
L )
CHARGE /LOT 13835441
24.10.94 Fluka Cheaia AG

OQuatity Lontro} -

2T PN

Or. G. van Look



T10/31 Tree3:31  FAX 0043817383207 FLUKA unetic w

Puka Chemie AG  Tel. 091 755 25 11 . o -
Industriestrasse 25 Telax 88

$382
CHAS20Buchs  Teletax 081 7565449

-—eew

CERTIFICATE DF ANALYSES

PRODUCT -KQ. 72060
PRODUCT NATRIUN(METAIYANADAT

SOOLUN {META)YANADATE
PURITY PURUM }
FORMULA HAQ3V :
HOLECULAR MASS 121.93 :

REDOX TITRATION

REDGY TITRATION 98.3 § (RT)
ASPEKT
APPEARARCE FAINTLY YELLOW PONDER
TROCKENVERLUST {200 €}
LCSS 0N DRY[NG (200 C) 0.1 &
CHARGE/LOY 331533171
L 3
8.11.94 Fluks Chemle AG

Quality Control

=

or. G. van LOGK



anmags Tel. 081 755 25 11
G471 Buchorschweiz Telefaa 081 756 54 49
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PAGE 1

CERTIFICATE OF ANALYSIS

PRODUCT - NO. 63142

PRODUCT MAGNESEUMSULFAT HEPTARYDRAT, PH EUR
HAGNESTUM SULFATE HEPTAHYDRATE, PH EUR

PURITY PURUN PA

FORMULA NGOAS, 2H20

HOLECULAR MASS 216.48

CHARGE/LOT 36774371

KONPLEXON. TITRATION i

KOMPLEXON. TITRATION 99.9 % (K1)

ASPEKT

APPEARANCE WHITE CRYSTALS

LOESLICHKELT

SCLUBILITY . COLOURLESS., CLEAR

LOESLICHRETT (NETHOOE
SOLUBILITY (METHOD)
:a-HERT

0.5 6 IN 10 ML H20
1.2

PHARMAKOPOEA PRUEFUNG
PHARMACDPDEA TESTS

CORRESPONDS TO PH.EUR. I{

SPURENANALYSE
TRACE ARALYSIS

PASSED

FOR FURTHER IXQUIRIES. PLEASE CONTACT OUR TECHMICAL SERVICE.

10.11.1997

Fluka Chemie AG
Quality Control

Cr by

Dr. G. van Lock
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MOLAR CHEMICALS 1.TD HUNGARY
1147 Budapest Teiepes 1. 53 telfux: (361)-183-8321
CAIM
Minoségl specifikdcis
Tormék név: NATRIUM-SZELRNIT
NagSeD3 MtS7T29  CAS[10102-18-8]
Lot-No.: M940ToI4
Mennyistg $x3000g
Mindeltds thszta
Tartalom NIT%
O1dddds ‘mogfelel
Klorid 0,01 %
S, szsiondl megfelol
Nitrd1 0,06 %
Budapest, 1984 jullus 15.

%E%N“: el
ﬂm% i
boyvezsld lgazgaté
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M egecis Sta_p

H-3%7/
- - - — 1008 .pe 7,
=0 5
MOLAR Chemicals Kft Teleton : 361 183 a3t ta. 85 195 09:40 PAR
MOLAR CHEMICALS LTD HUNGARY
1147 Budapest Telepes u. 53 telffax: (361)-183-0321
CAIS)
Minoségl specifikdcid
Termik niv. KOBALT(II)- SZULFAT? ::‘1?
CoS04T 120 M 28118 110026-34-1]
Lot, No.t M9407012
Mennybig 12x2%g
WMinSsisés puriss, MSz at.
w
Tantalom: >990%
Vizhen oldhatatlan =0,01 %
Ylorid <0005 %
Szulfid: <00 %
Vas (e < 0,002 %
Nedvéefém (Pb): <0002 % -
Osszilrogén <001 %
AYcali da faldfénck <02%
Réz (Cv) <0,005 %
Mangén (Mn) <0005 %
Nikkel (1) <0,05%
Cink {(Zn) <001 %
Budapasi, 1994 [dilus 15.
MOLAR CUDOCALE XIT
N4 e ¥ wil

Y- iR

Qgyvezsts igazgatd



Ao MALAR Chemicals Kre Teleren @ 36 1 383 032

Ma;. €5 1995 8¢

MOLAR CHEMICALS LTD JIUNGARY
1147 Badapest Telopes u. 33 fedffuas (361)-183-0321
Certificate of Analysis

Product mme : AMMONIUM MOLYBDATRE e HYDRATE
1ot No. : ME008/4
Quantiy :20x1000 ¢

e S
' Assay 010%
Chiorida < g.gﬁ*%
Heavy mataly <0}
nb.w " g3
phate S0s
Inoohbu 0 wniae) <001 %
, ‘Fre parameters o this material fis o requireraents of MS2 2376570 a1,
)," The mascrial sultabie for ssalytical purposea.

Budapest, (954 03.23

U MOLAR CltmaICALS K7
NJR‘ 1880831
meaging drrecier ’“‘”

v ~sxngn.1

[}
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FLUKA CRELIE €K <<+ SAF Lluda N33 LR

Fiukg Chemig AG  Tel 061 755251
industriesirasse 25 Telex 855242
CH-3470 Buchs  Telefax 081 75454 49

CERTIFICATE OF ANALYSIS

Fluka ¢ sz 7=

PRODUCT 8D, 44880

pROOUCY EISENSL]) -SULFAT HEPTAHYDRAT, PH EUR, USP
FERROUS SULFATE HEPTAHYORATE, PR EUR, USP

FURITY PLRUM PA

FORMULA FEQ4S. 7420

HOLECULAR KASS 278.02

TITRATION

TITRATION 9.8 %

ASPEKT

APPEARANCE L1GHT BLUE-GREEN CRYSTALS

PHARHAKOPOEA PRUEFUNG

PHARMACOPOEA TESTS CORRESPONDS TO #PH.EUR. 1D

SPURENANALYSE

TRACE ARALYSIS PASSED

CHARBE/ZALDT 33427371

21.10.94 Flukg Chemie AG

Qualtity Sontrol

sty B

Dr. 6. van Look
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Pl Chenie 3G TeL08 758 151 _riUKa & 2

Industriestrasse 23 Telex 85
CH-S470 Buchs  Telefax 0817565443

ML ¢

SaLgs-SrEcIricATIONS
Product=No: 44980 Page 1 21.10.1)994
SEKR. ANALYTIXK

Ferrous sulfate Heptahydrate
Quality: purun p.a. > 99.0% (RT)
Special quality: Ph Fur, UsS?

Extended formula: FeS04.7H20 Empirical formula: F .
MTT 39603 P ! D48, 7020

CAS No« 7782-63-0 EINECS No: 2317538
Product line: Chemika
Acceptable appearance: light droen crystale

Anionmss
Chioride (Cl) < 0.008%
Cations:
Ca <0.005% <4 <0,005% Co <0.00s% Cu <0.008%
Fa{3)(+) <0.2% K <0,01% Na =<0,01%
Ni «<0.005% Pb <0.005% Zn <D.008% :

- Maerckelndex: 11, 4006

Last version: 01.09.1992

{Imticotione on telsrwws, aality levale, tymbols snd aldsrovistions sry 40 be fount in Uwe
Fluka cotalegue. i

Disclaimar:

Flikas warrerty that Whis praaxt will cenfore (o the above inforastion which is acplicable st this
time, Mhen erderwds » Jet spacitic certificate of swiysis is svailable on domend. 11 choa nel re-
liova U purchaser fros wmsining the prodast wan delivary snd pives so aswyrance of suidadility
of the pradust tor surpeses ather Y laboratary ute. Sed Fluks eatalogus for additione) eres
ord sanditione of sale.
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, BORMIOLI ROCCO E FIGLIO ..

DIVISIOMG PLARYIC A

179 Fou

Castelguelfo, 02/04'1959

Mesaionrs
BUMET RT
HUNGARY

REFERENCE: Conformity of matarisis wstised {n the productio
o g o P r of the following

FI2061M14: 340 ML PET AMBER POTTLE SUITABLE FOR PFP28 NECK -
DRAWING AXISS/B - PET AMBER FECK

in compliancs with the reguiations preseribed by the ministerial decres 21.3.73 and with

the later updating (circuiar 84 by the Ministy of Health dated 28,12.77) we state that:
E e
£

a) The basic resins indicated hers below with the terminclogy specitisd in the enclysure

11, section 1, part A of the mandoned minis:erial deceve sre utllised for the production
of the s, ardcles supplied to you:

- POLYETHRYLENETEREPRTHALATE + AMBER DYEIN %

.

b) For the prepanition of the a.m. ardcles we wtilise exclusively tesing, additives and

dyes of which we &rp given a certificate of complisnes In accordance with the
ministerial dscree 21.3.73 and further updating:

),f ) We submit the finighed arnticles to the dye migration control following te procedures
< layed down by the section 7 of te enclonure TV and verify theiotl migratior in
accordance with U testa forcseen in the section 1 of the enclomme IV of the -

ministerial decree 21.3.73 ansd In the circular 84 of ithe Ministry of Health dawed

28.12.77;
@) We gusramee, on te basis of the porms of good techmiques, tha neadfastowss of the

formulations and of the technoiogical procsdure utilised for the menmifecuwing of the
articles.

wrrsoe e L 3an 1] CRwhd § ATe 2I¥IA

*89 04/08 07:30 TX/RX NO. 7822 PO2
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Physical Propenry Data Sheet ‘
Kodapak PET Copolyester $§921W (Clear)

! TYPICAL
PROPERTY,* UNITS VALUE TEST METHOD
INtrinsic Viscotay .80 ECC-AACLIV-1
Molocwar Weight,
Numdee A%M,) 24,000 -
Weloht Averags (M., £2.000
Crystalline Dorelly, gferm? 1.4 ASTM D 1506
Butx Denaity, kg/m® {loi) ’
Powrea 812 (31) ASTM D 1805
Vibrated 8681 (55}
Neit Danslty, © 285°C. g'om® 1.2 bl .}Q”;;
Acamidehyde, pom «t TEPPSPOLGC1
Crystaiine Peax Melting Peint, *C 239 ASTM D 318
Haas of Pusion, kkg 5§ ASTUE 793
Themmal Conauetivity, Wane €325 ASTMC 177
Spacific Heaz, kikgew
AT e 23C 113
a0°*C t.42
100°C 1,51 b8
200°C . 188
280~C 2.05
Fires, vt %, maximum 0.1 TEPP-A-PO-G-GA4
Povet Size, mm {IN)—SNADe é‘f,}::,’ - -

FLUNN0sS ACIT alrennian AN teasy Sre N B XT C (P} o 30N 7o0Rbve Mynisy.
) -
) ' - Commants:

Kodapak PET thammoplastic: polyeators ars Condpasazion polyme = produoed by 8 confinuous men.
phase polymeriialion procets followsd by a soro-ftaie polymeriaation procass. TyDIes! packeging
ond vBes IMCiue CATHONEISA DEveraes, COMMEICS, 1808, ANG WELH.

Properties repcasd hem are typical of average 1013, Eaniman r1akes no representation hat the
matestal in any pertcular shipmant will centarm exacty 1 the vaiurs given,

EASTMAN

Ge naA ce0 wa.me rews ) BT4 mria

'0f 0406 07:30 TU/RY MY, 7322 03
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AVNBOCCATURA o SBAGUE (£ FIRISH o WOMDUNG  PFPR 24

A e B DO

100m S 112 [H] PP 24 923 47
20m 801y 228 2! PP 24 130.0 53

b
3
i
i
RS2 . BOAY 08
| STRBOCCATLRA « SBAGUE o INISR o MNDUNG  PEP 28
() lesg B & H ©
v \)
Lot AR o e .- .
750m 8032 281 230  FPI8 1287 6L7
mom 8062 296 1a5  PP28 1307 €32
0m 6061 330 285  PP28 1428 856
300m 3042 525 37.0 PFP 28 168.4 74,0
1000 m 8043 061 440  PFP28 2127 880
200m 8037 24 222 P28 1408 §8.8x31)

A



N

o6.-nd ‘99 08:39 .38 ¢ 174 274 Qood
-39—5121-1'..&'77 BLRMIS.L) PLAST. D 179 Fap 22, 04,92 6iss
7 BORMIOLI ROCCO € AIGUIO i

BIVIZIONE SaalTita

We coafrn therefore thst the agn. nrtic.es are supplied in sccostance with <
ministerial docree 21.3.73 and lazer updating s e

We rsmind you, though, that the articls § of e mindsterial decree 21.3.73 prescyibes
et the transfr fems on the Naished artic.es must be caried out by the wilsad in
reiation with the real wilisation conditions t5 make sure that there are 20 unfavowrabie
medifications of the argancicptic propesties of the contained product.

Quality Assurancs Manager
.. Pacle. Zuschi
Fadlis dem—
2
BRrsve PWe »re a0 YF-3® & FTA BTIS
"98 04/08 07:30 TI/RX ND. 7522 POt



w S INBOCCATURA & FASCETIA o VBAGUE A SENTIR ot 116G FINISH o KRIMPMONDUNG 20
¥ ~
(=) ’m B a = () &

Wm 9149 13 48 20 439 5
9m 3040 17 4.4 20 49,0 248

L SIMBCCOATURA o S SAGUE g FINISH we MONDUNG  PFP 17,8

Alsg 8 68 2 B ©

Aoy

13m 2058 3712 48 7.8 2.3 245

«UIMBOCCATURA o 4 BAGUE o RIS o NDKDUNG 3T 40
) )
150m° 3028 186 20 sc4o S5 833
som  so27 254 77 sc4 M3 840
0m 8028 22 n $C45 1170 6840
TUTTI | FLACONI SONO DECORABILI - TOUS LES FLACONS PEUVENT ETRE DECORES
ALL BOTTLES CAN BE DECORATED - ALLE FLASCHEN SIND DEKORIERBAR
/ BORMIOLI ROCCO E FIGLIO .«
DIVISIONE PLASTICA
I Siede Naziona Emifa, 63 ¢ 43010 Costwigwaliy - Pomma
Toi {05713 612411 « Far (D52 618077
M - | 1o ‘pﬁindnlllﬂdl (0521) 618077

J
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Kiadds ddtuma: 99.08.31.
HORIZON- MINOSEGI ELOIRAT
HULTIPLAN Valtozat E I
RT. Bumet PET flakon/300 ml Lapszdn s 1./72.

Xéniai megnevezds:

Héltdmeqg H
szinonim nevek 3

Jellemzdk 2

Jsazetétel /
analitikal érték

Egyéb jellemzdk

@isstasdg : csira
Szdllité ¢

Boraioli Rocco Parma

Bormioli PET flakon/300 m}
PET ANBER bottle/300 ml

300 ml-es barna szin/ PET flakon PFP 28-as
csavarmenet AJ355/B

1.82.malléklet: iveg mindségi jellenzédi
£lako sdilyas 28,5 g

stegény Kataldgus ¢

Gy&rté : Bormioli Rocco Parma

Cgomagoldsi ndd :
Kiszerelds ([kgj:
TAdroléai méd 1
Tdrolési kéd :
Méregkezelds I/N:
Thaveszélyessdg
Funkeis H

2sugorfolidzva Hagiegyzés :
Poadett, raklapon

24PT 24 hénapig Fedott h.
N

o .

kiszereldanyag
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Kiadds ddtuma: 99.08.31.
BORIZON~- MINOSEGI ELOIRAT
MULTIPLAN . vdltozat 1,
RT. Huset PET flakon/300 =ml Lapszén s 2./2.
Ellendrzés/vizegdlat jellege (Ell.)
1. kdd: 2. kéd: 3. kéd:
* - minden tételen H - Horizon-M. vizsgdilat 1 ~ Mintaszém/tétel
3 - 3 tételen m - mibizonylat alapign * ~ minden egység
n ~ nem viesgélt
Rovetelmdny vizsgdlati
Ro Vizsgdlati paraméter

Ell. [Minimum |Msximum eldirds

Osszehasonlitds az etelonhoz

Hindsdéglblizonyitvény dssazehasolitdsa
MNikrobliolégiai vizsgdlat

W

*H* |megfelel
*H* (mogfelel
*m* magfelot

Rész2itette : Mindségellendraés laborvezetd

Jévahagyta : Min.bizt. vezetd




ANNEX 8.
MANUFACTURERS AUTHORISATIONS

HORIZON-MULTIPLAN LTD.



HORIZON-MULTIPLAN &t

TO WHOM IT MAY CONCERN

We, HUMET Development and Trading Co, legal succesor of HORIZON-
MULTIPLAN Ltd. manufacturer of the curative preparation

" HUMET - R syrup 300 m!,

approved in HUNGARY under registration No: OGY1-430/1993, hereby declarc

that the manufacture of our product is being carried out in our plant according to ,
GMP standards.

In this respect we arc holding the certificate of the National Institute of

Pharmacy, Budapest, Hungary 28-th February 1994 under reference No
8575/50/93.

Budapest, 29-th October 1998.

QL 25~

Dr. A. Kirdly

Head of Quality Assurance

MET ®
%emskode\ni‘.“l?w&d a4 Foflesnibsl

reashy
oo

1121 Budapest. honkoly Thege ot 2933, 1el - 4959046, SUF-Y2IN1949, Fav 3954032, 3950102, b il Rowetgrwelen boarnomt ki B
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No. of Certificate 2054 13877998 Exporting (certifyin,, country: HUNE;\RY
Importing (requesting) country: YEMEN REPUBLIC

Certificate of 2 Paramedicinal Product!

Proprictary name (if applicable) and dosage form: HUMET-R syrup 120 m}

Active ingredient(s)’ and amount(s) per unit dose:’ See Appendix

1. Is this product licensed to be placed on the marke: for use in the exporting country*? If yes complete box A; if no, complete box B
B

A Import Co.
Product licence holder: HORIZO&MULTIPLﬂ Ltd. Applicant for certificate :
. b. <. D d D

Status of licence holder': ] . ‘D b, D . D 4. D

$tatus of spplicant’®

Number of product licence® and dute of ivsuc; OGYI-430 /1993 g

Is sn gpproved technical summary sppeoded?” . yes fe Why is sutbori- - not D“" Elndcr D O

Is the atrached product information complete and ct;nso:u.n( with the licence? sation lacking?  required requested, consideration refused
yes a0 | notprivided Remarks’

Application for ¢ertificate If different from the licence helder’:
2. Does the certifying authority srrange for 'pgriodic inspection of the manufacturing plant in which the dosage form is produced?

S yes tf No, proceed to
! question).
L o (]
Periodicity of routine inspections(ycsrs): 2 years,
PP N/
Has the manufacture of this type of dosage form bgen l{upeged? yes o D

Do the facilities and aperations conform to GMP? yes E no D
¥ the applicant satisfy the cenifying suthority on all aspecis of the manufacture of the product undertaken by another

3.Does the lnformation submitied b

pirte'®?
yes D no D If No, explain: »

Address of certifying authority: National Institute of Pharmacy  Neme of agiibri
1] » .
Budapest, V. POB 450 H- 1372

Telephone/fax numbers:



ANNEX 9.
RECORD OF REGISTRATION RESOLUTION

HORIZON-MULTIPLAN LTD.



_ List of countries
where registration process has been started

(name of the country, date of application, in the case of registration refusal-

reasons)
Name of the country | Date of submission |Status Resson of refjusal
Canads 1998 Peading
Lithuanis 1998 Pexding (accepted)
Jemen Republic 1998 Pending




£5

List of countries
where the pharmaceutical agent has been registered

(name of the country, number of registration certificate, date of registration, validity

period of registrstion certificate)
Name of the country | Registration date Gegistration number | Validity
Hungary 20.09.1993, OGVYI-430/1993 3 year period
Slovak Republtk 16.10.1998. Z-9T75/98 31.12.2000
Belarus 25.06.1997 B-2-LS No 2809/97 |5 years
Russia 14.10.1997 TX/RX NO 3849 § years
. PO1
g .
‘ Ukraine 0. 01.1997 2042 30.01.2002
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ORSLZAGCOS CYOCYSIERESZET INTLILY
1031 Budrpen V., Zsiaxi v, )
Levilcim: 137 Postafidk 430,

Sudrerw, 10, 33-_OKE. 18.

Su=:8575/50/93

Telefon: 1148

Teledas: 11167 Medusier: 3 b

TigrHyilvintacvtisba vétell

hatdrozat

A 10/1987.(VIII.19.) Ed.M. s2dnd rendelet alapisn Inté-
zatiink a

HORIZON - MULYIPLAN Produkcids KKT

PSSP OLUNBI SRRV I LENP IS INI P IR OPACLPSIRIENITIINOISIOGEIBVISETRTS

els84llit6/forpalnazé d1tal benydjtott és szakmailag érté-
kelt bizonylatok slapjin e

HUMET-R szirup

elnevezésl terméket
OGYI-.430/1993..... sz4m alatt

8 gydgyteraékek hatésdgl nyllvéntartdsdba felvetts, és a
fenti EG.M. £2. rendelet I. sz. nelldkletdben szeraplé
'...;¥... kategoridba soroltsa.

A teradk kKizérdlag eszen okirast msllékletdben feltintetett
feltdtalek szerint és a forpulombs hozatali engedély bir-
tokﬁhpn forgaleazhatd.

€zen nyilvintartds visszavondsig, illetve lsgfaljebb a ki-
bocsétdatsl szémitott 5 dvig érvényss. Maghosszabbitdsa a
lejdrat elétt 3 hénappsl kérhets.

1p -7, ’

| g

Or, Padl Tamds
tcigazgaté_‘

»

ibada:¥nd dr. Bogddn Miria

~



NATIONAL INSTITUTE OF PHARMACY
H-1051 Budapest, Zsinyi u 3.

Phone: 117 1488

Fax: 1181167

Budapest, 1993. okt. 18.
Ref, No: 8575/50/93

Ref.country: Voé dr.Bogdin M.
Subject: Record of registration
resciution

On the basis of decres no. 1071987, (VIIL 19.) EALM. our Institute « bascd on the
professionsl expert evaluafions submiticd by the mandactarer/distributor of the
mmmmommm has taken op the product named

HUMET-R svrop
under registration No. OGYI430/1993.

into the officisl records of the curative preparafions, and has listed same into category
L. fignring in Aanex 1. of the sbove decree nio. 1071987, (VIIL 19.) EAM.

The product is subjest 10 the conditicns of the present cextificats and can be distributed
only in possession of the distribution permit.

This registration is valid until its withdrawal, or for § yexs from the date of issue.
Extensioti of said registration should be requested 3 mouths prior to expisy,

{ director general )
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Sopony tbmuouax o mhm N‘s ! »

y

Hacwdoraen pe cmfw!mmu u,rb .wgnmi 1OV Rpaxganty.

Il.uldvmlm qudane vt o ci'ma 1997 p.
‘ *30" claxn 2002 p.

shlyennn diticre do

.of Health of Ukraine
] Bm"e‘gu, for Pharmacenticals Registration

4‘ Reglstratlon Certificate
STV #2042

N A S
o ¥ ot

.
R
.f' W M

.nu: ccn[ﬁcdlc Jis ssued to the firm

"Horlm-mmgu-“, Hungary

’

Lot ,:a-n

mmm:-vwmu with a m:lmhp, sor by Ministry of Prablic Henblt

o Uondse, mmmm&d
HUMET-R

A" -

d "‘“:‘:2“ w”:‘z’ﬁ'ﬁfﬁwﬁm
oltles [}
.-"ﬂ'—w*:v-m
)

1he mﬁwka«aammmvﬁrmdmg dhis prgeution.

*30" Janeary 1997
*30* Junuary 2002

ne cerylkcle is isstied on:
e cerimcme s vaM antill;

Ckairman

Bureau for Plarms driy M. Serdiuk
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MIMICTIPCTRA
AXOBR! 3ONAPOYA
POCOYEJIKI BEJATYCh

MINISTRY
OF HEALTH OF THE
REPUBLIC OF BELARUS

PITICTPAIBINHAE NACBEQNAHHE
REGISTRATION CERTIFICATE

B-2-J1C N 2809497

Cn;;nyamc nacscauanue sasmens Sipue

This centificats has heen given 10
*"HORIZON-MULTIPLAN LTD", Beirpuin
T S e Rl PURM, WPAINSE 7 IR KT Bt ET, CONNTY T T

1 ' aPameuas nARARSDANDHAEM TAr0, M0 MinkeTapersa azosnt 3mapoin Pacnyfintxd Baxapyes
38pRTICTPARANS NrexcaBLs

cpoaax
it is herehy eertifiod that the Ministry of Ficalth of the Republic of Belerus has registered the drup

HUMET-R
(AT RN iaTa AT, SIUNATREEGN RGARARINGS BRswt ] naine of Fug, inforiradional Rawitoprielng maw:

¥ aexznafi dopme(az)

in medical fem(s)
cipon y duaxousx na 120ma i 300mn
T T ST (GRANAGpRA R Jrax el on 7 Wendird Fackagel

Poricrpamabinae nacaensauue nuiansent Ma 5 raxof | «i ¥ axin pase ne tapawrys
INUYERY KEIBANAFS NEXARATA £POAWE.

This certificate is valid for § years and does not guaraatoc this drugs purchase under ary canditions,

Rars prvicrpatisd
Date of registrasion

Hameonix minicrpa

AC. Kypuauwoy
Deputy Ministcr

BY Is1G bzl FAZRY NOL B3 101



537TATHY ZDRAVOTHNY UsTAV
Pracovisko zdravotnej kontroly dovaZangch polivatin v SR
820 69 Bratislava 23,PP 26,.Ru2inovakd 8

8islo jednacie: 1664/1ab. Bratisiava,dia:14. 7.1995
Ctslo rozboru: 5649/M-CH

VISLEDOX ROZBOZRU

Veozrka:
&5.5645 Humek~R v¥3. dopinok 300ml

Vorobca v zakranidi: HORIZON HULTIPLAN X¥T. ,H-1525
Budapest,Pf£.45., Madarski republika

Dovozca v tuzsmsku: lupue spel. s r.o., Bratislavskd 25,
Velky Bilel

Odoaral: WUDr. Lisdka, CSec.
Balenie: orig.

Dédtum odberus 22.6.85
Hikrobiclogicks nélez:

Pofet mikrdbov v lg

hedne et
gislo [34:41 koliformagch plesni kvasinlek
vzorky Jcalkov.pob. baktérid
nikrdbov/ -
2649 o O neg. fteg.

neg.=aeneyd ako 1Q0/9

BeZne sledovanéd patogénne a poduienens patogéane aikrédy sa vo

vzorks nezistili.vysetrenie na pritomnost salmozel v 23¢ belo
negativne,

Zaver:

Viorka &.5649% v rozsahu vykenanyeh mlkrobiolegickych vydstrent
nsjavila znimky zdravotnszi zidvadnosti.

E1atny 2drav0iny US\av MUDr . Jana/Hrabfrovi

ht omesHd S:“n-'ancuan vedoes dadel
Rulraovisd o
830 00 smmw-is”. PO Do B



MINISTERSTVO ZDRAVOTNICTVA gratisleva, 16.10.1995
Hlavng hyglendk €1slo: -9%4 57 95- suE/S2U
SLOVENSXEJ REPUBLIKY
833 43 Aratislava, Limboevéd 2

ROZHODNUTIE

Ministerstvo 2zdravotnictva - Hlavny hygienik Slovenskej
republiky ako prislulny orgén podla ust, § 18 ods, 2 z26k.2.
272/1994 1.z, o ochrans 2dravia Iudi preskimsal fiadost spol. s
r.o. Lupus, veIky Biel 20 dfa 9.5.1995 a peodla ust, § 19 pism.
n/ z8k.&. 272/1994 I.z. vydéva tento

posudok:

Ziadosti =zpol, s r.o, Lupus, Velky Biel zo difia 9.5.1995 sa vy~
hovuje a s dovozom s distribliciou pripravku HUMET-R SIIRUP A&
300 ml ty Horizon Mulliplan Kft., Budapest, Madarsko

sa sdhlasi® do 31.12.2000.

Z4rovel sa ukladé povinnost
1. na dodacich listoch uvédzat Zialeo a datum tchoto rozhodru-
tia
2. ku 'knzd‘au spotrebiteYskému baleniu tohoto pripravku zea-

pozpedit pribalovy letdlsk = ndvedom na jaho poufitie v
slovenskon jazyku.

0ddvodneniae:

Spel. s r.o. Lupus, VeIky Biesl podanim zo dfia 9.5,199%,
doplnenym difa 4.10.1995 poliadala v zmyele ust, § 27 ods. 2
pism. j/ zékona &, 272/19%4 I.2.0 echrane rdravie Iudf o vyda-
nie posudku k dovozu, horeuvedendhe pripravku, Podla predlele-
nyeh vysledkov laborstidrnehe vyBetrenia, odborndého vyjedrenis
vyskumného uUstavu vy¥Ziivy v Bretislave zo difta 30,.5.1995 & od-
borntho vyjadronia St&ineho Ustavu pre kontrolu lieZiv v Bra-
tislave ¥, 1381/95 20 dfa B.5.1995 priprevok splfis pedalenky
uriend predpismi na ochranu zdravia, I ddvodov primérnej o-
chreny zdravia bol sdhlas Zasovo obaedzeny a uloiend povinnost
na dodacich listoch uvéddzel Eislo a ditunm tohote mexzhodnutia
a ku KaZdépu spotrebiilslskému baleniu pripravku zadbezpeZit
pribalovy letdZik s ndvodom na jsho poulitie,

Ne zdklade uvedendho bolo rozhodnuté tak, ako je to uve-
dené vo wvyroku Lohoto rozhodnutia.

Prou&ensie;

Proti tomuto rozhodnutiu je moZné podat do 15 dni odo dia
jeho doruZonia rozklad podla § 61 odst. 1 zdkona &, 71/1967

Ib. © esprévnom kondnt na Ministerstvoe zdravoinictve Slovenskej
ropubliky,

MUDr. Ivan " O

Hlavny hygieri
Dostane: LUPUS

spel, 5 r. o,
Bralislavskd 25
900 24 velxy Biel




STATNY ZDRAVOTNY UOSTAV HL.MESTA SR BRATISLAVY .
Pracovisko 2dravotnej kontroly dovéianych poZivatin v SR
Rutinovskd 8, 820 09 BRATISLAVA, P.0.BOX 26

Cislo jadnacie: 1664/1ad,

Cisle rozdoru: $649/CH

2iadatel: LUPUS spel.s r.o., Bratislavaké 25, 900 24 velky Biel

Déitum prijatia: 7.7.1995

Ditum expedficie: 27.7.19935

D3vod vydetrenia: NMévrh na dovor

Nézoy vzorky: HUNMET=R SZIRUP 300 ml
v#tivory doplnok s obosahom huminove] kyseliny » stopo-
v¥ch prvkov

Vyroben: ) Horizon Multiplan Xft., Budapest, MR
Krajina pévodu: Madarsko
Balenie: originiine

VYISLEDOK ROZBORUO
Organoleptické hodnotenie:

Obal papierové skladatka s potladou, vo vnitri skleneni f{Iadka
uzatvorend zévitovym uzdverom, prelepens etiketon

vzhlad tekutina nepriehladnd

Farba tmavohnedsd

Vv3fia 8 chut typicks, sladkokysli . .

Bez cudzich pachov a prichutf.

Fyzikélno~-chemické hodnotenie:

Obsah kadmia v BE/KE.c.cccrvrvtvrcevercncsnscese ND
Obsah medi v Mg/kE e cicerersantosacassnsnssasare L00.9
ODSAN 0lOVA V MNB/KB. cveevernutcencescstosessnenee ND
Obsah 2IinkU V ME/KE. . vevercrrrsonscrseroncssacsss S04.4
Obsal arzénu Vv mMBIKB. . veservosscrrsoranssnscssas 0.007
Obsah O!’tuti h ms,ks----.pvncoc-tolcooqc'-oc-oc'a 0005
Obsah vanédu v mE/RE.......cnvtversceencasacanes 26,2
Obsah mang&nu v ME/KE....vvvrseeoriacenscesssrse. 155.9
Obsah 2elez8 v MB/KB.r vconrorencsssranensseneces T43.6
Obsah kobaltu v mg/Kg. .. cvvvcrsracncennasronsees 10.6 _
Obsah molybdenu v mg/Kg. ... vcvvvevnncenscannsree 155.9
Obsah selénu v MmE/RB vt rvrarcascnsisnean.. 0.9
Obsah horéfka v mg/kg...ocveevrmenereonnceaenene. STL.7
Obsah drasifka v m2/KE. . covrervnvnansrncnsseeares 2318.4
Obsah kyseliny benzoove] v me/KE..ccvvvninanccnns ND
Obsab kyseliny sorbovej v mg/kg......000c0evuve. 366.0

Obsah syntetickych farbiv: Vzorka nebola prifarbens cyntetickym farbivom.
ND - nezistenté pouzitou metédou 7@vaA2: /
Sistny zdravolny dstav —
fe mestz SR Bidlisidvy Ing. 0Xgs BrodRanovd

azoo?‘g:::::::a:’;:bf).gw ;s Yedica odboru hyg.lsb.
.9 .

Upozornenie:

V¥siedok rozboru penahradzuje rozhodnutie MZSR % dovozu podIa z28kona

HR SR 272/94 Z.2. o ochrane zdravia Judl, k %(iadosti o sthlas je v3ak
nevyhnutnym podkladom,



MINISTRY OF HEALTH AND SOCIAL AFFAIRS OF GEORGIA
DRUG AND PHARMACY DEPARTMENT

REGISTRATION

CERTIFICATE
NMP-003491

The certificate has been issued to the firm

......................................................................................................................................

as a confirmation of the established rules of the Ministry
of Health and Social Affairs of Georgia that the

HUMET-R

(international nonproprietary name INN)

has been registered in Georgia as a

The certificate is issued “14”September 2000

This certificate is valid for 5 years
./:’/—:-\

A
N
.

A. Tomadze

- ‘// ' I ‘:'4 ~ ! ) ‘\\
Head of Department ‘/://,% ; AR



v}\

i

i\ FULCRUM HEALTH LIMITED
£ fRoobamn House, 100 Norholt Read,
4 __k South Harow. Middiessx HAZ 0OY
- Telephons: 020-6422-695)

Focsirnlie: 020-8422-6952

g Decembar 1899

Dr. Gabor Sakeszy,

HUMET Trade, Rasesrch & Devalopment Co.
Konkoly Thegs ut 28-33

=-1121 BUDAPESY

Desr Sk,

Humses®-R

Fulcrum Health Uimited is the tizencs hotdat and gistributor of Mumet®-R in

the United Kingdorn of Gresi Britain. We have basn importing Humet®.A
for sale since 1996.

Wo have 1o date 80id In excess of 15,000 bottles Humet®-R and we are
entirgly satisfied with ths product. Wg have not recelved any untavour-
able reports on i1s use, or of any advarse side effgats.

We consider Humet®-R 10 ba a quite outstanding mingral suppltemant.

Yours falthiully,
for Fulcrum Heslth Limited

Oavid C. J. Ward
Dirgctor
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ANNEX 10.
DECREE OF DISTRIBUTION

HORIZON-MULTIPLAN LTO.
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NATIONAL INSTITUTE OF PHARMACY
H-1051 Budapest, Zriyiu, 3.

Phone: 117 1488
Fax 1181167
Budapest, 1994, jil. 6.
Ref. No: 6308/5154
ReLcountry: Voé dr.Bogdin M.

Subject: Decyes of Distribution

mmwm—ammumwnomon-
MULTIPLAN LTD. under our Instimte’s reghiratica No. OGYI-430/1993, as
“curafive preparation pot regarded as medicine” (health adjovant) with reference 1
decres No. 1/19€7.(VIIL19.) EGM. 1 declars berewith the following authodzation:

1 authexize the distdbution of the abowe menmtioned prodoct by HORIZON-
MULTIPLAN LID. - oa the basis of the original registration Decree No. 8575/50/93,
and of the Modificatiosr of s2id registratinn number 6243/51/94, and of the conditions
stipulated in #ts valid Appendices - in pharmacies and special herbal shops.

o ing the distribution the cxisting legal roquir e txken into

in all other respects.

Justification

preparation oot regarded as medicing® submitted by the susnfacturer complics with the
requirements of sich preparations based on the comtrol tests and evaluations carried
out .

We have found the submined final sampls acceptable,

{ directoc general )
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- s e AAR S 1 0P § BALRRIGRIE SV R ALL tud w8, Julius 6.

e ore pomion o0 svim: 6808751794
Teklons 1130408 hetri¥néd dr. Bogdsn Micia
Tetalas: 11B-4167 MeBihien:
Tégrforgalonba hozatali
hatirozat

HORIZON - HULTIPLAN Kft.

Az .. 000N Cesestemenrererienertanana

d1tal elssllitott, Intézetinkben OGYI-AJo,./1993. szdson
nyilvdntartésba vett -

HUMET =~ R s}{;up. 300 ml

IEEREEE TRE R RN R R R PdeveonseINO IR0 sssae .

-

slnevezdsl, pydgyszernek nem nindsild gydgyhatdss készit-
ménnyel kapcsolatban a 10/71987.(VIII.19.) Eii.M. szémi ren-
deletben kapott felhatalmazds alapjén meghoZom mz aldbbi

hatdraoazatot.

A fent nafzflﬁlt készitmény forgalomba hgg}ta it a2z eredeti-
leg ...8318/50/93. .szdm alatt kiadott, $C43431/ 3k ... szim a-
latt médositott nyilvintartédsba-vdtell hatdrozatban és an-
nak hatdlyos apllékleteiben riigzitett feltételek mellett .
HORIZON-MULTIPLAN Kttt

D A N I I R I N A I I A ] L R R N N N )

forgalmaidnak engedélyezem gyég szlitithildzatban dgynt-
venyszaklzletekbon, ReCEaRaSE N XEEEESTERESR, | O

A forgslomba hozatalt illetfien egyéb tekintetben 2 hatdlyos:
jogszabdly kSvatelményeit kell figyslembe venni.

' Indokids

Az el§4llitd S1tal gydgyszernek nem mindslls gydgyhatdad
készitmény nyilvintartdsa irdnt benydjtatt kérelem és édrv-
anyag a lefolytatott ellendrzd vizagdlatok: és ériédkelés

/, alepjén meglele]l a3 készitményekkel szeaben tdmasztott kd-
- vetelmédnyeknek. =

A benyudjtott végleges mintdt megfelellnek taldltuk.
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Translation

NATIONAL INSTITUTE OF PHARMACY* m ISt den Ry, 1992,

H-103! Budapest, Zriny u. 3. clerk Miria
< 71488, Fex: 3181167 Tec 124656 oy Ow clrk::Vaé &r. Bogdin
6101/51/78Phons 3 3 ac 24636 opyi b Subject:Modification of registration

MODIFICATION OF THE MARKETING AUTHORIZATION

Authorized by the Order No 10/1987 (V1I1. 19.YEU.Min. issued by the Ministry
of Health , herewith I make the following

decision:

Decision on Registration' of the paramedicinal product below, originally issued
No. 8575/50/93, amended under Nos 6245/51/94, 10008/51/94, 7419/51/95
9689/51/95, 9026/51/96 is modificd as follows:

Name of the paramedicinal product: HUME'i‘-R syrup
Registration number: 0GY1-430/1993
No of the Distribution Licence: 6808/51/94

-

The amended registration dats of the paramedicinal product apply to the shelf
life of the product.

The amended data see below:

Shelf Jife : 24 month.

Reasoning : Onihe base of documnentation submitted to the Institute, the above
modification professionally wee-grounded.

Appeals against the above decision may be executed within 15 days as from the

delivery, as addresscd to the Ministry Social Affair and Health, but submitted to
us.

Stamp, Sigaature
Prof. Tamds Pail Ph.D.
General Director



ORSZAGOS GYOGYSZERESZET) INTEZET - Budapess, 1908, Junius 15.

1051 Bucapest V., Zis uics 3, S 6101/51/98
. Lovicire 3372 POStafdk 450, Bead: - Vnéd dr, Bopdén Miéris
2 Tellon: 117-1488 Meltbkiol:
Toleinx: 146-V187 Vhegy:

NYILVANTARTASI ADATOK MODOSITASA

A 1o/1987.(VII1.19,) Eii.Min. rendeletben kapott felhatal~
mazés slapisn meghozom a kivetkez6

hatdrazatot.

Az 3l3bbi gylgyszernek nem minlslild gydgyhatédsd készit-
mény (gydpytermék) eredetileg 8575/50/923 szdmon kisdott
és 6245/51/9%, locoB/51/%4, 7419751795, 9689/51/93%,
9026751796 stémon wsdositott "nyilvéntartisbs vételi ha-
~ térozatot™ ar aldbbisk szerint -

addositom.
Gysgytersék neve: Humet-R szirup

HySlvéntartési szdma: QGYI-430/1993

Forgalombashozatall engedély széma: 6808/51/94

LY
A gydgytetaék wmédositott nyilvintartdsi sdetst s készit-
nmény

lejdrati idejére
vonatkozik,

A midositott adatokat ldsd aldbb:
lejdraty 1dS: 24 hénap

Indoklds: Az Intézethez beérkezeti dokumentdcid alap)in
a tenti valtozds szakmailag wegalapozott.

A jelea hatdrazat ellen kézhezvételtdl szdmitott 1S na-
pon beliil, a Népjbsléti Minisztériumnak cimezve, de hoz-
2énk benyijtva fellebbezéssel élhet, 3 ‘{

) 4 'I /7’

Or. Pad) Tamis
8igazge t6



