








Report no.: 2314831

Inspection certificate
DIN EN 10204, 3.1 (January 2005)
(German version EN 10204 : 2004)

Hansen & Rosenthal GmbH & Co. KG, Am Sandtorkai 64, D-20457 Hamburg

SC ASTRON Chemicals srl
Sos. Dudesti-Pantelimon 19, Sector 3
RO-033091 Bucharest
Fax: +40 212551723

Date: 2024-10-25

Product name : PIONIER 2901
White Petroleum Jelly
PH.EUR./USP

Batch number : 1612804
Order No. : 41264948
Order No. / Date : 2024/03-H&R / 04/10/24
Qty - net weight : 32 piece(s)/5440 kg
Manufacture date : 2024-09
Retest date : 2027-09

Date of delivery: 2024-10-28
 

Test Method Issue Unit Analysis
Kin. Viscosity 100 °C DIN EN ISO 3104 2024-04 mm²/s 6.905  
Cone Penetration 25 °C DIN 51580 2008-06 mm/10 166  
Drop Point ASTM D 3954 2015-01 °C 58.6  
Purity Latest Edition USP/NF   conform  
Purity Latest Edition Ph. Eur.   conform  
Testing of identity Latest Edition Ph. Eur.   conform  
Drop Point Ph. Eur. 2.2.17  °C 56.1  
Appearance/aspect Latest Edition Ph. Eur.   conform  
Acidity or alkalinity Latest Edition Ph. Eur.   conform  
Cone Penetration 25 °C Ph. Eur. 2.9.9  mm/10 166  
Polycyclic aromatic 
hydrocarbons

Latest Edition Ph. Eur.   conform  

Sulfated ash Ph. Eur. 2.4.14  Mass.-% < 0.05  

Issued by Herr Baumgart, Tel.: 040/781108-603

Complying with Ph.Eur. latest edition means meeting the Ph.Eur. 11
        
This certificate has been issued by EDP and is not to be signed.
This data do not release you from the entry control. These data are no binding warranty for the qualification of the product for a certain 
purpose.
The results printed above are related to the sample object only. Reprinting, even abstractly, is prohibited.
The sampling was based on the DIN EN ISO 3170.
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Prodotto - Product

Produttore - Manufacturer

Data rititolazione - Retest date: Data di analisi - Analysis date:

Pag.

Materia prima - Raw material QUALITY CHEMICALS - Spagna  , Fornal,35-Pol.Ind.Can Comelles Sud, Apdo.de Correos 184 Esparreguera

Farmalabor Srl, Via Moscatello Z.I., 76012 Canosa di Puglia (BT), Italia

Conformità - Compliance EP

GRANULOMETRIA La dimensione della maggior parte delle particelle non è 
superiore a 20 micron e quella di quasi tutte le particelle 
non è superiore a 40 micron

PARTICLE SIZE The size of most of the particles is not greater than 20 
microm and that of almost all the particles in not greater 
than 40 microm 

ANALISI
MATERIA PRIMA SPECIFICHE RISULTATI

RAW MATERIAL
ANALYSIS SPECIFICATIONS RESULTS

PH.EUR. PH.EUR.
IDENTIFICAZIONE Conforme Conforme IDENTIFICATION Complies Complies 

ASPETTO DELLA 
SOLUZIONE

Conforme Conforme APPEARANCE OF 
SOLUTION

Complies Complies 

ODORE Conforme Conforme ODOUR Complies Complies 

ACIDITA'/ALCALINITA' Conforme Conforme ACIDITY/ALCALINITY Complies Complies 

CLORURI <= 100 ppm < 5 CHLORIDES < 5<= 100 ppm 

SOLFATI <= 100 ppm < 50 SULFATES < 50<= 100 ppm 

SOLFURI Conforme Conforme SULFIDES Complies Complies 

CENERI SOLFORICHE <= 0,2% 0,1 SULFATED ASH 0,1<= 0,2% 

TITOLO 99-101% 99,5 ASSAY 99,599-101% 

ALTRI TEST OTHER TESTS
pH Conforme Conforme pH Complies Complies 

ACQUA <= 0.5% 0,2 WATER 0,2<= 0.5%

CONFORMITA' COMPLIANCE

FARMACOPEE Conforme a Ph. Eur. PHARMACOPOEIA Complies with Ph. Eur.

DICHIARATE DAL 
FORNITORE

USP ed. vigente SUPPLIER'S 
DECLARATION

USP curr. ed. 

INFORMAZIONI GENERALI GENERAL NOTICES

Prodotto per uso esterno Product for external use

ALLERGENI Esente da lattice ALLERGENS Latex free 

Non contiene allergeni cosmetici (Reg. 1223/2009/CE) The product doesn't contain any cosmetic allergen 
ingredients (Reg. 1223/2009/EC) 

PESTICIDI Assenti PESTICIDES None 

MICOTOSSINE Assenti MYCOTOXINS Negative 

SOLVENTI RESIDUI Nessun solvente organico viene impiegato nel processo 
produttivo

RESIDUAL SOLVENTS No organic solvents are used in the manifacturing process 

CONTAMINANTI Esente da diossina CONTAMINANTS Dioxin-free 

CONSERVAZIONE Conservare in contenitori ben chiusi in luogo fresco e 
asciutto

STORAGE Store in tightly closed containers in a cool, dry place 

Conservare lontano da fonti di ignizione e calore Keep away from sources of ignition and heat 

PROPRIETÀ Coadiuvante nel trattamento di stati di cheratosi e di 
infiammazione

PROPERTIES It is an adjuvant in the treatment of keratosis and 
inflammation states 
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CERTIFICATO DI ANALISI - CERTIFICATE OF ANALYSIS

Etichetta

002453 ZINCO OSSIDO - ZINC OXIDE

Lotto - Batch Number 2102106

Data di produzione - Manufacturing date: 25/03/2025 25/09/2027 17/04/2025

Praticamente insolubile in etanolo (96%) Practically insoluble in ethanol (96%) 
Si scioglie in acidi minerali diluit             It dissolves in diluite mineral acids 

NUMERO CAS 1314-13-2 CAS NUMBER 1314-13-2 

FORMULA MOLECOLARE ZnO MOLECULAR FORMULA 1314-13-2 

PESO MOLECOLARE 81,4 MOLECULAR WEIGHT 81,4 

ASPETTO                              Polvere amorfa, soffice, bianca o leggermente APPEARANCE Soft, white or faintly yellowish-white, amorphous powder 
PUNTO DI FUSIONE Ca. 120°C MELTING POINT About 120°C 

SOLUBILITA' Praticamente insolubile in acqua SOLUBILITY Practically insoluble in water 

SINONIMI Bianco di zinco OTHER NAMES Zinc white 

NATURA DEL PRODOTTO Sintetica PRODUCT SOURCE Synthetic origin 

TIPO DI PRODOTTO Conforme a Farmacopea TYPE OF PRODUCT Complies with Pharmacopoeia 



Etichetta

CERTIFICATO DI ANALISI - CERTIFICATE OF ANALYSIS

Pag.

ANNOTAZIONI NOTES

NOTE Esente dal rischio BSE/TSE NOTES BSE/TSE free 

Esente da OGM GMOs free 

Esente da sostanze classificate C.M.R. (Reg. 
1272/2008/CE)

Free from C.M.R. substances (Reg. 1272/2008/EC) 

Esente da melamina Melamine-free 

Non trattato con ossido di etilene Not treated with ethylene oxide 

Non contiene nanomateriali (Reg. 1169/2011/CE) It does not contain nanoparticles/nanomaterials (Reg. 
1169/2011/EC) 

Non trattato con radiazioni ionizzanti Not treated with ionizing radiations 

Prodotto non testato sugli animali The product has not been tested on animals 

Adatto alla dieta Halal e Kosher Suitable for Halal/Kosher diet 

Spazio riservato alla Farmacia

DATA RICEZIONE:

DATA UTILIZZO:

COSTO:

NR. INTERNO: 

DATA FINE UTILIZZO : 

PREZZO AL PUBBLICO : 

NR DDT/FATTURA : 

QUANTITA': 

SIGLA RESP.LAB. : 

Le specifiche sono state desunte dalle schede forniteci dai produttori. Le informazioni 
sopra riportate non vi esonerano dall'obbligo di identificare e controllare il prodotto prima 
dell'uso. L'adozione dei prodotti e di conseguenza l'uso corretto degli stessi sono sotto la 
totale responsabilità dell'utilizzatore.

All specifications are as provided by the original manufacturer. They do not imply any 
exemption from identifying and inspecting the product before its use, the final user being
 fully responsible for the adoption and the correct usage of the product.

Resp.Sistema di Gestione Integrato Qualità-Ambiente-Sicurezza / Integrated Management System Manager

Dott.ssa Monica Piarulli
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CERTIFICATO DI ANALISI - CERTIFICATE OF ANALYSIS

Etichetta

002453 ZINCO OSSIDO - ZINC OXIDE

Lotto - Batch Number 2102106

Prodotto - Product

Conformità - Compliance EP

Farmalabor Srl, Via Moscatello Z.I., 76012 Canosa di Puglia (BT), Italia

Materia prima - Raw material QUALITY CHEMICALS - Spagna  , Fornal,35-Pol.Ind.Can Comelles Sud, Apdo.de Correos 184 Esparreguera

Produttore - Manufacturer

Data di produzione - Manufacturing date: 25/03/2025 25/09/2027 17/04/2025Data rititolazione - Retest date: Data di analisi - Analysis date:



BORIC ACID EP

Analysis:

Characteristics Units Test Analytical   chemistry procedure 

employed

Results Min. Max.

Description :

Identification : European Pharmacopoeià

: European Pharmacopoeià

: European Pharmacopoeià

: European Pharmacopoeià

: 4,0 3,8 4,8 pH-Meter

Chloride Cl ppm < 2 - - Ion Chromatography

Sulphate SO4 ppm < 5 - 450 Ion Chromatography

Heavy metals as Pb ppm < 1 - 15 Colorimetry after concentration

Iron Fe ppm < 1 - - Colorimetry (Tripyridil Triazine)

Boric Acid H3BO3 % : 100,0 99,0 100,5 Potentiometric Titration

Appearance of the solution

Solubility in alcohol

Organic matter

 CERTIFICATE OF ANALYSIS

Specific

Powder, white granules

Positive

According to Ph. Eur.

The product is an accordance with the European Pharmacopeia 11.0 for Boric Acid

pH of 3,3 % solution

According to Ph. Eur.

According to Ph. Eur.

► Shelf life statement/Date Limite d'Utilisation Optimale

● The product stored in its original and properly sealed containers is chemically stable for at least 5                        

years from the manufacturing date indicated in the documents.
● Store cool, dry and well-ventilated place, away from strong reducing agents; keep preferably at a            

temperature between 20°C and 35°C; To avoid:
- high air humidity
- sunlight exposure
- temperatures under -5°C and over 40°C

SCL shall not be held responsible for any and all issues arising from incorrect storage and/or handling of the product.

Laboratory / Quality Control
Michele Ciampoli

Lot. n°: 2.14.1.073999

Certificate of Analysis n° : 1353/25 Issue Date: May 07, 2025

Manufacturing date: March�06, 2025
Expiry date: March 05, 2028















Produced by : 1620 TSS Iberia SAU - 50015 ZARAGOZA - Spain - FR
Batch S1M310101 Quantity             5,000 TO
Production date 05.11.2024 Retest date 11.2027
Inspection lot number 100001547149 Inspection date 10.02.2025
_______________________________________________________________________________________________________________________

Test Unit of measure Test result Specification Test Method Remark

_______________________________________________________________________________________________________________________

Identification A conform conform 4001 Analysis

Specific optical rotation ° 53,1 52,5 - 53,3 4001 Analysis

Identification B conform conform 4002 Analysis

Identification E conform conform 4019 Analysis

Appearance of solution conform conform 4004 Analysis

Conductivity µS/cm 3 <= 20 4020 Analysis

Sum of impurities A and B % 0,2 <= 0,4 4301 Analysis

Impurity C % < 0,05 <= 0,20 4301 Analysis

Impurity D % 0,06 <= 0,15 4301 Analysis

Unspecified impurities % < 0,05 <= 0,10 4301 Analysis

Total impurities % 0,3 <= 0,5 4301 Analysis

Dextrin conform conform 4021 Analysis

Soluble starch, sulfites conform conform 4022 Analysis

Water % 8,6 7,5 - 9,5 4014 Analysis

Assay (anhydrous substance) %/ds 98,6 97,5 - 102,0 4301 Analysis
_______________________________________________________________________________________________________________________

For parameters not appearing on the CoA/CoC or when no result is reported, we certify that the product contained in this shipment meets and conforms

to all requirements of the agreed specification.

Compliance: Ph. Eur. and USP-NF monographs in force.

ASTRON CHEMICALS SRL (PH)
SOS. DUDESTI-PANTELIMON N°19
033091 BUCHAREST-SECTOR3
ROMANIA

Mrs. Marisa Mas, Quality Manager Tereos Starch & Sweeteners lberia SAU, Avenida Salvador Allende,

76-78,50015 Zaragoza - Spain. Acting on behalf Tereos Starch & Sweeteners Belgium NV. Tel. +34 (0) 976 738

100

This certificate is generated by computer. Page 1/1

Certificate of Analysis/Conformity
Shipment date

27.02.2025
Truck / Trailer / Container

CJ 29 MDP
Delivery item Shipment Delivery item date

92427864 000010 4060080 19.02.2025

Order item Order item date

3304142 000010 31.01.2025
Customer number Reference from Customer

57930 2025/03-ASTR
Customer variant

DQ200 57930 01
Date format used = dd.mm.yyyy or mm.yyyy

Material Our reference Your reference

DQ200251107 MERITOSE 200 PHARMA PACKED DQ200251107 /
GLUCOSE MONOHYDRATE / DEXTROSE



   

 

 

 

 

 
 

CERTIFICATE OF ANALYSIS 

PRODUCT: IODINE - BP  

BATCH NO.: 0625/059/019 

   CUSOMER:  Balkan Pharmaceuticals SRL 

YOUR REFERENCE:  45905687425 17.08.2025  

  OUR REFERENCE:  DDL - 00000055684 - 17/08/2025 

                QUANTITY:  KG 25,00  

MANUFACTURING DATE:  01/06/2025 

MANUFACTURING DATE:  31/05/2028 
 TEST PARAMETER SPECIFICATION RESULTS 

1 Description 
Heavy, grayish-black prills, having a metallic seen with characteristic 

odor. Complies 

2 Solubility 
Freely soluble in carbon disulfide, in chloroform, in carbon 

tetrachloride, and in ether; soluble in alcohol and in solutions of 
iodides; sparingly soluble in glycerin; very slightly soluble in water. 

Complies 

3 Identification test 

A. Solutions (1 in 1000) in chloroform and in carbon disulfide have a 
violet color.  
B. To a saturated solution add starch-potassium iodide TS. 
Acceptance criteria: A blue color is produced. When the mixture is 
boiled, the color vanishes but reappears as the mixture cools, unless 
it has been subjected to prolonged boiling. 

Complies  
 

Complies 

4 Chloride and Bromide NMT 0.028% Complies 

5 Nonvolatile matter NMT 0.05% Complies 

6 Sulpates NMT 0.05% Complies 

7 Ferrum NMT 0.01% Complies 

8 Assay (By Titration) 99.80% to 100.5% 99.88 % 

 

THIS REPORT IS A CONFORM AND TRUE COPY OF THE CERTIFICATE OF ANALYSIS ISSUED BY THE 
SUPPLIER FOR THIS PRESENT BATCH OF PRODUCTION 

Marzia Riccelli 
 
 
 
 
 
 
 
 
 

Todini Europe Spolka z ograniczon^ odpowiedzialnosci^ - ul. Dziekanowicka 8a, 31-670 Krakow 
Tel.: +48 12 410 58 62, Fax: +48 12 418 04 44, Web: www.todini.com NIP: 678-312-55-76, REGON: 121446417, KRS: 0000376998 

S^d Rejonowy dla Krakowa Srodmiescia w Krakowie, Wydzial XI Gospodarczy KRS; Kapital zakladowy: 400.000,00 PLN. 

TODINI EUROPE SP. Z O.O. 
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