Version: B/ Effective Date: 2023.01.01

ANG HAISEN PHARMACEUTICAL CO,, LT
B L A T e A R PR 5]
Certificate of Analysis/# 35 18 & B

ProductName G2 % | Metamizole Sodinm Monohydrate fMPtanuzgig S@mmmlem} ;t:?ﬁif?
Batch Number #t 5 | 2125040237 Quantity ¥ & | 1000Kg
| Mfg  Site IE M | 10-1 | Packing Specification 31  # | 25Kg/dum
Mfg Date PEB | 20250407 Retest Date g2 I W 2028.04.06
Certificate No. ?&%zﬁ%’ 21250402372 Report Date WEEHA | 2025.04.18
Storage condition #87F &M | Protected from light GG

| Appearance of solution B 1E IR

Contents Specification: CEPR1-CEP 2004-016-Rev 03) (SOP.7.1.673) Resnlts af analysis
+Customer’ s Requirement
W H . BIREER
¥ #E: CEP(RI-CEP 2004-016-Rev 03) (SOP.7.1.673) +R P ER ,
Appearance White or almost white crystalline powder Almost white crystalline powder
| IR HEmKAEEREERK FEEHEREHEK
i Solubility Very soluble in water, slightly soluble in ethanol (96 percent), practically P
R insoluble in methylene chloride Conform 7 &
I'(iigl_!iﬁcatian {1) Comparing with the spectrum obtained with CRS Conform 754
== 2L R I IR 5 0f B 5 R A — B "

Conform 55
Conform $78&
Conform &
Conform &

(2) Positive 2R

(3) Positive 2iIERMN

€4) Reaction of sodiom 843 /e B7

Meets the requirements 155 15

Acidity or akatinity BRE Meets the requirements 25 &3¢ Conform R &
Related substances (1) Impwrity C: not more than 0.5% #J& C. BE#EBL 0.5% <0.03%
CHRR (2) Tmpurity E: not more than 0.15% 42/ B: F8ieif 0.15% 0.04%
(3 Unsp»ec‘iﬁedrimpuriﬁes: for each impurity, not more than 0.05% 0.03%
KRR BERT0.05%
i {4 Total impurities: not more than 6.5% S48 TEEE 0.5% U.1%
Sulfates TRES L <0.1% <0.1%
Loss on drying TR H 4.9%~5.3% 5.1%
' ;;\%jfﬁjﬁgjfﬁ“e} 99.0%~101.0% 99.2%
| Residual Solvents (GC) {13 Methanol: not more than 0.3% B 485 6.3% Not detected KT H
| P (2) Ethesck notmorc than .5%  ZJ: T84 0.5% 0.01%
Microbiat limit (1) TAMC< 10°cfu/g FREMH<10chvg <1x10%cfu/g
AR (2) TYMC= 0cfulg BE. BEEAN<10Cf/ <1x10'cfu'g
: (3) E.Coli: Notdetectsble KIEEAE THERH Not detected Feifr Hi
Endotoxin B NG & <0.14BUfmng <0.14EU/mg

Conclusion: Conforming to CEP(R1-CEP 2004-016-Rev 03)+Customer’ s Requirement.
£ & CEPR1-CEP 2004-016-Rev 03)+ X IR,

DIRECTOR OF QC DEPT (fifEA)
CAI YUEJUN (3B %)

CHECKER ( ’EFA) o REPORTER (&N

?ﬁ ¢ /i ﬁ g‘” FANG KAIKAI (781
EHE}EA%GEL% SE?J PH&FMEE?FEC&L (0., L’E‘E}

4;-"5 g i r?ﬁ;f"
}Aﬁk_j\ ;;(ig}.———

ARSI E A ~EF}T & . Property of Zhejiang Haisen Pharmacentical Co.. Ltd.
Add: Xiangtan Village, Liushi Street, Dongyang City, Zhejiang Province 322104, China. Tel: 86-579-86773108
Mk TR E TS AR A0RAE, MR 322104, EiE: 0579-84773108

Digitally signed by Donea Victor
Date: 2026.04.18 10:11:05 EEST
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA
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SYNNAT PHARMA PRIVATE LIMITED Format No. : QC/GEN/34/FT-03
Plot No.60A, Jawaharlal Nehru Pharma City, Effective date: 16.10.2023

Parawada Mandal, Anakapalli District-531019,
Andhra Pradesh, India.
Website: www.synnatpharma.com

CERTIKICATE OF ANALYSIS

PATAVERINE ITYDROCHLORIDE
Product Name : i Report Date : 21.06.2025
BP/Ph.Eur.
Batch / Lot No. : 64020525 Mfg. Date : 23.04.2025
. T
Quantity : 10.00 Kg Expiry/Retest Date : 22.04.2030
Test Parameter Specification Result
CHARACTERS
White or almost white, crystalline powder or white or almost white White Crystalline
Appearance .
crystals. Powder, Complies
Solubility
In water Sparingly soluble in water. Complies
In Ethanol (96%) Slightly soluble in Ethanol (96%). Complies
IDENTIFICATION
A. Infrared absorption Sample spectrum should be concordant with the spectrum of Comnl
Spectrophotometry Papaverine HCl Working Standard. S S
The principal spot in the chromatogram obtained with the test solution
B. Thin-layer chromatography |is similar in position and size to the principal spot in the Complies

chromatogram obtained with the reference solution.

C. Melting point ("C)

Between 146°C aud 149°C

147.8°C, Complies

D. Reaction of chlorides A curdled, white precipitate is formed. Complies
TESTS

. Solution S is clear and not more intensely colored than reference .
Appearance of solution Complies

solution BYj.

pH

Between 3.0 and 4.0.

3.43, Complies

Related substances by Liquid
chromatography (% w/w)

Impurity-A Not more than 0.1 %. *ND, Complies
Impurity-B Not more than 0.1 %. *ND, Complies
Impurity-C Not more than 0.1 %. *ND, Complies
Impurity-D Not more than 0.1 %. *ND, Complies
Impurity-E Not more than 0.1 %. *ND, Complies
Impurity-F Not more than 0.1 %. *ND, Complies
Any unknown impurity Not more than 0.1 %. *BDL, Complies
Total Impurities Not more than 0.5 %. *BDL, Complies

Loss on drying (% w/w)

Maximum 0.5 %.

0.16%, Complies

Sulphated ash (% w/w)

Maximum 0.1 %.

0.02%, Complies

Assay (Y% w/w)

Between 99.0 % and 101.0 % (dried substance).

100.0%, Complies

Page no:1 of 2
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SYNNAT PHARMA PRIVATE LIMITED
Plot No.60A, Jawaharlal Nehru Pharma City,

Parawada Mandal, Anakapalli District-531019,

Andhra Pradesh, India.

Website: www.synnatpharma.com

CERTIFICATE OF ANALYSIS

Format No. : QC/GEN/34/FT-03
Effective date: 16.10.2023

PAPAVERINE HYDROCHLORIDE <

Product Name : BP/Ph.Eur. Report Date : 21.06.2025

Batch / Lot No. : 64020525 Mfg. Date : 23.04.2025

Quantity : 10.00 Kg EXpiry/Retest Date : 22.04.2030
Test Parameter Specification Result

ADDITIONAL TESTS

Residual solvents (by GC-HS)

Chloroform Not more than 60 ppm. *BQL, Complies
Toluene Not more than 100 ppm. 10 ppm, Complies
Mesitylene Not more than 70 ppm. *BQL, Complies

Microbial analysis

Total bacterial count

Not more than 100 cfu/gm

20 cfu/gm, Complies

Total yeast/ Mould count

Not more than 10 cfu/gm

<10 cfu/gm, Complies

Pathogens

Escherichia Coli Should be absent Absent, Complies
Salmonellae Should be absent Absent, Complies
Pseudomonas aeruginosa Should be absent Absent, Complies
Staphylococcus aureus Should be absent Absent, Complies

Bacterial Endotoxin

Not more than 2.5 EU/mg

Less than 2.5 EU/mg,
Complies

STORAGE: Preserve Papaverine Hydrochloride in a well-closed containers and protected from light.

REMARKS: The above batch com‘[@&ms—net—eemp-l—y with the prescribed standards of quality as described above.

For HSGC:

*LOQ: Limit of Quantification

*BQL: Below Quantification Limit

For HPLC:

*BQL: Below Quantification limit: 0.05 %

*ND: Not Detected

*BDL: Below detection limit

Name of the Solvent
Mesitylene
Chloroform :

Toluene

Prepared by : \‘%
Date : %,0} \Q’(S

LOQ Value

2 ppm
7 ppm

3 ppm

Date :

Date :

Reviewed by %{—‘—) Approved by: Q 0

&% l& '1 / Aok
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/ Certificate of Analysis m

d Epsom Salit

chemically pure, FCC

. 2021-06-04
B.M.P. Bulk Medicines & Werk Werra, Standort HA
Pharmaceuticals GmbH Rene Schaub
PO Box 11 48 Quality Control
D-22801 Norderstedt Q, 06620/791377
[ rene.schaub@k-plus-s.com
Page 1/1
Manufacturer: K+S Minerals and Agriculture GmbH K+S Batch No.: 2121000065
K+S Order No.: 7100147430 Manufact. Date: 2021-05-27
Delivery /-Item No.: 7200340538 / 000010 Date of minimum
Quantity: 24 TO durability: 2026-05-27
Loading date: 2021-06-02 K+S Specification: 74961 359-2 (S02)
Cust. Order No.: 37170

General information:

Manufacturer's address: Bertha-von-Suttner-Str. 7, 34131 Kassel, Germany

Manufacturing site’s address: Hattorfer Str., 36269 Philippsthal, Germany

Chemical Name: Magnesium Sulphate Heptahydrate

Characters: colorless crystal or a granular crystalline powder

Solubility: readily soluble in water, slowly soluble in glycerine, and sparingly soluble in alcohol

Parameter Method of Analysis Result Specification
Assay (Dried Basis) calculated 99.8 % >= 99.5%
Loss on Ignition gravimetry 50.8 % 40.0 .. 52.0 %
Identity Reaction ICP - AES corresponds o.K.

Lead *) DIN EN ISO 17294-2 (MgSQ4) <4 mg/kg <= 4 mg/kg
Selenium *) DIN EN ISO 17294-2 (MgS04) <30 mg/kg <= 30 mg/kg
Magnesium Sulphate calculated 491 % %

Sodium ICP - AES 0.001 % %

Potassium ICP - AES 0.037 % %

Calcium ICP - AES 0.001 % %

Chloride volumetry 0.003 % %

*) not tested on each batch

Electronically released by Rene Schaub on 2021-06-02

This certificate does not relieve the purchaser from examining the product upon delivery and gives no assurance of suitability of the product for
any particular purpose.



Hansen & Rosenthal GmbH & Co. KG

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

Product name

: PIONIER 2901

White Petroleum Jelly

PH.EUR./USP
Batch number : 1612804
Order No. 1 41264948

Order No. / Date
Qty - net weight

: 2024/03-H&R / 04/10/24
: 32 piece(s)/5440 kg

Date: 2024-10-25

Date of delivery: 2024-10-28

Manufacture date : 2024-09

Retest date : 2027-09

Test Method Issue Unit Analysis
Kin. Viscosity 100 °C DIN EN ISO 3104 2024-04 mm?/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 Latest Edition Ph. Eur. conform
hydrocarbons

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.

Report no.: 2314831

m Headquarters:
H&R Group

H&R Am Sandtorkai 64 Nils Hansen GmbH & Co. KG*
ANERRIST OO0 20457 Hamburg, Germany HalskestraRe 30-34

DIN EN ISO 14001 Phone +49 40 43218-0 22113 Hamburg, Germany
DI EREO So00L Fax +49 40 43218-400 Phone +49 40 781108-0

DIN EN ISO 50001
DIN EN ISO/IEC 17025

Internet www.hur.com

Mineral oil and vaseline plant:
Tudapetrol Mineraldlerzeugnisse

Fax +49 40 781108-199

Refinery Salzbergen:

H&R ChemPharm GmbH*, **
Neuenkirchener StraRe 8
48499 Salzbergen, Germany

Phone +49 5976 945-0 Phone
Fax +49 5976 945-624 Fax

Refinery Hamburg:

Neuhofer Briickenstr. 127-152
21107 Hamburg, Germany
+49 40 32523-0
+49 40 32523-285
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Tre divisioni, un’unita di intenti. Produrre qualita.
Three Departments, a unique will: Produce Quality.

B FARMALABOR

FARMALABOR FARMALABOR FARMALABOR j&ldg

CERTIFICATO DI ANALISI - CERTIFICATE OF ANALYSIS

Prodotto - Product 002453 ZINCO OSSIDO - ZINC OXIDE

Conformita - Compliance EP
Lotto - Batch Number 2102106

Produttore - Manufacturer

Farmalabor Srl, Via Moscatello Z.1., 76012 Canosa di Puglia (BT), Italia

Data rititolazione - Retest date: 25/09/2027

Materia prima - Raw material QUALITY CHEMICALS - Spagna , Fornal,35-Pol.Ind.Can Comelles Sud, Apdo.de Correos 184 Esparreguera
Data di produzione - Manufacturing date: 25/03/2025

Data di analisi - Analysis date:17/04/2025

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
Praticamente insolubile in etanolo (96%) Practically insoluble in ethanol (96%)
Si scioglie in acidi minerali diluit It dissolves in diluite mineral acids
GRANULOMETRIA La dimensione della maggior parte delle particelle non & PARTICLE SIZE The size of most of the particles is not greater than 20
superiore a 20 micron e quella di quasi tutte le particelle microm and that of almost all the particles in not greater
non € superiore a 40 micron than 40 microm
ANALISI RAW MATERIAL
MATERIA PRIMA SPECIFICHE RISULTATI ANALYSIS SPECIFICATIONS RESULTS
PH.EUR. PH.EUR.
IDENTIFICAZIONE Conforme Conforme IDENTIFICATION Complies Complies
ASPETTO DELLA Conforme Conforme APPEARANCE OF Complies Complies
SOLUZIONE SOLUTION
ODORE Conforme Conforme ODOUR Complies Complies
ACIDITA/ALCALINITA' Conforme Conforme ACIDITY/ALCALINITY Complies Complies
CLORURI <= 100 ppm <5 CHLORIDES <=100 ppm <5
SOLFATI <= 100 ppm <50 SULFATES <=100 ppm <50
SOLFURI Conforme Conforme SULFIDES Complies Complies
CENERI SOLFORICHE <=0,2% 0,1 SULFATED ASH <=0,2% 0,1
TITOLO 99-101% 99,5 ASSAY 99-101% 99,5
ALTRI TEST OTHER TESTS
pH Conforme Conforme pH Complies Complies
ACQUA <=0.5% 0,2 WATER <=0.5% 0,2
CONFORMITA' COMPLIANCE
FARMACOPEE Conforme a Ph. Eur. PHARMACOPOEIA Complies with Ph. Eur.
DICHIARATE DAL USP ed. vigente SUPPLIER'S USP curr. ed.
FORNITORE DECLARATION
INFORMAZIONI GENERALI GENERAL NOTICES
SINONIMI Bianco di zinco OTHER NAMES Zinc white

NATURA DEL PRODOTTO

TIPO DI PRODOTTO

Sintetica
Conforme a Farmacopea
Prodotto per uso esterno

PRODUCT SOURCE
TYPE OF PRODUCT

Synthetic origin
Complies with Pharmacopoeia
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

CONTAMINANTI

Nessun solvente organico viene impiegato nel processo
produttivo
Esente da diossina

RESIDUAL SOLVENTS

CONTAMINANTS

No organic solvents are used in the manifacturing process

Dioxin-free

CONSERVAZIONE Conservare in contenitori ben chiusi in luogo fresco e STORAGE Store in tightly closed containers in a cool, dry place
asciutto
Conservare lontano da fonti di ignizione e calore Keep away from sources of ignition and heat
PROPRIETA Coadiuvante nel trattamento di stati di cheratosi e di PROPERTIES Itis an adjuvant in the treatment of keratosis and

inflammazione

inflammation states

FARMALABOR Srl Tel +390883 1975 111 e T iae AR
Sede legale Via Pozzillo Il traversa a sx, 1 Fax  +39 0883 664 824 Ui En 50 Taco a0
76012 Canosa di Puglia (Bt) - Italia Fax 800085 708 SERTFICATA PR CRIYIGUALITY
Sede di rappresentanza Via Palermo, 23 - 20057 - Assago (M) - Italia E-mail info@farmalabor.it TE;'?E;TE%TM?S‘E‘M
CCIAA di Bari - REA N. 432773 - PI05676410722 - Cap. Soc. € 360,000,00 i.v. Web  www.farmalabor.it TR OEE -

ST 11 - 20/09/2024

MM 10
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FARMALABOR [+
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Tre divisioni, un’unita di intenti. Produrre qualita.
Three Departments, a unique will: Produce Quality.

FARMALABOR 51?%} FARMALABOR j&ldg

CERTIFICATO DI ANALISI - CERTIFICATE OF ANALYSIS

Prodotto - Product 002453 ZINCO OSSIDO - ZINC OXIDE

Conformita - Compliance EP

Lotto - Batch Number 2102106

Produttore - Manufacturer

Data di produzione - Manufacturing date: 25/03/2025

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
Data rititolazione - Retest date: 25/09/2027

Data di analisi - Analysis date:17/04/2025

ANNOTAZIONI

NOTES

NOTE Esente dal rischio BSE/TSE
Esente da OGM

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

Non trattato con ossido di etilene
Non contiene nanomateriali (Reg. 1169/2011/CE)

Non trattato con radiazioni ionizzanti
Prodotto non testato sugli animali
Adatto alla dieta Halal e Kosher

NOTES BSE/TSE free
GMOs free

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

Melamine-free
Not treated with ethylene oxide

It does not contain nanoparticles/nanomaterials (Reg.
1169/2011/EC)
Not treated with ionizing radiations

The product has not been tested on animals
Suitable for Halal/Kosher diet

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 responsabilita 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 Qualita-Ambiente-Sicurezza / Integrated Management System Manager
Dott.ssa Monica Piarulli

j.{,*-_,-'-. ) h“:“ﬂ&%q\, A I,_L';_J

c

Spazio riservato alla Farmacia

DATA RICEZIONE NR. INTERNO:

NR DDT/FATTURA :

DATA UTILIZZO DATA FINE UTILIZZO :

QUANTITA"

COSTO: PREZZO AL PUBBLICO :

SIGLA RESP.LAB. :

FARMALABOR sSrl
Sede legale Via Pozzillo Il traversa a sx, 1
76012 Canosa di Puglia (Bt) - Italia

Sede di rappresentanza Via Palermo, 23 - 20057 - Assago (M) - Italia
CCIAA di Bari - REA N. 432773 - PI05676410722 - Cap. Soc. € 360,000,00 i.v.

ST 11 - 20/09/2024

Tel +390883 1975 111 SISTEMI DI GESTIONE QUALITA®
Fax +39 0883 664 824 LN EN 150 140012015
UNI 150 45001:2010
Fax 800 085 708 COMPANY WITH CERTIFED
e . MANAGEMENT SYSTEMS
E-mail info@farmalabor.it ENIENEOjso0t 201
Web  www.farmalabor.it B o e nOaRGTY

MM 10



1 SCL ltalia

Larderello Group

CERTIFICATE OF ANALYSIS

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

Lot. n°: 2.14.1.073999

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

BORIC ACID EP

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

[Analysis:
Characteristics Units Test Specific Analytical chemistry procedure
employed

Results Min. Max.
Description . Powder, white granules
Identification . Positive European Pharmacopoeia
Appearance of the solution . According to Ph. Eur. European Pharmacopoeia
Solubility in alcohol . According to Ph. Eur. European Pharmacopoeia
Organic matter . According to Ph. Eur. European Pharmacopoeia
pH of 3,3 % solution 4,0 3,8 4.8 pH-Meter
Chloride Cl ppm < 2 - - lon Chromatography
Sulphate SO, ppm < 5 - 450 lon Chromatography
Heavy metals as Pb ppm < 1 - 15 Colorimetry after concentration
Iron Fe ppm < 1 - - Colorimetry (Tripyridil Triazine)
Boric Acid H;BO; % : 100,0 99,0 1005 Potentiometric Titration

P Shelf life statement/Date Limite d'Utilisation Optimale

e 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.

e 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
Micpele Cidmpoli

SCL ltalia SpA _
Via Fabio Filzi 25/A - 20124 Milano, Italy - Tel +39 02 67716820 - Fax +39 02 67716820 - info@larderellogroup.com - www.larderellogroup.com
CCIAA MI11504336 - C.F. /P.IVA 01231260504 - Cap. Soc. €£€520.000 i.v
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BIRKAMIDON

£

Birkamidon Rohstofthandels GmbH » Wilhelmsaue 12 A » D-10715 Berlin » Germany

Telefon: +49 3082 26 27
+49 3082 7040+«

Telefax: +49 3082 7040«
E-Mail: info@birkarmdon.co

Web: www birkamidon.co

To Whom It May Concern

HEALTH CERTIFICAT

Invoice date: 02.06.202
Contract No.:  8844/2025 dated 06.05.202
Delivery: 1of
PO No.: 1043
Page: 1/

General Information -

Product: Nativeéz c:t-am Starch) CMR :

HS Code: 1108 13 00 POL: European Union

Quality: Food Grade POD: Kishinev, Moldova

Origin: European Union Parity: CIP Kishinev, Moldova

Packing: 25 kg paper bags "Birkamidon Truck:

Brand", labelled, palletized ETS; 02.06.2025

Quantity: 1 FTLof 21 mt ETA: 09.06.2025

Bags per Truck: 840 Total 840

Truck No.: VLV321/A819KX
D —m———

Batch No.: 26/05/2025 Batch No.: 27/05/2025

Production date: 26/05/2025 Production date: 27/05/2025

Expiry date: 31/08/2029 Expiry date: 31/08/2029

We certify that the food grade Potato Starch manufactured on behalf of:

Wilhelmsaue 12 A

10715 Berlin
Germany

IS FIT FOR HUMAN CONSUMPTION AND PRODUCED IN HYGIENIC CONDITION FOR EXPORT.

Berlin,

02.06.2025
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BIRK{AMIDON |

Birkamidon Rohstoffhandels GmbH
Wilheimsaue 12 A » 10715 Beriin » Germany
Telefon (030} 822 62 75, (030) 8226208 - 0%
Telefax (030) 827 04047

£-mail info@birkamidon.com

www birkamidon com

PRODUCT SPECIFICATION
Native Potato Starch
Product code: 45
HS-Code: 1108 1300
Origin: EU
Sensory Characteristics E o R
Parameter : ? Description
Colour ! o _White )
- Taste and odour Neutral
Physical-Chemical Characteristics B u -
_ Parameter  Unit Minimum Maximum
' Moisture % - 20
 pHvalue - 55 - 80
~ Ash content % ] ~ 0.35
 Viscosity . BU 1,000 -
Sulphur dioxide | ppm : | o
- Macroscopic impurities with ? pcs/dm? - 50
_tolerance20% | . B
Microbiological Characteristics
~ Parameter . Unit  Minimum Maximum
- Total aerobic bacteria count cfu/g 50,000
~ Coliform bacteria | cfu/g 100
. Yeast and mould | cfu/g 500
- Total Bacillus cereus cfu/g | 10
Total Clostridium botulinum | /ig | Absent
_Escherichiacoli . /ig Absent ]
Salmonella /25g Absent

. Packagjngm

- 25 kg multiply paper bags; 1000 kg big bags

' Sto rége

- Store in cool, dry, clean and well-ventilated rooms with no off-smells in closed bags, storage

_ temperature: 15°C up to 20°C, relative room humidity: upto 65 %

 Shelf-Life

' 5 years from date of production




Wil MEREHZLLERBRLAA
Sichuan Wusheng Chunrui Medicine Chemical Co., Ltd.
T e S

Certificate of Analysis
HE | BRI R

ITEM : PROCAINE HYDROCHLORIDE
s ' e
BATCH NO 20250613 QUANTITY 50KGS
Gk 25KG 4RI &S
PACKING 25KG/DRUM LOT NO 20250613
A HEE H
PRODUCTION DATE  Jun.04, 2025 EXPIRY DATE Jun.03, 2029
IR FRE
STANDARD EP11.0
et it R
INDEX STANDARD RESULTS
A (SRERET IG5 i ' R L
APPEARANCE White  crystalline  powder or ; Conform

colorless crystal
%5 A. Melting point: 154°C~158'C 155.0C-156.0C
IDENTIFICATION B.IR Conform

E.It gives reaction(a)of chlorides Conform
R
ACIDITY PH5.0-6.5 PH=6.0
BRI
Appearance of solution Clear and colourless Conform
FHKE
LOSS ON DRYING <0.5% 0.07%
HE
HEAVY METALS <0.0005% Conform
HRMA
RELATED SUBSTANCES Any impurity <0.05% Conform
TR R AR
SULPHATED ASH <0.1% 0.05%
EX XCE0 T
ASSAY (ON DRY BASIS) 99.0-101.0% . {,@;’?)ﬁ‘ %5
kR TAMC< 100CFU/g Fﬁ“,{;," Confor ’;‘: A
Microbial limit TYMC<100CFU/e 5?.{},_ ﬁ'fﬁciz“f;?fﬂ. ‘iﬁ -
AT A | “:5"‘? VI Sy,
BACTERIAL ENDOTOXINS <0.6Eu/mg %‘-’" | <0.3Euife:\
&g AN \" 4
CONCLUSION Co M
EE 4}9 A b?l') Wit A _ W‘
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CERTIFICATE OF ANALYSIS Laboratory Salinen Austria AG

PHARMASAL HD

Chemically pure sall, Sodium chioride
according to Ph. Eur, BP, USP, JP

Lot number: CRS180225
Retestdate:  18,02,2028
Production date:  18.02.2025 - 21.02.2025

Specification Unit Result Unit
Idertification Na+ positive confarms -
Identification Cl- positive conforms -
Assay © NaCl 99,5 - 100,5 % 99,97 %o
Bromides Br- <= 100 opm <= 100 pem
Todides I <= 10 ppm <= 10 pom
Sulfate 504 2- <= 200 ppm <= 200 ppm
Phosphate P04 3~ <m 25 ppm <= 25 opm
Nitrite NOZ- <= 4,01 abs. <= (03 abs.
Heavy metals as Pb <=3 ppm <=3 ppm
Iron Fe <= 2 ppm <= 2 pom
Aluminium Al <= (,2 npm <= {3,2 ppm
Arsenic As <=} ppm <= pprh
Potassium K <= 500 Bpm <= 500 ppm
Barium Ba <= 10 opm <= 10 pom
Magnesium & alkaline-earth metals  calc. as Ca <= 100 ppm <= 100 pom
Ferrocyanides [Fe{CN)B]4-  conforms - conforms -
Insoluble matters <= 50 ppm <= 50 apm
Loss on drying <= (35 % <= {5 Yo
Appearance of solution clear, wolourless conforms -
Acidity or Alkalinity conforms conforms -
according to the regulations
Residual Solvents Impossible due to conforms -
according ICH-guideline production process
Bacterial Endotoxins (Pyrogen free) <5 Llg <5 L/g
TAMC <= 10 CFU/g <= 10 CFU/g
TYMC <= 10 CRU/g <= 10 Cruig

Appearance: white or almost white, crystalline powder or colorless crystals or white or almost white pearis
Solubility: freely soluble In water, practzr:a fy msoiubie n anhydmus ethanol

This lot confarms with the current Ph.Eur,, USP BP and Jp monographs
Store in a clean and dry place, nmt. 70% rel hurnidity,

1t is suitable for vatious industrial applications and depending on country specific law In tha
manufacture of peritoneal, hemodialysis and hemofiltration solutions.

Qualified Person: Birgit Spreitz
Date: 06.03.2025




SHANDONG FANGXING TECHNOLOGY DEVELOPMENT CO.LTD.

Certificate of Analysis

Nitrofurazone
BATCH NUMBER 20240504 TEST DATE Jun. 02,2024
BATCH SIZE 525.8kgs MANUFACTURE DATE ~ May, 14,2024
QUANTITY 50kgs EXPIRATION DATE May. 13,2027
TEST SPECIFICATION RESULT
Appearance: A yellow or brownish-yellow, Crystalline Conforms
powder,
Solubility: Very slightly soluble in water, slightly
soluble in ethanol(96 pre cent). Conforms
Identification: i
A.B.C. D Conforms
5.83
PH: 5.0~7.0
Related substances:
a?;ﬂ;t:;teuran-z-yl)methylene Not more than 0.5%. Conforms
Individua& impurity Not more than 0.5%. Conforms
Total impurities Not more than 1.0%. Conforms
Loss on dry1ng: Not more than 05%. Mﬂ
Sulphated ash: Not more than 0.1%. —0.05%
. 0,
Assay: 97.0~103.0%. M

Checker: 2 K, Supervisor: & /E5|

By:

Rejected
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Certificate of analysis

Certificate of analysis AK25000268 Customer requisition HSH012506POH00001002
Mode of delivery drums
Vehicle Num. DB-48-PGA/DB-05-PGA
Net weight 11 000 kg

Glycerin 99,5% Pharma

Reference number POLCO072524 Batch number 250725E002 Best before date  25.07.2027
Test result Quality Method

Taking of average sample in factory Make CSN 66 1322

Sulfated ash 0,003 % 0,00 - 0,01 Ph. Eur.10.

Glycerol content 99,78 % 99,5 - 100,0 Ph. Eur.10.

Colour APHA/HAZEN 8 0 - 10 ZMA-0032

Odour Correspond ZMA-0176

Water content 0,1 % 0-05

Esters according to Pharmacopeia 8,2 ml 0, 1M HC 8 - 100 Ph. Eur.10.
Appearance colorless, pure <10 color APHA less than 10 Ph. Eur. 10.

Department of the quality management
Issued by Laboratof Oleochem
Date 25.07.2025

Printed by Bendova D_agmar Phone Fax Email hendovq@oieochem.cz Page 1.4 3
Oleochem, a.s. Vat exempt no. CZ28361806 Tel. +477161111
Zukovova 49/30, Stiekov iD Fax +477163333

400 03 Usti nad Labem www.oleochem.cz

The firm is registered in Usti nad Labem couwrt in section B, file 2646



Certificate of Analysis/Conformity

A Te reos Shipment date

27.02.2025
Truck / Trailer / Container
CJ 29 MDP
Delivery item Shipment Delivery item date
92427864 000010 4060080 19.02.2025
ASTRON CHEMICALS SRL (PH) Order item Order item date
SOS. DUDESTI-PANTELIMON N°19 3304142 000010 31.01.2025
033091 BUCHAREST-SECTORS3 Customer number Reference from Customer
ROMANIA 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

Produced by : 1620 TSS Iberia SAU - 50015 ZARAGOZA - Spain - FR

Batch S1IM310101 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 uS/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 75-95 4014 Analysis
Assay (anhydrous substance) %l/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.

Mrs. Marisa Mas, Quality Manager Tereos Starch & Sweeteners Iberia 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



TODINI

chemicals
TODINI EUROPE SP. Z O.0.

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

Freely soluble in carbon disulfide, in chloroform, in carbon
2 Solubility tetrachloride, and in ether; soluble in alcohol and in solutions of Complies
iodides; sparingly soluble in glycerin; very slightly soluble in water.

. . , . o Complies
A. Solutions (1 in 1000) in chloroform and in carbon disulfide have a

violet color. Complies
B. To a saturated solution add starch-potassium iodide TS.

3 |dentification test 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.
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
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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.



FProsyst

PRATAIEA 142

Rua Dena Francisca, 11700 - Pirabeiraba
CEP: 85238-270

Fone/ Fax 1 {47} 3205.-76UG
CNPJ: 0846830580000240
inscricie Estadualh 250.781.360
E-matt comex@incasa.ind.br
Home page: www.incasa.ind. br
Joinville Saria Cataring

NCASA

Brasil
Pagina: 11
JOINVILLE{SC), February 13th, 2024,

CERTIFICATE OF ANALYSIS

RVOICE NO: 01824

PURCHASE ORDER NO: 845, 11122 1113
IMPORTER: 7ODINIBY

PRODUCT: Pomssium iodide
MOLECULAR FORM: KI

J02-13723

TBATOL NGO, C0a2.012/04

{oo2-138/23 J 002-139/22

M ANUEACTURING DATE 29/JAN /24 | 13/DEC /23 | 13/DEC /23 | 14/DEC/23 |
E;MXPEY DATE o ZSI’JAN_ 5’28 120EC /27 ¢ 12/0EC 27 1 T3IDEC /2T :
CQUANTITY ( KG ) 1000.00 | 100000 | 100000 | 1.00000
: TEST SPECIFICATIONS RESULTS

Appea rance Wiite crystals Wihite crysials White orysiads White crysiais White crysinis
Assay {dry basis) 98,509 - 100,50% 99,58 % 99,53 % 99,52 % 99,68 % |
.ioﬂiﬂe V 76,12 -76.8%% 77’5,19 %= 76,15 % 76,22 % 78,26 %
tgeiﬂfii\;atéan for potassium Positive Positive Positive Positive Postive
’ideni;ﬁcaténn for todide Fositive Prsitive Prolive Positre Dty
f\p;(wfsf':& of soktion C;&a? émri c&ieréesé Clear and Clear and Clear and Clear and

1 coloriess colnfiess coloriess coforiess
Alkahriry Pagses last Fass Pesses test Fasses st Passes test

- Loss ondrying

Max. 1.60%

6,12%

0,06 %

011 %

indate

_i\/’:ax. 4 ppm

< 4 ppns

<4 ppin

<4 ppm

i Limit of nilvate, =it and ammonia

Prsses 1851

Passes st

Passes test

Pasees est

Thiosu‘i"phaie ared BeTian Faszes t8st Passes 105t Pauses last Passes mst Passes st
Heavy meials kMax. 10 pom <10 ppm < 10 ppm < 10 ppm < 10 ppm
émn Max, 20 ppn‘; < 20 ppm < 20 ppm < 20 ppm < 26 ppm
Sﬂ;}ha"reﬁ Max. 150 ppm <150 ppm <150 ppim < 150 ppm < 56 ppam
Oéﬁur Ddourkess Cdourkesy Qiosriess Quiouriess Cdourless

Observation: Hygroscopic product. I can become caked.

Chemicals specifications according to USP 40th and Ewo Pharm 8,

Technical Responsible
£ng. Harry Weege
CRO 13360133

Analyst
Edilene C. B. Dalfovo
CRG 13200940

TS CERTIFICATE OF ANAL YSIS (CoF) IS VALID WiTHOUT SIGNATURE. IF ANY MODIFICATIONS ARE MADE IN THIS CoF,
THE Cof Witl BE CONSIDERED UNVALUED”

CEF 106/
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