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SCEdtalia

(MOLDOYA HUROPEANA]

CERTIFICATE OF ANALYSIS

Certificate of Analysis n° : 1353/24 Issue Date: December 18, 2024

Lot. n°: C010424032

Manufacturing date: December 09, 2024
Expiry date: December 09, 2029

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.
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Faal IKAREE
Product name Salicylic acid acturing Date 20240228
it =1 H
Ratch No. YC2402028 2024.02.26
# 2 &
Quantity 112549 Issued Date c—
ol EX#iZ588 11.0 HHEBEE
Reference Spec. Ph.Eur.11.0 Expiry Date 2027.02.24
HERE A MBEEER
Test items Specifications Test Results
AGENFES, SRIBYAZaETEPREE, WET
K, BBETFTH (96%), METRRR
4R A white, or almost white, crystalline powder or white BEE
Characters or colourless, acicular crystals, slightly soluble in Complies
water, freely soluble in ethanol (96 percent), sparingly
soluble in methylene chloride.
A. Y8R 158 °C -161 °C s
Melting point158 °C to 161 °C 158.6:160.27C
ﬁgu . B. !I?I‘U&Hﬁiﬁﬁli’fﬁ?ﬁrﬁ’:%h%—& ﬂami
Identification The IR spectrum of sample complies with Salicylic C‘ o I 5
acid CRS !
= - MEHE
C. 2IERM Positive Complies
RSN ERELES Solution is
Appearance of solution Solution is clear and colourless clear and
[— colourless
A 4-BRFRE
Impurity A: _ A-hydroxybenzoic acid 20.1% 0.001%
o 4-F2EL A Z RS
Impurity B 4-hydroxyisophthalic acid £0:05% } 0'002.%
ExO= o T
Related substances s S Phenol =0.04% i
HuRR
Any other impurities i Ui
SRR
Total impurities e s
=14 <100ppm
Chlorides NMT100ppm <1D0ppm
ik <200ppm
Sulfates - NMT200ppm i -
BEE <20ppm
& Heavy metals NMT20ppm i < 20ppm
Fia%kE <0.5% 0.05%
Loss on drying NMTO.5% .
WERER LY <0.1% 0.03%
Sulfated ash NMT0.1% N
Z2 (Fmih) 2 CH03 743 99.0%-100.5% 99.6%
Assay (dried substance) Contains C;Hg03 99.0%-100.5% :
(&) FRiIZRMZas 11,0858, BRI 5 150
Conclusion The product comply with the requirements of Ph.Eur.11.0
3 A/ EH: )3}” QA i A/EIEB: SRE/BE: B | EEE/EE: /’1,;@
Q.M/Date: 3’ N QA Releaser/Date: Reported bleate

>w4. 3. 3]

Reviewer/Date:
5 o)-?:{ 034, >3 ‘?




Hoha Poiska Sp.zs.o.
o ul. Po#czyitska 31A , 01-377 Warszawa o
o Tel No: +48 17 77-11-855 Fax : +48 17 77-11-986 -

Email : rocha.simpsens@rohagroup.com Web: www.roha.com
VAT Registration No  PL8130012922.

CERTIFICATE OF ANALYSIS

Material -~ Information

Insp. Lot No. (0000604564

Product Des. SIMBASE METHYLENE BLUE (BBY) Satch No, SPI5002033

CAS No. 61-73-4 EINECS No. 200-515-2

C.1 No. 52015 C.1. Name Basic Bluz 9

Characteristics Method Specification UOM Result

Appearance Drark Greenish w Dark Complies

Brownish Powder

Identification (A, B, C, D) Fass

Solubility at 0.1%% (Distilled Water) Similar to Standard ass

Arsenic (as As) {Max } OO0 mglke kS5

Iron Passes Test Pass

Lead (as Ph} {Mdan 20.00G ing'ka 54

Zine Pass Turbidity Test Pass

Loss on Drying (1037C; BOT-15.00 % 1182

Total eolowr/ Assay S6.400-101.00 % 98.68

Waveleng:h of Maximum Absorption (& max} in 638.0-064.0 nm 660.0

Loi IM&:EY Water

Specific Absorption {E 1%/ lem) af & max {Min) 2300.0 2390.0

REACH REGISTRATION DECLARATION: Complies

We conlirm that above product is Not REACH

Registered. No obligation of REACH registration

due o less than 1 tericalendar year quantity

anc/or low volune sales meaning not viable for

registration.

Sheif Life 1825 days from the date
of delivery in packed
conditions

Storage Ambient temperatura.

Please keep awzay from
light and moisture,

The compliance ko the above menioned specification can be venhad using regpective methads of analyein.

Dteclaimar : Abave information is correct at the 8me of issue bul may be subjsct to alteration. The information on the specification remaing the property of ROHA
Group (T Group comparnies). Information is correat kv the best of our knowledge and £ shouwid not ba corslived as waranly. Users should conduct thair own
esle io deermine lhe 2uilability of ihis product/data for this purposs Users must salisfy themselves sultishbiliy of product. ingredients in acoardance with
regulations applicable and suitabiflity of peadust in end spplicatior, Roha Group {4JT Group Companies) sheil not be tiabie for any claims or nsses of any nature
arising directly or indirecty frorn use of the information. €atz or ather matanal on s documant.

This is system generated dotwment, signitare ool reguived,

Badie 1 af §



Shelf Life Statement

Herewith we confirm that SIMPERM ~ Organic pigments, SIMPSOL — Solvent Dyes, SIMACID - Acid Dyes,
SIMBASE — Basic Dyes, SIMPEARL - Pearlescent pigments, Fluorescent pigments, reagents, biological stzins
and pH indicators are powder form products. It is observed that these synthetically produced colourants have
leng shelf life in packed condition. These colourants are sold for technical applications and not recommended
for human foadstuff, animal feed, casmetics, and medicinal use,

Considering above properties; shelf life of 1825 days (5 years) from the date of delivery of product is
considered as reasonable and hence declared to buyers on certificate of analysis (COA) as general guide. As
such, itis not a trend in industry to provide date of expiry in technica! grade synthetic colourants. Downstream
users are advised to test the samples, check our documents prior to use and check suitability, stability in end
applications. This policy replaces specific date of expiry on COA and other documents.

This informatien is correct to the best of our knowledge and at the time of writing.

Vidyut Mehta
Manager {Regulatory Affairs & Quality)
e-mail: vidyutmehta@rohagroun.com 27M0/2022

Disclaimer: Above infarination is correct zt the time of issue but may be subject to alteration. The Information on the spedficatian which remzins
property of ROHA GrouplT Group commanies), Infermation is conect to the best of our knowledge at the time of writing and it should net ze
construed as warranty. Users should conduct their own tests fo determine the suitabllity of this producy data for this purpose Users must zatisfy
thernselves.sultability of product, ingrecients in accordance with regulations epplicebles and suitability of product in end application. Reha Group (T
Group Companies) shall not be liabia for amy daims or losses of any nature arsing directly ar indirectly from use of the information, data or othar
material on this document.

NE SHNRBCNEECChSRIOUY TOM | Y rgha aom




Date of issue / Jara svgavi 07.10.2024

Private Production &
Commercial Enterprise

CERTIFICATE OF ANALYSIS No 2/ AKICHE NOCB! AYEHHSA Ne 2

Potato starch / Kpoxmars sapTonnsHun

Sender/ BignpasHui

YIMAL PPCE, 70 Shevchenka str., vill. Drozdivka,
Chernihiv district, Chernihlv region, Ukraine

Receiver / Otpumysa4
Guantity / Kinbxicre

SRL LITARIX., MD-2044 Chisinau st. Transnistria 5/1
| 22000 kg

_Number of bags / K!ﬂbi(lCib MiLKB

Batch No. / Homep naptii

_Date of manufacturee /. fll_i_ut__ a BUrOTOBNEH s

880
02.70.2024

corresponds 16 the date of manufacturing / signosinae nati
_Bw OTOBNEHHS -

Machine N¢ / Mawukie N : 'BHB8533TM/ BH6O33XF
VALUES / 3HAYEHHH
No. Properties / Hasea nokazruka isttes i el Mathad /
Pesynkrar Hopma Merop
1 Moisture, %/ Boneriste 18.3 7.0-20.0 151 C1-1e/TOCT 7698
2. Ash,%/ 3arariona sona 030 . 035 IS 02-1e/TOCT 7698
Ashes content, not soluble in HEI, % ./ 3ona, ' ' " ,
= HeposuHa B 10 %HC, $.029 0.05 151 21-1e/FCLCT 7698
4 fg;ﬂ;ﬁ o . ;rgé‘j’*‘c L e 7.4 10.0 $112-16/TOCT 7698
8. Blackspots, in 1dm?*/ KirekicTe kpanok o éf)mwmw 80 roCT 7698
6. pH 4.5 6-8- 181 26-5e/FOCT 7698
7. $0.,% e W Aosent 0.008 ISI 20-16/FOCT 7698
8. Whiteness, %/ 5inuina - - 93.5 >90 -
9, Top viscomty 4 %, BU / NMixoea e'ascicte 1330 ISI19-6e
MIWT_O. Cooper, mq!kg / M.a;m o d : <10 10 %
1 Arsenle, mo/kg / Mu'sk ﬂ <010 C.10 -
12 Cadmium, mgfkg / Kaamin <010 0.0 i B
3. Mercury, mg/kg / PTyTs s <00 0.02 S N )
14 Lead, mg/k{:_j / Cemuula__w__ .. =050 0.80
s Totalaercbic mescpnilic count, CFU/g/ . ﬁmoc —
_ Me:zc;'bmr i aepoﬁh iRPOCPranismMu
16.__ Yeasts, CFJ/g/ Ioixmxi ) <10 100
7. Moulds, C U /g / [\ ceslrpube <10 380
18,  Escherichiz coliin 1 g, CFU [g £ Km.umfaa rmanisca Absent Adsent
15, Salmonells, CFU /o . CansMorenriain25g Absent Aosent
20. Appearance / Konip L White H__:.‘ ) FOCT 7698
_2, Smeli/Sarex T T rocTzess
e Tnprv{ih ...... - -:};Fé_gﬂg e i et e e st sy ye"a'rs‘/ pOKiB
Terms of certificst: Eﬁa?\;“? 07102024 till 07.10.202%/ Tepri= afl ceprudiary 3 - 07.10.2024 no_G7.1C. gg;m@uct meets all the
requirements of EU » 1 d suiteble ' or the use in food industry / !'Ipczgyﬂ Blanesinas  eMmoras 20 T3 upmﬁﬁﬁ'mwm HHA B X@PHCER
APOMUCAOBOCTL . ! %
STOREAGE: It is striz'ly forbidasn o storethe starch with enother goods widch has a sourée of any kir‘;ﬂg@;f“‘ foreiy TSl casg& ..;ngmmrm

storage which is mare than 10 day:
packing and the tem;-

aturg whic' s not higher than 10 °C and humidity b

Laboratory chi=’ / Zas. na’ mpavozigic

@ in order to keep decfared sbove charactar stics o e product the shanufattur
35 during the Stﬂi ass 3‘ f
@

avel of 155

Puvate Producizo;mCommucm Enter ;)r.se "
a\; MALH L] i3 40 “f
11037 Instrirnentalng st. 8, Cherniniv, Ukrgine; Fax +380 452723 540, phone +38 0462 7??3&‘?

E-mail: experi@vimalua, sekretar@vimalua

wivew virnal ua




L{ennrt No.:LWPC-1C,-24-02-014

CERTIFICATE OF ANALYSIS

Date:Mar.08,2024
Product Name ASCORBIC ACID
Aratysis Starnaard BEAISE faT FCTAESSE
Batch No. 1240112007
Quantity 18000kgs
-Manufacture Date Feb.,2024
Shelf Life 4 Years
Net/Gross Weight 25.0kgs/26.3kgs
Analysis Contents Analysis Standard Analysis Results
Characteristics Ve Cn:;yiltre:i:te‘vgz\z z:ysta}s Pass
Identification Positive Reaction Positive
Melting Point About 190°C 191.20°C
PH(5% solution in water) 2.1-2.6 2.36
PH({2% solution in water) 2.4-2.8 2.57
Clarity Of Solution Clear Clear
Colour Of Solution =BY-, <BY;
Copper =bppm <Sppm
Heavy Metals =10ppm <10ppm
Meroury =0.1ppm =0.1ppm
Lead =2ppm <Z2ppm
Fe =2ppm <2ppm
Arsenic =3ppm <3ppm
Cadmium(Cd) <1ppm <1ppm
Oxaiic Acid <0.2% <0.2%
Loss on Drying =04% <0.4%
Sulphate Ash(Residue On Ignition) <0.1% <0.1%
Specific Optical Rotation +20.5" —+21.5° +20.88°
Organic Volatile Impurities Pass 53 Pass
Assay 99.0%100.5% '89.67%
Conclusion The Aliove-Mentianed Product 'ﬁonfdrms To

BP/USP/EP/FCC/E300,



APEX

Ll M |-|- E D QUALITY CONTROL DEPARTMENT
CERTIFICATE OF ANALYSIS
Product BENZOCAINE Page No. 01 of 01
Standard for Release EP Drug Lic. No. G/25/1642
Batch No. BCAH0450524 Batch Quantity 652.700 Kgs.
Mfg. Date MAY-2024 Date of Sampling 20/05/24
Exp. Date APR-2029 Date of Approval 29/05/24
A.R. No. FP/BC/060/24 Dispatched Qty. NA
C.A.S. No. 94-09-7
;:;' Tests Acceptance Criteria Test Result
L Description ::’yh;::l:r almost white, crystalline powder or colorless White crystalline powder
- Very slightly soluble in water, freely soluble in .
2. Selubility ethanol (96 %) Complies
A. Identification | The infrared absorption spectrum of Benzocaine is Comblies
(By IR) concordant with the reference spectrum. P
3 Determination- A: 89° C t0 92°C 90°C
' B. Identification | Determination- B: the absolute difference between the
(By Melting Point) | melting point of the mixture and the value obtained in | 1°C
determination A is not greater than 2° C.
Unspecified impurities: NMT 0.10 % BDL
4. | Related Substances | 1 120 rities: NMT 0.2 % BDL
5. Loss on drying Not more than 0.5 % w/w 0.15%
6. Sulphated Ash Not more than 0.1 % w/w 0.04 %
7. Assay Between 99.0 % and 101.0 % 99.96 %
. Ethanol: NMT 5000 ppm \Th ND
8. Resl;duél(:S;;\S'ents Methanol: NMT 3000 ppm 3 S & A 124 ppm
(By GC-HS) Toluene: NMT 890 ppm /0;\ ND
9 Total Aerobic microbial Count NMT 100 cfw/g @5 35 cfu/g
" | Total Yeast & Mould Count NMT 10 cfu/g (\X Nil
10.| Escherichia coli Absent/l g Absent

Remarks: The Product Complies with respects to above tests and Prescribed Standard Specification as per EP’11.3.

Name

Mr. Pankaj Pateliya

Mr. Somnath Kokate

Mr. Chetan Sardhara

Designation-Dept.

Executive -QC

Sr. Executive-QC

Asst. Manager -QC

Sign. /Date

-
15to0s 1 2

%(3”1"5“’"’

@16’1@ 61y

Prepared by

Reviewed by

Approved by

Mfg. Site Address: Plot no. 4710, 4711, 4707-A/8, 4707-A/9, GIDC Industrial Estate Ankleshwar,
Dist.-Bharuch-393002, Gujarat, India. Phone no.: +91 2646 222525/223525/227289.




Certificate of Analysis .

DULLBERG

KUONIENTRA

Mat.-No 1000175 - . Batch-No 0000206635
Product Benzyl Benzoate BP98 No. of Analysis 10000070697
Company No 102417 :
Company Brenntag SRL
Your Product 462084
Lower Upper
Characteristic Value Unit Limit Limit
Appearance (sensorical) Corresponds
' clear liquid
Colour (scnsorical) Corresponds
colourless to pale yellowish
Relative density (20/20) 1,121 1,118 1,122
Refractive index (at 20°C) 1,569 1,568 570
Infrarcd spectrum corresponds BP
Acid Valuc 0.10 0,56
Soldification point 20,0 °C 17.0
Sullated Ash 0,1 % 0,1
Chromatographic Profile corresponds
Benzylbenzoate 99,8 A% 99,0
Observations/ Remarks: corresponds to BP
Date of manufacture 28.04.2023  Date of retest 27.04.2026
Created IR
Date 15.05.2023
This document was genarated by computer and carries no signature.
arsziz DK1_BP page 1/ 1

Tel: + 49 -40/ 5071 14-0
Fax: + 48 - 40/ 30 71 14 - 930
Afn@duzliberg-1cnzentra.ca

Duliberg Kenzertra
GmbH & Co. KE
ODoenhauptstrale 2

D-22535 mamburg www dusliberg-ionzenira.de

[Komplemsntar Verwatungsgesellschait
Diillbsrg Kenzentra m.b H.Hamburg
Registerge:ichl: HamburgHR B 37513
Stevernummer 48 (615 /00287

Kemmanditgesellscnatt: Sitz Hamburg

Registargaricht Hamburg HA A 4T3

Geschaftsiihrer. Manfred Dlllberg
Christian Dil'berg

Ceutzche Eank A5

BLZ 200 7C0 J0/Kto 49 DOCDT
AN DES12C0700000490000700
BIC: CEUTDE



ISLETMELER|I GENEL MUDURLUGU

PRODUCT SPECIFICATION

Borax Decahydrate

Technical Grade, Powder
Na,B,0,.10H,0
Disodium Tetraborate Decahydrate

CAS #:1303-96-4 / EC #: 215-540-4

@
Chemical Specification g
@
Component Content %
B0, 36.47-38.50 % &
Equivalent Na,B,0,.10H,0 99.90-105.45 %
Na,0 16.24-17.14 %
S0, 200 ppm max.
Cl 70 ppm max.
Fe 15 ppm max.

Particle Size Specification

Size Content
+1.180 mm 0.00% max.
-0.063 mm 30.00% min.

Rev. : 2023/00

Kizilirmak Mahallesi 1443, Cadde No:5 OE530 Qul—curamhar ETIMADEN: TS EMISD 9001, TEA5001, TS EN IS0 50001, TS EN IS0 14001, TS EN ISOJIEC 17025, TS ISOJEC 27001 ¥anetim
Cankgya ] ANKARA sistemisrin vygulamaktadir.

ADEN's managamant systam has bean cartified with ENISDE 1, TS 4r 1, T Ly {5 LTSENIS
: ETI I has b ifiad with TS EN IS0 8001, TS 45001, TS EH 150 50001, TS EN IS0 14001, TS EN IS0,

Tel: [0312] 294 20 00 Faks: [0312] 294 21 64

IEC 17025, TS ISOJIEC 27001
e-posta: marketing@etimaden.gov.tr

EYS TBL-ETi-01-05/1/6/2021



@ ETi I\/IADEN ‘ PRODUCT TECHNICAL DATA SHEET

ISLETMELERI GENEL MUDURLUGU

BORIC ACID

Boric Acid (H;B0;]

CAS Number: 10043-35-3

Technical Grade: Granular and Powder

Packaging: 25 kg, 50 kg, 1000 kg
[with or without pallet]

General Information:

Boric acid (also known as boracic acid or ortoboric

acid] is a mild acid of boron. Its chemical formula is

written as H;BO, [or B(OH], and it is available as a white, water-
soluble powder. Boric acid is obtained by the reaction of colemanite
ore with sulfuric acid or borax and a mineral acid.

1'Aobruspewna

The reaction of colemanite (Ca,B;0,;.5H.,0] in the sulfuric acid
(H,SO,] solution results in boric acid [H;BO,Jand gypsum
(CaS0,.2H,0]. Gypsum crystals are precipitated and boric acid is
produced by crystallization.

Usage and Benefits:

Glass: Boric acid is used in the production of special type glasses
(oven glasses, glass laboratory materials, etc.] and glass fiber. It
prevents devitrification in glass production. It increases the resistance
of glass against heat, chemicals and mechanical impacts. Boric acid is
used in the production of single-filament fiberglass [textile-grade
glass fiber). Higher and more consistent B,0, levels when compared to
colemanite, which is another material used for producing textile grade

1yA0bruspewns

Ayvali Mahallesi Halil Sezai Erkut Caddesi Afra Sokak For more information:
No:1/A 06010 Etlik, Kecioren - ANKARA / TURKEY Technology Development Department
Tel: +90{312) 294 20 00 - Fax: +30(312) 294 20 40 EYS FRM-ETI-00 17 /23/9/2014-02

Rev. 2021/01



glass fiber; lack or refractory mineral content (such as Mg, Si, Al, Fe, St,
S and As]) and low melting point make boric acid more useful. It
increases fiberizing in isolation and reinforcement fiber glasses by
reducing viscosity. Moreover, it increases the physical and humidity
resistance of fibers by reducing their tendency to crystallize.

Ceramics: Boric acid is used as a hinder in ceramics. As a result of the
addition of boric acid, melting and adhesion occur at lower
temperatures. It enhances the resistance of ceramic products to
breakage and scratches in the face of physical impacts, and
strengthens their chemical resistance. It is used in glazing and enamel
coating where sodium is not desired in the formulations.
Furthermore, it is used as a reinforce in the production of ceramic wet
tiles. It improves condensation properties in porcelain tiles by
increasing the vitrification temperature. It is one of the materials used
in the production of ceramic and porcelain enamel frit.

Detergent: Boric acid is used as a germicide and bleaching agent. It
can be added to soap and detergents due to its water-softening and
germicide properties. It has the effect of reducing the washing time
and temperature.

Agriculture: Boron is one of the nutrients required by plants. It plays
an important role in plant yield, flowering and pollen production and
seed development. Boric acid can be used alone or in combination with
standard fertilizers in soils with low boron content. It is used in the
production of disodium octaborate tetrahydrate, which is used as a
boran fertilizer in agriculture, and in the production of herbicides.
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Fire retardant: Boric acid is the basic form of borate-based fire
retardants which are used to reduce the kindling rate of burning
substances. In the recent years, it has become important for giving
fire retardant properties to resin-based wooden composite panels and
for being used as a protective materials in timber and solid wooden
products. It can be used together with disodium octaborate
tetrahydrate as flame retardant material in wooden composite
materials, marine, yacht and aviation coatings. It is added to fire bricks
and mortars to provide resistance against heat or corrosion.

Nuclear energy: It is used for neutron retention in nuclear power
plants for reducing the rate of neutron fission generation. Natural
boron contains 20% '°B and approximately 80% “B. '°B has a high
cross-sectional area for the retention of low-energy neutrons. When
more boric acid is added to the reactor cooler and is allowed to
circulate inside the reactor, the probability of neutron fission is
reduced. Therefore, boric acid can effectively control the fission rate
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Ayvali Mahallesi Halil Sezai Erkut Caddesi Afra Sokak For more information:
No:1/A 06010 Etlik, Kecioren - ANKARA / TURKEY Technology Development Department
Tel: +90(312) 294 20 00 - Fax: +90(312]) 294 20 40 EYS FRM-ETI-00 17 /23/9/2014-02

Rev. 2021/01



inside the reactor. This method is utilized in Pressurized Water
Reactors. Boric acid is also used for keeping the neutron multiplication
under control in spent fuel pools containing uranium rods.

Wood protection: Boric acid is used as a protective agent against
rotting on dry or wet wooden surfaces. It can also be applied as gel or
solution on wooden surfaces.  Protective agents with borate
compounds are successfully used in marine industry against factors
such as maoss, fungi and ooze.

Medicine: Boric acid can be used as an antiseptic. Dilute solutions of
boric acid can be used as eye-washing solutions. Dilute boric acid
solution is also used as an anti-bacterial agent. It can be used for the
treatment of external otitis in solution form.

Anti-bacterial agent and for cleaning: In industry, it is used as an
anti-corrosive and anti-bacterial material in metal coating processes.
It is also used in the production of boron-based herbicide and artificial
fertilizer. Sodium perborate, which is used as an oxidizing and
bleaching material in cleaning products, is obtained from baoric acid.

Lubrication: The colloidal suspensions of boric acid form a good
lubricant for ceramic and metal surfaces when they are added to
petroleum and vegetable oils and they significantly reduce the friction
coefficient.
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Various industrial productions: In the petrochemical industry, it
catalyzes the oxidation of hydrocarbons in the production of Nylon 66
and increases the efficiency of the conversion of hydroxyl groups into
alcohols with further oxidation. It is used in the production of ferro-
boron which is used in the production of steel, casting, neodymium-
iron-boron magnets and amorphous metals. In metallurgical
operations, it reduces the energy consumption by having a positive
effect on the fusing temperature; enables the durabhility of steel to
increase and has a plasticizing function when used as a slag-former. It
provides support and extra bonding to strength in the steel, glass,
cement and aluminum industries. Adding boric acid to papier-mache
increases the strength of papier-mache panels, reduces their weight
and prevent wrinkling on their surfaces. It plays a role as an enzyme
stabilizer in liquid laundry detergents. Boric acid is used as a peptizer
in the production of adhesives containing casein and dextrin based
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Ayvali Mahallesi Halil Sezai Erkut Caddesi Afra Sokak For more information:
No:1/A 06010 Etlik, Kecioren - ANKARA / TURKEY Technology Development Department
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Physical Properties:

Specific weight : 1.51 g/cm® (20°C)
Pour (bulk] density? : 0.892 g/cm’® [Granular)
Molecular weight : 61.83 g/mol

Melting point : 450°C

Boiling point : 1860°C

Heat capacity 1 24.7 J/g°C

Thermal conductivity : 0.407 W/mK

Specific surface area <1 m?/g

Diffusion coefficient : 1.1x10°cm®/s
Surface tension :63.83 mN/m

(1.0% aqueous solution by weight]
Colorimetry test : 94,52 (average L value)
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# Applies to a representative sample.

Ayvali Mahallesi Halil Sezai Erkut Caddesi Afra Sokak For more information:
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Solubility®®:
Temperature Solubility
0 (°C) (g/100g water]
35 0 2.59
= 30 10 3.64
T o5 20 4,94
2 o 25 5.74
=1 30 6.78
> 15 40 8.73
= 10 o0 11.41
2 60 14.90
» 5
70 18.97
’ 0 10 20 30 40 50 60 70 80 90 100 80 23.70
D 30 30.26
emperature (°C) 100 37.90
o}
Solution pH values: 3
o
(D
=
2% Solution pH Lé
(g/100g water] (+0.03 / 25°C) =
50 4
1 5.13
e 2 4,64
3 4.28
W | f 4,01
) 3.78
3,5 S ame e, 2. 74" 3.64
o 1 2 3 4 5 B8 7 6 3.64
g/100g water 7 3.64

D
-~
o
)
cD
—
Ll
O
-
—
==

® Factors affecting the dissolution rate, such as the particle size of material to be dissolved, the mixing speed
of the solution are effective on the time to reach the saturation point. The values on the table should be
evaluated by taking this into account.

®Saturation value of boric acid at 25°C in 100g water is 5.74qg.

Ayvali Mahallesi Halil Sezai Erkut Caddesi Afra Sokak For more information:
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Solution viscosity values:

1,2 »

Sl Temp. | Conc. | Viscosity
z (°C) (%] (cp)
§ 20 01 1.04
> 105 1 20 1 1.07

1 20 2 111

0 0,5 1 1.5 2
Concentration (%]

1,2 =
T gg Temp. | Conc. | Viscosity ©
s (°C) | (%] | (cp) -
§ 20 2 1.11 2
0,4 «
= 40 2 0.69 =
60 2 0.48 2
0 v v v y 80 e 0.38 i
0 20 40 60 80
Temperature [°C]
.
=
L 7 045 Temp. | Conc. |Viscosity
L. I el | (%) | (ep)
cD 2 80 1 0.37
:ﬁ = 0,35 1 80 2 0.38
= 80 5 0.39
Ll 0.3 . . 80 10 0.42
- 0 5 10
-1"._': Concentration (%)
-
ﬁ
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Chemical Content:

Content
Component Granular Powder
Normal Low Ultra Low Ultra Low Normal
Sulphate Sulphate Sulphate Sulphate | Sulphate
Equivalent H.BO 99.92- 99.92- 99.92- 99.92- 99.92-
d 3==s 101.07% 101.07% 101.07% 101.07% 100.89%
B.0 56.25- 56.25- 56.25- 56.25- 56.25-
2=3 56.90% 56.90% 56.90% 56.90% 56.80%
B 17.47 - 17.47 - 17.47 - 17.47 - 17.47 -
17.67% 17.67% 17.67% 17.67% 17.64%
Water-soluble B 17.47 - 17.47 - 17.47 - 17.47 - 17.47 -
17.67% 17.67% 17.67% 17.67% 17.64%
S0, 300 ppm 130 ppm 12 ppm max 12 ppm 300 ppm
max max max max
3 ppm S ppm
Cl S ppmmax | S ppm max 3 ppm max max max .
3ppm | 4ppm |
Fe 4 ppmmax | 4 ppm max 3 ppm max max max 2
_E—'iD
(w]
2
Heavy metal content: i
Component Content (mg/kg)
e As 0.450 max
3 { Cd <0.005
m Pb <0.010
D_ Cr <0.005
(D Hg <0.010
-
—
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Particle size:

Content
Size Granular, Granular, Granular, Powder,
Normal Low Ultra Low Powder Ultra Low
sulphate sulphate sulphate sulphate
+1.000mm 4% max 4% max 4% max 0% max 0% max
-0.063mm 4% max 4% max 4% max -
-0.125mm - - - 45% max 45% max

X-Ray Diffraction Analysis:

HaB0;

01-073-2158> Sassalite - H3BOs

Two-Theta (deg)

4o R B n s e S
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www.laburatorjus argennl.cnrn
LABERATGMOS ARGEN{JL 5.

Autovia de Logroiio Km 7,400. Pol, Eurcpa 2, Nave 1

50011 Zaragoza (Spain)
Tel. +34 976 336 266 - Fax., +34 976 533 659
lab-argenol@laboratorios-argenol.com

CERTIFICATE OF ANALYSIS

PRODUCT: COLLOIDAL SILVER

BATCH NUMBER: C25-0081

DETERMINATIONS SPECIFICATIONS RESULTS METHOD
Appearance ﬁ;g(:gsigsil:ish-black metallic shiny flakes or powder, CORRECT Ph.EUr 11
Characteristics: solubility Z;E(;EIOSIC;IEZI;Z;:;:J:I;ligr\i’(\;iter' practically insoluble in CORRECT Ph.Eur 11
Identification A Violet color CORRECT Ph.Eur 11
Identification B Precipitate soluble in water CORRECT Ph.Eur 11
Identification C. Reaction of silver ~ White precipitated dissolves on dilute ammonia CORRECT Ph.Eur 11
Solution S Complete CORRECT Ph.Eur 11
Alkalinity > 1,5 ml NaOH 0,1N 2,3 Ph.Eur 11
Silver lons No precipitate CORRECT Ph.Eur 11
Sensitivity to electrolytes No opalescence CORRECT Ph.Eur 11
Water insoluble substances <1,0% <0,1 Ph.Eur 11
Loss on drying 80°C <80% 0,9 Ph.Eur 11
Silver content 70,0 - 80,0 % 72,8 Ph.Eur 11

MANUFACTURING DATE: 29/01/2025

RETEST DATE: 29/01/2027

RELEASE DATE: 20/02/2025

POC/032 - ANEXO 3

20/02/2025

Pl ARGENOL

Teresa Barrena

QUALITY ASSURANCE
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Wugan Pharmaceutical (suzhou) Co., Ltd.

BB OR F ¥

CERTIFICATE OF ANALYSIS

#1M,% 1MW pagelofl

2% o A R

LI A ; LS 2024 %10 A 16 H
Name of product 4-aminobenzene Report Date Oct.16, 2024
sulfonamide
. a 240812 £~ 8 2024 F 8 A
Lot NO. Manufacture Date August, 2024
% % 46Kk N E 2027 48 A
Net weight g Retest Date August , 2027
ANALYTICAL ITEMS SPECIFICATION ANALYTICAL RESULTS
Appearance White crystalline granule or powder White crystalline granule
Solubility Dissolves in solutions of alkali hydroxides Conforms
Identification Comply with EP standard Conforms
Melting point 164.5°C~166.0°C 165.2°C~165.7°C
Acidity NMT. 0.2ml 0.05ml
Clarity of solution Should be clear Conforms
Any single impurity NMTO0.5% 0.11%
Related substances Total impurities NMT1.0% 0.16%
Purity NLT 99.0% 99.84%
Heavy metals NMT 20ppm Conforms
Tk E TA3£0.5% 005,
Loss on drying Not more than 0.5% e
Sulfated ash NMT 0.1% 0.05%
. . L TAMC<1000cfu/g
Microbiological limits TYMC<100cfu/g Conforms
TE 4 CeHsN202S B 7~ /1~ F99.0% 99.8%
Assay NLT 99.0% of C¢HsN,0,S o
A IR I
EP11
According to
% bk
Conclusion Complies

Bk L£%
Analyst:

BAHE AR
Checker:

RITA: BHH

Supervisor:

NO.159 Dongguan Road, Tuncun ,Tongli Town, Wujiang District,Suzhou,Jiangsu,China 215216

TEL: +86-512-63371371

FAX: +86-512-63371236



AW 1 3 K do H W H R o B
£ A 7
TNMANGSU TIANHE PHARMACEUTICAL CO.LTD
WE BT EERITRIX ST kI 1 8 No.l Sanjiang Road, Economic development zone, Jiangdu, Jiangsu, China

Mif PHONFE:0514-86820810 £ 4 FAX:0514-86820808 HR4 E-mail jstianhed@jstianhezy.com
mom W s B
CERTIFICATE OF ANALYSIS 1.71.00.228.1.0
i RS
PRODUCT; Sulfacetamide Sodium CERTIFICATE NO: 0002
% ) 5 1
BATCHNO: S01-2312039 CERTIFICATE DATE: 2024.10.12
ekt H 7= FL
BATCH SIZE:  500kg 3 DATE OF MANUFACTURE: 2023.12.18
HHE p=4/LLY
EXPIRY DATE:  N/A RETEST DATE: W78
HGH Items IntE Specifications #11: Method Bt R Results
Characters EP
White or yellowish-white, White crystalline
Appearance
crystalline powder powder
Solubility Corresponds Corresponds
Identification
B Conform to the RS spectrum £P(2.2.24) Cortrespands
F Gives reaction of sodium EP(2.3.1) Corresponds
Test
Appearance of solution Clear and =GY EP(2.2.2) Corresponds
pH B.0-9.5 EP(2.2.3) 9.0
Related substances EP(2.2.29)
Impurity A <0.2% 0.03%
Single unspecified impurities <0.10% 0.03%
Total impurities <0.5% 0.08%
Sulfates <200ppm EP(2.4.13) <200ppm
Water 6.0%~8.0% EP(2.5.12) 7.1%
Assay(anhydrous) 99.0% ~101.0% EP(2.5.8) 99.8%
Residual solvent In house
Ethanol <0.5% 0.01%
Micrabial clearance In house
TAMC <10%cfulg lefig
TYMC <10'cfu/g <lefu/g
Bile tolerant enterobacteria(GN) None per 1g N.D
Pscudomonas aeruginosa None per Ig N.D
Staphylococcus aureus None per 1g N.D
_ The above mentioned product conforms to purchasing specification
CONCLUSION: y
ik
REMARKS:

——

_ﬁﬁi 2024, |0 |2, | V‘/‘S";&-T 2.\2.1] ’f’@" Yoy IO.l‘-!‘

Prepared by/Date(QC) \ Rcv.iewed by/Date(QC) ~Approved bnyale(QA)




TECHNICAL DATA SHEET

Product Name COCOA BUTTER

Botanical Name Theobroma cacao

Product Code PBO6004

CAS # 8002-31-1

INC| Name Thecobroma Cacao (Cocoa) Seed Butter
Part Used Beans

Extraction Method Cold Pressed

Quality 100% Pure and Natural

PROPERTIES SPECIFICATIONS
Appearance Cream to pale yellow colored semi-solid butter
Odour Rich characteristic cocoa aroma
Melting Point (°C) 32° - 36°
Moisture (%) Maximum 0 2
Saponification Value 188 - 198

(mgKOH/g)

Peroxide Value (meq Os/kg)

Maximum 4.0

32 -45
Less than 1.75
Less than 3.5

lodine Value (g 1:/1009)
Free Fatty Acids (% oleic)
Acid Value (mgKOH/qg)

Solubility Soluble in cosmetic esters and fixed oils; Insoluble
in water
FATTY ACID COMPOSITION:
FATTY ACID C-CHAIN SPECIFICATIONS (%)
Palmitic Acid C16:0 21.00 - 29.00
Stearic Acid C18:0 31.00 — 39.00
Oleic Acid C18:1 (n-9) 31.00 — 38.00
Linoleic Acid C18:2 (n-6) 1.50 - 5.00

STABILITY AND STORAGE:

Keep in tightly closed container in a cool and dry place, protected from sunlight. When
stored for more than 24 months, quality should be checked before use.

As it is electronically generated document, hence no signature required.

DISCLAIMER: Please refer to all relevant technical information specific to the product, prior to use. The
information contained in this document is obtained from current and reliable sources . Salvia Cosmeceuticals
provides the information contained herein, but makes no representation as to its comprehensiveness or
accuracy. Individuals receiving this information must exercise their independent judgement in determining its
appropriateness for a particular purpose.

Fragrance | Flavors | Essential Qils | Carrier Oils | Herbal Extracts
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‘a'ARGENOL PRODUCT LIST

SILVER BASED
ANTIMICROBIALS

TANNIC ACID
DERIVATIVES

Due to their antimicrobial properties, our prod- It is used as an astringent in gastrointestinal

\/ ucts are used against a broad spectrum of
bacteria, preventing infections and the growth
of microorganisms that proliferate around us

including bacteria

, moulds and fungi.

treatments.

CAS MAIN THERAPEUTIC
PRODUCT NAME
NUMBER INDICATION SR
. . Antimicrobial/Antiseptic
Colloidal Silver EP [9007-35-6] Preservative ASMF/US DMF
. . . Antimicrobial/Antiseptic
SILVER Colloidal Silver Solution [9007-35-6] ST ASMF/US DMF
COLLOIDS . . . .
. TS Antimicrobial/Antiseptic
Silver Vitellinate _5]-
ilver Vitelli [9015-51-4] Preservative ASMF/US DMF
Silver Proteinate [9008-42-8] Antimicrobial/Antiseptic ASMF/US DMF
Preservative
Silver Sulfadiazine [22199-08-2] Antimicrobial ASMF/US DMF
Silver Sulfate [10294-26-5] Antimicrobial ASMF/US DMF
SILVER
SALTS Silver Nitrate [7761-88-8] Antiseptic/Ca.uterizing ASMF/US DMF
Sclerosing
Silver Citrate [126-45-4] Antimicrobial ASMF/US DMF
e Silver Zeolite [130328-18-6] Antimicrobial ASMF/US DMF
ZEOLITES Silver Copper Zeolite [130328-19-7] Antimicrobial ASMF/US DMF
METALLIC SILVER Metallic Silver Powder [7440-22-4] Antimicrobial ASMF/US DMF
Albumin Tannate [9006-52-4] Antidiarrheal / Astringent ASMF/US DMF
TANNIC ACID . . Antidiarrheal / Astringent
DERIVATIVES Bovine Gelatin Tannate [2000-70-8] Antibacterial / Anti-inflalnmatory ASMF/US DMF
Antidiarrheal / Astringent
Porcine Gelatin Tannate [9000-70-8] / d ASMF/US DMF

Antibacterial / Anti-inflamsmatory

APl SOURCING

API supply based on over 80 years of experience.

FACILITIES & CERTIFICATIONS

GMP Certification issued by the Spanish
Agency of Medicine and Healthcare Products.

Global network of established partnerships over

60 countries. European Production: 2 Manufacturing

plants (22.000 m?in total) located in Spain.

CONTACT US

@ Autovia de Logrono Km 7,4 - Pol. Ind. Europa 2, nave 1
50011 Zaragoza (Espana)

© lab-argenol@laboratorios-argenol.com

® +34976 336 266



Praduct Name: Nitrol
BATCH NUMBER
BATCHSIZF
QUANTITY

ANALYSIS

Appearance {(Visual]

Identifieation A {EP}

Identifweation B1EP)

{dentification U {EF}
Identfication 12 {EP)}
pHEP)

foss on drying (EP)

sailphated ash (617}

Manufacturing Address: blo.

2500200, China,

Hnan s Pharmaceustical (hemistry Co.itd Tomaik sagﬁsﬁiéﬁdapharingxxn\

TEL: +B6-B31-BROENI4 FAX: +86-551-889001114

Certificate of Analysis

Fwéa&ﬁ&

6131 Loengguan Road,

%ﬁﬁﬁﬁ{&ﬁmﬁ% gjaan%qi? r}istrifi- Hinan City, ﬁ?:zmdc;ng Prowviwe

A Noo PR 0200400

'U~BF‘ % Boid g a ten TEST DATE November 23 20
ke MAMUBACTURE DAGE Mavember 19,20
50K RETEST DATE November 17,23

SPECHACATION

Yellow or browrush-vellow crystalline powder

The ratic of the abuorbance measured at the maximum a: 375 nm
to that measured ar the maxims at 260 nm is 11580 130

Exarmne by iafrered absorption spectrophotoimetry, companng
with the spectrum sbtained with nitrofurat CRS.

The principal spot in the chromatogram oblamed with the tost
solasion 1§ simidar | position, colour and size to the prinvipal
spot in the chromatogram obtained with the reference solution.

A violet-red colour s produced.

2207l

Mot more than 052

Mot more than 0.1%

Related substancos (HPLOY (EP)

1.2-busf{G-nitrohuran-2-v 1)
methylidene] diazane
(B-natrofuran -2y Bmethylone
diacetate

Any unspevified impusity
Total impurities

Assay (UYI{EP)

Residual Acetic Acid

T T
Conclusion: This batch of prodiet "(,; apol won,

13 ﬁkﬁ"nl.gi%m Date; iiﬁjm}c. 12 o

Ft'x‘.pdmd by Ga

Reviewsed by (QA:

We hereby certify that the above information is authentic and aec urrm' :

Mot more thag 5.5%
Not more than 38%
Mot more than §0H0%
Mot more than 1.0%

970 ke 10R.0% of CHav s Calculated on the dried basis

Nestmone than li}l-"fﬁpm

S e vl S ot - '_i 29)@. ‘ .zli.'ﬂ';

RESULT

Yeltow crystaliine

powider

Conlorms

Conformes

Lonkerms

Conforms

#

1%

O.04%

COOR%
312%

P i%

FElppan

s batch has been manuiachured, wcluding

packaging and guality control, at the sheve-mentioned sitefs} in full conspliance with Gurdelines in JCH (7. The bateh
procescing, packapging and analvsis records were reviewed and found to be in compliance with GMP

Cuatitied Ferson:

Wang Shua Sigred/ Date: gépff 30 12 04

Page 1 of
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BOLLETTINO DI ANALISI

SPETT.LE

BRENNTAG S.R.L.

STR.DRUMUL GARII NR.2 BIS

077040 CHIAJNA JUD.ILFOV-ROMANIA

CODICE PRODOTTO: 157809
NOME PRODOTTO: GLICERINA 99,7% VEG.EP'E422'

202172008974
DATA SCADENZA: 21-09-2026

DATA ANALISI: 22-09-2024

DEL: 21-09-2021LOTTO:

DDT: 2021 G1 29995

DATA PRODUZIONE: 21-09-2024

DESCRIZIONE

C3H803
Liquido viscoso,limpido e incolore.

APPLICAZIONE

Limitatamente al prodotto confezionato in fusti, codice commerciale 157809, segnaliamo che in conformita al
Regolamento 2018/213 esso non pud essere utilizzato nei seguenti settori:

formule per lattanti, formule di proseguimento, alimenti a base di cereali, alimenti per la prima infanzia,
alimenti a fini medici speciali creati per soddisfare le esigenze nutrizionali dei lattanti e dei bambini nella

prima infanzia,

bevande a base di latte e prodotti analoghi specificamente destinati ai bambini nella prima infanzia.

DATI ANALITICI

C | DESCRIZIONE ANALISI NOTE MAX | VALORE TOLLERANZA | U.M. METODO RISULTATO

/ MIN ANALITICO

I TIP

C | IDENTIFICAZIONE A,B: conforme CONFORME
C | TITOLO SUL SECCO MINIMO 99,70 99,90
C | UMIDITA MASSIMO 0,5000 % 0,0800
C | COLORE APHA MASSIMO 10 CQ10 3
C | CENERI SOLFORICHE MASSIMO 100 ppm <100
C | CLORURI MASSIMO 10 ppm <10
C | METALLI PESANTI MASSIMO 5 ppm <5
C | PIOMBO MASSIMO 2,00 ppm <0,05
C | ARSENICO MASSIMO 3,00 ppm <0,02
C | CADMIO MASSIMO 1,00 ppm <0,02
C | Indice di rifrazione 1,4725 +/- 0,0015 |° 1,4737
C | CONTENUTO IN ESTERI ml HC1 0,1M MINIMO 8,00 9,40
C | COMPOSTI ALOGENATI MASSIMO 35 ppm <35
C | CONTENUTO IN ZUCCHERI conforme CONFORME
C | IMPUREZZE A (Dietilenglicole) MASSIMO 0,1 % <0,1
C | IMPUREZZE B (Etilenglicole) MASSIMO 0,1 % <0,1
C | IMPUREZZE C (Propilenglicole) MASSIMO 0,1 % <0,1
C | IMPUREZZE con RT<RT glicerolo MASSIMO 0,1 % <0,1
C | IMPUREZZE TOTALI con RT>RT glicerolo MASSIMO 0,5 % <0,1
C |DENSITA' , a 20°C 1,2629 +/- 0,0004 1,2630
C/I = CONTROLLATO / INFORMATIVO

CONFORMITA'

Additivo alimentare conforme ai requisiti del Regolamento UE 231/2012.

I1 prodotto & conforme ai limiti della Farmacopea

I1 prodotto & analizzato dal produttore secondo i metodi di legge.

DICHIARAZIONI

I1 prodotto non viene trattato con radiazioni ionizzanti.

Prodotto esente da solventi residui citati nella CPMP/ICH/283/95.

I1 prodotto & esente da rischio BSE/TSE.

BRENNTAG S.p.a. Uffici Commerciali: Padova (PD) - Via Nuova Zelanda, 10 PAG. 1

Sede Legale e amministrativa

Tel. 049 9201496 - Fax 049 9201498

Milanofiori Strada 6, Pal. A/13
20057 Assago(MI)

Tel. 02 48333.0. (ric. aut.)
Telefax 02 48333.330

Cap. Soc. € 18.300.000,00 i.v.
R.E.A. Ml 472696

Registro Imprese di Milano

e C.F.n. 00835510157

Part. IVAIT 00835510157

Assago(MI) - Milanofiori Sttrada 6, Pal. A/13
Tel.02 48333.0 (r.a.) - Fax 0248333.201
Trezzano s/n (M) - Via Boccaccio, 3
Tel.02 48333.0 (r.a.) - Fax 02 48333.327
Ossona (M) - Via Toscanini, 6

Tel.02 9032281 - Fax 02 90322814
Filago (BG) - Via Delle Industrie, 9
Tel.035 409611 - Fax 035 594761
Bentivoglio (BO) - Via Galliera, 6/2

Tel. 0516035511 - Fax 051 767488
Lugo (RA) - Via Piratello, 68

Tel. 0545 27100 - Fax 0545 33739

Alpo di Villafranca (VR) - Via Dosdega,65
Tel.02 898311 - Fax 02 89831115
Orbassano (TO) - Via Bertone, 6

Tel.011 9626511 - Fax 011 9650291

Anagni (FR) — Via Fratta Rotonda Vado Largo, 6
Tel. 0775 77481 Fax 0775 768250
Pomigliano D' Arco (NA) - Via G. Luraghi, snc
Tel. 081 3291502 Fax 081 8841768
Cepagatti (PE) — S.P di Bonifica, 34/36

Tel. 085 970001 Fax 085 9700588

Palo del Colle (BA) — S.P. per Bitetto

Tel. 080 9911038 Fax 080 624373

Societa con socio unico, Societa soggetta all'attivita di direzione e coordinamento da parte della Brenntag AG



BOLLETTINO DI ANALISI

BRENNTAG &F

I1 prodotto non contiene e non deriva da OGM, pertanto non necessita di etichettatura specifica ai sensi dei

Regolamenti 1829/2003/CE e 1830/2003/CE.

I1 prodotto & esente da glutine.
I1 prodotto non contiene lattice.

ULTERIORI INFORMAZIONI

I1 prodotto deriva da olio di palma.

I1 prodotto non deriva da Jatropha plant.

I1 prodotto & certificato Kosher.

BRENNTAG S.p.a. Uffici Commerciali:

Sede Legale e amministrativa ) )
Assago(MI) - Milanofiori Sttrada 6, Pal. A/13

Milanofiori Strada 6, Pal. A/13
’ Tel.02 48333.0 (r.a.) - Fax 0248333.201
20057 Assago(MI) Trezzano s/n (MI) - Via Boccaccio, 3
Tel. 02 48333.0. (ric. aut.) Tel.02 48333.0 (r.a.) - Fax 02 48333.327
Telefax 02 48333.330 Ossona (M) - Via Toscanini, 6
Tel.02 9032281 - Fax 02 90322814
Cap. Soc. € 18.300.000,00 i.v. Filago (BG) - Via Delle Industrie, 9
Tel.035 409611 - Fax 035 594761
E'E'.Ai MI|472696d. Mil Bentivoglio (BO) - Via Galliera, 6/2
€gistro Imprese di Miiano Tel. 0516035511 - Fax 051 767488
e C.F.n. 00835510157 Lugo (RA) - Via Piratello, 68
Part. IVAIT 00835510157 Tel. 0545 27100 - Fax 0545 33739

Padova (PD) - Via Nuova Zelanda, 10
Tel. 049 9201496 - Fax 049 9201498
Alpo di Villafranca (VR) - Via Dosdega,65
Tel.02 898311 - Fax 02 89831115
Orbassano (TO) - Via Bertone, 6
Tel.011 9626511 - Fax 011 9650291

Anagni (FR) — Via Fratta Rotonda Vado Largo, 6

g
Tel. 0775 77481 Fax 0775 768250
Pomigliano D' Arco (NA) - Via G. Luraghi, snc
Tel. 081 3291502 Fax 081 8841768
Cepagatti (PE) — S.P di Bonifica, 34/36
Tel. 085 970001 Fax 085 9700588
Palo del Colle (BA) — S.P. per Bitetto
Tel. 080 9911038 Fax 080 624373

Societa con socio unico, Societa soggetta all'attivita di direzione e coordinamento da parte della Brenntag AG
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/ Certificate of Analysis m

/ Epsom Salt

chemically pure, FCC

2021-08-04

B.M.P. Bulk Medicines & Werk Werra, Standort HA
Pharmaceuticals GmbH Rene Schaub
PO Box 11 48 Quality Control
D-22801 Norderstedt ., 08620/791377

1 reneschaub@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 /-ltem No.: 7200340538 / 000010 Date of minimum
Quantity: 24 TO durability: 2026-05-27
Loading date: 2021-06-02 K+S Specification: 74961 358-2 (502)
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 %
|dentity Reaction ICP - AES corresponds 0.K.

Lead *) DIN EN ISO 17294-2 (MgS04) <4 mg/kg <= 4 mglkg
Selenium *) DIN EN ISO 17294-2 (MgS04) <30 mgrkg <= 30 mg/kg
Magnesium Sulphate calculated 49.1 % %

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 pariicular purpose.
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Version: EAQ

Effective Date: 2023.01.04

ZHEJIANG HAISEN PHARMACEUTICAL CQO., LTD.

AL AR S e IR R TR F)
Certificate of Analysis/# 38 3R & B

Product Name 7@ 4£ZF; | Metamizole Sodium Monohydrate (Metamizole Sodium, Analgin) %2 Jhiff
Batch Number i, T 2124040314 Quantity # 2 | 1000Kg
Mfg Site £ | 1041 Packing Specification #  #8 | 25Kg/drum
Mig Date A8 | 2024.0422 Expiry Date H A # | 2027.04.21
Certificate No. iR %ST | 2124040314R2 Report Date 5 HH | 2024.05.28
Storage condition fif 7 2 | Protected from light MEIGART
Contents Specification:EP11.0+Customer’s Specification Resnlts of analysis
B O EP1LO+-E Sl WIS R
Appearance White or almost white czystal'ii_nz powder Almost white b!’thdHint: powder
AR g as Rk A RERR
Tdentification (1) Comparing with the spectrum obtained with CRS Conform e
L3 LN SRR o 5 0 L 3 -
{2) Positive B1l' 5 Conltorm F >
{3) Positive 2IEF N Conform #&
{4) Reaction of sodium 4%k 5 M Conform #&
Appearance of solation Meets the requirements s A
IR HEME Conform %
Acidity or alkalinity Meets the requirements TN
BT PN e Conform #4
Related substances (13 Tmpurity C: not more than (.5% A C: REHEE 0.5% <0.03%
HRME {2) Impurity B: not more than ©.15% 2 B: RE®N 0.15% 0.04%
(3) Unspecitied impurities: for each impurity, not more than 0.05% <0.03%
AIGERR: BB 0.05% o
{4) Towlimpuritics: not moere than 0.3% MAFE. AEET 0.5% 0.08%
Sulfates WRAEEE <0.1% <0.1%
Heavy metals E &2 =0.002% <0.002%
Loss on drying T4 E 4.9%5.3% 5.1%
Assay(dried substance) o
&8 (TR 99.0%-~101.0% 99.3%

Solubility
B

Very soluble in water, slightly soluble in ethanol (96 percent), practically
inseluble in methylene chloride

Conform &4

Endotoxin N HER <0.14EU/mg <0.14EU/mg
Residual solvent (1) Methanof: Not more than 0.3% . R 0.3% Not detected S5 H
HRRE R {2) Ethanol: Not more than 0.5% 28 B 0.5% 0.006%
Micmbi'cﬂ Himnit (1) TAMC< 1(Pcfin/g FERF A <100y < Ix19Pctig
AL (2) TYMC< 10%fu/g T . B E<10ctwg <1x10'cfulg

(37 E.Coli: Not detectable KpEaE.: TEHh Not detected Fif

Conglusion: Cenmrmmﬂ to EP11. (}+Custemer s Specification,
§wz Py E g
DIRECTOR OF QU DEPT ei;%;?%m CHECKER ( B A REPORTER (%5 A0
CATYUEIUN (FERE) }%«%ﬁ FAawg £ 5 Tyl ZHANG SHUTING (Fhagis)
A ? b gﬁ,&
RN BT RGN AE AT, ?;@ger%u of Eﬁgjzaw Haisen Phasmnceutionl Co.. L1,

Add: Hiangtan Vi

A58, ‘Lm%hz Strest, imﬂgaszg Sﬁﬁys Zhejinng Provices 322104, China, Tof: 86-579-88773 105

ER Y szr;i%$ﬁﬁ*ﬁ3*£%i‘if? A, Wil 322104, Wik 0B79-BATTII0N




MM EHREHLELARAF
Sichuan Wusheng Chunrui Medicine Chemical Co., Ltd.
i 5o e 75 B
Certificate of Analy51s
— _ R e

t ITEM i PROCAINE  HYDROCLHILORIDE

BATCH NO 20250313 i QUANTITY 150KGS

PACKING 25K G/ Bucket LOT NO 20230313

PRODUCTION DATE Mar 13 2075 EXPIRY DAL Mar 12, 2029

| STANDARD x EP10.0
Tﬁiﬁ? e R, T
INDIEX STANDARD PRESULLS
e ————— e T R .
APPE ’-\R\\JCE : Wiute Cl'\«‘-:l.u]llllt: p(mdu or u)lm’]ﬂq crwml i Conlorm ;
) A Melting point: 154C~1587C | 155.0C-155.5C
IDENTIFICATION ' B.IR ! Conform
E.IL gives reaction(a)of chlorides Conform
ACIDITY - PH5.0-6.5 | PH-S8

| Clear and colourless . Conlorm

Appearance oi mlutlon
Eg T

LOSS ON DRYING
l[EA\t‘( METAL‘: = 0.0005% Conlorm

% L 0.05%

RELATED SL L’.\j A\NL L\ Any 1mp1|rm O (J::"
EERRE ; o =.
SULPHATED ASH. <0.1% | 0.05%

T - R a— A o L g
ASSAY (ON DRY BASIS) 99.0-101.0%
ke -

| Microbial limit
G A 5 {
BACII*RI‘\L ENDOTOXINS | =0.6Eu/mg s
CONCLLUSION

Conform

&kw ‘ e
| REPORTER o5 ol |0

| EEE




Code: N-I-FS-002
Rev.: 04
SAFETY DATA SHEET Rev. Date: 07/02/2022
COCOA BUTTER
Nederland PAGE.: 1 of 7
BRAND NAME: COCOA BUTTER
1. IDENTIFICATION OF PRODUCT AND COMPANY
Identification of product:
Brand name: COCOA BUTTER
Identification of company:
NEDERLAND, S.A.
Ctra. De la Vila, n® 48
08840 — VILADECANS
Tel.: +34.93 637.34.72
Fax.: +34. 93 637.28.86
Recommended use of the chemical and restrictions on use
Recommended Use Ingredient for Food or Cosmetics.
Uses advised against No information available

2. HAZARDS IDENTIFICATION

Classification

OSHA Regulatory Status

This chemical is not considered hazardous by the 2012 OSHA Hazard Communication
Standard (29 CFR 1910.1200)

Label elements
Emergency Overview

Appearance: tan colored fat
Physical state: Solid
Odor: strong chocolate odor

Hazards not otherwise classified (HNOC) Not applicable

Other Information Not applicable

3. COMPOSITION / INFORMATION OF COMPONENTS

COCOA BUTTER
Dangerous components: None

The product contains no substances which at their given concentration, are
considered to be hazardous to health.

4. FIRST AIDS MESURES

Description of first aid measures

Eye contact Rinse thoroughly with plenty of water for at
least 15 minutes, lifting lower and upper
eyelids. Consult a physician.

Document valid until further review




2\ Code: N-I-FS-002
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= SAFETY DATA SHEET Rev. Date: 07/02/2022
COCOA BUTTER

Nederland PAGE.: 2 of 7

Skin contact Wash skin with soap and water.

Inhalation Remove to fresh air.

Ingestion Clean mouth with water and drink

afterwards plenty of water.

Most important symptoms and effects, both acute and delayed
Symptoms No information available.

Indication of any immediate medical attention and special treatment needed
Note to physicians Treat symptomatically.

5. PROTECTION MEASURES FOR FIRE EXTINCTION

Suitable extinguishing media

Use extinguishing measures that are appropriate to local circumstances and the

surrounding environment.

Unsuitable extinguishing media CAUTION: Use of water spray when
fighting fire may be inefficient.

Specific _hazards arising from the No information available.
chemical

Explosion data
Sensitivity to Mechanical Impact None.
Sensitivity to Static Discharge None.

Protective equipment and precautions for firefighters
As in any fire, wear self-contained breathing apparatus pressure-demand,
MSHA/NIOSH (approved or equivalent) and full protective gear.

6. MEASURES TO TAKE IN CASE OF ACCIDENTAL SPILLAGE

Personal precautions, protective equipment and emergency procedures
Personal precautions Ensure adequate ventilation, especially in
confined areas.

Environmental precautions
Environmental precautions See Section 12 for additional Ecological
Information.

Methods and material for containment and cleaning up

Methods for containment Steps to be Taken in Case Material is
Released or Spilled: Dike and contain the
spill  with inert material (ie: sand,
earth,sawdust) and transfer liquid and
solid diking material to separate
containers for recovery or disposal. Wash
floor area with hotwater solution. Remove
contaminated clothing and wash before
reuse. Wash affected skin areas with

Document valid until further review




Nederland

BARCELONA 1935

= SAFETY DATA SHEET
COCOA BUTTER

Code: N-I-FS-002
Rev.: 04
Rev. Date: 07/02/2022

PAGE.: 3 of 7

Methods for cleaning up

7. MANIPULATION AND STORAGE

Precautions for safe handling
Advice on safe handling

soap and water. Keepspills out of all
sewers and bodies of water.

Pick up and transfer to properly labeled
containers.

Handle in accordance with good industrial
hygiene and safety practice.

Conditions for safe storage, including any incompatibilities

Storage Conditions

Incompatible materials

Keep containers tightly closed in a dry,
cool and well-ventilated place, under the
hygienic-sanitary suitable precautions.
None known based on information
supplied.

8. LIMITS OF EXHIBITION AND MEASURES OF PERSONAL PROTECTION

Control parameters
Exposure Guidelines

Appropriate engineering controls
Engineering Controls

This product, as supplied, does not
contain any hazardous materials with
occupational

exposure limits established by the region
specific regulatory bodies.

Showers
Eyewash stations
Ventilation systems.

Individual protection measures, such as personal protective equipment

Eye/face protection

Skin and body protection
Respiratory protection

General Hygiene Considerations

Wear safety glasses with side shields (or
goggles).

Suitable protective clothing.

If exposure limits are exceeded or
irritation is experienced, NIOSH/MSHA
approved respiratory protection should be
worn. Positive-pressure  supplied air
respirators may be required for high
airborne  contaminant  concentrations.
Respiratory protection must be provided
in accordance with current local
regulations.

Handle in accordance with good industrial
hygiene and safety practice.

Document valid until further review
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9. PHYSICAL AND CHEMICAL PROPERTIES

Information on basic physical and chemical properties

Physical state
Appearance
Colour

Odour

Odour threshold

Property

pH

Melting point / freezing point

Boiling point / boiling range

Flash point

Evaporation rate

Flammability (solid, gas)

Flammability Limit in Air
Upper flammability limit:
Lower flammability limit:

Vapor pressure

Vapor density

Relative density

Water solubility

Solubility in other solvents

Partition coefficient

Autoignition temperature

Decomposition temperature

Kinematic viscosity

Dynamic viscosity

Explosive properties

Oxidizing properties

Other Information
Softening point
Molecular weight
VOC Content (%)
Density

Bulk density
Volatility

Solid

Tan coloured fat

Light yellow

Cocoa. Typical

Characteristic of cocoa

Values

No information available

30-36 °C
>120 °C
>250 °C

No information available
No information available

No information available
No information available
No information available
No information available
No information available

Insoluble

No information available
No information available

>300 °C

No information available
No information available
No information available
No information available
No information available

No information available
No information available
No information available
No information available
No information available
No information available

10. STABILITY AND REACTIVITY

Reactivity

Chemical stability

Possibility of Hazardous Reactions

No data available

Stable
conditions.

Conditions to avoid

Extremes of
sunlight.

Document valid until further review

under recommended
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None under normal processing.

temperature and direct
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Nederland PAGE.: 5 of 7
Incompatible materials None known based on information
supplied.
Hazardous Decomposition Products None known based on information
supplied.
11. TOXICOLOGICAL INFORMATION
Information on likely routes of exposure NOT TOXIC
Product Information
Inhalation No data available
Eye contact No data available
Skin contact Not irritant.
Ingestion No data available
Information on toxicological effects
Symptoms No information available.

Delayed and immediate effects as well as chronic effects from short and long-term
exposure

Sensitization No information available.
Germ cell mutagenicity No information available.
Carcinogenicity No information available.
Reproductive toxicity No information available.
STOT - single exposure No information available.
STOT - repeated exposure No information available.
Aspiration hazard No information available.

Numerical measures of toxicity - Product Information

12. ECOLOGICAL INFORMATION

Ecotoxicity

Persistence and degradability No information available.
Bioaccumulation No information available.
Other adverse effects No information available

13. ELIMINATION OF RESIDUES

Waste treatment methods

Disposal of wastes Disposal should be in accordance with
applicable regional, national and local
laws and regulations.

Contaminated packaging Do not reuse container.

Document valid until further review
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14. INFORMATION RELATIVE TO THE TRANSPORT

Not dangerous product according to the criteria of the regulation of the transport.

DOT Not regulated
ICAO (air) Not regulated
IMDG Not regulated

15. DISPOSITIONS (REGULATIONS) OF LEGAL CHARACTER

Labelling according to the CEE Boards: Not dangerous product

Indication of dangerousness: Not applicable
Phrases R: Not applicable
Phrases S: Not applicable
International Inventories * Complies

* TSCA (United States Toxic Substances Control Act Section 8(b) Inventory), DSL/NDSL (Canadian Domestic Substances
List/Non-Domestic Substances List), EINECS/ELINCS (European Inventory of Existing Chemical Substances/European List
of Notified Chemical Substances), ENCS (Japan Existing and New Chemical Substances), IECSC (China Inventory of
Existing Chemical Substances), KECL (Korean Existing and Evaluated Chemical Substances), PICCS (Philippines
Inventory of Chemicals and Chemical Substances), AICS (Australian Inventory of Chemical Substances)

US Regulations

Federal

SARA 313

Section 313 of Title Il of the Superfund Amendments and Reauthorization Act of 1986
(SARA). This product does not contain any chemicals which are subject to the reporting
requirements of the Act and Title 40 of the Code of Federal Regulations, Part 372

SARA 311/312 Hazard Categories

Acute health hazard No
Chronic Health Hazard No
Fire hazard No
Sudden release of pressure hazard No
Reactive Hazard No
CWA (Clean Water Act)

This product does not contain any substances regulated as pollutants pursuant to the
Clean Water Act (40 CFR 122.21 and 40 CFR 122.42)

CERCLA

This material, as supplied, does not contain any substances regulated as hazardous
substances under the Comprehensive Environmental Response Compensation and
Liability Act (CERCLA) (40 CFR 302) or the Superfund Amendments and
Reauthorization Act (SARA) (40 CFR 355). There may be specific reporting requirements
at the local, regional, or state level pertaining to releases of this material

State

California Proposition 65 This product does not contain any
Proposition 65 chemicals

Document valid until further review
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BARCELONA 1935

U.S. State Right-to-Know Regulations
U.S. EPA Label Information
EPA Pesticide Registration Number Not applicable

16. OTHER INFORMATION

NFPA Health hazards 0 Flammability 0 Instability O Physical and Chemical Properties
HMIS Health hazards 0 Flammability 0 Physical hazards 0  Personal protection X

Disclaimer

The information provided in this Material Safety Data Sheet is correct to the best of our
knowledge, information and belief at the date of its publication. The information given is
designed only as a guidance for safe handling, use, processing, storage,
transportation, disposal and release and is not to be considered a warranty or quality
specification. The information relates only to the specific material designated and may
not be valid for such material used in combination with any other materials or in any
process, unless specified in the text.

Document valid until further review



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 : Ph.Eur Report Date : 17.04.2025
Batch / Lot No. : 64020125 Mfg. Date : Jan-2025
Quantity : 50.00 Kg Expiry/Retest Date : Nov-2029
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 Compli
Spectrophotometry Papaverine HCI Working Standard. e
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 and 149°C

148.5°C. Complies

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

N . Solution S is clear and not more intensely colored than reference 2 ;
Appearance of solution Complies

solution BY.

pH

Between 3.0 and 4.0.

3.20, 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 %.

0.12%, Complies

Sulphated ash (% w/w)

Maximum 0.1 %.

0.02%, Complies

Assay (% wiw)

Between 99.0 % and 101.0 % (dried substance).

100.2%, Complies

Page no:1 of 2



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

A\PAVERINE HYDROC
Product Name : PAPAVERI OROCHEORIDE | s o 17.04.2025
Ph.Eur
Batch / Lot No. : 64020125 Mfg. Date : Jan-2025
. 5 —
Quantity : 50.00 Kg Expiry/Retest Date : Nov-2029
Test Parameter Specification Result

ADDITIONAL TESTS

Residual solvents (by GC-HS)

Chloroform  {Not more than 60 ppm. *ND, Complies
Toluene Not more than 100 ppm. 11 ppm, Complies
Mesitylene Not more than 70 ppm. *BQL, Complies

Microbial analysis

Total bacterial count

Not more than 100 cfu/gm

10 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.

L
REMARKS: The above baich complies/dees-not-comply 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 : w

Date : QD[Dg’f;LS"

LOQ Value ?Ei Y -
. oy !
2 ppm ’,-;/\gk?‘ fﬂ RN
ey 25
T I A\
3 ppm e ~ i
\“ ~/;
7 88y
Ry S * 20
Reviewed by : Approved by: M
Date /( Date : o Al
oo 25 e ol hon

Page no:2 of 2



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

Date: 2024-10-25

Product name : PIONIER 2901 Date of delivery: 2024-10-28
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
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

171

Headquarters:
H&R Group

Phone
Fax

CAN T ISOGIFC 17025

Am Sandtorkai 64

20457 Hamburg, Germany
+49 40 43218-0
+49 40 43218-400
Internat www. hur.com

Mineral oil and vaseline plant:
Tudapetrol Mineraldlerzeugnisse
Nils Hansen CmbH & Co. KG*
Halskestralie 30-34

22113 Hamburg, Germany
Phone +45 40 781108-0

Fax +49 40 781108-193

Refinery Salzbergen:

H&R ChemPharm GmbH*®, **
Neuenkirchener Stralke &
48499 Salzhergen, Germany
Phone +49 5976 945-0

Fax +49 5976 945-624

Refinery Hambury:

H&R Olwerke Schindler GmbH*, **

Neuhdfer Briickenstr, 127-152
21107 Hamburg, Germany
Phone  +49 40 32523-0

Fax +49 40 32523-285
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LABORATORIOS

ARGENOL

Page 1

www.laboratorios-argenol.com
LABORATORIOS ARGEMNOL S.L.
Autovia de Logrofio Km 7,400, Pol, Europa 2, Nave 1
50011 Zaragoza (Spain)
Tel. +34 976 336 266 - Fax. +34 976 533 659
lab-argenol@laboratorios-argenol.com

CERTIFICATE OF ANALYSIS

PRODUCT:
BATCH NUMBER:

SILVER PROTEINATE
PTOR24-0354

DETERMINATIONS

Characteristics

Characteristics: solubility

Identification A. Reaction of silver
Identification B.

Identification C.

Solution S

Appearance of solution

Alkalinity

Silver Salts

Silver content

Loss on drying

SPECIFICATIONS

Light yellow-brown to brown powder. Odourless.
Hygroscopic

Practically insoluble in alcohol and ether. Slowly but
easily soluble in water.

White precipitate dissolves on dilute ammonia
Colorless

Violet color

Complete

Without residue after 30 min

=>1.5ml NaOH 0.1N

No opalescence

7.5-85%

<=8%

RESULTS

CORRECT

CORRECT

CORRECT
CORRECT
CORRECT
CORRECT
CORRECT
3.3
CORRECT
7.8
3.7

METHOD

FRENCH Ph. IX

FRENCH Ph. IX

FRENCH Ph. IX
FRENCH Ph. IX
FRENCH Ph. IX
FRENCH Ph. IX
FRENCH Ph. IX
FRENCH Ph. IX
FRENCH Ph. IX
BELGIUM Ph. VI
BELGIUM Ph. VI

MANUFACTURING DATE: 11/06/24

RETEST DATE: 11/06/27

E¥

10/07/24

LABORATORIOS

ARGENOL

Aultvia 84 Logrofe i, 7,400

Tl

POC/032 - ANEXO 3

Poligong EurcaT/ dave *
5004y . 7 AR 'y

970 JTEEEE

TERESA BARRENA

FEE N T T8 BT 36 5o

QUALITY ASSURANCE



MWEIFANG_SHENC_-ETA! M

EDICINE CO., LTD.

CERTIFICATE OF ANALYSIS IS4

QR-962-03

Product Name MDextrose Anhydrous JG7K %] %) fil Grade O Pharma Grade Zj 2k
P AR ODextrose Monohydrate — 7K i %j 4 ) M Injection Grade VEH 2
Batch No. Order No.
) 20241001 TR 02
Packing _25 kg/bag Quantity
L 25 TH/ H 152000ke
Manufacture Date October 1, 2024 Expiry Date September 30, 2026
A H 2024410 A1 H A 33 2026 49 H 30 H
Inspection Date October 2, 2024 Reporting Date October 9, 2024
K56 H 2024 £ 10 H 2 H Rt H 2024 £ 10 H 9 H
Standard #6536 f&k 4% MIBP 2022 MEP_10.0 and ChP 2020 requirements WMBP 2022 MEP 10.0 Frui & oH[E 25 #2020 FrifE
Items Standard Results Conclusion
L ;3 &R g
Appearance White or almost white, crystalline powder . .
H0 1 €0 B30T 1] €022 i P White crystalline powder conform
Solubility Freely soluble in water, very slightly soluble in ethanol(96 [Freely soluble in water, very slightly conform
VIR percent) 5 i T 7K, WSS T £ (96%) soluble in ethanol(96 percent)
A. Specific Optical Rotation Lt jiE/%+52.5°~+53.3° +53.0° conform
B. The principal peak in the chromatogram obtained with chro mgt]g e;mcé%?;i%%kv:/?t;hfh e test
the test solution is similar in retention time and size to the solution ?S similar in retention time
principal peak in the chromatogram obtained with reference and size to the princial peak in the conform
solution (a).fisk h v s i 1 e e R B K/ b | e e R with
R (2) (1 P T AT chroratogram g aines Wi
e reference solution (a).
Iden,t,f'tﬁ?t'on C. The principal spot in the chromatogram obtained with The principal spot in the
= the test solution is similar in position, colour and size to the |chromatogram obtained with the test
principal spot in the chromatogram obtained with reference |solution is similar in position, colour conform
solution (a). LI ih AR (i B b E B0 AL &, Hifh. | and size to the principal spot in the
KNG hrE @) i RS A & . Bife. K/ chromatogram obtained with
AHARL reference solution (a).
D. A red precipitate is formed. J& 4l BTIED) A red precipitate is formed conform
E. Water /K% [17.5%-9.5% M<1.0% 0.15% conform
Appearance of The solution is clear and not more intensely coloured than | The solution is clear and not more
Solution reference solution BY intensely coloured than reference conform
VAL £ R I VBT Hk T2 BYy solution BY7
Content & & 97.5%-102.0% 100.2% conform
Conductivity Hi 5% <20pS-cm-1 1.6uS-cm-1 conform
Maltose and Isomaltos 2 25 ¥ Fll 7 3 25 0 24 J5i M f1<0.4% 0.07% conform
Maltotriose # %f = %% Jfi<0.2% 0.01% conform
Related Substances A
P Fructose J ¥ 4% )51 <0.15% 0% conform
Unspecified 7 %14%)5<0.10% 0.01% conform
Total Impurities &1 245 <0.5% 0.08% conform
Dextrin ¥k The substance dissolves completely ¥ i 76 2 G i The substance dissolves completely | conform
Soluble Starch,
Sulfite A& METERT <15ppm <15ppm conform
i R £
Aerobic Plate Count
= R <1000cfu/g <10cfulg conform
Moulds and Yeasts
%*D E?:%\i& SlOOCfU/g <1OCfU/g conform
Escherichia Coli .
N A Negative/g Not detected conform
Bacterial Endotoxin
T, <1.25EU/g <0.3EU/g conform

oY

R PG

Conclusion: The products meet the requirements of MIBP 2022 MEP 10.0 and ChP 2020 requirements.
MBP 2022 MEP 10.0 #rifE S [E 25 82020 bk

Analyst £560 A :

Reviewer E#Z A\

Approver H LA
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' | ' CERTIFICATE OF QUALITY FOR SODIUM BICARBONATE
TATA EP/USP- EXTRA FINE GRADE

COMPANY ASTRON CHEMICALS SA

OUR ORDER NO. 3010129147 | ITEM NO | 3195SB00950
CUSTOMER REF. 2400661 / EST2024/066

QUANTITY 19.000 PACKAGE 42 X 25 KG PAPER SACKS
BATCH NUMBERS 0000104063 0000104365 0000105589

PACK DATES 10-FEB-2025 11-FEB-2025 18-FEB-2024

RETEST DATE 365 Days from pack date

CUSTOMER INFO

This certificate confirms that the above product complies with the following limits:

CHEMICAL COMPOSITION

Limit

Identification Gives reactions characteristic of sodium salts and of bicarbonates
Normal Carbonate passes test
Mercury* Hg mg/kg 0.1 max
Sodium Bicarbonate NaHCO; % 99.0-100.5
Loss on Drying Weight Loss % 0.25 max
Ammonium NH,4 mg/kg 20 max
Arsenic As mg/kg 2 max
Calcium Ca mg/kg 100 max
Chloride Cl mg/kg 150 max
Lead Pb mg/kg 2 max
Iron Fe mg/kg 20 max
Sulphate/Limit of sulphur compounds SO, mg/kg 150 max
pH of a freshly prepared 5% Solution 8.6 max
Residual solvents (USP) Meets the requirements
Insoluble Substances 1g dissolves completely in 20 ml. of water to give a clear solution
PARTICLE SIZE

Microns % by Weight*
Retained on 250 0.2 max
Retained on 125 2.0 max
Retained on 63 25.0 max

* Limits expressed as non-cumulative values

Signed:......ccceeeerieiireecdnnnas el
Date 20-MAR-2024

| Ref SSRBOO1E

m | TATA CHEMICALS EUROPE LIMITED
Winnington Lane, Northwich, Cheshire CW8 4GW, United Kingdom
Tel +44 (0) 1606 724000 Fax +44(0) 1606 781353 www.tatachemicals.com
VAT Reg No. GB 593653895 Private Limited Company, Registered in England. Registered No. 2607081
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ADMO1/FT005/GENERAL

Date d’édition: 09/11/2021

STELLA

LANOLINE STELLUX AI 10/40

Nom CTFA ou INCI Lanolin
Composition Fatty acid and fatty alcohol esters, obtained by the
refining of wool grease.

Quality Euro. Pharm III and current USP

CAS # Lanolin : 8006-54-0- BHT : 128-37-0

EINECS # Lanolin : 232-348-6- BHT : 204-881-4
Dropping point (°C) 38-44
Melting point (°C) 36-42
Acidity (%) (FFA) 0.50 max
Acid value (mg KOH/g) 1 max
Loss on drying (1h @105°C) (%) 0.5 max
Sulfated ash (%) 0.15 max
Saponification value (mg KOH/g) 90-105
Iodine value (Wijs) 28-38
Water-soluble acids/alkalies conform
Water-soluble oxidants conform
Peroxide value (meq) 20 max
Water absorption (%) 200 mini
Paraffins (%) 1 max
Chlorides (ppm) 150 max
BHT content (ppm) 200 max
Pesticides content (ppm)* 40 max
Color (Gardner) a 80°C 10 max.

” " s6S

* Organo-chlorinated, organo- phosphorated et pyrethroid pesticides

S.A.. au capital de 1 950 000 euros

Zoning industriel — Rue des Garennes 9B — B-7700 Mouscron. BELGIUM
Phone # (32) 5656 1843 — Fax # (32) 5656 1848 — stella@stella.fr

R.C. Tournai 60.577 — VAT # BE 425 151 097



ZHHL (FM) AR S

Wugan Pharmaceutical (suzhou) Co., Ltd.

BB R EF %
CERTIFICATE OF ANALYSIS #1mM, &£17 pagelofl
oo yA Fik F R o oA R4 B # 202503 F 14 H
Name of product Sulfathiazole Sodium Report Date March 14, 2025
Fid 5 250201 A 7 8 2025 5 02 A
Lot NO. Manufacture Date February, 2025
# 250kg HAHE 2028 402 A
Net weight Expiry Date February, 2028
AL B ARER AL BB F
ANALYTICAL ITEMS SPECIFICATION ANALYTICAL RESULTS
X ;‘::, 2 2:&: 5] ‘ﬁ.,‘; E~ AN .
- A white or yellowish crystalline particle or . X
Description White crystalline powder
powder.
Y& & . . . .
. 200°C~203°C 2000C~201C
Melting range
A1 A5ty 2B B 8 g 52t BB ey | i — 2 Lt R E—F
Identificationl Conforms to RS. Conforms to RS
K2 EFHE TR LA EERNM
Identification2 Is the first identification of aromatic amines. Positive reaction
N & Y NE AN N .
1/!&1{%‘]3 .7}446\4&:191'_#‘];&5&\%’]};(}/0 ii}i}i
AN Identification of sodium salt in aqueous - .
Identification3 . Positive reaction
solution.
B
Alkalinity pH9.0~10.0, 9.8
% 4% R
AR <0.5% <0.5%
Related substances
‘.‘?(ﬁ\/% KN
< 1=
<20ppm Complies
Heavy metals
THRAE 22.0-27.0% 25.0%
Loss on drying
» AR R
AR Total number of |__ ..
A aerobic bacteria 13 1110°%fulg
Microbial T Not more than 103cfu/g <10
limit | ™ p WSR3t 10%cfulg <10
B 2
Total number of Not more than 10%cfu/g
mold and yeast
N AF $it, 4 CoHsN3NaO,S; & 7~ ) F 99.0% H 1~
) z X F 101.0% 99.5%
NLT 99.0% and NMT 101.0% of CoHsN3NaO2S,calculated '
Assay on the dried basis99.0-1001.0%
o on &4 FEHBH
According to BP2012
2% i oA
Conclusion Complies

B R4
Analyst:

EE: TEF
Checker:

Supervisor:

NO.159 Dongguan Road, Tuncun ,Tongli Town, Wujiang District,Suzhou,Jiangsu,China 215216
TEL: +86-512-63371371 FAX: +86-512-63371236



8R-CQL-F-055
TALC ANALYSIS CERTIFICATE Data: 18/05/2023
F : Folha: 1/5

B

PRODUCT: TALMAG PH RMA-S

BATCH: CPA1162Y

OTY. it 25,000

PRODUCTION/DATE (S): 10/06/2024

INVOICE: 000016/24 i QUANTITY SHIPPED: 25,000

= ]_ T g

Whiteness L* (CIE) (%) BR-COL-A-027 ;

Soluble in HCI (%) BR-CQL-A-003 06 Max. 2,0
Residue on 200# (75pm) (%) BR-COL-A-004 1.4 Max. 1.5
Loose density (gfem?} BR-COL-A-007 0,35 0,35/0,45
Loss on ignition (%) use 53 Max. 7,0
Total aerobic microorganisms (UFClg)  USBP ™ <10 Max. 100
Total of yeasts and molds (UFClg) UspP “* <10 Max. 10
Gram negative rods - LGP - Absent Absentin 10g
P aeruginosa - usp Absent Absentin 10 g
E. coli - use = Absent Absentin 10g
S. entérica - ugp e Absent Absentin 10g
5. aureus ssp - LspP™* Absent Absentin 10 g
C. albicans - usp - Absent Absentin 10 g
Clostridium spp. : = usg ** Absent

_Absentin 10.€

: Reesentaﬂva results for bateh ( 25,000 tonis) -
_\Whiteness (L*) - Minolta CMBROD flum. C; Obs. 2°

. Expiration date: 60 manths (provided it is kept on the established conditions and in its criginal packaging).

. N° DCB: 08264
_N® of CAS registry: 14807-96-6

|
2
%
4, invoice.
B
8
7. ** Current version

8. This batch of TALMAG PHARMA-S was manufactured using Good Manufacturing Practices for Pharmacautical Excipients (IPEC-PQG)

10/06/2028

. Expiration Dat

; b P
# i
F i
Rl{nrda%ﬂa
g Quimica
cRrRO-BA: 07301585

Ricardo Alves Donato
Quality Control - Brumado - Bahia, Brasil

Date of Issue: 27/06/2024

2

IMI FABI TALCO S/A
vila Catiboaba, sin.® - PARTE Phone: (11) 3080-2772

Zip Code: 46118-396 — Brumado-BA E-mail: info@imifabi.com
State Registration: 132.689.560 NO
CNPJ (Registration of Corporate Taxpayers). 24 809 .672/0001-00




BR-COL-F-055
TALC ANALYSIS CERTIFICATE Data: 18/05/2023
Falha: 2/5

- P T ﬂ : ‘-_-a.‘,—;j e Sl
PRODUCT: TALMAG PHARMA-S Compendium: CBRA1H24
_ BATCH: CPAIlI62Y L : ~ Coa: VL097/2023

Identification *

10 A, To pass test Passes tes! Meets USP
% o8 To pass test Passes test Meets USP
oc To pass test Passes test Meets USP

Absence of asbaestos **

- X-Ray Diffraction To pass test Passes lest Meets USP

Lass on ignition <733> (1075°C) <7.0% 5.1% Meats USP
Magnesium <852 17.0% - 19.5% 18.2% Meets USP
ron <852> <0.25% 0.08% Meets USP
Aluminum <852> = 2.0% 0.20% Meets USP
Calcium <852> < 0.9% 0.05% Maets USP
Lead <852> < 0.001% < 0.0002% (< 2 ppm) Meets USP
Water Soluble Substances < 0.1% = —DW - Meaets USP
Acidity and Alkalinity HCI < 0.4 ml 03ml i Meets USP
. 0.3 ml Meets USP

Acidity and Alkalinity NaOH £0.3ml

1. Analyzed by an independent certified laboratary.

out on a medium-term drilling sample, material that will be mined in the next 8 manths.

2. Analyzes carried

fAg. Quimico
CRQ-BA: 07301585

Ricardo Alves Donato
Quality Control - Brumado - Bahia, Brasil

Date of Issue: 2710512024

IM! FABI TALCO S/A
Vila Catiboaba, s/n.® - PARTE Phone: (11) 3080-2772
Zip Code. 461 1B-396 — Brumado-BA E-mail: info@imifabi.com
State Registration: 132.689.560 NO
CNPJ (Registration of Corporate Taxpayers): 24.809.672/0001-00



BR-COL-F-055
TALC ANALYSIS CERTIFICATE Data: 18/05/2023
- Folha: 3§

1
um: CBRAIH24
Coa: VO'H2023

i

Compendi

PRODUCT: TALMAG PHARMA-S
BACH: CPA1162Y

identification *

10 A, To pass test Passes test Meets PhEur

2 a3} To pass test Passes lest Meets PhEur

oc To pass tes! Passes test Meets PhEur
Production/Asbestos To pass test Passes test S Meets PhEUr
Water Soluble Substances <0.2% T 008% Meets PhEur
Magnesium 17.0% - 19.5% 18.2% Meets PhEur
fron <0,25% 0.06% Meets PhEur
Alueminum $2.0% " o20% Meets PREUr
Cacan <0.9% 0.06% Meets PhEUr
Lead < 10 ppm <2 ppm Meets PhEur
Loss on ignition <7332 (1075°C) <7.0% 4.8% Meets PhEUr
Acidity and Alkalinity HC! soam 03 ml D Meets PhEur

Acidity and Alkalinity NaOH 0.3 ml 0.3 ml Meets PhEuUr

1. Analyzed by an independant certified laboratory.
2. Analyzes carried oulon a medium

drilling sample, material thal will be mined in the next & months
i T e 7 o =g

ng-
CRQ-BA: 07301585

Ricardo Alves Donalo
Quality Control - Brumado - Bahia, Brasil

Date of Issue! 27/06/2024

IMI FABI TALCO SIA
Vila Catiboaba, sin ® - PARTE Phone: (11) 3080-2772
Zip Code: 46118-396 — Brumado-BA E-mail: info@imifabi.com
State Registration: 132.689.560 NO

CNPJ (Registration of Corporate Taxpayers): 24.809.672/0001-00




BR-CQL-F-055
TALC ANALYSIS CERTIFICATE Data: 18/05/2023
: i Felha: 4/5

alytical

ey

PRODUCT: ALMAG PH/’K\R_L\‘/‘I.A—.S - Compendium: CBRATH24
BATCH:  CPAl162Y . o ~ Coa: VL097/2023

Identification To pass lest Passes lest Meets JP

Less on ignition (1050-1100°C) s 7.0% 4 8% Meets JP
Acidity and Alkalinity HCI <04 mi oam Meets JP
Acidity and Alkalinity NaOH €03 mi U.m Meets JP
Acid Soluble Substances <2.0% 0.22% Meets JP
Water Soluble Substances =4.0mg 0.02 mg Meets JP
Magnasium 17.0% - 19.5% 18.2% Meets JP
ron 0.25% ooe% Meets JP
Aluminum C 22.0% 0.20% Meets JP
Calcium < 0.8% 0.05% Meets JP
Lead s 10 ppm < 2 ppm N Meets JP
Arsenic <4 ppm

< 0.1 ppm Meets JP

T T

1. Analyzed by an independent certified laboratory.
2. Analyzes carried outon a medium-teem drilling sample, material that will be mined in the next 6 months.

fg. Quimico
CRQ-BA: 07301585

Ricardo Alves Denato
Quality Control - Brumado - Bahia, Brasil

Date of lssue. _2?f06.’2024

IMl FABI TALCO S/A
Vila Catiboaba, sim.” - PARTE Phone: (11) 3080-2772

Zip Code: 46118-386 — Brumado-BA E-mail info@imifabi.com
State Registration: 132.689.560 NO
CNPJ (Registration of Corporate Taxpayers): 24.809.672/0001-00
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DULLBERG

Certificate of Analysis KONZENTRA
Mat.-No 1000670 Batch-No 0000207121
Product Menthol Ph. Eur. No. of Analysis 40000237328
Company No 102417
Company Brenntag SRL
Lower Upper

Characteristic Value Unit Limit Limit
Appearance (sensorical) Corresponds

Acicular crystals or shining prism
Colour (sensorical) Corresponds

colourless or white
Optical rotation (at 20°C) -49,6 ° -51,0 -48,0
Solubility in Ethanol 96% Corresponds
Solubility set values Corresponds

(2,5gin 25 ml) clear and colourless soluble
| dentity corresponds Ph.Eur.
Melting point 42 °C 41 44
Residue on evaporation 0,01 % 0,05
Acidic or akaline substances corresponds Ph.Eur.
Chromatographic Profile corresponds
I sopulegol 0,15 A% 0,30
Menthol 99,5 A% 99,0
Neomenthol 0,07 A% 0,30
Related substances 1,00 A% 1,00

Observations/ Remarks:

Created
Date

corresponds to Ph.Eur , USP

Date of manufacture 08.05.2023 Date of retest 06.05.2028

WE
01.08.2024

This document was generated by computer and carries no signature.

384/4

Dillberg Konzentra
GmbH & Co. KG
Obenhauptstrale 3
D-22335 Hamburg

DK1_Ph.Eur/USP
Tel: +49-40/507114-0

info@duellberg-konzentra.de
www .duellberg-konzentra.de

Fax: + 49 - 40/ 50 71 14 - 930

Komplementar Verw altungsgesellschaft
Diillberg Konzentra m.b.H.Hamburg
Registergericht: HamburgHR B 37513
Steuernummer: 49 /615 /00287

Kommanditgesellschaft: Sitz Hamburg
Registergericht: Hamburg HR A 47413
Geschaftsfuhrer: Manfred Diillberg

Christian Duillberg

page 1/ 1

Deutsche Bank AG

BIC: DEUTDEHH

BLZ 200 700 00/Kto 49 00007
IBAN:DE51200700000490000700



1 SCL ltalia

Larderello Group
CERTIFICATE OF ANALYSIS
Certificate of Analysis n° : 1057/24 Issue Date: October 04, 2024
Lot. n°: C020224010

Manufacturing date: July 31, 2024
Expiry date: July 31, 2027

SODIUM TETRABORATE DECAHYDRATE EP

The product is an accordance with the European Pharmacopeia 11.0 for sodium tetraborate decahvdrate

[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

pH of 4 % solution 93 9,0 9,6 pH-Meter

Ammonium NH,4 ppm < 10 - 10 European Pharmacopoeia

Sulphate SO, ppm < 10 - 50 lon Chromatography

Heavy metals as Pb ppm < 5 - 20 Colorimetry after concentration

Calcium Ca ppm < 100 - 100 Atomic Absorption

Assay Na,B,O7-10H,O % : 101,9 99,0 103,0 Potentiometric Titration

» 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 3
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

M —ooli

SCL Italia SpA
Via Fabio Filzi 25/A - 20124 Milano, Italy - Tel +39 02 67716820 - Fax +39 02 67716820 - info@larderellogroup.com - www.larderellogroup.com
CCIAAMI 1504336 - C.F. /R.IVA 01231260504 - Cap. Soc. €520.000 i.v.
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Tre divisioni, un’unita di intenti. Produrre gualita.
Three Departments, a unigue will: Produce Quafity.

BFARMALABOR

FARMALABOR [/ FARMALABOR (; " FARMALABOR [

CERTIFICATO DI ANALISI - CERTIFICATE OF ANALYSIS

Prodotto - Product

Conformita - Compliance
Lotto - Batch Number R2433325

Produttore - Manufacturer

EP

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

Data rititolazione - Retest date: 31/12/2029

011166_006 ZOLFO PRECIPITATO PH. EUR. - SULFUR PRECIPITATED PH. EUR. - SULFUR

Materia prima - Raw material QUALITY CHEMICALS - Spagna , Fornal,35-Pol.Ind.Can Comelles Sud, Apdo.de Correos 184 Esparreguera
Data di produzione - Manufacturing date: 17/01/2025

Data di analisi - Analysis date:17/01/2025

NUMERO CAS 7704-34-9 CAS NUMBER 7704-34-9
FORMULA MOLECOLARE S MOLECULAR FORMULA S
PESO MOLECOLARE 32,06 MOLECULAR WEIGHT 32,06
ASPETTO Polvere gialla APPEARANCE Yellow powder
PUNTO DI FUSIONE Ca. 120°C MELTING POINT About 120°C
SOLUBILITA' Praticamente insolubile in acqua SOLUBILITY Practically insoluble in water
Solubile in disolfuro di carbonio Soluble in carbon disulfide
Leggermente solubile in oli vegetali Sligtly soluble in vegetable oils
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

NATURA DEL PRODOTTC

TIPO DI PRODOTTO

Zolfo magistero
Sintetica

Conforme a Farmacopea
Prodotto per uso esterno

OTHER NAMES
PRODUCT SOURCE
TYPE OF PRODUCT

Milk of Sulphur

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 +39 0883 1975 111 SHRTRMAL Tl ESTHIME a1l
Sede legale Via Fozzillo Il traversa a sx, 1 Fax  +39 0883 664824 b e 13 12 s
76012 Canesa di Puglia (Bt) - Italia Fax 800 085 708 GERTIFIATA (A CERTIOUALITY

Sede di rappresentanza Via Palermao, 23 - 20057 - Assago (M1} - Italia
CCIAA di Bari - REAN. 432773 - PIO5676410722 - Cap. Soc. € 360,000,00 iv.
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Tre divisioni, un’unita di intenti. Produrre gualita.
Three Departments, a unigue will: Produce Quafity.

FARMALABOR [t

FARMALABOR (2109

CERTIFICATO DI ANALISI - CERTIFICATE OF ANALYSIS

Prodotto - Product

Conformita - Compliance EP
Lotto - Batch Number R2433325

Produttore - Manufacturer

Data di produzione - Manufacturing date: 17/01/2025

011166_006 ZOLFO PRECIPITATO PH. EUR. - SULFUR PRECIPITATED PH. EUR. - SULFUR

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: 31/12/2029

Data di analisi - Analysis date:17/01/2025

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

;‘-—-‘b’”“"' -.WMEIIQ‘*-% e

P
L

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 Srl
Sede legale Via Pozzillo Il traversa a sx, 1
76012 Cancsa di Puglia (Bt) - ltalia

Sede di rappresentanza Via Palermo, 23 - 20057 - Assago (M) - ltalia
CCIAA di Bari - REAN. 432773 - PIO5676410722 - Cap. Soc. € 360,000,00 iv.

ST 11 - 20/09/2024

Tel +390883 1975111 SieTRu o AE<TUSNE Ul Tl
Fax +39 0883 664 824 i1 ch 123 1208 1018

UM 156 450061, 2010 ;
Fax 200 085 708 CERTIFICATA D ch:lvl.l_zl.l}al i

E-mail info@farmalabor.it
Web  www farmalabor.it
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Certificate of Analysis MXESS

Energizing Chemistry

SC BRENNTAG SRL Company

Vasilica Calin LANXESS Chemical B.V.

Str. Garii 1 Montrealweg 15, harbour 4322
077040 Comuna Chiajna 3197 KH BOTLEK ROTTERDAM

. - . Netherlands
E-mail: vasilica.calin@brenntag.com

Date: 07.06.2024

Material No. Material Description

62609761 PUROX® B FOOD/PHARMA ULTRA PURE GRADE BENZOIC ACID
IN 25 KG BAG (55 BAGS PER PALLET)

Customer Product No.

491170

Customer Order Data

Order No. Your Order No. Ship-to Party

4000348088/000010 4570111378 4000283592 DSV Air & Sea GmbH

Delivery Data

Delivery No. Delivered Quantity Planned Delivery Date Vehicle ID

5000612938/000010 2.750,000 KG 11.06.2024 IS12SWT

Batch Delivered Quantity Date Of Manufacture Best Before Production Plant

24231 2.750,000 KG 03.06.2024 03.06.2026 Manufactured at Montrealweg 15,
3197 KH Rotterdam-Botlek, The
Netherlands

This material meets the requirements of the latest editions of FCC, USP/NF, EP, BP, JP, ChP, E210.
A sample was taken according to procedure; the result of analysis was:
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Certificate of Analysis MXESS

Energizing Chemistry

Batch Material Description Delivery No. Planned Delivery Date
24231 PUROX® B FOOD/PHARMA ULTRA PURE GRADE 5000612938/000010 11.06.2024
BENZOIC ACID

IN 25 KG BAG (55 BAGS PER PALLET)

Inspection Method / Result Specification Unit
Characteristic

1) AMO001 + 002; GC + HPLC
Assay 1) 99,99 >= 99,98 %

2) AM 001: Gas chromatography
Benzyl benzoate 0 <=30 ppm

3) AM 004 : Spectrophotometric
Color (molten product) 10 <=25 APHA

4)
IR Identification:
passes the test2)3)

5)
AM 003 Karl-Fischer titration Water:
max. 0.1%2)3)

6)
AM 002 HPLC Phthalic Acid:
max. 50 mg/kg2)3)

7)
AM 005 ICP-AES Heavy Metals:
max. 10 mg/kg2)3)

8)
AM 005 ICP-AES Iron:
max. 1 mg/kg2)3)

9)
AM 006 Spectrophotometric Phenol:
max. 2 mg/kg2)3)

10)
AM 007 Argentometric Chloride:
max. 10 mg/kg2)3)

11)

AM 008 Microcoulometric Halogenated
Compounds:
max. 10 mg/kg2)3)

12)
AM 007 + AM 008 Total Chlorine:
max. 10 mg/kg2)3
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Certificate of Analysis MXESS

Energizing Chemistry

Batch Material Description Delivery No. Planned Delivery Date
24231 PUROX® B FOOD/PHARMA ULTRA PURE GRADE 5000612938/000010 11.06.2024
BENZOIC ACID
IN 25 KG BAG (55 BAGS PER PALLET)
Inspection Method / Result Specification Unit
Characteristic
13)

AM 011 Sulphated Ash:
max. 0.01%2)3)

14)
AM 009 Oxidizable Substances:
max. 0.2 ml 0.02 mol KMnO4/g2)3)
15)
AM 011 Residue on Ignition:
max. 0.05%2)3)
16)
AM 010 Carbonizable Substances
(matching fluid):
max. Q2)3)
17)
AM 012: Turbidity ( 20% solution in ethanol):
max. 4.0 NTU2)3)
18)

AM 013 Solidification point :
121.5 - 122.5°C2)3)

1) Assay: 100% - total organic impurities
2) We confirm the conformity with the specification.

3) Analysis performed on periodic basis.

Purox® B Food/Pharma ultra pure grade Benzoic acid may contain < 0.5 mg/kg Cd, Pb; < 1 mg/kg Ag, As, Bi, Co, Cr, Cu, Hg, Mn, Ni, Sb, Sn, V, Zn

The data presented above relate to characteristics. They do not represent any assurance or warranty. This information does not release the
customer from the obligation to carry out incoming inspections of goods, either as agreed or as required under the regulations.

This information has been issued by computer and is valid without signature.

In case of enquiries please contact: FF_COA@lanxess.com



Macco Organiques, s.r.0.

CE— Innovative organics, it's a matter of life...
CERTIFICATE OF ANALYSIS
No. :FCH6180(20/2023/231213) -2023

Calcium chloride dihydrate

Ph. Eur. 11%, FCC1l1l, E509
Customer: Brenntag Austria GmbH

France

Order No. 4521597477
Batch No. C5859
Manufacturing Date 17.10.2023
Re-test Date 17.10.2027
Appearance and Solubility: White or almost white, crystalline

powder, hygroscopic. Freely soluble in water, soluble in ethanol (96%)

Parameter Specification Result on Ph. Eur.
Identity A: Chlorides complies

B: Calcium complies

C: Limit of the assay complies
Assay 97.0 - 103.0 per cent 101.5 %
Appearance of solution Clear, NM intensely

coloured than ref.

solution Y6 complies
Acidity or alkalinity NMT 0.2 mL of 0.01M

HC1/NaOH complies
Sulfates Maximum 300 ppm <300 ppm
Aluminium Maximum 1 ppm <1 ppm
Iron Maximum 10 ppm <10 ppm
Magnesium and alkali metals Maximum 0.5 per cent <0.5 %

Parameter Specification Result on FCC
Assay 99.0-107.0 % 101.5 %
Arsenic NMT 3 mg/kg <3 mg/kg
Fluoride NMT 0.004 % <0.004 %

Lead NMT 5 mg/kg <5 mg
Magnesium and Alkali salts NMT 20 mg (NMT 4.0 %) <4.0 %
Parameter Specification Result on E509
Magnesium and Alkali salts NMT 5% (as sulphates) <5 %

Fluoride NMT 40 mg/kg <40 mg/kg
Arsenic NMT 3 mg/kg <3 mg/kg

Lead NMT 2 mg/kg <2 mg/kg
Mercury NMT 1 mg/kg <1 mg/kg

Approved by Manager of Quality Control: Eliska Hepnarova

Originally produced by Macco Organiques, s.r.o., Czech Republic

Digitally signed by
Eliska Hepnarova
Date: 2023.10.26
13:53:44 +02'00'

Eliska
Hepnarova

Macco Organiques, s.r.o. | Zahradni 1938/46c¢, 792 Ol Bruntal | Czech Republic
Phone: +420 555530 300 | Fax: +420 555530 30! | E-mail: macco@macco.cz
Website: www.macco.cz | ICO/ ID Nr.: 26819 210 | DIC / VAT CZ26819210
Spolecnost je zapsana v OR vedeném u Krajského soudu v Ostrave, oddil C, viozka 27609

©
BRINGING
MINERALS %?;7%

TO LIFE...



SKW

STICKSTOFFWERKE PIESTERITZ GMBH
Analytical department
Producer Test Certificate 3.1
according to EN 10 204

Customer Brenntag GmbH
SKWP order no. 20534229 Customer order no.|4501560548
For queries Quality management

Tel. + 49(0) 34 91 - 68 43 43 / 68 20 75
Product name Urea, crystalline pure
Charge V 006-2023 Quantity 18,000 TO
Packaging period 09.01.2023 - 11.01.2023
Best before end 01.2026
Test criteria Test method |Values Test result
IR spectrum (Ph. Eur Identity B) P-03-18-006 |ldentical to complied

reference

Appearance of the solution P-03-18-007 |colourless, clear complied
Behavior against nitric acid (Ph. P-03-18-029 |crystallisation complied
Eur Identity C)
Urea content % P-03-18-001 |99,0 - 101,5 99,7
Melting point T P-03-18-008 |132 - 135 133,4
Biuret % P-03-18-021 |max. 0,1 0,02
Alkalinity P-03-18-025 |complied complied
Ammonium mg/kg ([P-03-18-014 |max. 500 <500
Heavy metals (calc. as Pb) mg/kg |[P-03-18-028 |max. 10 <0,1
Copper mg/kg |[P-03-18-016 |max. 25 < 0,05
Zinc mg/kg [P-03-18-016 |[max. 25 < 0,05
Arsenic mg/kg |[P-03-18-017 |max. 3 < 0,05
Sulfated ash % P-03-18-002 |max. 0,1 < 0,01
Ethanol-insoluble matter % P-03-18-003 |max. 0,04 < 0,01
Loss on drying % P-03-18-004 |max. 1,0 0,1
Water % P-03-18-009 |max. 0,20 0,03

It is confirmed that the product is free from formaldehyde.

The product corresponds in the chemo-physical characteristics to the current version of:
- German "Lebensmittel-, Bedarfsgegenstande- und Futtermittelgesetzbuches (LFGB)"

- Regulation (EC) Nr. 1333/2008

- European Pharmacopoeia (Ph.Eur.)

- British Pharmacopoeia (BP)

and is manufactured in accordance to current GMP guidelines (cGMP; ICH Q7A).

SKW Stickstoffwerke Piesteritz GmbH
Lutherstadt Wittenberg, 16.01.2023

Dr. Geisler
Abteilung Analytik

Vorsitzender des Aufsichisrates: Dr. Miloslav Spévacek - Geschaftsfiihrung: Petr Cingr (Vorsitzender), Carsten Franzke, Torsten Klett
Sitz der Geseilschaft: Lutherstadt Wittenberg - Hausanschrift: Mollensdorfer StraRe 13, 06886 Lutherstadt Wittenberg, Internet www.skwp.de
Registergericht: Amtsgericht Stendal, HR B-11869, USt-idNr. DE811446172

Commerzbank
Dresden Hannover

BIC: COBADEFFXXX NOLADE2HXXX
IBAN: DE48 8504 0000 0800 431900  DE33 2505 0000 0199 8626 65

Raiffeiseniandesbank
Oberdsterreich

RZOODET77XXX
DE92 7402 0100 0008 6078 48

Norddeutsche Landesbank Hamburg Commercial

Bank AG

HSHNDEHHXXX
DE45 2105 0000 1001 3591 47




1 SCL ltalia

Larderello Group

CERTIFICATE OF ANALYSIS

Certificate of Analysis n° : 1353/24 Issue Date: December 18, 2024

Lot. n°: C010424032

Manufacturing date: December 09, 2024
Expiry date: December 09, 2029

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.

Laborat&t]'\“r\l I NMialihg Control
N 1poli

SCL ltalia SpA _
Via Fabio Filzi 25/A - 20124 Milano, ltaly - Tel +39 02 67716820 - Fax +39 02 67716820 - info@larderellogroup.com - www.larderellogroup.com
CCIAA M11504336 - C.F. /P.IVA 01231260504 - Cap. Soc. €520.000 i.v



Laboratorios Imperiales, SA deCv.
Calle 13-Este, No. 606, CIVAC Jiutepec Morelos, CP' 52578

Con Tel: (+52) 777 3191410, 77
m ! |
| Contact information: V7 321 66 T4 : _ |
Claudio s

| Liaudio Bezanilla Salcedo |
| Titte: CEO | LIMSA
- chezanilla@limsafe com mx .
55 1941 2141 !
NNEX OF STANDARD OPERATING PROCEDURE FOR CERTIFICATE OF ANALYSIE |
: ELABORATION. | Code: ANX1-PNO-DAC-021

_FORMAT FOR CERTIFICATE OF ANALYSIS, E

e ——— e

—— CoAlS -
Tribromophenate. Internal product code: 412
Balch number: PTO-3551/23 =
Analysis number 3551/23
Internal batch number: H-72723 P
CAS No: 5175-83-7

nla 1l 1960, 87 1949 USP. 1

. P; o L

J. Martinez, JM. Bahena, B. Trevifio 0GP S
Head of Quality Cantral

Date: 16-NOV-23 Date: 17-NOV-23
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