AGENTIA MEDICAMENTULUI
Si DISPOZITIVELOR MEDICALE

Guvernul Republicii Moldova
AGENTIA MEDICAMENTULUI SI DISPOZITIVELOR MEDICAL

Laboratorul pentru Controlut Calitatii Medicamentelor
MD-2028 Chisindu, str. Korolenko 271, Chisinau, tel. 022-884-301
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Certificat de calitate nr. 7826 din 18.04.2024

Denumirea Glucozd monohidrat en gros Seria: 0037050136
Producator: Cargill Martorell, Spania
Prezentat la 12.03.2024 de DepoTrifarm S.R.L.
Primit 0,05 kilograme prelevate din 500 kilograme depozitate. Consumat - 0,05, restituit - 0
Analiza efectuatd conform DAN: Ph. Eur.04/ 2023:0178
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Concluzie: Esantionul "Glucoza monohidrat en gros ceria 0037050136 corespunde DAN Ph.
Eur.04/2023:0178 o ‘ -
Raportul de analiza se refera numaila probele analizate si atesta conformitatea ind ﬂ/q,r de catlitate specificaty
rel t ©

in prezentul raport.

Sef Laborator.p ntruiControful Calitatil , S B e

. Garutd A.
-3
5

Agentia Madicamentulul i Dispozitiveiot Medicaie
Medicines and Medical Devices Agency

Republica Moldova, 310-2028, Crig
tel. +373 22 B84 301, e-mais offic




AGENTIA MEDICAMENTULUI
SIDISPOZITIVELOR MEDICALE

Guvernul Republicii Moldova

. AGENTIA MEDICAMENTULUI SI DISPOZITIVELOR MEDICALE
Laboratorul pentru Controlul Calitatii Medicamente!or S
MD-2028 Chisindu, str. Korolenko 2/1, Chisinau, tel. 022-884-301 g

Certificat de calitate nr. 22431 din 01.09.2022

Denumirea Bromurd de sodiu en gros Seria: 710210177
Producator: ICL Industriél Products , Israel
Prezentat la 15.08.2022 de DepoTrifarm S.R.L.
Primit 0,05 kilograme prelevate din 25 kilograme depozitate. Consumat - 0,05, restituit - 0
Analiza efectuatd conform DAN: Ph. Eur, 07/2021:0190

nr. Denumire indice prevederi DAN Rezultate analiza
Pulbere granulara de culoare alba sau
. aproape aibé sau cristale marunte, Pulbere granulard de culoare alba.
! Descriere incolore, transparente sau opace. Putin Putin higroscopic.
higroscopic.
2 |ldentificare EEZEE;: {2 ngmlum' Corespunde
3 {Solubilitate Usor solubil in apd, solubil in etanol. Corespunde
4 |Transparentd solutgie Transparentd Corespunde
5 |Culoare solutie Incolord Corespunde
6 |Sulfati max. 0,01 % Corespunde
7__ipH 6,0-8,0 6,0
8 |Dozare (FC) 98,0-100,5 % In rec la subst, uscatd 986 %
g |Contaminare .milcrobie.mé: NTLF numarul & 5q4 UFC/g (Ph. Eur.) < 10 UFC/g
total de levuri si fungi
10 Contaminare micropiané: NTMA numdrul | _ 2000 UFC/g (Ph. Eur.) < 10 UFC/g
total de microorganisme aerobe

11 [Mg si metale alcalino-pdmantoase max. 0,05 % Corespunde
12 {loduri max. 0,01 % Corespunde
13 [Fier max. 0,0002 % Corespunde
14 |Pierdere prin uscare max. 3 % 0,4 %
15 |Termen valabilitate 60 luni 06.2026

Concluzie: Esantionul "Bromura de sodiu en gros seria 710210177" corespunde DAN Ph. Eur. 07/2021:0190

Raportul de analiza se refera numai la probele analizate si atesta conformitatea. J\dlcnor/ex;alltate specificati
in prezentul raport.
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Republica Moldova, MD-202&, Chiginau. str. Koroienko. 2:1
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w ® Stanchem Sp. z 0.0. Homep: 24-009566
PrzedsiAbiorstwe Chemiczne

ul. Kolejowa 1054 21-025 NIEMCE POLAMD Lava ppCTasnexns 1 15.04.2024
Tei, +48 81 7186 400 fax. +48 81 7186 405

CHEWS : *
NIP 946-19-56-540 Wanarne 1

f-mail: office@stanchem ol srona inlernelowd’ e stanchem.pl g

Oraen Bueapeiis u KoWTRONA Kavecrsa

Ceprndunkar KayecrTBa
Haszsanne npoayrTa CYNbOAT } MATHWUA BEBBOﬂHbel -
Zabezpieczane GMP+ FSA, GMF‘+ FSA assured (Kod GNP+ 11.523)

Xumeveckan hopmyna Mgso4
dncrora s
Homep nocTaskm 24 009566
Homep cepuu npoH3IBOAHTENRS 2214353524 22 147927 24

Koandecrso B nocrasse (HeTTo)

COPTHPMHAT BHICTABNICH QNA

Lp. Crneundurkaymn @y, horouoe e T e A HOME
2214353524 ~??14792724

1. nasroe BeLecTBo % 98,9 98,9

2.1Cynuthar Kanus % 10,3 0,4

3. Cyphar Kanbums % 10,1 0,2

4.1Boaa Y% 10,3 0,2

5.10CTansHLe 3arPA3HEHNS % 10,4 0,4

6./06was cepa Y 126,4 26,4

7.1Mg Y% 20,0 20,0

8.10KuCH MarHus 9% 1331 33,1

9. material paszowy nr 11.2.4 ‘imaterial paszowy nr 11.2.4
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7 CENTRO-CHEM

Certificate

CHLOREK WAPNIA BEZWODNY E508, DO ZYWNOS(

customer ECOCHIM E SRL

product name CALCIUM CHLORIDE E589, FOR FOOD
REACH name calcium chioride

WE name calcium chioride

IUPAC name caicium dichioride

chemical formula CaCl:

other information CAS: 10043.52-4

packaging Bag 25 kg

amount 1000 kg

batch number 564

mig date 2025.03.10

exp date 2027.03.10

parameters unit specification resulls
Assay o i 95% 45.6

White, coloriess, nygroscopic

powder-granules that dissclve
Appearance under the influsnce of air Dass

humidity, easily scluble in

water and ethano!

Sulphate {as 50s) % max. 0.05 «0,0225%
fron {Fe} %  max. 0.004 3.0006
Fluoring {F} ppm max. 40.0 <400
Arsenic (As) ppm max, 3.0 < 3,0

Ph ppm max. 2.0 <20
Mercury {Hg) pprm max 1.0 <10
Magnesium and alkali metal salts, including MgCle as sulphates according to 2012/231/£C %  max. 5.0 <50
Alkali metal chlorides {as CalOH:)) % max. 0.15 <315
Gralultion »5mm % max, 10.0 <100
Granultion 1,25-5,0mm % max, 75.0 <750
Granulation *1.25 : 15.0 <150
K+Na .05 3.045
Magnesium {as MgCh} <. 0.5 0,02
Water insoluble substances .\ e Ry, max. 0.2 0,06
We declare that the results are consistent with the supplier's ce ')\, 3 ’("’""W o ) o ek
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Tnis document was created electronically and is valid without a signature, , ‘ » 171
CENTRO-CHEM SPOLKA Z OGRANICZONA ODPOWIEDZIALNOSCIA SPOLKA KOMANDYTOWA Turka 141b, 20-258 Lublin

JB817565520 1B817565510 @ info@centro-chem.pl VAT ID; PL7132339236



L Burape Colipprotioi L4,
/‘ " I Koningin Wilhelminaplein 30, 1062 KR Amsterdam, he Netherlands % Tel: +31 20 800 5700 % www.icl-ip.com
Chamber of Commerce No: 51376490

Dispatch No.: 187584336 29 January 2024

CERTIFICATE OF ANALYSIS

SODIUM BROMIDE

PJSC MACROCHEM

Shipment number: 308563
P.O. Number: #08/01/2024
Total Weight: 1,050.000 KG

Inspection Characteristics Batches>>> 710230224
Appearance: . white crystalline material 0.K.

Assay (as NaBr) .......veven 99.5 % min 99.75

Loss on drving ....ciiivien s 0.3 % max 0.255
Appearance sol. 25% w/v clear colorless 0.K.
Transmittance, 25% w/v 410 nm 96.0 % min 99.3

pH of solution, 5% w/v ....... 6.0 - 8.0 6.5
Chlorides (as Cl ) vuvevn.nn.. 0.1 % max <0.1
Iodides (@S T ) vovvvvennnnn. 0.01 % max <0.01
Sulfates (as SO, ) «...v.... 0.005 % max <0.005
Oxidizing substances (as NaBrO3) 0.001% max <0.001
Resistance to KMnO, ..... 10 minutes min 10

Heavy metals (as Pb) ...... 0.0003 % max <0.0003
Iron (@s F&) .. ennn. 0.0002 % max <0.0002
Alkaline Earth Metals (as Ba) 0.05 % max <0.05
Mercury (as Hg) ...vveevnvnonn 5 ppb max <5
Manufacture Date .....i.eviivenncnnnenn 13-AUG-2023
Expiration Date ......uiniiniicnvnnenan 11-AUG-2028
Manufacturina Site: yd

Bromine Compounds, LTD (ICL-IP)
1 Vered Street

Neot Hovav Industrial Park
Israel 8551600

Batch No. 710230224
Quantity 1,050.000 KG
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