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Anexa nr. 22

la Documentatia standard din
Ordinul Ministrului Finantelor
nr. 115 din 15 septembrie 2021

Specificatii tehnice

[ Acest tabel va fi completat de citre ofertant in coloanele 2, 3, 4, 6, 7, iar de cdtre autoritatea contractantd — in coloanele 1, 5,]

Numarul procedurii de achizitie: ocds-b3wdp1-MD-1730119815438
Obiectul achizitiei: “Achizitionarea standardelor de referinti necesare pentru efectuarea Controlului de Stat al produselor medicamentoase.”
Specificarea tehnicé deplina . - ..
Denumirea bunurilor/serviciilor Denumirea modelului bunului Ta}‘ a. de Producatorul | solicitata de citre autoritatea Spec1ﬁca~rea te,h nica deplini Standarde de referinta
origine o propusai de citre ofertant
contractanta
1 2 3 4 5 6 7
Nr. .
Lot Bunuri
. N T M Ph. Eur. R
2 Acetylsalicylic acid for peak Y0001460 Acetylsalicylic acid for Franta EDQM, Council [EP Acetylsalicylic acid for peak | EP Acetylsalicylic acid for peak fSDOQ9 001 ur. RS
identification CRS peak identification CRS 10.0 mg ’ of Europe identification CRS 10.0 mg identification CRS 10.0 mg 1SO 17025
3 Amikacin for svstem suitability CRS Y0001117 Amikacin for system Franta EDQM, Council EP Amikacin for system EP Amikacin for system fSDOQ;\(/)[ Olih. Eur. RS
4 b vy suitability CRS 15 mg ’ of Europe suitability CRS 15 mg suitability CRS 15 mg 1SO 17026
EDQM, Council EDQM Ph. Eur. RS
4 Acetylcysteine CRS A0150000 Acetylcysteine CRS 50 mg|Franta s ol EP Acetylcysteine CRS 50 mg | EP Acetylcysteine CRS 50 mg [ISO 9001
of Europe
ISO 17027
. o EDQM, Council . . EDQM Ph. Eur. RS
5 Amikacin CRS A0368000 Amikacin CRS 200 mg |Franta EP Amikacin CRS 200 mg EP Amikacin CRS 200 mg  |ISO 9001
of Europe
ISO 17028
s A1000000 Ampicillin anhydrous CRS EDQM, Council | EP Ampicillin anhydrous CRS | EP Ampicillin anhydrous CRS EDQM Ph. Eur. RS
6 Ampicillin anhydrous CRS 180 Franta fE 180 180 ISO 9001
mg of Europe mg mg 1SO 17029
. . EDQM, Council ' . EDQM Ph. Eur. RS
7 Adenine CRS A0230000 Adenine CRS 50 mg  |Franta EP Adenine CRS 50 mg EP Adenine CRS 50 mg ISO 9001
of Europe
ISO 17030
EDQM, Council EDQM Ph. Eur. RS
8 Anastrozole CRS Y0001522 Anastrozole CRS 100 mg |Franta EP Anastrozole CRS 100 mg EP Anastrozole CRS 100 mg [ISO 9001
of Europe
ISO 17031
. . EDQM, Council . . EDQM Ph. Eur. RS
9 Arginine CRS A1270000 Arginine CRS 60 mg  |Franta EP Arginine CRS 60 mg EP Arginine CRS 60 mg ISO 9001
of Europe
ISO 17032
10 Benzylnenicillin sodium CRS B0900000 Benzylpenicillin sodium Franta EDQM, Council EP Benzylpenicillin sodium EP Benzylpenicillin sodium fSDOQ;\(/)[ Olih. Eur. RS
yP 4 CRS 200 mg ' of Europe CRS 200 mg CRS 200 mg
ISO 17033
. . . . EDQM Ph. Eur. RS
1 Bleomycin sulphate CRS B1141000 Bleomycin sulphate CRS 7 Franta EDQM, Council | EP Bleomycin sulphate CRS 7 | EP Bleomycin sulphate CRS 7 1SO 9001
mg of Europe mg mg 1SO 17034




Tara de

Specificarea tehnica deplina

Specificarea tehnica deplina

Denumirea bunurilor/serviciilor Denumirea modelului bunului .. Producatorul | solicitata de catre autoritatea - 8 Standarde de referinta
origine - propusa de citre ofertant
contractanta
1 2 3 4 5 6 7
. . . . EDQM, Council : . . _ EDQM Ph. Eur. RS
12 Bicalutamide CRS Y0001444 Bicalutamide CRS 160 mg|Franta EP Bicalutamide CRS 160 mg | EP Bicalutamide CRS 160 mg [ISO 9001
’ of Europe
ISO 17035
EDQM, Council EDQM Ph. Eur. RS
13 Betamethasone CRS B1000000 Betamethasone CRS 60 mg|Franta » oune EP Betamethasone CRS 60 mg | EP Betamethasone CRS 60 mg [ISO 9001
’ of Europe
ISO 17036
14 Betamethasone sodium phosphate B1045000 Betamethasone sodium Franta EDQM, Council EP Betamethasone sodium EP Betamethasone sodium fSDOQ;\(/)[ Olih. Eur. RS
CRS phosphate CRS 100 mg ’ of Europe phosphate CRS 100 mg phosphate CRS 100 mg 1SO 17037
. s . . . . EDQM Ph. Eur. R
15 Clopidogrel for system suitability Y0001334 Clopidogrel for system Franta EDQM, Council EP Clopidogtel for system EP Clopidogrel for system IS OQ9 001 ur. RS
CRS suitability CRS 70 mg ’ of Europe suitability CRS 70 mg suitability CRS 70 mg 1SO 17038
. . . . . . . EDQM Ph. Eur. RS
16 Calcium folinate CRS C0250000 Calcium folinate CRS 110 Franta EBSM, Council EP Calcium folinate CRS 110 | EP Calcium folinate CRS 110 1SO 9001
mg of Europe mg mg 1SO 17039
. . EDQM, Council . . EDQM Ph. Eur. RS
17 Cefazolin CRS C0682800 Cefazolin CRS 150 mg (Franta EP Cefazolin CRS 150 mg EP Cefazolin CRS 150 mg  |ISO 9001
’ of Europe
ISO 17040
. . EDQM, Council . . EDQM Ph. Eur. RS
18 Cefradine CRS C0690000 Cefradine CRS 300 mg |Franta EP Cefradine CRS 300 mg EP Cefradine CRS 300 mg  |ISO 9001
’ of Europe
ISO 17041
o o EDQM, Council o o EDQM Ph. Eur. RS
20 Cisplatin CRS C2210000 Cisplatin CRS 100 mg |Franta EP Cisplatin CRS 100 mg EP Cisplatin CRS 100 mg  [ISO 9001
’ of Europe
ISO 17042
. . . . . L. . . o . EDQM Ph. Eur. RS
21 Cisplatin impurity B CRS Y0001019 Clspllz;tm impurity B CRS Franta EBSM, Council |[EP Cisplatin impurity B CRS 15|EP Cisplatin impurity B CRS 15 1SO 9001
e ot turope me e 1SO 17043
. . . . . L. . . o . EDQM Ph. Eur. RS
22 Cisplatin impurity A CRS Y0001018 Clspllz;tm impurity A CRS Franta EBSM, Council |[EP Cisplatin impurity A CRS 15|EP Cisplatin impurity A CRS 15 1SO 9001
e ot turope me e 1SO 17044
. . EDQM, Council . . EDQM Ph. Eur. RS
23 Carbocisteine CRS C0470000 Carbocisteine CRS 40 mg |Franta EP Carbocisteine CRS 40 mg | EP Carbocisteine CRS 40 mg [ISO 9001
’ of Europe
ISO 17045
. . . EDQM Ph. Eur. RS
24 Cefotaxime acid CRS Y0000420 Cefotaxime acid CRS 20 Franta EDQM, Council EP Cefotaxime acid CRS 20 mg | EP Cefotaxime acid CRS 20 mg [ISO 9001
mg ’ of Europe
ISO 17046
. . C0695000 Cefuroxime sodium CRS EDQM, Council [EP Cefuroxime sodium CRS 70 [ EP Cefuroxime sodium CRS 70 EDQM Ph. Eur. RS
25 Cefuroxime sodium CRS 70 Franta fE I1SO 9001
e Of Brope me e ISO 17047
27 Chloramphenicol for peak Y0001869 Chloramphenicol for peak Franta EDQM, Council EP Chloramphenicol for peak | EP Chloramphenicol for peak fSDOQ;\(/)[ Olih. Eur. RS

identification CRS

identification CRS 15 mg

of Europe

identification CRS 15 mg

identification CRS 15 mg

ISO 17048




Tara de

Specificarea tehnica deplina

Specificarea tehnica deplina

Denumirea bunurilor/serviciilor Denumirea modelului bunului .. Producatorul | solicitata de catre autoritatea - 8 Standarde de referinta
origine - propusa de citre ofertant
contractanta
1 2 3 4 5 6 7
. . . . . . . . . . EDQM Ph. Eur. RS
30 Cilastatin sodium CRS C2170000 Cilastatin sodium CRS 25 Franta EBSM, Council EP Cilastatin sodium CRS 25 | EP Cilastatin sodium CRS 25 1SO 9001
e ot turope me e ISO 17049
. . EDQM Ph. Eur. RS
31 Carbamazepine CRS 0450000 Carbamazepine CRS 180 Franta EDQM, Council EP Carbamazepine CRS 180 mg|EP Carbamazepine CRS 180 mg|ISO 9001
mg ’ of Europe
ISO 17050
. . EDQM, Council . . EDQM Ph. Eur. RS
32 Cefadroxil CRS C0650000 Cefadroxil CRS 150 mg |Franta EP Cefadroxil CRS 150 mg EP Cefadroxil CRS 150 mg |ISO 9001
’ of Europe
ISO 17051
. . . EDQM Ph. Eur. RS
33 Clarithromycin CRS Y0000320 Clarithromycin CRS 170 Franta EDQM, Council EP Clarithromycin CRS 170 mg| EP Clarithromycin CRS 170 mg|ISO 9001
mg ’ of Europe
ISO 17052
. C0684750 Cefoperazon dihydrate EDQM, Council | EP Cefoperazon dihydrate CRS | EP Cefoperazon dihydrate CRS EDQM Ph. Eur. RS
34 Cefoperazon dihydrate CRS CRS 110 Franta fE 110 110 ISO 9001
mg of Europe mg mg 1SO 17053
. . C2600000 Colistimethate sodium EDQM, Council | EP Colistimethate sodium CRS | EP Colistimethate sodium CRS EDQM Ph. Eur. RS
35 Colistimethate sodium CRS CRS 26.2 Franta fE 262 26.2 ISO 9001
2 mg of Europe .2 mg 2 mg 1SO 17054
. . . . EDQM Ph. Eur. RS
36 Calcium gluconate CRS C0300000 Calcium gluconate CRS 50 Franta EBSM, Council | EP Calcium gluconate CRS 50 | EP Calcium gluconate CRS 50 1SO 9001
mg of Europe mg mg 1SO 17055
. . EDQM, Council . . EDQM Ph. Eur. RS
37 Cefradine CRS C0690000 Cefradine CRS 300 mg |Franta EP Cefradine CRS 300 mg EP Cefradine CRS 300 mg  |ISO 9001
’ of Europe
ISO 17056
. . EDQM, Council . . EDQM Ph. Eur. RS
38 Clotrimazole CRS (2430000 Clotrimazole CRS 100 mg |Franta EP Clotrimazole CRS 100 mg | EP Clotrimazole CRS 100 mg [ISO 9001
’ of Europe
ISO 17057
. . EDQM, Council . . EDQM Ph. Eur. RS
39 Carbocisteine CRS C0470000 Carbocisteine CRS 40 mg |Franta EP Carbocisteine CRS 40 mg | EP Carbocisteine CRS 40 mg [ISO 9001
’ of Europe
ISO 17058
o (2219000 Citric acid monohydrate EDQM, Council EP Citric acid monohydrate EP Citric acid monohydrate EDQM Ph. Eur. RS
40 Citric acid monohydrate CRS Franta ISO 9001
CRS 50 mg of Europe CRS 50 mg CRS 50 mg
ISO 17059
. . EDQM, Council . . EDQM Ph. Eur. RS
41 Droperidol CRS D3100000 Droperidol CRS 150 mg |Franta EP Droperidol CRS 150 mg EP Droperidol CRS 150 mg  [ISO 9001
’ of Europe
ISO 17060
. EDQM Ph. Eur. RS
42 Dexamethasone CRS D0700000 Dexamethasone CRS 70 Franta EDQM, Council EP Dexamethasone CRS 70 mg | EP Dexamethasone CRS 70 mg [ISO 9001
mg ’ of Europe
ISO 17061
43 Dexamethasone sodium phosphate D0720000 Dexamethasone sodium Franta EDQM, Council EP Dexamethasone sodium EP Dexamethasone sodium fSDOQ;\(/)[ Olih. Eur. RS

CRS

phosphate CRS 130 mg

of Europe

phosphate CRS 130 mg

phosphate CRS 130 mg

ISO 17062




Tara de

Specificarea tehnica deplina

Specificarea tehnica deplina

Denumirea bunurilor/serviciilor Denumirea modelului bunului .. Producatorul | solicitata de catre autoritatea - 8 Standarde de referinta
origine - propusa de citre ofertant
contractanta
1 2 3 4 5 6 7
44 Daunorubicin hydrochloride CRS D0125000 Daunorubicin Franta EDQM, Council |EP Daunorubicin hydrochloride | EP Daunorubicin hydrochloride fSDOQ;\(/)[ Olzh' Eur. RS
Hnor 4 hydrochloride CRS 120 mg ’ of Europe CRS 120 mg CRS 120 mg 1SO 17063
. . . . . . . EDQM Ph. Eur. RS
45 Dimethyl sulfoxide CRS D2050000 Dlmethyll sulfoxide CRS 1 Franta EBSM, Council EP Dimethyl sullfoxlde CRS 1 | EP Dimethyl su}foxlde CRS'1 1SO 9001
m ot turope m m ISO 17064
. o Y0001635 Diclofenac for system EDQM, Council EP Diclofenac for system EP Diclofenac for system EDQM Ph. Eur. RS
46 | Diclofenac for system suitability CRS L Franta o L ISO 9001
suitability CRS 1 mg of Europe suitability CRS 1 mg suitability CRS 1 mg 1SO 17065
. . . . . . . EDQM Ph. Eur. RS
47 Diclofenac sodium CRS S0765000 Diclofenac sodium CRS 80 Franta EBSM, Council EP Diclofenac sodium CRS 80 | EP Diclofenac sodium CRS 80 1SO 9001
me ot burope e me 1SO 17066
- . - - EDQM Ph. Eur. RS
- E1515000 Erythropoietin (Human) EDQM, Council EP Erythropoietin (Human) EP Erythropoietin (Human)
48 | Erythropoietin (Human) BRP EDQM BRP EDQM 6 mg Franta of Europe BRP EDQM 6 mg BRP EDQM 6 mg i:g ?2gé7
s . . L . N . EDQM Ph. Eur. RS
49 Epirubicin hydrochloride CRS E0550000 Epirubicin hydrochloride Franta EDQM, Council EP Epirubicin hydrochloride EP Epirubicin hydrochloride 1SO 9001
CRS 100 mg of Europe CRS 100 mg CRS 100 mg
ISO 17068
o . EDQM, Council . o EDQM Ph. Eur. RS
52 Fumaric acid CRS F0600000 Fumaric acid CRS 120 mg |Franta EP Fumaric acid CRS 120 mg | EP Fumaric acid CRS 120 mg [ISO 9001
of Europe
ISO 17069
. . EDQM, Council ' ' EDQM Ph. Eur. RS
55 Fluorescein CRS Y0000796 Fluorescein CRS 120 mg |Franta EP Fluorescein CRS 120 mg EP Fluorescein CRS 120 mg [ISO 9001
of Europe
ISO 17070
i . . . . . M Ph. Eur. R
Fluoxetine hydrochloride for ID and Y00.02219 Fluoxetine EDQM, Council |EP Fluoxetine hydrochloride for| EP Fluoxetine hydrochloride for EDQ ur. RS
36 CRS hydrochloride for D and assay CRS | Franta of Europe ID and assay CRS 250 m ID and assay CRS 250 mg | o0 00!
assay 250 mg p y g Y & 150 17071
. EDQM Ph. Eur. R
Y 0001745 Glucose monohydrate CRS EDQM, Council | EP Glucose monohydrate CRS | EP Glucose monohydrate CRS Q ur. RS
57 Glucose monohydrate CRS 750 Franta fE 750 750 ISO 9001
me Of Brope e me ISO 17072
.. G0200000 Gentamicin sulfate CRS EDQM, Council | EP Gentamicin sulfate CRS 25 [ EP Gentamicin sulfate CRS 25 EDQM Ph. Eur. RS
58 Gentamicin sulfate CRS 25 Franta fE ISO 9001
mg of Europe mg mg 1SO 17073
EDQM, Council EDQM Ph. Eur. RS
59 Glutamic acid CRS G0355000 Glutamic acid CRS 50 mg |Franta > oune EP Glutamic acid CRS 50 mg | EP Glutamic acid CRS 50 mg [ISO 9001
of Europe
ISO 17074
. . EDQM, Council . _ EDQM Ph. Eur. RS
60 Imipenem CRS 10090000 Imipenem CRS 70 mg  |Franta EP Imipenem CRS 70 mg EP Imipenem CRS 70 mg  |ISO 9001
of Europe
ISO 17075
EDQM, Council EDQM Ph. Eur. RS
61 Ibuprofen CRS 10020000 Ibuprofen CRS 150 mg |Franta EP Ibuprofen CRS 150 mg EP Ibuprofen CRS 150 mg  |ISO 9001

of Europe

ISO 17076




Tara de

Specificarea tehnica deplina

Specificarea tehnica deplina

Denumirea bunurilor/serviciilor Denumirea modelului bunului .. Producatorul | solicitata de catre autoritatea - 8 Standarde de referinta
origine - propusa de citre ofertant
contractanta
1 2 3 4 5 6 7
EDQM, Council EDQM Ph. Eur. RS
62 Ketoconazole CRS K0600000 Ketoconazole CRS 150 mg|Franta » oune EP Ketoconazole CRS 150 mg | EP Ketoconazole CRS 150 mg [ISO 9001
’ of Europe
ISO 17077
Y0001750 Lactose monohydrate CRS EDQM, Council EP Lactose monohydrate CRS | EP Lactose monohydrate CRS EDQM Ph. Eur. RS
63 Lactose monohydrate CRS 100 Franta fE 100 100 ISO 9001
me Of Brope e me ISO 17078
. . . . . . . . . EDQM Ph. Eur. RS
64 Lysophosphatidylcholine from egg | Y0001904 Lysophosphatidylcholine Franta EDQM, Council EP Lysophosphatidylcholine EP Lysophosphatidylcholine 1SO 9001
yolk CRS from egg yolk CRS 200 mg ’ of Europe from egg yolk CRS 200 mg from egg yolk CRS 200 mg 1SO 17079
. . . . . . . EDQM Ph. Eur. RS
65 Lysine hydrochloride CRS L0900000 Lysu;% hydrochloride CRS Franta EBSM, Council | EP Lysine hgfgrochlorlde CRS | EP Lysine h;/(()irochlorlde CRS 1SO 9001
mg of Europe mg mg 1SO 17080
o . EDQM Ph. Eur. RS
66 Levonorgestrel for system suitability 1| Y0001431 Levonorgestrel for system Franta EDQM, Council EP Levonorgestrel for system | EP Levonorgestrel for system 1SO 9001
CRS suitability 1 CRS 10 mg ’ of Europe suitability 1 CRS 10 mg suitability 1 CRS 10 mg 1SO 17081
EDQM, Council EDQM Ph. Eur. RS
67 Levonorgestrel CRS L0551000 Levonorgestrel CRS 30 mg|Franta s ol EP Levonorgestrel CRS 30 mg | EP Levonorgestrel CRS 30 mg [ISO 9001
of Europe
ISO 17082
s L0720000 Lithium clavulanate CRS EDQM, Council EP Lithium clavulanate CRS EP Lithium clavulanate CRS EDQM Ph. Eur. RS
68 Lithium clavulanate CRS 125 Franta fE 125 125 ISO 9001
mg of Europe mg mg 1SO 17083
. M1851000 Metronidazole benzoate EDQM, Council EP Metronidazole benzoate EP Metronidazole benzoate EDQM Ph. Eur. RS
69 Metronidazole benzoate CRS Franta ISO 9001
CRS 50 mg : of Europe CRS 50 mg CRS 50 mg
ISO 17084
EDQM, Council EDQM Ph. Eur. RS
70 Metronidazole CRS M1850000 Metronidazole CRS 20 mg|Franta > oune EP Metronidazole CRS 20 mg | EP Metronidazole CRS 20 mg |ISO 9001
of Europe
ISO 17085
EDQM, Council EDQM Ph. Eur. RS
71 Methenamine CRS Y0000754 Methenamine CRS 10 mg |Franta > oune EP Methenamine CRS 10 mg | EP Methenamine CRS 10 mg |ISO 9001
of Europe
ISO 17086
. - EDQM, Council . - EDQM Ph. Eur. RS
72 Methionine CRS M0960000 Methionine CRS 60 mg |Franta EP Methionine CRS 60 mg EP Methionine CRS 60 mg  |ISO 9001
of Europe
ISO 17087
EDQM, Council EDQM Ph. Eur. RS
76 Methotrexate CRS M1000000 Methotrexate CRS 100 mg|Franta > oune EP Methotrexate CRS 100 mg [ EP Methotrexate CRS 100 mg |ISO 9001
of Europe
ISO 17088
. . . . . . . EDQM Ph. Eur. RS
ty E
77 Methotrexate impurity E CRS Y0000664 Methotrexate impurity E Franta EDQM, Council EP Methotrexate impurity E EP Methotrexate impurity 1SO 9001
CRS 10 mg of Europe CRS 10 mg CRS 10 mg
ISO 17089
. EDQM Ph. Eur. RS
h t
78 Methyl parahydroxybenzoate CRS M1650000 Methyl Franta EDQM, Council |EP Methyl parahydroxybenzoate|EP Methyl parahydroxybenzoate 1SO 9001

parahydroxybenzoate CRS 150 mg

of Europe

CRS 150 mg

CRS 150 mg

ISO 17090




Tara de

Specificarea tehnica deplina

Specificarea tehnica deplina

Denumirea bunurilor/serviciilor Denumirea modelului bunului .. Producatorul | solicitata de catre autoritatea - 8 Standarde de referinta
origine - propusa de citre ofertant
contractanta
1 2 3 4 5 6 7
. . . MO0600905 Metamizole impurity A EDQM, Council [EP Metamizole impurity A CRS|EP Metamizole impurity A CRS EDQM Ph. Eur. RS
79 Metamizole impurity A CRS CRS 15 Franta fE 15 15 ISO 9001
mg of Europe mg mg 1SO 17091
. . . Y0001481 Metamizole impurity E EDQM, Council |EP Metamizole impurity E CRS | EP Metamizole impurity E CRS EDQM Ph. Eur. RS
80 Metamizole impurity E CRS CRS 0.01 Franta fE 0.01 0.01 ISO 9001
.01 mg of Europe .01 mg .01 mg 1SO 17092
S . . . . EDQM Ph. Eur. RS
81 Naloxone hydrochloride dihydrate | N0075000 Naloxone hydrochloride Franta EDQM, Council EP Naloxone hydrochloride EP Naloxone hydrochloride 1SO 9001
CRS dihydrate CRS 50 mg ’ of Europe dihydrate CRS 50 mg dihydrate CRS 50 mg 1SO 17093
L . EDQM Ph. Eur. RS
83 Nicotinic acid CRS N0700000 Nicotinic acid CRS 100\, . EDQM, Council | b G otinic acid CRS 100 mg | EP Nicotinic acid CRS 100 mg [ISO 9001
mg of Europe
ISO 17094
84 | Nicotinic acid impority mixture CRS Y0001268 Nicotinic acid impority Franta EDQM, Council EP Nicotinic acid impority EP Nicotinic acid impority fSDOQ;\(/)[ Olih. Eur. RS
co pority " mixture CRS 0.12 mg ’ of Europe mixture CRS 0.12 mg mixture CRS 0.12 mg 1SO 17095
o o EDQM, Council o o EDQM Ph. Eur. RS
85 Nimesulide CRS N0845000 Nimesulide CRS 100 mg |Franta EP Nimesulide CRS 100 mg EP Nimesulide CRS 100 mg [ISO 9001
of Europe
ISO 17096
' . EDQM, Council . . EDQM Ph. Eur. RS
86 Noscapine CRS N1300000 Noscapine CRS 100 mg |Franta EP Noscapine CRS 100 mg EP Noscapine CRS 100 mg  [ISO 9001
of Europe
ISO 17097
. Ly . N0845008 Nimesulide impurity D EDQM, Council |EP Nimesulide impurity D CRS | EP Nimesulide impurity D CRS EDQM Ph. Eur. RS
87 Nimesulide impurity D CRS Franta ISO 9001
CRS 0.004 mg of Europe 0.004 mg 0.004 mg
ISO 17098
88 Nimesulide for peak identification Y 0001237 Nimesulide for peak Franta EDQM, Council EP Nimesulide for peak EP Nimesulide for peak fSDOQ;\(/)[ Olih Eur. RS
CRS identification CRS 10 mg ’ of Europe identification CRS 10 mg identification CRS 10 mg 1SO 17099
. . EDQM, Council . . EDQM Ph. Eur. RS
89 Octreotide CRS Y 0002104 Octreotide CRS 11 mg  |Franta EP Octreotide CRS 11 mg EP Octreotide CRS 11 mg  [ISO 9001
of Europe
ISO 17100
EDQM, Council EDQM Ph. Eur. RS
91 Octyl gallate CRS Y0000368 Octyl gallate CRS 30 mg |Franta EP Octyl gallate CRS 30 mg EP Octyl gallate CRS 30 mg [ISO 9001
of Europe
ISO 17101
. . EDQM, Council . . EDQM Ph. Eur. RS
92 Ofloxacin CRS 00120000 Ofloxacin CRS 50 mg |Franta EP Ofloxacin CRS 50 mg EP Ofloxacin CRS 50 mg  |ISO 9001
of Europe
ISO 17102
EDQM, Council EDQM Ph. Eur. RS
93 Propofol CRS Y0000016 Propofol CRS 650 mg |Franta EP Propofol CRS 650 mg EP Propofol CRS 650 mg  |ISO 9001
of Europe
ISO 17103
. . . . . . . EDQM Ph. Eur. RS
0
94 Propofol impurity J CRS Y0000018 Propofol impurity J CRS Franta EDQM, Council [ EP Propofol impurity ] CRS 20 | EP Propofol impurity J CRS 2 1SO 9001

20 mg

of Europe

mg

mg

ISO 17104




Tara de

Specificarea tehnica deplina

Specificarea tehnica deplina

Denumirea bunurilor/serviciilor Denumirea modelului bunului .. Producatorul | solicitata de catre autoritatea - 8 Standarde de referinta
origine - propusa de citre ofertant
contractanta
1 2 3 4 5 6 7
. . EDQM, Council . . EDQM Ph. Eur. RS
96 Paclitaxel CRS Y0000698 Paclitaxel CRS 40 mg |Franta EP Paclitaxel CRS 40 mg EP Paclitaxel CRS 40 mg  [ISO 9001
’ of Europe
ISO 17105
. . EDQM, Council _ . EDQM Ph. Eur. RS
98 Phenytoin CRS P1290000 Phenytoin CRS 120 mg |Franta EP Phenytoin CRS 120 mg EP Phenytoin CRS 120 mg  [ISO 9001
’ of Europe
ISO 17106
. . P3400000 Promethazine EDQM, Council | EP Promethazine hydrochloride | EP Promethazine hydrochloride EDQM Ph. Eur. RS
99 Promethazine hydrochloride CRS . Franta ISO 9001
hydrochloride CRS 50 mg ’ of Europe CRS 50 mg CRS 50 mg
ISO 17107
L . Y0000769 Promethazine impurity D EDQM, Council EP Promethazine impurity D EP Promethazine impurity D EDQM Ph. Eur. RS
100 Promethazine impurity D CRS Franta ISO 9001
CRS 35 mg : of Europe CRS 35 mg CRS 35 mg
ISO 17108
Promethazine for peak identification Y0000797 Promethazine for peak EDQM, Council EP Promethazine for peak EP Promethazine for peak EDQM Ph. Eur. RS
101 . . . Franta . . . . . . ISO 9001
CRS identification CRS 5 mg ’ of Europe identification CRS 5 mg identification CRS 5 mg 1SO 17109
S . . . . . . EDQM Ph. Eur. RS
102 Prilocaine impurity B CRS Y0001408 Prlloggme impurity B CRS Franta EBSM, Council | EP Prﬂocam;olmpurlty BCRS | EP Prlloca1n86 Olmpurlty B CRS 1SO 9001
e ot burope me e 1SO 17110
. . . P2939060 Prilocaine hydrochloride EDQM, Council EP Prilocaine hydrochloride EP Prilocaine hydrochloride EDQM Ph. Eur. RS
103 Prilocaine hydrochloride CRS Franta ISO 9001
CRS 100 mg of Europe CRS 100 mg CRS 100 mg
ISO 17111
- Lo EDQM, Council oo L EDQM Ph. Eur. RS
104 Prilocaine CRS P2939000 Prilocaine CRS 150 mg |Franta EP Prilocaine CRS 150 mg EP Prilocaine CRS 150 mg  [ISO 9001
’ of Europe
ISO 17112
105 | Prednisolone sodium phosphate CRS P2810000 Prednisolone sodium Franta EDQM, Council EP Prednisolone sodium EP Prednisolone sodium fSDOQ;\(/)[ Olih. Eur. RS
Phosp phosphate CRS 100 mg ’ of Europe phosphate CRS 100 mg phosphate CRS 100 mg SO 17113
. . . . . .. |EDQM Ph. Eur. RS
. . P1250000 Phenylephrine EDQM, Council [EP Phenylephrine hydrochloride|EP Phenylephrine hydrochloride
Phenylephrine h: hl R . Frant
106 enylephrine hydrochloride CRS hydrochloride CRS 20 mg rania of Europe CRS 20 mg CRS 20 mg i:g ?(7)(1)1 4
. . Y0001955 Paracetamol impurity K EDQM, Council |EP Paracetamol impurity K CRS|EP Paracetamol impurity K CRS EDQM Ph. Eur. RS
107 Paracetamol impurity K CRS Franta ISO 9001
CRS 15 mg ’ of Europe 15 mg 15 mg
ISO 17115
108 Pemetrexed disodium heptahydrate Y0001539 Pemetrexed disodium Franta EDQM, Council EP Pemetrexed disodium EP Pemetrexed disodium fSDOQ;\(/)[ Olzh' Eur. RS
CRS heptahydrate CRS 200 mg ’ of Europe heptahydrate CRS 200 mg heptahydrate CRS 200 mg SO 17116
EDQM, Council EDQM Ph. Eur. RS
109 Paracetamol CRS P0300000 Paracetamol CRS 50 mg |Franta EP Paracetamol CRS 50 mg EP Paracetamol CRS 50 mg [ISO 9001
’ of Europe
ISO 17117
' . EDQM, Council . . EDQM Ph. Eur. RS
110 Phenylalanine CRS P1150000 Phenylalanine CRS 60 mg |Franta EP Phenylalanine CRS 60 mg | EP Phenylalanine CRS 60 mg |ISO 9001

of Europe

ISO 17118




Tara de

Specificarea tehnica deplina

Specificarea tehnica deplina

Denumirea bunurilor/serviciilor Denumirea modelului bunului .. Producatorul | solicitata de catre autoritatea - 8 Standarde de referinta
origine - propusa de citre ofertant
contractanta
1 2 3 4 5 6 7
. EDQM Ph. Eur. RS
P3650000 Propyl EDQM, Council |EP Propyl parahydroxybenzoate | EP Propyl parahydroxybenzoate
P 1 h te CR Frant
m ropyl parahydroxybenzoate CRS parahydroxybenzoate CRS 150 mg rania of Europe CRS 150 mg CRS 150 mg i:g ?(7)(1)1 9
o L EDQM, Council L L EDQM Ph. Eur. RS
112 Rifampicin CRS R0700000 Rifampicin CRS 100 mg |Franta EP Rifampicin CRS 100 mg EP Rifampicin CRS 100 mg |ISO 9001
’ of Europe
ISO 17120
. . . . . .. . . - . EDQM Ph. Eur. RS
114 Rifampicin quinone CRS R0800000 leagl(l)plcm quinone CRS Franta EBSM, Council [ EP Rifampicin quinone CRS 50 | EP Rifampicin quinone CRS 50 1SO 9001
mg of Europe mg mg 1SO 17121
15 Riboflavin sodium phosphate CRS R0630000 Riboflavin sodium Franta EDQM, Council EP Riboflavin sodium EP Riboflavin sodium fSDOQ;\(/)[ Olih. Eur. RS
Phosp phosphate CRS 50 mg ’ of Europe phosphate CRS 50 mg phosphate CRS 50 mg 1SO 17122
Rabeprazole for system suitability Y0001778 Rabeprazole for system EDQM, Council EP Rabeprazole for system EP Rabeprazole for system EDQM Ph. Eur. RS
116 o Franta oo o ISO 9001
CRS suitability CRS 15 mg ’ of Europe suitability CRS 15 mg suitability CRS 15 mg 1SO 17123
N N EDQM, Council N N EDQM Ph. Eur. RS
117 Salicylic acid CRS 50200000 Salicylic acid CRS 100 mg |Franta EP Salicylic acid CRS 100 mg | EP Salicylic acid CRS 100 mg [ISO 9001
’ of Europe
ISO 17124
o o EDQM, Council o o EDQM Ph. Eur. RS
118 Succinic acid CRS Y0001988 Succinic acid CRS 20 mg |Franta EP Succinic acid CRS 20 mg | EP Succinic acid CRS 20 mg [ISO 9001
’ of Europe
ISO 17125
119 Salbutamol sulfate for system Y0001288 Salbutamol sulfate for Franta EDQM, Council EP Salbutamol sulfate for EP Salbutamol sulfate for fSDOQ;\(/)[ Olih. Eur. RS
suitability CRS system suitability CRS 0.4 mg ’ of Europe system suitability CRS 0.4 mg | system suitability CRS 0.4 mg 1SO 17126
. . Y0001186 Salbutamol impurity J EDQM, Council | EP Salbutamol impurity ] CRS | EP Salbutamol impurity J CRS EDQM Ph. Eur. RS
120 Salbutamol impurity J CRS Franta ISO 9001
CRS 0.0005 mg of Europe 0.0005 mg 0.0005 mg
ISO 17127
. EDQM Ph. Eur. RS
121 Salbutamol sulfate CRS S0150000 Salbutamol sulfate CRS 50 Franta EBSM, Council EP Salbutamol sulfate CRS 50 | EP Salbutamol sulfate CRS 50 1SO 9001
me ot turope e me 1SO 17128
. . S1700000 Sulfacetamide sodium CRS EDQM, Council | EP Sulfacetamide sodium CRS | EP Sulfacetamide sodium CRS EDQM Ph. Eur. RS
122 Sulfacetamide sodium CRS 50 Franta fE 50 50 1SO 9001
mg of Europe mg mg 1SO 17129
. . EDQM Ph. Eur. RS
123 Sulfamerazine CRS 52000000 Sulfamerazine CRS 100 Franta EDQM, Council EP Sulfamerazine CRS 100 mg | EP Sulfamerazine CRS 100 mg [ISO 9001
mg ’ of Europe
ISO 17130
L . EDQM Ph. Eur. RS
125 Tranexamic acid CRS T1810000 Tranexamic acid CRS 20 Franta EDQM, Council EP Tranexamic acid CRS 20 mg| EP Tranexamic acid CRS 20 mg|ISO 9001
mg ’ of Europe
ISO 17131
L . . L . L . EDQM Ph. Eur. RS
126 Tranexamic acid impurity F CRS Y 0002153 Tranexamic acid impurity Franta EDQM, Council | EP Tranexamic acid impurity F | EP Tranexamic acid impurity F 1SO 9001

F CRS 10 mg

of Europe

CRS 10 mg

CRS 10 mg

ISO 17132




Tara de

Specificarea tehnica deplina

Specificarea tehnica deplina

Denumirea bunurilor/serviciilor Denumirea modelului bunului .. Producatorul | solicitata de catre autoritatea - 8 Standarde de referinta
origine - propusa de citre ofertant
contractanta
1 2 3 4 5 6 7
L . Y 0002154 Tranexamic acid impurity EDQM, Council | EP Tranexamic acid impurity C | EP Tranexamic acid impurity C EDQM Ph. Eur. RS
127 Tranexamic acid impurity C CRS Franta ISO 9001
C CRS 10 mg : of Europe CRS 10 mg CRS 10 mg
ISO 17133
L . L L EDQM Ph. Eur. RS
128 Tranexamic acid imp D Y 0002162 Tranexamic acid imp D 15 Franta EBSM, Council EP Tranexamic acid imp D 15 | EP Tranexamic acid imp D 15 1SO 9001
me ot turope e me 1SO 17134
Y . EDQM Ph. Eur. RS
129 Thiamine nitrate CRS Y0001758 Thiamine nitrate CRS 15 Franta EDQM, Council EP Thiamine nitrate CRS 15 mg| EP Thiamine nitrate CRS 15 mg|ISO 9001
mg ’ of Europe
ISO 17135
. Y0000155 Tramadol hydrochloride EDQM, Council EP Tramadol hydrochloride EP Tramadol hydrochloride EDQM Ph. Eur. RS
132 Tramadol hydrochloride CRS Franta ISO 9001
CRS 50 mg of Europe CRS 50 mg CRS 50 mg
ISO 17136
. o EDQM, Council o - EDQM Ph. Eur. RS
133 Tretinoin CRS T1850000 Tretinoin CRS 50 mg  |Franta EP Tretinoin CRS 50 mg EP Tretinoin CRS 50 mg ISO 9001
’ of Europe
ISO 17137
134 | Timolol for system suitability CRS Y0001270 Timolol for system Franta EDQM, Council EP Timolol for system EP Timolol for system fSDOQ;\(/)[ Olih. Eur. RS
4 Y suitability CRS 5.03 mg ’ of Europe suitability CRS 5.03 mg suitability CRS 5.03 mg 1SO 17138
. . . . . . . . . . EDQM Ph. Eur. RS
135 Timolol impurity F CRS Y0001690 Tlmlo(;ol impurity F CRS Franta EBSM, Council | EP Timolol impurity F CRS 10 | EP Timolol impurity F CRS 10 1SO 9001
me ot turope e me 1SO 17139
. . . . EDQM Ph. Eur. RS
136 Timolol malcate CRS T1450000 Timolol maleate CRS 100 Franta EBSM, Council EP Timolol maleate CRS 100 | EP Timolol maleate CRS 100 1SO 9001
me ot burope e me ISO 17140
EDQM, Council EDQM Ph. Eur. RS
138 Tadalafil CRS Y0001417 Tadalafil CRS 200 mg |Franta EP Tadalafil CRS 200 mg EP Tadalafil CRS 200 mg  [ISO 9001
’ of Europe
ISO 17141
- . . Y0000899 Tinidazole impurity A EDQM, Council | EP Tinidazole impurity A CRS | EP Tinidazole impurity A CRS EDQM Ph. Eur. RS
139 Tinidazole impurity A CRS CRS 15 Franta fE 15 15 ISO 9001
me ot turope me e 1SO 17142
. EDQM Ph. Eur. RS
140 Urea CRS U0600000 Urea CRS 100 mg  |Franta EDQM, Council EP Urea CRS 100 mg EP UreaCRS 100mg  [ISO 9001
’ of Europe
ISO 17143
Semnat: Numele, Prenumele: V Donea sef licitatii

Ofertantul: Distrimed SRL

Adresa: bd Traian 22
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