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ORDIN Nr. 522
din 4 aprilie 2019

pentru modificarea Ordinului ministrului sanatatii nr. 1.173/2010 privind
constituirea si functionarea grupului de experti responsabili cu elaborarea
punctelor de vedere tehnice asupra documentelor aflate in dezbatere la nivel
comunitar si asigurarea reprezentarii la reuniunile structurilor de lucru ale
institutiilor Uniunii Europene

Publicat in: Monitorul Oficial Nr. 276 din 11 aprilie 2019

Vazand Referatul de aprobare al Directiei relatii cu presa, afaceri europene si
relatii internationale nr. S8 4.536/4.04.2019,

in temeiul art. 7 alin. (4) din Hotararea Guvernului nr. 144/2010 privind
organizarea si functionarea Ministerului Sanatatii, cu modificarile si completarile
ulterioare,

ministrul sanatatii emite urmatorul ordin:

Art. | - Ordinul ministrului sanatatii nr. 1.173/2010 privind constituirea si
functionarea grupului de experti responsabili cu elaborarea punctelor de vedere
tehnice asupra documentelor aflate in dezbatere la nivel comunitar si asigurarea
reprezentarii la reuniunile structurilor de lucru ale institutiilor Uniunii Europene,
publicat in Monitorul Oficial al Romaniei, Partea I, nr. 649 din 20 septembrie
2010, cu modificarile si completarile ulterioare, se modifica dupa cum urmeaza:

1. La articolul 5 punctul 28, litera a) se modifica si va avea urmaitorul
cuprins:

"28. a) Apa potabila:

Coordonator: dr. lleana Vacaru - Directia de Sanatate Publica Alba

Supleant: dr. Edit Vartic - INSP

Grup tehnic:

- dr. loana-Rodica Lupsa - INSP

- chim. Gabriela Brinzei - INSP

- ing. chim. Nicoleta Lemne - INSP

- chim. Dana Rusea - INSP

- biol. Liliana Neagu - INSP

- dr. lleana Anca Badea - Directia de Sanatate Publica Arges

- dr. loan Chirila - INSP".

2. La articolul 5 punctul 35, literele a) - e) se modifica si vor avea urmatorul
cuprins:

"a) Problematica medicamentelor de uz uman:
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Coordonator: Marius Daniel Sisu - presedinte ANMDM
Grup tehnic:

- dr. Simona Badoi - ANMDM

- dr. Cristiana Octaviana llie - ANMDM

- dr. Roxana Stefania Stroe - ANMDM

- farm. Victorita Ivascu - ANMDM

- biol. Mirela Tavakol - ANMDM

- farm. Anca Crupariu - ANMDM

- farm. Monica Daniela Lazar - MS

b) Produse biologice de uz uman:

Coordonator: biol. Mirela Tavakol - ANMDM
Grup tehnic:

- biol. Gianina Andrei - ANMDM

- Roxana Stefania Stroe - ANMDM

c) Farmacovigilenta:

Coordonator: dr. Roxana Stefania Stroe - ANMDM
Grup tehnic:

- farm. Roxana Dondera - ANMDM

- dr. Camelia Lazar - ANMDM

d) Medicamente falsificate:

Coordonator: Marius Daniel Sisu - presedinte ANMDM
Grup tehnic:

- jr. Cristina Gavrila - ANMDM

- farm. Adina Pirvu - ANMDM

e) Studii clinice:

Coordonator: Marius Daniel Sisu - presedinte ANMDM
Grup tehnic:

- dr. Mirela Vita - ANMDM

- dr. Adina Pirvu - ANMDM

- jr. Cristina Gavrila - ANMDM".

3. La articolul 5, punctele 36 - 38 se modifica si vor avea urmitorul cuprins:
"36. Domeniul dispozitivelor medicale:
Coordonatori:

- Marius Daniel Sisu - presedinte ANMDM

- ing. loana Tene - ANMDM

Grup tehnic:

- ing. Oana Arsenescu - ANMDM

- ing. Cristina Durle - ANMDM

- ing. Rodica Marinela Chifor - ANMDM

- subing. Margareta Mihalache - ANMDM

- ing. Mihaela Buzatu - ANMDM

- ing. Mihaela Grigore - ANMDM

- ing. Georgeta Herta - ANMDM

- ing. Cristina Vulcaneanu - ANMDM

- ing. Adrian Pacioaga - ANMDM
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37. Domeniul evaluarii tehnologiilor medicale:
Coordonator: dr. Dan Octavian Alexandrescu - secretar de stat, MS
Grup tehnic:
- Roxana Stefania Stroe - ANMDM
- farm. Felcia Ciulu Costinescu - ANMDM
- jr. Cristina Gavrila - ANMDM
38. Accesul pacientilor la terapii inovative:
Coordonator: dr. Dan Octavian Alexandrescu - secretar de stat, MS
Grup tehnic:
- Adrian-Stelian Dumitru - MS
- Costin Iliuta - MS
- dr. Simona Badoi - ANMDM
- biol. Mirela Tavakol - ANMDM
- jr. Cristina Gavrila - ANMDM".
Art. Il - Prezentul ordin se publica in Monitorul Oficial al Romaniei, Partea .

p. Ministrul sanatatii,
Tiberius-Marius Bradatan,
secretar de stat
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Produs retras

Forma
farmaceutica

Lista seriilor de medicamente retrase in trimestrul 11 2019

Producator/
DAPP

Motivul retragerii

retragere de pe piata, ca urmare a
identificarii unei neconformitati de
calitate pentru o alta serie de produs

Actiune
propusa

Data
retragerii

(prezenta unui blister care continea Retragere
22 drajeuri in loc de 21 drajeuri), voluntara si
combinatii Gedeon Richter neconformitate de calitate care ar posibila
MILLIGEST drajeuri (etinilestradiol/ PLC, Ungaria Z91001B putea afecta si seria mentionata; reambalarea | 11.04.2019
gestoden) ' DAPP a solicitat ANMDM acordul seriei
privind reambalarea seriei retrase, (dupa acordul
dupa verificarea fiecarui ambalaj, ANMDM)
acord care va fi transmis in urma
evaluarii documentatiei solicitate de
ANMDM
retragere de pe piata, ca urmare a
identificarii unei neconformitati de
calitate sesizata de un utilizator (la
deschiderea flaconului, capacul de
plastic s-a spart); in plus s-a constatat
Pharco Impex toate seriile faptul ca nu au fost respectate Retragere si
CITROLIN apa de gura diverse existente pe conditiile de autorizare pentru . 11.04.2019
93 SRL ; . - distrugere
piata medicamentul mentionat (Anexa | la
APP nr. 4618/2004/01 precizeaza ca
ambalajul produsului este compus
dintr-un flacon din
polietilentereftalat, inchis cu capac
de aluminiu)
NIFEDIPIN . retragere de pe piata, ca urmare a
comprimate cu om Y . .
RETARD eliberare 20 mg nifedipin Terapia SA 1186324 Ob“”ef". un_m_rezultat in afara Re_tragere U1 24.04.2019
TERAPIA - specificatiei la parametrul distrugere
prelungita g, "
20 mg Dizolvare
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retragere de pe piata, ca urmare a
SOLPADEINE Glaxosmithkline identificarii unei neconformitati de
EXTRA . 500 mg/ oo - . .
comprimate - Ltd, 1284660104, | calitate in urma reclamatiilor primite Retragere si
500 mg/ 12,8 mg/ combinatii - s . 24.04.2019
efervescente Irlanda/Hipocrate | 1284660105 de la pacienti (nu a fost respectata distrugere
12,8 mg/ 30 mg 5 RL itia calitativa si .
30 mg 000 S compozitia calitativa si cantitativa,
conf. APP nr. 9796/2017/01-07)
combinatii
(1000 ml solutie
NUTRIFLEX emulsie aminoacizi, B.Braun 173848052 aparitia unui posibil rezultat in afara Retragere
OMEGA : 500 ml emulsie | Melsungen AG, ' | specificatiei pentru camera solutiei de | voluntara si 24.04.2019
perfuzabila o . 182828051 .
SPECIAL lipidica, Germania glucoza distrugere
1000 ml solutie
glucoza)
retragere de pe piata, din cauza
toate seriile | nedepunerii la Ministerul Sanatatii a Retragere
GYNZC?OZOL \f:pisnu;ﬁ} 200 mg miconazol PhaggoSIRrrllpex existente pe documentatiei necesare includerii voluntara si 14.06.2019
g piata medicamentului in CANAMED ed. distrugere
2019
retragere de pe piata, din cauza
toate seriile nedepunerii la Ministerul Sanatatii a Retragere
GY%)OZOL \f:pi;u;ﬁe 400 mg miconazol Pheg?(:‘oSIRmLpex existente pe documentatiei necesare includerii voluntara si 14.06.2019
g piata medicamentului in CANAMED ed. distrugere
2019
retragere de pe piata, din cauza
toate seriile | nedepunerii la Ministerul Sanatatii a Retragere
VITAS'(\)A:nNA E capsule moi 400mg tocoferol Phag?(’:cg:qnlipex existente pe documentatiei necesare includerii voluntara si 14.06.2019
g piata medicamentului in CANAMED ed. distrugere
2019
retragere de pe piata, din cauza
toate seriile nedepunerii la Ministerul Sanatatii a Retragere
VI;&?ANUAI‘ A capsule moi 50000 Ul retinol PhaggoSIIQmLpex existente pe documentatiei necesare includerii voluntara si 14.06.2019
piata medicamentului in CANAMED ed. distrugere
2019
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Cereri de autorizare/reinnoire a autorizatiilor de punere pe piata primite de
ANMDM in trim. I 2019

In trimestrul | 2019 s-au primit 24 cereri de autorizare de punere pe piati/reinnoire
a autorizatiei pentru medicamente care corespund urmatoarelor grupe terapeutice:

COD ATC

JO1 - ANTIBIOTICE DE UZ SISTEMIC

MO1 - MEDICAMENTE ANTIINFLAMATOARE SI ANTIREUMATICE

A09 - ALTE MEDICAMENTE, INCLUSIV ENZIME DIGESTIVE

MO1 - MEDICAMENTE ANTIINFLAMATOARE SI ANTIREUMATICE

R02 - MEDICAMENTE PENTRU ZONA ORO-FARINGIANA

MO02 - MEDICAMENTE TOPICE PENTRU DURERI ARTICULARE SI MUSCULARE

RO5 - MEDICAMENTE PENTRU TRATAMENTUL TUSEI

NO02 - ANALGEZICE

BO1 - ANTICOAGULANTE

MO02 - MEDICAMENTE TOPICE PENTRU DURERI ARTICULARE SI MUSCULARE

MO1 - MEDICAMENTE ANTIINFLAMATOARE SI ANTIREUMATICE

J02 - ANTIMICOTICE DE UZ SISTEMIC

A07 - ANTIDIAREICE ANTIINFLAMATOARE / ANTIINFECTIOASE INTESTINALE

NO02 - ANALGEZICE

C03 - DIURETICE

P01 - MEDICAMENTE ANTIPROTOZOARE

JO1 - ANTIBIOTICE DE UZ SISTEMIC

MO1 - MEDICAMENTE ANTIINFLAMATOARE SI ANTIREUMATICE

NO3 - ANTIEPILEPTICE

RO5 - MEDICAMENTE PENTRU TRATAMENTUL TUSEI
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Medicamente autorizate de punere pe piata de ANMDM in trim | 2019

DCI Denumire comerciala Forma Conc. Firma detinatoare _Tara Nr APP Data APP Cod ATC
farm. detinatoare
ALVOGEN MALTA
ATAZANAVIRUM ATAZANAVIR caps. 150mg | OPERATIONS (ROW) | MALTA 11319 110120190 | JOSAE08
ALVOGEN 150 mg o
ALVOGEN MALTA
ATAZANAVIRUM ATAZANAVIR caps. 200mg | OPERATIONS (ROW) | MALTA 11320 11012019 | JOSAE08
ALVOGEN 200 mg o
ALVOGEN MALTA
ATAZANAVIRUM ATAZANAVIR caps. 300mg | OPERATIONS (ROW) | MALTA 11321 11.01.2019 | JOSAE08
ALVOGEN 300 mg o
IBUPROFEN AUROBINDO
IBUPROFENUM AURGBINDO 500 mg | €OmPr- film. | 600 mg PHARMéARRE)MANIA ROMANIA | 11330 16.01.2019 | MOLAEO1
SITAGLIPTINA .
SITAGLIPTINUM BIOGARAN 100 mg | comPr-film. | 100mg BIOGARAN FRANTA 11329 16.01.2019 | AL0BHOL
SITAGLIPTINA .
SITAGLIPTINUM BIOGARAN S0 mg | comPr-film. | 50mg BIOGARAN FRANTA 11328 16.01.2019 | AL0BHO1
SITAGLIPTINA .
SITAGLIPTINUM BIOGARAN 25mg | comPr-film. | 25mg BIOGARAN FRANTA 11327 16.01.2019 | AL0BHO1
COMBINATII
(ROSUVASTATINUM+ CO-ROSWERA 1 ompr. film. | smg/tomg | KRKADDLNOVO g queniA | 11331 18.01.2019 | CLOBAO6
EZETIMIBUM) 5 mg/10 mg MESTO
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COMBINATII

(ROSUVASTATINUM+ Cloo' i}%/sl\’g E]zA compr. film, 11%?%/ KRKAM[;SE’T"ONOVO SLOVENIA | 11332 18.01.2019 | C10BA0G
EZETIMIBUM)
COMBINATII
(ROSUVASTATINUM+ CO-ROSWERA | .\ or film, | 15md/ KRKA,D.D.,NOVO | ¢ queENiA | 11333 18.01.2019 | C10BA0G
15 mg/10 mg 10mg MESTO
EZETIMIBUM)
COMBINATII
(ROSUVASTATINUM+ CZOO' l?n(?glsl\g/ 'rEnZA compr. film. 21%?1%/ KRKAM[é'S[’T"ONOVO SLOVENIA | 11334 18.01.2019 | C10BAOG
EZETIMIBUM)
COMBINATII
(ROSUVASTATINUM+ CO-ROSWERA |\ or film, | 40md/ KRKA,D.D. NOVO | ¢ quenia | 11335 18.01.2019 | C10BA0G
/
EZETIMIBUM) 40 mg/10 mg 10mg MESTO
IMUNOGLOBULINA
NORMALA PT. ADM. | OCTAGAM 50 mg/ml | sol. perf. | 50mg/ml OCTAPSHQFI{_MA (P | BeLcia 11338 18.01.2019 | JOBBAO2
INTRAVASCULARA
NECTAR
CEFIXIMUM CEFIXIMANECTAR | ) or film. | 200mg LIFESCIENCES UK MAREA 11336 18.01.2019 | J01DDOS
200 mg BRITANIE
LIMITED
NECTAR
CEEIXIMUM CEFIXIMANECTAR | ) or film. | 200mg LIFESCIENCES UK MAREA 11336 18.01.2019 | J01DDOS
200 mg BRITANIE
LIMITED
NECTAR
CEEIXIMUM CEFIXIMANECTAR | 0 or film. | 400mg LIFESCIENCES UK MAREA 11337 18.01.2019 | J01DDOS
400 mg BRITANIE
LIMITED
COMBINATII
(CANDESARTANUM TILAMCAR
ripailin) B a5 mg caps. 8mg/5mg SWYSSI AG GERMANIA | 11344 21012019 | CO9DBO7
AMLODIPINUM)
COMBINATII
(CANDESARTANUM TILAMCAR
peripalio) B /10 mg caps. 8mg/10mg SWYSSI AG GERMANIA | 11345 21.01.2019 | CO9DBO7

AMLODIPINUM)
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COMBINATII

(CANDESARTANUM TILAMCAR
CILEXETILS 16 mg/5 mg caps. 16mg/5mg SWYSSI AG GERMANIA | 11346 21.01.2019 | CO9DBO7
AMLODIPINUM)
COMBINATII
(CANDESARTANUM TILAMCAR 16mg/
CILEXETILS 16 mg/10 mg caps. 10mg SWYSSI AG GERMANIA | 11347 21.01.2019 | CO9DBO7
AMLODIPINUM)
ALENDRONICUM+ MYLAN 70 mo/ compr. 5600%| MYLAN S.A.S. FRANTA 11352 22.01.2019 | MO05BBO03
COLECALCIFEROLUM 9
5600 Ul
ACIDUM ' COLECALCIFEROL. 70mgl
ALENDRONICUM+ MYLAN 70 mo/ compr. zsooﬁu MYLAN S.AS. FRANTA 11351 22.01.2019 | MO05BBO03
COLECALCIFEROLUM 9
2800 UI
granule pt.
KETOPROFENUM KETIFEXIN25mg | sol. oralain 25mg M'DASJESRMA GERMANIA | 11353 23.01.2019 | MO1AEO03
plic
granule pt.
KETOPROFENUM KETIFEXIN50mg | sol. oralain 50mg M'DAGSJESRMA GERMANIA | 11354 23.01.2019 | MO1AE03
plic
ENTECAVIRUM ENTECAVIRKRKA | omor. film. | 0,5mg KRKA DD, NOVO | g qyenia | 11361 25012019 | JOSAF10
0,5mg MESTO
ENTECAVIRUM ENTECAVIR KRKA | ompr. film. 1mg KRKA,D.D., NOVO | ¢ qvenia 11362 25.01.2019 JOSAF10
1 mg MESTO
AUROBINDO
IBUPROFENUM AUROFEN 200 mg | compr. film. 200mg PHARMA ROMANIA | ROMANIA 11365 25.01.2019 | MO1AE01
SR.L.
AUROBINDO
IBUPROFENUM AUROFEN 400 mg | compr. film. 400mg PHARMA ROMANIA | ROMANIA 11366 25.01.2019 | MO1AEO1
SR.L.
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pulb. de

TIOTROPIUM TIOTROPIU MYLAN inhal. 18 MYLAN S.AS. FRANTA 11370 | 25012019 | AL0BHO2
18 micrograme micrograme
capsula
DESLORATADINUM DASERGIN 5 mg compr. film. 5mg HCS BVBA BELGIA 11371 25.01.2019 RO6AX27
TENOFOVIR
ACCORD
TENOFOVIRUM DISOPROXIL compr. film. 245mg HEALTHCARE POLONIA 11373 30.01.2019 JOSAFQ7
DISOPROXIL ACCORDPHARMA
POLSKA SP. Z 0.0.
245 mg
ACCORD
GEFITINIBUM GEFITHZ\ISI?QCCORD compr. film. 250mg HEALTHCARE POLONIA 11374 30.01.2019 LO1XEO02
g POLSKA SP. Z 0.0.
ACCORD
GLIMEPIRIDUM ié%iptl)%l ?nA compr. 6mg HEALTHCARE POLONIA 11375 30.01.2019 Al10BB12
g POLSKA SP. Z 0.0.
ACCORD
GLIMEPIRIDUM iIC_:ICI\/CI)ERPéR(SI I%A compr. 6mg HEALTHCARE POLONIA 11375 30.01.2019 Al10BB12
g POLSKA SP. Z 0.0.
SALMETEROL/
FLUTICAZONA APC pulb. de .
SALMETEROLUM+ . 50micrograme/| CELON PHARMA
FLUTICASONUM INS_TYTUT m_hal. 500micrograme SA POLONIA 11377 30.01.2019 RO3AKO06
50 micrograme/ unidoza
500 micrograme
SALMETEROL/
FLUTICAZONA APC pulb. de .
SALMETEROLUM+ . 50micrograme/| CELON PHARMA
FLUTICASONUM INS_TYTUT lr!hal. 500micrograme SA. POLONIA 11377 30.01.2019 R0O3AKO06
50 micrograme/ unidoza
500 micrograme
VILDAGLIPTINUM VILDAGLIPTINA compr. 50mg FLOMI FARMA SRL ROMANIA 11378 30.01.2019 A10BHO02

FLOMI 50 mg
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ESOMEPRAZOLUM ESOMEPRAZOL caps. 20mg TERAPIA SA ROMANIA | 11407 31012019 | A02BCO5
TERAPIA 20 mg gastrorez.
ESOMEPRAZOLUM ESOMEPRAZOL caps. 40mg TERAPIA SA ROMANIA | 11408 31012019 | A02BCO5
TERAPIA 40 mg gastrorez.
AUROBINDO
FEBUXOSTATUM FEBUXOSTAT 1 compr.film. | 80mg | PHARMA ROMANIA | ROMANIA | 11409 | 31.01.2019 | MO4AA03
AUROBINDO 80 mg e
FEBUXOSTAT . AUROBINDO
FEBUXOSTATUM compr. film, | 120mg | PHARMA ROMANIA | ROMANIA | 11410 | 31.01.2019 | MO4AA03
AUROBINDO 120 mg o
METFORMINUM SIOFOR 500 mg Z‘I’irgp;} o 500mg BERL'NA'(?HEM'E GERMANIA | 11413 31012019 | ALOBAO2
METFORMINUM SIOFOR 750 mg ‘;?i’g‘p;} eclu 750mg BERL'NA'CSHEM'E GERMANIA | 11414 31012019 | A10BA02
METFORMINUM SIOFOR 1000 mg ‘;‘I)i’g‘p;} S| 1000mg BERL'NA'(;:HEM'E GERMANIA | 11415 | 31012019 | AL0BAO2
ACCORD
ATOMOXETINUM AATCOC'\(")%Elg'mA caps. 10mg HEALTHCARE POLONIA 11379 31.01.2019 | NOGBA0Q
g POLSKA SP. Z 0.0.
ACCORD
ATOMOXETINUM o XE TINA caps. 18mg HEALTHCARE POLONIA 11380 | 31.012019 | NOGBA0Y
g POLSKA SP. Z 0.0.
ACCORD
ATOMOXETINUM ATOMOXETINA caps. 25mg HEALTHCARE POLONIA 11381 31.01.2019 | NOGBA0Q

ACCORD 25 mg

POLSKA SP.Z 0.0.
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ATOMOXETINA

ACCORD

ATOMOXETINUM caps. 40mg HEALTHCARE POLONIA 11382 31012019 | NOGBAQY
ACCORD 40 mg POLSKA SP. Z 0.0.
ACCORD
ATOMOXETINUM ';TCOCI\S%%BIEA caps. 60mg HEALTHCARE POLONIA 11383 31012019 | NOGBAQY
g POLSKA SP. Z 0.0.
ACCORD
ATOMOXETINUM AATC%'\S%%TO'EA caps. 80mg HEALTHCARE POLONIA 11384 | 31.012019 | NOGBAQY
g POLSKA SP. Z 0.0,
ACCORD
ATOMOXETINUM ﬁggg’%(ﬂ: ':'nA caps. 100mg HEALTHCARE POLONIA 11385 | 31.012019 | NOGBAQY
g POLSKA SP. Z 0.0.
BORTEZOMIBUM BORTEZOMIB sol. inj. 25mg/ml | STADAM&DSRL | ROMANIA | 11423 18.022019 | LOIXX32
STADA 2,5 mg/ml
BORTEZOMIB MSN | pulb. pt. sol. VIVANTA
BORTEZOMIBUM e mg = 3,5mg GENERICS SRO. CEHIA 11424 18022019 | LOLXX32
DARUNAVIRUM DARU%S’ r'nF;FLOM' compr. film. | 400mg FLO'\Q'RFfRMA ROMANIA | 11420 18022019 | JOSAE10
DARUNAVIRUM DARUNAVIRFLOMI | ooy film. | 600mg FLOMI FARMA ROMANIA | 11421 18022019 | JOSAE10
600 mg SR.L.
DARUNAVIRUM DARU%@S’ r'nF;FLOM' compr. film, | 800mg FLO'\Q'RFfRMA ROMANIA | 11422 18022019 | JOSAEL0
BIOLOGISCHE
HOMEOPATE ENGYSTOL compr. HEILMITTEL HEEL | GERMANIA | 11430 18.02.2019 XRNIT
GMBH
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PROSINUS S.C. FITERMAN
PARACETAMOLUM 150 mg/5 mi sol.orala | 150mg/5ml S ARMA S RL. ROMANIA 11431 18.02.2019 | NO2BEO1
FERVEX "pentru ran. ot. sol 500mg/
COMBINATII adulti” cu aromade | 9 drglé | 200mg/ UPSA SAS FRANTA 11432 18.02.2019 | NO2BES51
Zmeura 25mg
FRESENIUS
CALRECIA MEDICAL CARE
CALCII CHLORIDUM 200 Ml sol. perf. | 100mmol/l DEUTSCHLAND | GERMANIA | 11452 27.02.2019 | BO5XAOQ7
GMBH
BORTEZOMIB pulb. pt. sol. KRKA, D.D., NOVO
BORTEZOMIBUM KRKA 1 mg i 1mg MESTO SLOVENIA 11456 27.02.2019 | LOIXX32
BORTEZOMIB pulb. pt. sol. KRKA, D.D., NOVO
BORTEZOMIBUM KRKA 8.5 mg i 3,5mg MESTO SLOVENIA 11457 27.02.2019 | LOIXX32
ERLOTINIB .
ERLOTINIBUM TERAPIA25mg | COMPr.film 25mg TERAPIA SA ROMANIA 11468 28.02.2019 | LOLXEO3
ERLOTINIBUM ERLOTINIB compr. film 100m TERAPIA SA ROMANIA 11469 28.02.2019 | LOLXEO3
TERAPIA 100 mg pr. Tim. 9 ve
ERLOTINIBUM ERLOTINIB compr. film. | 150m TERAPIA SA ROMANIA | 11470 28.02.2019 | LO1XEO3
TERAPIA 150 mg pr. Tiim. g 0
METOPIRONE . LABORATOIRE HRA
METYRAPONUM 250 mg caps. moi 250mg SARMA FRANTA 11476 11.03.2019 | VO04CDO1
ANIDULAFUNGINA | Pulb- pt
ANIDULAFUNGINUM conc. pt.sol. | 100mg S.C.SANDOZ SRL | ROMANIA 11478 11.03.2019 | JO2AX06
SANDOZ 100 mg perf
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COMBINATII

PIOGLITAZONA/

(PIOGLITAZONUM + | METFORMIN FLOMI | compr. film. égg"ngl FLO'\Q'RFfRMA ROMANIA 11480 11.03.2019 | AL0BDO5

METFORMINUM) 15 mg/850 mg g L

GEDEON RICHTER
DIENOGESTUM ZAFRILLA 2 mg compr. 2mg COMANIA S A ROMANIA 11486 11.03.2019 | GO3DBO8
ACIDUM ' COLECALCIFEROL. omgy ACCORD
ALENDRONICUM+ ACCORD compr. zsooﬁu HEALTHCARE POLONIA 11487 11.03.2019 | MO5BB03
COLECALCIFEROLUM POLSKA SP. Z 0.0.
70 mg/2800 Ul
ACIDUM AC%EL)EACI,_AELI\CI:?ESR'\(I)IE/ 70mg/ ACCORD
ALENDRONICUM+ ACCORD compr. 5600& HEALTHCARE POLONIA 11488 11.03.2019 | MO5BBO3
COLECALCIFEROLUM POLSKA SP. Z 0.0.
70 mg/5600 Ul
CINACALCET .
CINACALCETUM PHARMAZAC 30 mg | comPr- film. 30mg PHARMAZAC S.A. GRECIA 11493 12.032019 | HO5BX01
CINACALCET .
CINACALCETUM PHARMAZAC 60 mg | comPr- film. 60mg PHARMAZAC S.A, GRECIA 11494 12.03.2019 | HO5BX01
CINACALCET .

CINACALCETUM PHARMAZAC 90 mg | comPr- film. 90mg PHARMAZAC S.A. GRECIA 11495 12.032019 | HO5BX01
IVABRADINUM APREDONAV 5mg | compr. film. 5mg MEDOCHEMIE LTD. CIPRU 11501 13.03.2019 | CO1EB17
IVABRADINUM APREDONAV 7,5mg | compr. film. 7,5mg MEDOCHEMIE LTD. CIPRU 11502 13.03.2019 | CO1EB17

SUFENTANILUM SOFENTIL sol. injJperf. [2MCTO9raMeE/ | \e 5O CHEMIE LTD. CIPRU 11503 13.03.2019 | NOLAHO03

CITRATUM

5 micrograme/ml

ml
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SUFENTANILUM SOFENTIL . 50micrograme
CTRATUM 50 mmiorograme/mi | SO mi/pert. "o MEDOCHEMIE LTD. |  CIPRU 11504 13.03.2019 | NOLAHO3
SMOFKABIVEN S.C. FRESENIUS
COMBINATII LOW OSMO emulsie perf. | 100mg/ml | KABIROMANIA | ROMANIA | 11510 18.03.2019 | BOSBALO
PERIPHERAL SR.L.
FULVESTRANT | sol. inj. in
FULVESTRANTUM EVER PHARMA seringa 250mg EVER(\S/G'E;LNJECT AUSTRIA 11512 18.03.2019 | L0O2BA03
250 mg preumpluta
EGIS
FEBUXOSTATUM FORURE80mg | compr.film. | 80mg | PHARMACEUTICAL | UNGARIA | 11516 18.03.2019 | MO4AAO3
PLC
EGIS
FEBUXOSTATUM FORURE 120mg | compr.film. | 120mg | PHARMACEUTICAL | UNGARIA | 11517 18.03.2019 | MO4AAO3
PLC
ULIPRISTALUM .
priiiiopy FEMKE 30 mg compr. film. | 30mg MYLAN S.AS. FRANTA 11518 18.03.2019 | GO3ADO2
spray
FLURBIPROFENUM FARgN?C;?ngdeOEQ‘S'V bucofaringian, 8,75 TERAPIA S.A. ROMANIA | 11527 20032019 | RO2AXO01
’ sol
DICLORHIDRAT DE ACCORD
BETAHISTINUM BETAHISTINA compr. 24 mg HEALTHCARE POLONIA 11531 20032019 | NO7CAOL
ACCORD 24 mg POLSKA SP. Z 0.0.
COMBINATII
(AMLODIPINA+ . mV/':‘('S-OT E'(/:lg'\g | compr. film. 5mf’2/156r?]mg/ KRKAM%?T'(')\'OVO SLOVENIA | 11545 28032019 | CO9DX0L
VALSARTAN+HCT) g gilesmg oMy
COMBINATII
(AMLODIPINA+ Lo e TRICOM. | comr. ilm. 10m32/1§r8]m9/ (RIADD-NOVO 1 siovenia | 11546 | 28032019 | cooDxo1
VALSARTAN+HCT) g giiesmg Y

18/24




COMBINATII

(AMLODIPINA+ ! n:’ﬁ%gmcgg"m compr. film. 5”‘%/5120”“9/ KRKAME'SE’T'(')\'OVO SLOVENIA | 11547 28032019 | CO9DX0L
VALSARTAN+HCT) g gfeomg g
COMBINATII
(AMLODIPINA+ 10 r\n’A/'l-gORr'nC(/)z'\é'm compr. film. 10”‘%%:0”“9/ KRKAM'EET'(';‘OVO SLOVENIA | 11548 28032019 | CO9DX0L
VALSARTAN+HCT) g gie>mg g
COMBINATII
(AMLODIPINA+ 10 r\r1/A}|§2ToernC(/)2|\5Am compr. film. 10”‘%?50@/ KRKAM%SDT'S'OVO SLOVENIA 11549 28.03.2019 | CO9DX01
VALSARTAN+HCT) g gie>mg g
compr. de YES
FENTANIL YES supt cu
FENTANYLUM PHARMACEUTICALS | aplicator micri%?ame PHSE\“/AIE/_I\_CC:)%;/ITIEIE?LS GERMANIA | 11550 28.03.2019 | NO2ABO3
200 micrograme bucicr);:;rnagtlan SERVICES GMBH
compr. de YES
FENTANIL YES supt cu
FENTANYLUM PHARMACEUTICALS | aplicator mici)%?ame PHSE\'\/"EAL%EPL,:ATE'EC?LS GERMANIA | 11551 28.03.2019 | NO2ABO3
400 micrograme bUﬁ?]iggpagtlan SERVICES GMBH
compr. de YES
FENTANIL YES supt cu
FENTANYLUM PHARMACEUTICALS | aplicator micr?)%?ame PHSE\'\/"EAL%E,L;ATE'EC?LS GERMANIA | 11552 28032019 | NO2ABO3
600 micrograme bucitr)]:zgrnagilan SERVICES GMBH
compr. de YES
FENTANIL YES supt cu
FENTANYLUM PHARMACEUTICALS | aplicator micr%%?ame pHég\'\/"EAL%EFKATE'ﬁ?LS GERMANIA | 11553 28.03.2019 | NO2ABO3
800 micrograme bucitr)]:zgrnagilan SERVICES GMBH
compr. de YES
FENTANIL YES supt cu
FENTANYLUM PHARMACEUTICALS | aplicator micgggme PHSE\'\/"EAL%EF}QTE'mLS GERMANIA | 11554 28.03.2019 | NO2ABO3
1200 micrograme buc;{ggpa%lan SERVICES GMBH
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compr. de

YES
FENTANIL YES supt cu
FENTANYLUM PHARMACEUTICALS | aplicator (1600 |PHARMACEUTICALS | cepvmaniA | 11555 28032019 | NO2AB03
1600 micrograme bucofaringian micrograme DEVELOPMENT
: SERVICES GMBH
integrat
ANAGRELIDA NORDIC GROUP
ANAGRELIDUM NORDIC 05 g compr. 0,5mg 5y OLANDA 11556 28032019 | LOLXX35
ANAGRELIDA NORDIC GROUP
ANAGRELIDUM NORDIC 075 mg compr. 0,75mg o OLANDA 11557 28.03.2019 | LOIXX35
ANAGRELIDA NORDIC GROUP
ANAGRELIDUM NORDIC L0 g compr. 1mg o OLANDA 11558 28.032019 | LOLXX35
cas ESTEVE
OMEPRAZOLUM OMECOD 10 mg gastr%réz 10mg  |PHARMACEUTICALS, |  SPANIA 11559 28032019 | A02BCO1
: SA.
cans ESTEVE
OMEPRAZOLUM OMECOD 20 mg gastr%réz 20mg  |PHARMACEUTICALS, |  SPANIA 11560 28032019 | A02BCOL
: SA.
cans ESTEVE
OMEPRAZOLUM OMECOD 40 mg gastr%réz 40mg  PHARMACEUTICALS, | SPANIA 11561 28032019 | A02BCOL
: SA.
sol. inj. in ACCORD
FULVESTRANTUM ;g'é\olgggg':g seringa 250mg HEALTHCARE POLONIA 11563 28.032019 | LO2BAO3
g preumpluta POLSKA SP. 2.0.0.
SILDENAFILUM AZURVIG 25 mg/ml | susp.orala | 25mg/ml | FARMALIDER S.A. SPANIA 11564 28032019 | GOABEO3
Ib. pt.
ANIDULAFUNGINA | PY ACCORD
ANIDULAFUNGINUM ACCORD 100 mg con(;ep;';. sol. | 100mg AL THOARE POLONIA 11565 28032019 | JO2AX06
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sol. inj. in MERCK SHARP &
VACCIN PNEUMOCOCIC | p\eypmovax 23 seringa DOHME ROMANIA | ROMANIA | 11566 28.03.2019 JO7AL
POLIZAHARIDIC
preumpluta S.R.L.
TOPIRAMATUM TOP'RAZ'\g";\nTgARENA compr. film. | 25mg | ARENAGROUPSRL | ROMANIA | 11567 28.03.2019 | NO3AX11
TOPIRAMATUM TOP'RA%AmLARENA compr. film. | 50mg | ARENAGROUPSRL | ROMANIA | 11568 28.03.2019 | NO3AX11
TOPIRAMATUM TOP'R%"&“;QARENA compr. film, | 100mg | ARENAGROUPSRL | ROMANIA | 11569 28.03.2019 | NO3AX11
TOLPERISONUM MYDERISON 50 mg | compr. film. |  50mg SC.BIOEELSRL. | ROMANIA | 11570 | 28032019 | MO3BX04
TOLPERISONUM MYDERISON 150 mg | compr.film. | 150mg | S.C.BIOEELSR.L. | ROMANIA | 11571 28.03.2019 | MO3BX04
FOSFOMICINA | pulb. pt. sol. MIDAS PHARMA
FOSFOMYCINUM MIDAS 3g > 3g NV GERMANIA | 11576 28.03.2019 | JO1XXO01
VITAMINA C
ACIDUM ASCORBICUM MESFARMA solinj./perf. | 100mg/ml | MESFARMASRL | ROMANIA | 11595 | 29.032019 | A11GAO1
100 mg/ml
PREGABALINA VIVANTA
PREGABALINUM VIVANTA 75 m caps. 75mg SN o, CEHIA 11601 20.03.2019 | NO3AX16
PREGABALINUM PREGABALINA caps. 150mg VIVANTA CEHIA 11602 20032019 | NO3AX16

VIVANTA 150 mg

GENERICS S.R.O.
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PREGABALINA

VIVANTA

PREGABALINUM VIVANTA 300 mg caps. 300mg GENERICS S RO, CEHIA 11603 29.03.2019 | NO3AX16
COMBINATII KARISSA ZILNIC .
(GESTODENUM+ 75 micrograme/ draj. ;gml'g:gg:;’:‘f/ Gi%El\;)ANNFff;'LER ROMANIA 11584 20.03.2019 | GO3AAL0
ETINILESTRADIOLUM) 20 micrograme g A
POSACONAZOLUM POSACONAZOL susp.orala |  40mg/ml FLORAFARMSRL | ROMANIA 11578 29.03.2019 J02AC04
FLOMI 40 mg/ml
ACCORD
PARACETAMOLUM i@i’éﬁ?@?%" compr. eff. 500mg HEALTHCARE POLONIA 11579 29.03.2019 NO2BEO1
g POLSKA SP. Z 0.0.
COMBINATII GNAK 50 mg/ml sol. perf 50mg/ml BAXTER ROMANIA 11581 20032019 | BOSBB02
g - pert. g HEALTHCARE SRL oS
SUGAMMADEX
SUGAMMADEXUM MEDICHEM sol. inj. 100mg/ml MEDICHEM S.A. SPANIA 11583 29.03.2019 | VO3AB35
100 mg/ml
COMBINATII
(TELMISARTANUM+ scT)Err|1_|_/|;(2C5Ar§ compr. 18205mr?1/ SWYSSI AG. GERMANIA | 11599 29.03.2019 | CO9DA07
HYDROCHLOROTHIAZIDUM) g/le,omg Mg
COMBINATII TELHYCAR
(TELMISARTANUM+ 80 /5 compr. 80mg/25mg SWYSSI AG. GERMANIA | 11600 29.03.2019 | CO9DA07
HYDROCHLOROTHIAZIDUM) glesmg
DOMPE
KETOPROFENUM SPRANTIFEN 25mg | compr. film. 25mg FARMACEUTICI ITALIA 11609 29.03.2019 | MOI1AEO3
SPA.
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Medicamente autorizate prin procedura centralizata, efectuata la nivelul Agentiei Europene a Medicamentului (EMA),
pentru care s-a notificat intentia de punere pe piata in Roménia in trim. I 2019

DCI Denumire comerciala | Forma farm. Conc. Firma detinatoare Tara detinatoare | Nr. APP | Data APP | Cod ATC
BRIGATINIBUM ALUNBRIG 30 mg compr. film. 30mg TAKED':/F;HARMA DANEMARCA 1264 22.11.2018 | LO1XE43
BRIGATINIBUM ALUNBRIG 90 mg compr. film. 90mg TAKEDAA/F;HARMA DANEMARCA 1264 22.11.2018 | LO1XE43
BRIGATINIBUM ALUNBRIG 180mg | compr. film. 180mg TAKEDQ/ZHARMA DANEMARCA | 1264 | 22112018 | LOLXE43
DORAVIRINUM PIFELTRO 100 mg compr. film. 100mg M%Rglfw‘?;é‘s/p & OLANDA 1332 22.11.2018 | JO5AGO06
DORAVIRINUM+

DELSTRIGO
LAMIVUDINUM+ . 100mg/300mg/ MERCK SHARP &
TENOFOVIRUM 100 r2n4€35/3r(r)10 mg/ compr. film. 245mg DOHME B.V. OLANDA 1333 22.11.2018 | JO5AG24
DISOPROXIL 9
COMBINATII AE?&EO\QE’SHFI)—:IRE susp. de
(GLICOPIRONIUM + 7 2 micrograme/ inhalat 7,2micrograme/ | ASTRAZENECA AB SUEDIA 1339 20.12.2018 | RO3ALO7
FORMOTEROLUM) < MIcrog presurizata 5micrograme
5 micrograme
NATRII ZIRCONII LOKELMA 5 g pulb. pt. susp. 5g ASTRA ZENECA AB SUEDIA 1173 | 22.03.2018 | VO3AEL0

CYCLOSILICAS

orala
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NATRII ZIRCONII

pulb. pt. susp.

CVOLOSILICAS LOKELMA 10 g i 10g ASTRA ZENECA AB SUEDIA 1173 | 22.03.2018 | VO3AEL0
oulb. pt. conc CELLTRION
TRASTUZUMABUM HERZUMA 420 mg sl oatf 420mg HEALTHCARE UNGARIA 1257 | 09.02.2018 | LO1XCO3
pt. sol. pert. HUNGARY KFT.
sol. inj. in SANOFI-AVENTIS
DUPILUMABUM DUPIXENT 300 mg seringa 300mg CROUPE FRANTA 1229 | 28.09.2017 | D11AHO5
preumpluta
BARICITINIBUM OLUMIANT 2 m compr. film 2m ELILILLY OLANDA 1170 | 13.02.2017 | LO4AA37
g pr. Tiim. g NEDERLAND B.V. 0e
conc. pt. sol. MERCK SHARP &
LETERMOVIRUM PREVYMIS 240 mg Sort 240mg COHME BV, OLANDA 1245 | 08.01.2018 | JOSAX18
TOUJEO Stislg'u' e SANOFI - AVENTIS
INSULINUM GLARGINE 300 Unitati/ml (0 r{) 300unitati/ml | DEUTSCHLAND GERMANIA 133 | 24.04.2015 | A10AE04
DOUBLESTAR preﬁmplut GMBH
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