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Buletinul Informativ al Agentiei Nationale a Medicamentului si a Dispozitivelor
Medicale din Roménia contine:

— informatii de interes public comunicate din oficiu, prevazute in art. 5 alin. 2 din
Legea nr. 544/2001.:

a) Actele normative care reglementeaza organizarea si functionarea
ANMDMR sunt urmatoarele:

Lege nr. 134 din 12 iulie 2019 privind reorganizarea Agentiei Nationale a
Medicamentului si a Dispozitivelor Medicale, precum si pentru modificarea unor
acte normative;

Ordin nr. 1.412 din 13 septembrie 2019 pentru aprobarea structurii organizatorice a
Agentiei Nationale a Medicamentului si a Dispozitivelor Medicale din Romania;

Ordin nr. 1.522 din 9 octombrie 2019 pentru aprobarea Regulamentului de
organizare si functionare al Agentiei Nationale a Medicamentului si a
Dispozitivelor Medicale din Romania.

b) Structura organizatorica, atributiile departamentelor, programul de
functionare, programul de audiente al institutiei publice

Regulamentul de organizare si functionare al Agentiei Nationale a Medicamentului
si a Dispozitivelor Medicale din Roménia

c) Numele si prenumele persoanelor din conducerea institutiei publice,
responsabile cu difuzarea informatiilor publice

d) Coordonatele de contact ale institutiei

e) Audiente

Program audiente

f) Sursele financiare, bugetul si bilantul contabil
Bugetul cu sursa de finantare

Bilanturi contabile

g) Programele si strategiile proprii

h) Lista cu documentele de interes public si lista cu documentele
produse/gestionate de institutie


https://www.anm.ro/_/ORGANIZAREA%20SI%20FUNCTIONAREA%20INSTITUTIEI/Legea%20134-2019.pdf
https://www.anm.ro/_/ORGANIZAREA%20SI%20FUNCTIONAREA%20INSTITUTIEI/Legea%20134-2019.pdf
https://www.anm.ro/_/ORGANIZAREA%20SI%20FUNCTIONAREA%20INSTITUTIEI/Legea%20134-2019.pdf
https://www.anm.ro/_/ORGANIZAREA%20SI%20FUNCTIONAREA%20INSTITUTIEI/OMS%201412-2019%20Structura%20organizatorica%20ANMDMR.pdf
https://www.anm.ro/_/ORGANIZAREA%20SI%20FUNCTIONAREA%20INSTITUTIEI/OMS%201412-2019%20Structura%20organizatorica%20ANMDMR.pdf
https://www.anm.ro/_/ORGANIZAREA%20SI%20FUNCTIONAREA%20INSTITUTIEI/OMS%201522-2019%20ROF%20Monitorul%20oficial.pdf
https://www.anm.ro/_/ORGANIZAREA%20SI%20FUNCTIONAREA%20INSTITUTIEI/OMS%201522-2019%20ROF%20Monitorul%20oficial.pdf
https://www.anm.ro/_/ORGANIZAREA%20SI%20FUNCTIONAREA%20INSTITUTIEI/OMS%201522-2019%20ROF%20Monitorul%20oficial.pdf
https://www.anm.ro/despre-institutie/structura-organizatorica/
https://www.anm.ro/despre-institutie/structura-organizatorica/
https://www.anm.ro/_/ORGANIZAREA%20SI%20FUNCTIONAREA%20INSTITUTIEI/Ordin%20857-2022%20-%20ROF%20ANMDMR.pdf
https://www.anm.ro/_/ORGANIZAREA%20SI%20FUNCTIONAREA%20INSTITUTIEI/Ordin%20857-2022%20-%20ROF%20ANMDMR.pdf
https://www.anm.ro/despre-institutie/persoanele-cu-functii-de-conducere-persoane-de-contact/
https://www.anm.ro/despre-institutie/persoanele-cu-functii-de-conducere-persoane-de-contact/
https://www.anm.ro/contact/date-de-contact/
https://www.anm.ro/contact/formular-audiente/
https://www.anm.ro/contact/program-cu-publicul/
https://www.anm.ro/informatii-de-interes-public/bugetul-cu-sursa-de-finantare/
https://www.anm.ro/informatii-de-interes-public/bilanturi-contabile/
https://www.anm.ro/despre-institutie/programe-si-strategii/
https://www.anm.ro/informatii-de-interes-public/lista-cu-documentele-de-interes-public-si-lista-cu-documentele-produsegestionate-de-institutie/
https://www.anm.ro/informatii-de-interes-public/lista-cu-documentele-de-interes-public-si-lista-cu-documentele-produsegestionate-de-institutie/

1) Modalitatea de contestare a deciziei si formularele aferente pentru
reclamatie administrativa

CUPRINS

Legi

Lege nr. 249 din 20 iulie 2022 pentru aprobarea Ordonantei de urgentd a
Guvernului nr. 29/2022 privind stabilirea cadrului institutional si a masurilor
necesare pentru punerea in aplicare a Regulamentului (UE) nr. 536/2014 al
Parlamentului European si al Consiliului din 16 aprilie 2014 privind studiile clinice
interventionale cu medicamente de uz uman si de abrogare a Directivel
2001/20/CE, precum si pentru modificarea unor acte normative in domeniul
sanatatii

Ordonante

Ordonanta nr. 37 din 31 august 2022 pentru modificarea si completarea Legii nr.
95/2006 privind reforma in domeniul sanatatii si a Legii nr. 227/2015 privind
Codul fiscal, precum si stabilirea unor alte masuri in domeniul sanatatii
Publicata in: Monitorul Oficial Nr. 857 din 31 august 2022

Ordine de ministru

Ordinul ministrului sanatatii nr. 2.219 din 14 iulie 2022 privind controlul prin
verificare periodica a dispozitivelor medicale aflate 1n utilizare, evaluarea
performantelor dispozitivelor medicale secondhand puse in functiune si eliberarea
avizului de utilizare pentru dispozitivele medicale din dotarea mijloacelor de
interventie pentru asistentd medicald de urgentd prespitaliceasca

Ordinul ministrului sanatatii nr. 2.242/2022 privind aprobarea procedurii de
emitere a negatiilor pentru produsele care nu intrd in domeniul de aplicare al
Regulamentului (UE) 2017/745 al Parlamentului European si al Consiliului din 5
aprilie 2017 privind dispozitivele medicale, de modificare a Directivel
2001/83/CE, a Regulamentului (CE) nr. 178/2002 si a Regulamentului (CE) nr.
1.223/2009 si de abrogare a Directivelor 90/385/CEE si 93/42/CEE ale Consiliului


https://www.anm.ro/informatii-de-interes-public/modalitatea-de-contestare-a-deciziei-si-formularele-aferente-pentru-reclamatie-administrativa/
https://www.anm.ro/informatii-de-interes-public/modalitatea-de-contestare-a-deciziei-si-formularele-aferente-pentru-reclamatie-administrativa/
https://www.anm.ro/_/LEGI%20ORDONANTE/Lege%20249-2022.pdf
https://www.anm.ro/_/LEGI%20ORDONANTE/Lege%20249-2022.pdf
https://www.anm.ro/_/LEGI%20ORDONANTE/Lege%20249-2022.pdf
https://www.anm.ro/_/LEGI%20ORDONANTE/Lege%20249-2022.pdf
https://www.anm.ro/_/LEGI%20ORDONANTE/Lege%20249-2022.pdf
https://www.anm.ro/_/LEGI%20ORDONANTE/Lege%20249-2022.pdf
https://www.anm.ro/_/LEGI%20ORDONANTE/Lege%20249-2022.pdf
https://www.anm.ro/_/LEGI%20ORDONANTE/Lege%20249-2022.pdf
https://www.anm.ro/_/LEGI%20ORDONANTE/OG%2037-2022.pdf
https://www.anm.ro/_/LEGI%20ORDONANTE/OG%2037-2022.pdf
https://www.anm.ro/_/LEGI%20ORDONANTE/OG%2037-2022.pdf
https://www.anm.ro/_/LEGI%20ORDONANTE/OG%2037-2022.pdf
https://www.anm.ro/dispozitive-medicale/legislatie/ordine-de-ministru/
https://www.anm.ro/_/DM/LEGISLATIE/15.2.%20ORDIN%202219%20DIN%2014%20IULIE%202022.pdf
https://www.anm.ro/_/DM/LEGISLATIE/15.2.%20ORDIN%202219%20DIN%2014%20IULIE%202022.pdf
https://www.anm.ro/_/DM/LEGISLATIE/15.2.%20ORDIN%202219%20DIN%2014%20IULIE%202022.pdf
https://www.anm.ro/_/DM/LEGISLATIE/15.2.%20ORDIN%202219%20DIN%2014%20IULIE%202022.pdf
https://www.anm.ro/_/DM/LEGISLATIE/15.2.%20ORDIN%202219%20DIN%2014%20IULIE%202022.pdf
https://www.anm.ro/_/DM/LEGISLATIE/15.2.%20ORDIN%202219%20DIN%2014%20IULIE%202022.pdf
https://www.anm.ro/_/DM/LEGISLATIE/Ordinul%202.242_2022.pdf
https://www.anm.ro/_/DM/LEGISLATIE/Ordinul%202.242_2022.pdf
https://www.anm.ro/_/DM/LEGISLATIE/Ordinul%202.242_2022.pdf
https://www.anm.ro/_/DM/LEGISLATIE/Ordinul%202.242_2022.pdf
https://www.anm.ro/_/DM/LEGISLATIE/Ordinul%202.242_2022.pdf
https://www.anm.ro/_/DM/LEGISLATIE/Ordinul%202.242_2022.pdf

Nr.
crt

Produs retras

Forma
farmace-
utica

Lista seriilor de medicamente retrase in trim. 111 2022

Producator/
DAPP/DAIP

Motivul retragerii

Actiune propusa

Data
retragerii

P17074, P17075,
P17076, T00448,
T00449, T00452,
. . Ipsen Consumer T00453,T00454, Retragere de pe
1 Paxeladine sirop 2 mg/ml citrat de Healthcare 00455, T06604, prezenta unor piata la nivel de 14.10.2022
2 mg/ml oxeladina Franta ' T06605, TO6606, impuritati farmacii T
T06607, T08517,
T08518, T08519,
T09307,
T09308,T00450
. . Genco Retragere de pe
2 ;a;el/?:l:ilme sirop 2 mg/ml C|tr1aBFiev Pharmaceuticals, pr_ezenga_tlfn_or piata lanivel de | 14.10.2022
g oxeladina Romania T066033, U00237, Impuritati farmacii
U00238, U00239
Amlodipina . .
3 | Aurobindo comprimate 5mg Amlodipina Alé?r?]g]:ig ghlgrlr_n a va}:E)riTﬁg'?el g(?urt Rgit;?r%er:resl 13.10.2022
5 mg comprimate - ALMI9005-05A ’
Decizia Comisiei
Europene nr.
C(2022)3591-final
| . . cuspendarea pp. | RetEgere de e
Vitafusal solutie L Infomed Fluid, - piata la nivel de
4 . . . combinatie A urilor pentru A 28.07.2022
solutie perfuzabila |perfuzabila Roménia . farmacii si
medicamentele ce -
. distrugere
contin
hidroxietilamidon
(HES) solutii
1992001 perfuzabile




Tn trimestrul 11 2022 s-au primit 20 cereri de autorizare de punere pe piata/reinnoire
a autorizatiel pentru medicamentele care corespund urmatoarelor grupe terapeutice:

MO1 - Medicamente antiinflamatoare si antireumatice
A02 - Medicamente pentru tulburari determinate de hiperaciditate
BO1A - Agenti antitrombotici

JO5 - Antivirale de uz sistemic

L01 - Antineoplazice

RO5 - Medicamente pentru tratamentul tusei si racelii

JO5 - Antivirale de uz sistemic

JO5 - Antivirale de uz sistemic

NO6 - Psihoanaleptice

NO6 - Psihoanaleptice

JO1- Medicamente antibacteriene

CO09 - Produse active pe sistemul renina-angiotensina

CO09 - Produse active pe sistemul renina-angiotensina

CO09 - Produse active pe sistemul renina-angiotensina
MO2 - Produse topice pentru dureri articulare si musculare
A10 - Medicamente utilizate in diabet

A10 - Medicamente utilizate in diabet

A10 - Medicamente utilizate in diabet

JO1 - Medicamente antibacteriene

JO1 - Medicamente antibacteriene




DCI Denumire Comerciala Forma Conc. Firma Detinatoare Tara Nr. APP
Farmaceutica Detinatoare

ACIDUM CLARISCAN 0,5 mmoli/ml | sol. inj. 0,5mmoli/ml GE HEALTHCARE AS | NORVEGIA | 14388 | 2022

GADOTERICUM

ACIDUM CLARISCAN 0,5 mmoli/ml | sol. inj. in seringa | 0,5mmoli/ml GE HEALTHCARE AS | NORVEGIA | 14389 | 2022

GADOTERICUM preumpluta

AMBAZONUM FARINGOSEPT CAFEA compr. de supt TERAPIAS.A. ROMANIA | 14491 | 2022

AMBAZONUM FARINGOSEPT MIERE SI | compr. de supt TERAPIA S.A. ROMANIA | 14493 | 2022
LAMAIE

AMBAZONUM FARINGOSEPT VANILIE | compr. de supt TERAPIA S.A. ROMANIA | 14492 | 2022

BENDAMUSTINUM BENDAMUSTINA conc. pt. sol. perf. | 25mg/ml ACCORD POLONIA 14484 | 2022
ACCORD 25 mg/ml HEALTHCARE

POLSKA SP. Z. O.0.
BILASTINUM BILASTINA MSN 20 mg compr. 20mg MSN LABS EUROPE MALTA 14463 | 2022
LIMITED

BOSENTANUM BOSENTAN TERAPIA compr. film. 125mg TERAPIA SA CROMANIA | 14415 | 2022
125 mg

BUPIVACAINUM SANERGY SPINAL sol inj. 5mg/ml AS GRINDEKS LETONIA 14436 | 2022
5 mg/ml

BUPIVACAINUM BUPIVACAINA sol inj. 5mg/ml AS GRINDEKS LETONIA 14435 | 2022
GRINDEKS 5 mg/ml

CALCIFEDIOLUM HIDROFEROL 0,266 mg caps. moi 0,266mg FAES FARMA S.A. SPANIA 14472 | 2022

CANDESARTANUM TANDESAR 32 mg compr. 32mg TERAPIA S.A. ROMANIA | 14471 | 2022

CILEXETIL




CASPOFUNGINUM CASPOFUNGINA pulb. pt. conc. pt. 50mg TERAPIA S.A. ROMANIA | 14473 | 2022
TERAPIA 50 mg sol. perf.

CASPOFUNGINUM CASPOFUNGINA pulb. pt. conc. pt. 70mg TERAPIA S.A. ROMANIA | 14474 | 2022
TERAPIA 70 mg sol. perf.

COMBINATII SOLPADEINE EXTRA compr. eff. 500mg/12,8mg/ | PERRIGO ROMANIA ROMANIA | 14516 | 2022
500 mg/12,8 mg/30 mg 30mg SR.L.

COMBINATII SMOFKABIVEN EXTRA | emulsie perf. FRESENIUS KABI ROMANIA | 14454 | 2022
NITROGEN FARA ROMANIA S.R.L.
ELECTROLITI

COMBINATII SMOFKABIVEN EXTRA | emulsie perf. FRESENIUS KABI ROMANIA | 14453 | 2022
NITROGEN ROMANIA S.R.L.

COMBINATII DIPPERAM 5 mg/80 mg compr. film. 5mg/80mg SANDOZ S.R.L. ROMANIA | 14398 | 2022

(AMLODIPINUM+

VALSARTANUM)

COMBINATII DIPPERAM 5 mg/160 mg | compr. film. 5mg/160mg SANDOZ S.R.L. ROMANIA | 14399 | 2022

(AMLODIPINUM+

VALSARTANUM)

COMBINATII DIPPERAM 10 mg/160 mg | compr. film. 10mg/160mg SANDOZ S.R.L. ROMANIA | 14400 | 2022

(AMLODIPINUM+

VALSARTANUM)

COMBINATII SEPTANEST CU sol. inj. A0mg/0,01mg/ml | SEPTODONT FRANTA 14385 | 2022

(ARTICAINUM+ ADRENALINA 1/100000

ADRENALINUM)

COMBINATII SEPTANEST CU sol. inj. A0mg/0,005mg/ml | SEPTODONT FRANTA 14386 | 2022

(ARTICAINUM+ ADRENALINA 1/200000

ADRENALINUM)

COMBINATII FOSTER sol. de inhalat 200micrograme/ | CHIESI AUSTRIA 14482 | 2022

(BECLOMETASONUM+ | 200 micrograme/ presurizata 6micrograme PHARMACEUTICALS

FORMOTEROLUM)

6 micrograme

GMBH




COMBINATII FOSTER NEXTHALER pulb. de inhal. 200micrograme/ | CHIESI AUSTRIA 14483 | 2022
(BECLOMETASONUM+ | 200 micrograme/ émicrograme PHARMACEUTICALS

FORMOTEROLUM) 6 micrograme GMBH

COMBINATII CANDESARTAN HCT compr. 8mg/12,5mg SWYSSI AG GERMANIA | 14423 | 2022
(CANDESARTANUM | SWYSSI

CILEXETIL+HCT) 8 mg/12,5 mg

COMBINATII CANDESARTAN HCT compr. 16mg/12,5mg SWYSSI AG GERMANIA | 14424 | 2022
(CANDESARTANUM | SWYSSI

CILEXETIL+HCT) 16 mg/12,5 mg

COMBINATII IBUVALEN FLU compr. film. 200mg/30mg POLISANO ROMANIA | 14430 | 2022
(IBUPROFENUM+ 200 mg/30 mg PHARMACEUTICALS

PSEUDOEFEDRINUM) S.A.

COMBINATII IBUSTOP RACEALA SI caps. moi 200mg/30mg STADA M&D S.R.L. ROMANIA | 14464 | 2022
(IBUPROFENUM+ GRIPA 200 mg/30 mg

PSEUDOEFEDRINUM)

COMBINATII CO-PRENESSANEO compr. 5mg/1,25mg KRKA, D.D., NOVO SLOVENIA | 14401 | 2022
(PERINDOPRILUM+ 5mg/1,25 mg MESTO

INDAPAMIDUM)

COMBINATII CO-PRENESSANEO compr. 10mg/2,5mg KRKA, D.D., NOVO SLOVENIA | 14402 | 2022
(PERINDOPRILUM+ 10 mg/2,5 mg MESTO

INDAPAMIDUM)

COMBINATII VALAROX 10 mg/80 mg compr. film. 10mg/80mg KRKA, D.D., NOVO SLOVENIA | 14442 | 2022
(ROSUVASTATINUM+ MESTO

VALSARTAMUM)

COMBINATII VALAROX 20 mg/80 mg compr. film. 20mg/80mg KRKA, D.D., NOVO SLOVENIA | 14443 | 2022

(ROSUVASTATINUM+
VALSARTAMUM)

MESTO




COMBINATII VALAROX 10 mg/160 mg | compr. film. 10mg/160mg KRKA, D.D., NOVO SLOVENIA | 14444 | 2022
(ROSUVASTATINUM+ MESTO

VALSARTAMUM)

COMBINATII VALAROX 20 mg/160 mg | compr. film. 20mg/160mg KRKA, D.D., NOVO SLOVENIA | 14445 | 2022
(ROSUVASTATINUM+ MESTO

VALSARTAMUM)

COMBINATII SITAGLIPTIN/METFORM | compr. film. 50mg/850mg AS GRINDEKS. LETONIA 14411 | 2022
(SITAGLIPTINUM+ IN GRINDEKS

METFORMINUM) 50 mg/850 mg

COMBINATII SITAGLIPTIN/METFORM | compr. film. 50mg/1000mg | AS GRINDEKS. LETONIA 14412 | 2022
(SITAGLIPTINUM+ IN GRINDEKS

METFORMINUM) 50 mg/1000 mg

COMBINATII SITAGLIPTIN/ compr. film. 50mg/1000 mg | TEVA ROMANIA | 14425 | 2022
(SITAGLIPTINUM+ METFORMIN TEVA PHARMACEUTICALS

METFORMINUM) 50 mg/1000 mg S.R.L.

COMBINATII JAMESI 50 mg/850 mg compr. film. 50mg/850mg ZENIVA, K.S. REPUBLICA | 14437 | 2022
(SITAGLIPTINUM+ CEHA

METFORMINUM)

COMBINATII JAMESI 50 mg/1000 mg compr. film. 50mg/1000mg | ZENIVA, K.S. REPUBLICA | 14438 | 2022
(SITAGLIPTINUM+ CEHA

METFORMINUM)

COMBINATII SITAGLIPTIN/ compr. film. 50mg/1000mg | SANDOZ S.R.L. ROMANIA | 14504 | 2022
(SITAGLIPTINUM+ METFORMIN SANDOZ

METFORMINUM) 50 mg/1000 mg

COMBINATII TELASSMO 40 mg/5 mg compr. 40mg/5mg KRKA, D.D., NOVO SLOVENIA | 14416 | 2022

(TELMISARTANUM+

AMLODIPINUM)

MESTO




COMBINATII TELASSMO 40 mg/10 mg | compr. 40mg/10mg KRKA, D.D., NOVO SLOVENIA | 14417 | 2022

(TELMISARTANUM+ MESTO

AMLODIPINUM)

COMBINATII TELASSMO 80 mg/5 mg compr. 80mg/5mg KRKA, D.D., NOVO SLOVENIA | 14418 | 2022

(TELMISARTANUM+ MESTO

AMLODIPINUM)

COMBINATII TELASSMO 80 mg/10 mg | compr. 80mg/10mg KRKA, D.D., NOVO SLOVENIA | 14419 | 2022

(TELMISARTANUM+ MESTO

AMLODIPINUM)

COMBINATII TRAMADOL/PARACETA | compr. eff. 37,5m,g/325mg | ACCORD POLONIA 14518 | 2022

(TRAMADOLUM+ MOL ACCORD HEALTHCARE

PARACETAMOLUM) | 37,5 mg/325 mg POLSKA SP.Z O.0.

DEXPANTHENOLUM | RECREOL 50 mg/g crema 50mg/g AS GRINDEKS LETONIA 14421 | 2022

DEXPANTHENOLUM | RECREOL 50 mg/g unguent 50mg/g AS GRINDEKS LETONIA 14422 | 2022

DICLOFENACUM RAPLON 12,5 mg compr. film. 12,5mg MEDOCHEMIE LTD CIPRU 14439 | 2022

DULOXETINUM DULOXETINA caps. gastrorez. 30mg PHARMACLAN S.R.O. | REPUBLICA | 14476 | 2022
PHARMACLAN 30 mg CEHA

DULOXETINUM DULOXETINA caps. gastrorez. 60mg PHARMACLAN S.R.O. | REPUBLICA | 14477 | 2022
PHARMACLAN 60 mg CEHA

ETORICOXIBUM IMESOL 30 mg compr. film. 30mg TERAPIA S.A. ROMANIA 14500 | 2022

ETORICOXIBUM IMESOL 60 mg compr. film. 60mg TERAPIA S.A. ROMANIA 14501 | 2022

ETORICOXIBUM IMESOL 90 mg compr. film. 90mg TERAPIA S.A. ROMANIA 14502 | 2022

ETORICOXIBUM IMESOL 120 mg compr. film. 120mg TERAPIA S.A. ROMANIA 14503 | 2022

FIBRINOGEN UMAN FIBRYGA 1g pulb.+solv. pt. sol. | 1g OCTAPHARMA (IP) BELGIA 14395 | 2022

inj./perf. SPRL
FINGOLIMODUM FINGOLIMOD DR. caps. 0,5mg DR. REDDY'S ROMANIA 14511 | 2022

REDDY'S 0,5 mg

LABORATORIES
ROMANIA S.R.L.




IBUPROFENUM IBUPROFEN B. BRAUN sol. perf. 400mg B. BRAUN GERMANIA | 14450 | 2022
400 mg MELSUNGEN AG
IBUPROFENUM IBUPROFEN B. BRAUN sol. perf. 600mg B. BRAUN GERMANIA | 14451 | 2022
600 mg MELSUNGEN AG
IBUPROFENUM BIOFEN 200 mg caps. Moi 200mg BIOFARM S.A. ROMANIA | 14498 | 2022
IBUPROFENUM BIOFEN FORTE 400 mg caps. moi 400mg BIOFARM S.A. ROMANIA 14499 | 2022
ICATIBANTUM ICATIBANT UNIVERSAL | sol inj. in seringa 30mg UNIVERSAL FARMA, | SPANIA 14427 | 2022
FARMA 30 mg preumpluta S.L.
INDOMETACINUM INDOSIN 20 mg/g gel 20mg/g SINTOFARM S.A. ROMANIA | 14452 | 2022
INHIBITOR ALFA1 RYMPHYSIA 500 mg pulb.+solv. pt. sol. | 500mg TAKEDA AUSTRIA 14494 | 2022
PROTEINAZA perf. MANUFACTURING
UMANA AUSTRIA AG
INHIBITOR ALFA1 RYMPHYSIA 1000 mg pulb.+solv. pt. sol. | 1000mg TAKEDA AUSTRIA 14495 | 2022
PROTEINAZA perf. MANUFACTURING
UMANA AUSTRIA AG
INOSINUM RESIVIRTAN 100 mg/ml sirop 100mg/mi HEALTH-MED SP. Z O. | POLONIA 14394 | 2022
O. SP.J.
IVABRADINUM IVABRADINA TEVA compr. film. smg TEVA ROMANIA 14507 | 2022
5mg PHARMACEUTICALS
S.R.L.
IVABRADINUM IVABRADINA TEVA compr. film. 7,5mg TEVA ROMANIA 14508 | 2022
7,5mg PHARMACEUTICALS
S.R.L.
KETOPROFENUM KETOPROFEN compr. film. 25mg DOMPE ITALIA 14470 | 2022
PHARMEXON 25 mg FARMACEUTICI
S.P.A.
KETOPROFENUM KETOPROFEN granule drajefiate | 25mg DOMPE ITALIA 14469 | 2022

PHARMEXON 25 mg

n plic

FARMACEUTICI
S.P.A.




LEVOFLOXACINUM LEVOFLOXACINA sol. perf. 5Smg/ml VIOSER S.A. GRECIA 14414 | 2022
VIOSER 5 mg/ml PARENTERAL
SOLUTIONS
INDUSTRY
LEVOMETHADONUM | LEFISYO 5 mg/mi sol. orala 5mg/ml ALKALOQOID - INT SLOVENIA | 14405 | 2022
D.0.0.
LEVOSIMENDANUM | LEVOSIMENDAN conc. pt. sol. perf. | 2,5mg/ml AKCNU SABIEDRIBA | LETONIA 14397 | 2022
KALCEKS 2,5 mg/ml KALCEKS
LINAGLIPTINUM SANSIK 5 mg compr. film. 5mg ZENTIVA, K.S. REPUBLICA | 14496 | 2022
CEHA
MESALAZINUM SALCROZINE 1000 mg compr. gastrorez. 1000mg FAES FARMA S.A. SPANIA 14426 | 2022
METAMIZOLUM METAMIZOL KALCEKS | sol. inj. 500 mg/mi AS KALCEKS LETONIA 14519 | 2022
NATRIUM 500 mg/ml
METAMIZOLUM ALGOCALMIN 500 mg compr. film. 500mg ZENTIVA K.S. REPUBLICA | 14462 | 2022
NATRIUM CEHA
METRONIDAZOLUM | METRONIDAZOL sol. perf. 500mg/100ml VIOSER S.A. GRECIA 14407 | 2022
VIOSER 500 mg/100 ml PARENTERAL
SOLUTIONS
INDUSTRY
NATRII CITRAS CIFOBAN 136mmol/I sol. perf. 136mmol/I FRESENIUS MEDICAL | GERMANIA | 14396 | 2022
CARE DEUTSCHLAND
GMBH
NICARDIPINUM NICARDIPINE sol. inj. 10mg/10ml HYPERICUM S.R.L. ROMANIA | 724 2022
AGUETTANT 10mg/10ml
OFLOXACINUM UNIFLOX 3 mg/ml pic. oft./auric., sol. | 3mg/ml UNIMED PHARMA REPUBLICA | 14481 | 2022
SPOL. S.R.O. SLOVACA
OMEPRAZOLUM OMEPRAZOL MEDREG caps. gastrorez. 10mg MEDREG S.R.O. REPUBLICA | 14447 | 2022
10 mg CEHA
OMEPRAZOLUM OMEPRAZOL MEDREG caps. gastrorez. 20mg MEDREG S.R.O. REPUBLICA | 14448 | 2022




20 mg CEHA

OMEPRAZOLUM OMEPRAZOL MEDREG caps. gastrorez. 40mg MEDREG S.R.O. REPUBLICA | 14449 | 2022
40 mg CEHA

ONDANSETRONUM ZONDARON 2 mg/mi sol. inj./perf. 2mg/ml SOPHARMA AD BULGARIA | 14413 | 2022

OXYBUPROCAINI BENOXI 4 mg/mi pic. oft., sol. 4mg/ml UNIMED PHARMA REPUBLICA | 14475 | 2022

HYDROCHLORIDUM SPOL. S.R.O. SLOVACA

OXYTOCINUM OFOST 8,3 micrograme/ml | sol inj./perf. 8,3micrograme/ | AS GRINDEKS LETONIA 14428 | 2022

ml

OXYTOCINUM OFOST sol inj./perf. 16,7micro- AS GRINDEKS LETONIA 14429 | 2022
16,7 micrograme/ml grame/ml

PARACETAMOLUM PARACETAMOL compr. 500mg AUROBINDO ROMANIA | 14446 | 2022
AUROBINDO 500 mg PHARMA ROMANIA

SRL
PARACETAMOLUM PACETRAL 500 mg compr. 500mg ZENTIVA, K.S. REPUBLICA | 14497 | 2022
CEHA

PAZOPANIBUM PAZOPANIB TEVA compr. film. 200mg TEVAB.V. OLANDA 14403 | 2022
200 mg

PAZOPANIBUM PAZOPANIB TEVA compr. film. 400mg TEVAB.V. OLANDA 14404 | 2022
400 mg

PEMETREXEDUM PEMETREXED STADA conc. pt. sol. perf. | 25mg/ml STADA GERMANIA | 14393 | 2022
25 mg/ml ARZNEIMITTEL AG

PHENYLEPHRINUM BIORPHEN 0,1 mg/ml sol inj./perf. 0,1mg/ml SINTETICA GMBH GERMANIA | 14478 | 2022

PHENYLEPHRINUM BIORPHEN 10 mg/ml sol. inj. 10 mg/mi SINTETICA GMBH GERMANIA | 14479 | 2022

QUETIAPINUM QUETIAPINA ACCORD compr. cu elib. 150mg ACCORD POLONIA 14480 | 2022
150 mg prel. HEALTHCARE

POLSKA SP. Z.0.0.
RILMENIDINUM TARUZA 1 mg compr. img ZENTIVA, K.S. REPUBLICA | 14512 | 2022
CEHA
SITAGLIPTINUM SITAGLIPTIN GRINDEKS | compr. film. 25mg AS GRINDEKS. LETONIA 14408 | 2022

25 mg




SITAGLIPTINUM SITAGLIPTIN GRINDEKS | compr. film. 50mg AS GRINDEKS. LETONIA 14409 | 2022
50 mg
SITAGLIPTINUM SITAGLIPTIN GRINDEKS | compr. film. 100mg AS GRINDEKS. LETONIA 14410 | 2022
100 mg
SITAGLIPTINUM JIDINUM 25 mg compr. film. 25mg MEDOCHEMIE CIPRU 14459 | 2022
LIMITED
SITAGLIPTINUM JIDINUM 50 mg compr. film. 50mg MEDOCHEMIE CIPRU 14460 | 2022
LIMITED
SITAGLIPTINUM JIDINUM 100 mg compr. film. 100mg MEDOCHEMIE CIPRU 14461 | 2022
LIMITED
SITAGLIPTINUM SITAGLIPTINA compr. film. 25mg ALFRED E. GERMANIA | 14520 | 2022
TIEFENBACHER 25 mg TIEFENBACHER
GMBH & CO. KG
SITAGLIPTINUM SITAGLIPTINA compr. film. 50mg ALFRED E. GERMANIA | 14521 | 2022
TIEFENBACHER 50 mg TIEFENBACHER
GMBH & CO. KG
SITAGLIPTINUM SITAGLIPTINA compr. film. 100mg ALFRED E. GERMANIA | 14522 | 2022
TIEFENBACHER 100 mg TIEFENBACHER
GMBH & CO. KG
SOLIFENACINUM SOLIFENACIN ARISTO compr. film. 5mg ARISTO PHARMA GERMANIA | 14505 | 2022
SUCCINATE 5mg GMBH
SOLIFENACINUM SOLIFENACIN ARISTO compr. film. 10mg ARISTO PHARMA GERMANIA | 14506 | 2022
SUCCINATE 10 mg GMBH
SUGAMMADEXUM SUGAMMADEX TEVA sol. inj. 100 mg/ml TEVA ROMANIA | 14406 | 2022
100 mg/ml PHARMACEUTICAL
S.R.L.
SUNITINIBUM SUNITINIB ALKALOID- | caps. 12,5mg ALKALOID - INT SLOVENIA | 14390 | 2022

INT 12,5 mg

D.0.0.




SUNITINIBUM SUNITINIB ALKALOID- | caps. 25mg ALKALOID - INT SLOVENIA | 14391 | 2022
INT 25 mg D.0.0.
SUNITINIBUM SUNITINIB ALKALOID- | caps. 50mg ALKALOID - INT SLOVENIA | 14392 | 2022
INT 50 mg D.0.0.
SUNITINIBUM SUNITINIB MSN 12,5mg | caps. 12,5mg MSN LABS EUROPE MALTA 14455 | 2022
LIMITED
SUNITINIBUM SUNITINIB MSN 25 mg caps. 25mg MSN LABS EUROPE MALTA 14456 | 2022
LIMITED
SUNITINIBUM SUNITINIB MSN 37,5mg | caps. 37,5mg MSN LABS EUROPE MALTA 14457 | 2022
LIMITED
SUNITINIBUM SUNITINIB MSN 50 mg caps. 50mg MSN LABS EUROPE MALTA 14458 | 2022
LIMITED
TADALAFILUM TADALAFIL ACCORD compr. film. 10mg ACCORD POLONIA 14513 | 2022
10 mg HEALTHCARE
POLSKA SP. Z O.0.
TADALAFILUM TADALAFIL ACCORD compr. film. 20mg ACCORD POLONIA 14514 | 2022
20 mg HEALTHCARE
POLSKA SP. Z O.0.
TADALAFILUM TADILECTO 5 mg compr. film. amg KRKA, D.D., NOVO SLOVENIA | 14432 | 2022
MESTO
TADALAFILUM TADILECTO 10 mg compr. film. 10mg KRKA, D.D., NOVO SLOVENIA | 14433 | 2022
MESTO
TADALAFILUM TADILECTO 20 mg compr. film. 20mg KRKA, D.D., NOVO SLOVENIA | 14434 | 2022
MESTO
TADALAFILUM ARVALTI 2,5 mg compr. film. 2,5mg CIPLA EUROPE NV BELGIA 14487 | 2022
TADALAFILUM ARVALTI 5 mg compr. film. smg CIPLA EUROPE NV BELGIA 14488 | 2022
TADALAFILUM ARVALTI 10 mg compr. film. 10mg CIPLA EUROPE NV BELGIA 14489 | 2022
TADALAFILUM ARVALTI 20 mg compr. film. 20mg CIPLA EUROPE NV BELGIA 14490 | 2022




TEICOPLANINUM TEICOPLANINA pulb.+solv. pt. sol. | 200mg APTA MEDICA SLOVENIA | 14465 | 2022
APTAPHARMA 200 mg inj./perf. INTERNACIONAL
D.0.0.
TEICOPLANINUM TEICOPLANINA pulb.+solv. pt. sol. | 400mg APTA MEDICA SLOVENIA | 14466 | 2022
APTAPHARMA 400 mg inj./perf. INTERNACIONAL
D.0.0.
TELMISARTANUM TELMISARTAN compr. 40mg AUROBINDO ROMANIA | 14467 | 2022
AUROBINDO 40 mg PHARMA ROMANIA
S.R.L.
TELMISARTANUM TELMISARTAN compr. 80mg AUROBINDO ROMANIA | 14468 | 2022
AUROBINDO 80 mg PHARMA ROMANIA
S.R.L.
TERLIPRESSINUM ACETAT DE sol. inj. 0,2mg/mi EVER VALINJECT AUSTRIA 14517 | 2022
TERLIPRESINA EVER GMBH
PHARMA 0,2 mg/mi
TICAGRELOR PLATEGRA 60 mg compr. film. 60mg EGIS UNGARIA 14485 | 2022
PHARMACEUTICAL
PLC.
TICAGRELOR PLATEGRA 90 mg compr. film. 90mg EGIS UNGARIA 14486 | 2022
PHARMACEUTICAL
PLC.
TICAGRELOR OREBRITON 60 mg compr. film. 60mg ZENTIVA, K.S. REPUBLICA | 14509 | 2022
CEHA
TICAGRELOR OREBRITON 90 mg compr. film. 90mg ZENTIVA, K.S. REPUBLICA | 14510 | 2022
CEHA
TRABECTEDINUM TRABECTEDIN TEVA pulb. pt. conc. pt. 0,25mg TEVA ROMANIA | 14440 | 2022

0,25 mg

sol. perf.

PHARMACEUTICALS
S.R.L.




TRABECTEDINUM TRABECTEDIN TEVA pulb. pt. conc. pt. 1mg TEVA ROMANIA 14441 | 2022
1mg sol. perf. PHARMACEUTICALS
S.R.L.
VACCIN GRIPAL INFLUVAC TETRA susp. inj. in seringa VIATRIS IRLANDA 14420 | 2022
INACTIVAT preumpluta HEALTHCARE
LIMITED
VALGANCICLOVIRUM | VALGANCICLOVIR compr. film. 450mg CIPLA EUROPE NV BELGIA 14387 | 2022

CIPLA 450 mg




Forma Tara
DCI Denumire Comerciala | Farmaceutica | Concentratie Firma Detinatoare detinatoare Nr APP
AVALGLUCOSIDASUM NEXVIADYME pulb. pt. conc. GENZYME EUROPE
ALPHA 100 mg pt. sol. perf. 100mg B.V. OLANDA 1579 | 2022
NOVARTIS
EUROPHARM
CAPMATINIBUM TABRECTA 150 mg compr. film. 150mg LIMITED IRLANDA 1650 | 2022
NOVARTIS
EUROPHARM
CAPMATINIBUM TABRECTA 200 mg compr. film. 200mg LIMITED IRLANDA 1650 | 2022
CARVYKTI
3,2x106-1,0x 108 celule JANSSEN CILAG
CILTACABTAGEN celule dispersie dispersie INTERNATIONAL
AUTOLEUCEL perfuzabila perfuzabila NV BELGIA 1648 | 2022
ZOLSKETIL
PEGYLATED
LIPOSOMAL conc. pt. ACCORD
DOXORUBICINUM 2 mg/ml dispersie perf. | 2mg/ml HEALTHCARE S.L.U. | SPANIA 1629 | 2022
LENALIDOMIDE KRKA D.D. NOVO
LENALIDOMIDUM KRKA 5 mg caps. 5mg MESTO SLOVENIA 1519 | 2022
susp. inj. cu ACCORD
LEUPRORELINUM CAMCEVI 42 mg elib. prel. 42mg HEALTHCARE S.L.U. | SPANIA 1647 | 2022
ROCHE
conc. pt. sol. REGISTRATION
MOSUNETUZUMABUM LUNSUMIO 1 mg perf. img GMBH GERMANIA 1649 | 2022




ROCHE

conc. pt. sol. REGISTRATION
MOSUNETUZUMABUM LUNSUMIO 30 mg perf. 30mg GMBH GERMANIA 1649 | 2022
XENPOZYME pulb. pt. conc. GENZYME EUROPE
OLIPUDASE ALFA 20 mg pt. sol. perf. 20mg B.V. OLANDA 1659 | 2022
AMRYT
PHARMACEUTICALS
PLANTE (MESTEACAN) FILSUVEZ gel DAC IRLANDA 1652 | 2022
BIOHAVEN
PHARMACEUTICAL
RIMEGEPANT VYDURA 75 mg liof. oral 75mg IRELAND DAC IRLANDA 1645 | 2022
SITAGLIPTIN ACCORD
SITAGLIPTINUM ACCORD 25 mg compr. film. 25mg HEALTHCARE S.L.U. | SPANIA 1633 | 2022
SITAGLIPTIN ACCORD
SITAGLIPTINUM ACCORD 50 mg compr. film. 50mg HEALTHCARE S.L.U. | SPANIA 1633 | 2022
SITAGLIPTIN ACCORD
SITAGLIPTINUM ACCORD 100 mg compr. film. 100mg HEALTHCARE S.L.U. | SPANIA 1633 | 2022
KIMMTRAK conc. pt. sol. 100 pg/ IMMUNOCORE
TEBENTAFUSP 100 micrograme/0,5 ml | perf. 0,5 ml IRELAND LIMITED IRLANDA 1630 | 2022




