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ORDER No. 522
of 4 April 2019

for amendment of Order of the Minister of Health no. 1.173/2010 on set up
and operation of the group of experts responsible for technical standpoints on
documents under EU debate, also ensuring representation in meetings of EU
working entities

Published in: Official Journal of Romania No. 276 of 11 April 2019

On seeing Approval Report no. S8 4.536/4.04.2019 of the Ministry of Health
Directorate for Press Relations, European Affairs and International Relations,

Based on Article 7 (4) of Government Decision no. 144/2010 on the
organisation and operation of the Ministry of Health, as amended,

the Minister of Health hereby issues the following Order:

Article 1 — Order of the Minister of Health no. 1.173/2010 on set up and
operation of the group of experts responsible for technical standpoints on
documents under EU debate, also ensuring representation in meetings of EU
working entities, as amended, published in: Official Journal of Romania, Part I,
No. 649 of 20 September 2019, is hereby amended as follows:

1. Article 5 (28), a) is hereby amended as follows:

"28. a) Drinking water:

Co-ordinator: lleana Vacaru, MD - Alba County Public Health Directorate
Alternate: Edit Vartic, MD - National Public Health Institute
Technical Group:

- loana-Rodica Lupsa, MD - National Public Health Institute

- chem. Gabriela Brinzei - National Public Health Institute

- chem. eng. Nicoleta Lemne - National Public Health Institute

- chem. Dana Rusea - National Public Health Institute

- biol. Liliana Neagu - National Public Health Institute

- lleana Anca Badea, MD - Arges County Public Health Directorate
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- loan Chirila, MD - National Public Health Institute".
2. Article 5 (35), a) - e) are hereby amended as follows:
"a) Medicinal products for human use:

Co-ordinator: Marius Daniel Sisu — president of the National Agency for
Medicines and Medical Devices (NAMMD)
Technical Group:

- Simona Badoi, MD - NAMMD

- Cristiana Octaviana llie, MD - NAMMD

- Roxana Stefania Stroe, MD - NAMMD

- pharm. Victorita Ivascu - NAMMD

- biol. Mirela Tavakol - NAMMD

- pharm. Anca Crupariu - NAMMD

- pharm. Monica Daniela Lazar — Ministry of Health
b) Biological products for human use:

Co-ordinator: biol. Mirela Tavakol - NAMMD
Technical Group:

- biol. Gianina Andrei - NAMMD

- Roxana Stefania Stroe, MD - NAMMD

¢) Pharmacovigilance:

Co-ordinator: Roxana Stefania Stroe, MD - NAMMD
Technical Group:

- pharm. Roxana Dondera - NAMMD

- Camelia Lazar, MD - NAMMD

d) Falsified medicines:

Co-ordinator: Marius Daniel Sisu - NAMMD president
Technical Group:

- Cristina Gavrila, Legal Advisor - NAMMD

- Adina Pirvu, MD - NAMMD

e) Clinical trials:

Co-ordinator: Marius Daniel Sisu - NAMMD president
Technical Group:

- Mirela Vita, MD - NAMMD

- Adina Pirvu, MD - NAMMD

- Cristina Gavrila, Legal Advisor - NAMMD".

3. Article 5, 36 - 38 are hereby amended as follows:
"36. Medical devices:

Co-ordinators:

- Marius Daniel Sisu — NAMMD president

- eng. loana Tene - NAMMD

Technical Group:

- eng. Oana Arsenescu - NAMMD

- eng. Cristina Durle - NAMMD

- eng. Rodica Marinela Chifor - NAMMD

- subeng. Margareta Mihalache - NAMMD

- eng. Mihaela Buzatu - NAMMD
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- eng. Mihaela Grigore - NAMMD

- eng. Georgeta Herta - NAMMD

- eng. Cristina Vulcaneanu - NAMMD
- eng. Adrian Pacioaga - NAMMD

37. Assessment of health technologies:

Co-ordinator: Dan Octavian Alexandrescu, MD - Secretary of state, Ministry of
Health

Technical Group:

- Roxana Stefania Stroe, MD - NAMMD

- pharm. Felcia Ciulu Costinescu - NAMMD

- Cristina Gavrila, Legal Advisor - NAMMD

38. Patient access to innovative therapies:

Co-ordinator: Dan Octavian Alexandrescu, MD - Secretary of state, Ministry of
Health

Technical Group:

- Adrian-Stelian Dumitru - Ministry of Health

- Costin Iliuta - Ministry of Health

- Simona Badoi, MD - NAMMD

- biol. Mirela Tavakol - NAMMD

- Cristina Gavrila, Ministry of Health - NAMMD".

Art. Il - This order is published in the Official Journal of Romania, Part I.

p. Minister of Health,
Tiberius-Marius Bradatan,
Secretary of State
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Medicinal product batches recalled/withdrawn in the 2nd quarter 2019

combinations
(Search Results
Featured snippet

Gedeon  Richter

recall triggered by a quality nonconformity for

a different product batch (one 22- instead of 21-
lozenges containing blister), nonconformity
potentially affecting the batch in question as

Voluntary
withdrawal and
potential batch

MILLIGEST lozenges from the web  |PLC. Hunaar Z91001B | well; the MAH has applied for CA’s approval repackaging (on 11.04.2019
’ gary for repackaging of the withdrawn batch after P ging
Image result for e ) NAMMD
: . verification of each package; the NAMMD
ethinyl oestradiol) M . approval)
resolution is provided after assessment
requested by the competent authority.
recall triggered by a quality nonconformity
found by a user (breaking of the plastic lid on
opening the vial); in addition, plus
Pharco Impex 93 | all marketed noncompliance was found authorisation Recall and
CITROLIN mouthwash various SRLp batches conditions for the same product (as per Annex | destruction 11.04.2019
to MA no. 4618/2004/01, i/e the package shall
consist of a polyethylene terephthalate vial
closed with aluminium lid)
NIFEDIPIN . e -
RETARD prol. release 20 mg nifedipine Terapia SA 1186324 recall trlggereg by out—qf—s’E)eC|f|cat|0n result Recall a_nd 24.04.2019
tabl. for the “Dissolution” parameter destruction
TERAPIA, 20 mg
SOLPADEINE 500 ma/ Glaxosmithkline recall triggered by a quality nonconformity
EXTRA offerv. tabl. | 12.8 mg /| combinations Ltd, 1284660104, |notified by patients (qualitative and quantitative|  Recall and 24.04.2019
500 mg/12.8 mg/ ' ' 3'0 m 9 Ireland/Hipocrate | 1284660105 composition not compliant with MA no. destruction o
30 mg g 2000 SRL 9796/2017/01-07)
combinations
(1000 mi
aminoacid . e
NUTRIFLEX : B.Braun potential out-of-specification result for the
OMEGA e_muls: for SOIU“?”J . Melsungen AG, 173848052, glucose solution chamber Voluntary repall 24.04.2019
infusion 500 ml lipidic 182828051 and destruction
SPECIAL . Germany
emulsion,
1000 ml glucose
solution)
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No.

Product recalled/
withdrawn

Pharm.
form

Strength

Manufacturer/
MAH

Grounds for recall/withdrawal

recall triggered by missing submission to the

Action
proposed

Recall/
Withdrawal
date

vaginal . Pharco Impex 93 | all marketed | Min. of Health of documentation required for |Voluntary recall
6 | GYNOZOL 200 caps. 200 mg miconazole SRL batches product inclusion in the CaNaMed Index, the | and destruction 14.06.2019
2019 ed.
recall triggered by missing submission to the
vaginal . Pharco Impex 93 | all marketed | Min. of Health of documentation required for |Voluntary recall
7| GYNOZOL 400 caps. 400 mg miconazole SRL batches product inclusion in the CaNaMed Index, the | and destruction 14.06.2019
2019 ed.
recall triggered by missing submission to the
VITAMINA E 400 Pharco Impex 93 | all marketed | Min. of Health of documentation required for |Voluntary recall
8 mg softcaps. | 400mg tocopherol SRL batches product inclusion in the CaNaMed Index, the | and destruction 14.06.2019
2019 ed.
recall triggered by missing submission to the
VITAMINA A . Pharco Impex 93 | all marketed | Min. of Health of documentation required for |Voluntary recall
° 50000 1V soft caps. 130000 1U retinol SRL batches | product inclusion in the CaNaMed Index, the | and destruction | ~+06-2019

2019 ed.
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Applications for marketing authorisation/marketing authorisation renewal
submitted to the NAMMD in the 1st quarter 2019

During the 1st quarter 2019, 24 marketing authorisation/renewal applications for
medicinal products corresponding to the following therapeutic groups have been
submitted:

COD ATC

AQ07 - ANTIDIARRHEALS, INTESTINAL ANTIINFLAMMATORY/ANTI-INFECTIVE
AGENTS

AQ9 - DIGESTIVES, INCLUDING ENZYMES

BO1 - ANTITHROMBOTIC AGENTS

C03 - DIURETICS

JO1 - ANTIBACTERIALS FOR SYSTEMIC USE

J02 - ANTIMYCOTICS FOR SYSTEMIC USE

MO1 - ANTIINFLAMMATORY AND ANTIRHEUMATIC PRODUCTS
MO02 - TOPICAL PRODUCTS FOR JOINT AND MUSCULAR PAINS
NO02 - ANALGESICS

NO3 - ANTIEPILEPTICS

P01 - ANTIPROTOZOALS

R0O2 - THROAT PREPARATIONS

RO5 - COUGH AND COLD PREPARATIONS
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Medicinal products authorised for marketing in the 1st quarter 2019

ATAZANAVIR

ALVOGEN MALTA

ATAZANAVIRUM ALVOGEN 150 mg caps. 150mg OPERAT:?SS (ROW) MALTA 11319 | 11.01.2019 | JOSAE08
ALVOGEN MALTA
ATAZANAVIRUM ATAZANAVIR caps. 200mg | OPERATIONS (ROW) MALTA 11320 | 11.01.2019 | JOSAE08
ALVOGEN 200 mg o
ALVOGEN MALTA
ATAZANAVIRUM ATAZANAVIR caps. 300mg | OPERATIONS (ROW) MALTA 11321 | 11012019 | JOSAEO8
ALVOGEN 300 mg LTD
) AUROBINDO
IBUPROFEN film coated
IBUPROFENUM AURGBINDO 600 mg o 600 mg PHARMSARRSMANlA ROMANIA | 11330 | 16.01.2019 | MOLAEOL
SITAGLIPTINA film coated
SITAGLIPTINUM BIOGARAN 100 Mg Lo 100mg BIOGARAN FRANCE 11329 | 16.012019 | AL0BHOL
SITAGLIPTINA film coated
SITAGLIPTINUM BIOGARAN 50 mg Lo 50mg BIOGARAN FRANCE 11328 | 16.012019 | AL0BHOL
SITAGLIPTINA film coated
SITAGLIPTINUM BIOGARAN 25 mg Lo 25mg BIOGARAN FRANCE 11327 | 16.01.2019 | A10BHO1
COMBINATIONS .
(ROSUVASTATINUM+ CO-ROSWERA filmcoated | g 11omg | KRKAD.D.NOVO | g nvenja | 11331 | 18012019 | C10BAO6
EZETIMIBUM) 5mg/10 mg tabl. MESTO
COMBINATIONS :
(ROSUVASTATINUM+ CO-ROSWERA film coated 10mg/ KRKA, DD, NOVO | g quENIA | 11332 | 1801.2019 | C10BAOG
EZETIMIBUM) 10 mg/10 mg tabl. 10mg MESTO
COMBINATIONS .
(ROSUVASTATINUM+ CO-ROSWERA film coated 15mg/ KRKA,D.D., NOVO | g qveniA | 11333 | 18012019 | C10BAO6
EZETIMIBUM) 15 mg/10 mg tabl. 10mg MESTO
COMBINATIONS .
CO-ROSWERA film coated 20mg/ KRKA, D.D., NOVO
(ROSUVASTATINUM+ 20 marto ms o Tom e SLOVENIA | 11334 | 18012019 | CI10BAO6

EZETIMIBUM)

10/21




COMBINATIONS

(ROSUVASTATINUM+ Cfo' F:noflvc\)’ 'rEnRA f"”:acbolated ‘l%rr‘;g’ KRKAM'E;SDT"ONOVO SLOVENIA | 11335 | 18.01.2019 | CI10BAO6
EZETIMIBUM) g/2omg : 9
HUMAN NORMAL
IMMUNOGLOBULIN FOR . OCTAPHARMA (IP)
AL AR OCTAGAM 50 mg/ml | sol. forinf. | 50mg/ml oy BELGIUM 11338 | 18012019 | JOBBAO2
ADMINISTRATION
. NECTAR
CEFIXIMUM CEFIXIMANECTAR | film coated 200mg LIFESCIENCES UK UK 11336 | 18.01.2019 | J01DDOS8
200 mg tabl.
LIMITED
. NECTAR
CEFIXIMUM CEFIXIMANECTAR | film coated | 55, LIFESCIENCES UK UK 11336 | 18.01.2019 | J01DDO8
200 mg tabl.
LIMITED
. NECTAR
CEFIXIMUM CEFIXIMANECTAR | film coated | 5y LIFESCIENCES UK UK 11337 | 18.01.2019 | J01DDO8
400 mg tabl.
LIMITED
COMBINATIONS
(CANDESARTANUM TILAMCAR
herimilio) 8 rog)S caps. 8mg/5mg SWYSSI AG GERMANY | 11344 | 21.01.2019 | CO9DBO7
AMLODIPINUM)
COMBINATIONS
(CANDESARTANUM TILAMCAR
heripailio) § /10 mg caps. 8mg/10mg SWYSSI AG GERMANY | 11345 | 21.01.2019 | CO9DBO7
AMLODIPINUM)
COMBINATIONS
(CANDESARTANUM TILAMCAR
CILEXETIL+ 16 mg/5 mg caps. 16mg/5mg SWYSSI AG GERMANY 11346 21.01.2019 C09DBO7
AMLODIPINUM)
COMBINATIONS
(CANDESARTANUM TILAMCAR 16mg/
heripailio) 16 g0 mg caps. rom SWYSSI AG GERMANY | 11347 | 21.01.2019 | CO9DBO7

AMLODIPINUM)
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ACID ALENDRONIC/

ACIDUM
ALENDRONICUM+ COI\I/T\E(CL:QII;IC?I(;: ;R?L tabl. 57600”8% MYLAN S.AS. FRANCE 11352 | 22.01.2019 | MO5BBO3
COLECALCIFEROLUM g
5600 1U
ALENDRONICUM+ AN tabl. i MYLAN S.AS. FRANCE 11351 | 22.01.2019 | MO5BBO3
COLECALCIFEROLUM g
2800 1U
granule for
KETOPROFENUM KETIFEXIN25mg | oral sol. in 25mg M'DAGSJEQRMA GERMANY | 11353 | 23012019 | MOLAEO3
sachet
granules for
KETOPROFENUM KETIFEXIN50mg | oral sol. in 50mg M'DASI\;’E'SRMA GERMANY | 11354 | 23.01.2019 | MOI1AE03
sachet
ENTECAVIRUM ENTECAVIRKRKA | film coated 0.5mg KRKA,D.D., NOVO | ¢ ouENIA | 11361 | 25012019 | JOSAF10
0.5 mg tabl. MESTO
ENTECAVIRUM ENTECAVIRKRKA | film coated 1mg KRKA, D.D., NOVO SLOVENIA 11362 | 25.01.2019 JO5AF10
1mg tabl. MESTO
film coated AUROBINDO
IBUPROFENUM AUROFEN 200 mg o 200mg | PHARMA ROMANIA | ROMANIA 11365 | 25.01.2019 | MOIAEO1
: SRL.
film coated AUROBINDO
IBUPROFENUM AUROFEN 400 mg e 400mg | PHARMA ROMANIA | ROMANIA 11366 | 25.01.2019 | MOIAEO1
: SRL.
TIOTROPIUM TIOTROPIUMYLAN | inhal. powder 18 MYLAN S.AS. FRANCE 11370 | 25012019 | ALOBHO2
18 pgrams caps. pgrams
DESLORATADINUM DASERGIN 5 mg f"”lacbolated 5mg HCS BVBA BELGIUM 11371 | 25.01.2019 ROGAX27
TENOFOVIRUM I-DI-FS’\(I)(I)DE(())\)/(IIT film coated ACCORD
g ACoOROROARMA o 245mg HEALTHCARE POLAND 11373 | 30.01.2019 | JOSAFO7
208 g POLSKA SP. Z 0.0,
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GEFITINIB ACCORD

film coated

ACCORD

GEFITINIBUM 250 m | 250mg HEALTHCARE POLAND 11374 | 30.01.2019 | LOLXEO02
9 ' POLSKA SP. Z 0.0.
ACCORD
GLIMEPIRIDUM ilt_;lcl\gERP[;Ral?nA tabl. 6mg HEALTHCARE POLAND 11375 | 30.01.2019 | A10BBI2
g POLSKA SP. Z 0.0.
ACCORD
GLIMEPIRIDUM ié%’%‘qg?f tabl. 6mg HEALTHCARE POLAND 11375 | 30.01.2019 | AI0BBI2
g POLSKA SP. Z 0.0.
SALMETEROL/
FLUTICAZONA APC | .
SALMETEROLUM+ INSTYTUT single dose | S0ugrams/ | ¢ o\ pHARMASA. | POLAND 11377 | 30012019 | RO3AKO6
FLUTICASONUM inhal. powder | 500ugrams
50 pgrams/
500 pgrams
SALMETEROL/
FLUTICAZONA APC | .
SALMETEROLUM+ INSTYTUT single dose | S0ugrams/ | ey o\ pHARMASA. | POLAND 11377 | 30012019 | RO3AKO6
FLUTICASONUM inhal. powder | 500ugrams
50 pgrams/
500 pgrams
VILDAGLIPTINUM VILDAGLIPTINA tabl. 50mg FLOMIFARMASRL | ROMANIA | 11378 | 30012019 | A10BHO2
FLOMI 50 mg
ESOMEPRAZOLUM ESOMEPRAZOL gastrores. 20mg TERAPIA SA ROMANIA 11407 | 31.01.2019 | AO02BCOS
TERAPIA 20 mg caps.
ESOMEPRAZOLUM ESOMEPRAZOL gastrores. 40mg TERAPIA SA ROMANIA 11408 | 31.01.2019 | AO02BCOS
TERAPIA 40 mg caps.
) AUROBINDO
FEBUXOSTATUM FEBUXOSTAT film coated 80mg | PHARMAROMANIA | ROMANIA | 11409 | 31.01.2019 | MO4AA03
AUROBINDO 80 mg tabl. SRL
: AUROBINDO
FEBUXOSTATUM FEBUXOSTAT film coated 120mg | PHARMA ROMANIA | ROMANIA 11410 | 31.01.2019 | MO4AA03
AUROBINDO 120 mg tabl. SRL
METFORMINUM SIOFOR 500 mg pro'iarsl'ease 500mg  |BERLIN - CHEMIE AG| GERMANY 11413 | 31.01.2019 | A10BAO2
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prol. release

METFORMINUM SIOFOR 750 mg e 750mg | BERLIN - CHEMIE AG| GERMANY 11414 | 31.01.2019 | AI0BAO2
METFORMINUM SIOFOR 1000 mg pm'iarsl'ease 1000mg  |BERLIN - CHEMIE AG| GERMANY 11415 | 31.01.2019 | AI10BAO2
ACCORD
ATOMOXETINUM AATC%'\(A)g)SElBImA caps. 10mg HEALTHCARE POLAND 11379 | 31.01.2019 | NO6BAO9
g POLSKA SP. Z 0.0.
ACCORD
ATOMOXETINUM AATC%'\(")g)[;Eng'mA caps. 18mg HEALTHCARE POLAND 11380 | 31.01.2019 | NOGBAQY
9 POLSKA SP. Z 0.0.
ACCORD
ATOMOXETINUM TCOC'\(")%EZE'EA caps. 25mg HEALTHCARE POLAND 11381 | 31.01.2019 | NOGBAO9
9 POLSKA SP. Z 0.0.
ACCORD
ATOMOXETINUM TCOC'\(")%%'EA caps. 40mg HEALTHCARE POLAND 11382 | 31.01.2019 | NOGBAO9
9 POLSKA SP. Z 0.0.
ACCORD
ATOMOXETINUM AATC%'\(")%%B'EA caps. 60mg HEALTHCARE POLAND 11383 | 31.01.2019 | NOGBAO9
9 POLSKA SP. Z 0.0.
ACCORD
ATOMOXETINUM AATCOC'\(")%%B'EA caps. 80mg HEALTHCARE POLAND 11384 | 31.01.2019 | NO6BA09
9 POLSKA SP. Z 0.0.
ACCORD
ATOMOXETINUM ﬁgggﬂggﬂg %A caps. 100mg HEALTHCARE POLAND 11385 | 31.01.2019 | NO6BA09
9 POLSKA SP. Z 0.0.
BORTEZOMIBUM BORTEZZSOr':]/'g' /'?nISTADA sol. forinj. | 2.5mg/ml | STADA M&D SRL ROMANIA 11423 | 18.02.2019 | LOIXX32
BORTEZOMIBUM BORTEZOMIB MSN - [powder for sol.| 5 5 | VIVANTAGENERICS | ey pep | 11424 | 18022019 | LO1XX32
3.5mg for inj. S.R.O,,
DARUNAVIRUM DARU'\L'Q(\)/ r'nF; FLOMI f"”:acbolat‘*d 400mg | FLOMIFARMASR.L.| ROMANIA 11420 | 18.02.2019 JOSAE10
DARUNAVIRUM DARU'\éﬁ(\)/ r'nF; FLOMI f"”:acbolat‘*d 600mg | FLOMIFARMASR.L.| ROMANIA 11421 | 18.02.2019 JOSAE10
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DARUNAVIR FLOMI

film coated

DARUNAVIRUM 500 mg o 800mg | FLOMIFARMASRL.| ROMANIA | 11422 | 18022019 | JOSAEL0
BIOLOGISCHE
HOMEOPATHIC
VEDIOmas b eTs ENGYSTOL tabl. HEILM(lJ'II\'/'II'éE; HEEL | GERMANY | 11430 | 18.02.2019 XRNIT
PROSINUS S.C. FITERMAN
PARACETAMOLUM 150 ma/5 oralsol. | 15omgisml | o FUERMAN ROMANIA | 11431 | 18022019 | NO2BEOL
FERVEX "pentru adulti” | gran. for oral 500mg/
COMBINATIONS : 200mg/ UPSA SAS FRANCE 11432 | 18022019 | NO2BES5L
cu aroma de zmeura sol. 25mg
CALRECIA FRESENIUS MEDICAL
CALCII CHLORIDUM sol. forinf. | 100mmol/l |CARE DEUTSCHLAND| GERMANY | 11452 | 27.02.2019 | BO5XA07
100 mmol/I
GMBH
BORTEZOMIBUM  |BORTEZOMIB KRKA 1jpowder forsol.| . KRKA, DD, NOVO | g quENIA | 11456 | 27.022019 | LO1XX32
mg for inj. MESTO
BORTEZOMIBUM BORTEZOMIB KRKA |powder for sol.| 5 5 KRKA,DD.NOVO | g qveNIA | 11457 | 27.022019 | LO1XX32
3.5mg for inj. MESTO
ERLOTINIBUM ERLOT";;?T];ERAP'A f"”:acbolated 25mg TERAPIA SA ROMANIA 11468 | 28.02.2019 | LOLXEO3
ERLOTINIBUM ERLOT'l'\(')'OBnLERAP'A f"”lacbolate" 100mg TERAPIA SA ROMANIA | 11469 | 28022019 | LOLXEO3
ERLOTINIBUM ERLOT'l'\E"'OBn{]ERAP'A f"”lacbolate" 150mg TERAPIA SA ROMANIA | 11470 | 28022019 | LOLXE03
METYRAPONUM METOPIRONE soft caps. o5omg | DABORATOIREHRA | o \NCE 11476 | 11.032019 | V04CDO1
250 mg PARMA
powder for
ANIDULAFUNGINUM | ANIDULAFUNGINA 10 ool | 100mg S.C. SANDOZ SRL ROMANIA | 11478 | 11.03.2019 | J02AX06
SANDOZ 100 mg e o
COMBINATIONS PIOGLITAZONA | o S
(PIOGLITAZONUM + | METFORMIN FLOMI o o | FLOMIFARMASRL.| ROMANIA | 11480 | 11032019 | A10BDOS
METFORMINUM) 15 mg/850 mg ' g
DIENOGESTUM ZAFRILLA 2 mg tabl. omg GEDEONRICHTER | poyiania | 11486 | 11.032019 | G03DBOS

ROMANIA S.A.
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ACID ALENDRONIC/

ACIDUM ACCORD
ALENDRONICUM+ COL?&LSF'{FDEROL tabl. 27800”8% HEALTHCARE POLAND 11487 | 11.032019 | MO5BBO3
COLECALCIFEROLUM POLSKA SP. Z 0.0.
70 mg/2800 1U
ACIDUM /OLECAL CIFEROL. 2omg! ACCORD
ALENDRONICUM+ A CCORD tabl. 5600%| HEALTHCARE POLAND 11488 | 11.03.2019 | MO5BBO3
COLECALCIFEROLUM POLSKA SP. Z 0.0.
70 mg/5600 1U
CINACALCET film coated
CINACALCETUM PHARMAZAC 30 g v 30mg PHARMAZAC S.A. GREECE 11493 | 12.03.2019 | HO5BX01
CINACALCET film coated
CINACALCETUM PHARMAZAC 60 g v 60mg PHARMAZAC S.A. GREECE 11494 | 12.03.2019 | HO5BX01
CINACALCET film coated
CINACALCETUM PHARMAZAC 90 g v 90mg PHARMAZAC S.A. GREECE 11495 | 12.03.2019 | HO5BX01
IVABRADINUM APREDONAYV 5 mg f"”:acbolated 5mg MEDOCHEMIE LTD. CYPRUS 11501 | 13.03.2019 CO1EB17
film coated
IVABRADINUM APREDONAYV 7.5 mg e 7.5mg MEDOCHEMIE LTD. CYPRUS 11502 | 13.03.2019 CO1EB17
SUFENTANILUM SOFENTIL -
CITRATUM 5 ngrams/ml sol. for inj./inf.| 5ugrams/ml | MEDOCHEMIE LTD. CYPRUS 11503 | 13.03.2019 | NO1AHO3
SUFENTANILUM SOFENTIL -
CITRATUM 50 porams/ml sol. for inj./inf.| 50ugrams/ml | MEDOCHEMIE LTD. CYPRUS 11504 | 13.03.2019 | NOLAHO3
SMOFKABIVEN LOW . S.C. FRESENIUS KABI
COMBINATIONS 5SMO PERIPHERAL | emulsion inf. | 100mg/ml  OMANIASRL. ROMANIA 11510 | 18.03.2019 BO5BA10
FULVESTRANT EVER | sol. for inj. in
FULVESTRANTUM PHARMA pre-filled 250mg EVERC\;/QELNJECT AUSTRIA 11512 | 18.03.2019 L02BA03
250 mg syringe
film coated EGIS
FEBUXOSTATUM FORURE 80 mg e 80mg PHARMACEUTICAL | HUNGARY 11516 | 18.03.2019 | MO4AA03
: PLC
film coated EGIS
FEBUXOSTATUM FORURE 120 mg ] 120mg PHARMACEUTICAL | HUNGARY 11517 | 18.03.2019 | MO4AA03
: PLC
ULIPRISTALUM FEMKE 30 mg film coated 30mg MYLAN SAS. FRANCE 11518 | 18.03.2019 | GO3ADO2
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ACETATUM

tabl.

FARINGO INTENSIV

oromucosal

FLURBIPROFENUM 8.75 TERAPIA S.A. ROMANIA 11527 | 20032019 | RO2AX01
8.75 mg/dose spray, sol
DICLORHIDRAT DE ACCORD
BETAHISTINUM BETAHISTINA tabl. 24 mg HEALTHCARE POLAND 11531 | 20032019 | NO7CAOL
ACCORD 24 mg POLSKA SP. Z 0.0.
COMBINATIONS :
(AMLODIPINA+ : m\/&LOT E'?loz'\g N f"”lacbolated 5m92/156r?]m9/ 1 KRKAM%SDT'(')\'OVO SLOVENIA | 11545 | 28032019 | CO9DXOL
VALSARTAN+HCT) g g/leomg : oMy
COMBINATIONS :
(AMLODIPINA+ Lo e TRICOM f"”lacbf’lated Omg/ 156r2m9/ to) KRIADD-NOVO 1 siovenia | 11546 | 28032019 | cospxol
VALSARTAN+HCT) g giieomg : Mg
COMBINATIONS :
(AMLODIPINA+ . n\]/';*l'%BF::]CESMm f"”lacbolated 5m9’ég]om9/ 2 KRKAM%ST'C')\'OVO SLOVENIA | 11547 | 28.03.2019 | CO9DXO1
VALSARTAN+HCT) g g/e>mg : 9
COMBINATIONS :
(AMLODIPINA+ 0 r\n/A/Il_eToRrL\C?zl\élm f"”lacbolated Omg/ %ﬁomg/ 25 KRKAM%ST'C')\'OVO SLOVENIA | 11548 | 28.03.2019 | CO9DXO1
VALSARTAN+HCT) g g/eomg : 9
COMBINATIONS .
(AMLODIPINA+ 0 ?n/A/ézToernC(/)zlzaﬂm f"”lacbolate" Omg/ 'fﬁomg/ 25 KRKAM%SDT'(')\'OVO SLOVENIA | 11549 | 28032019 | CO9DXO1
VALSARTAN+HCT) g gieomg : g
lozenges with YES
FENTANIL YES .
integrated 200 PHARMACEUTICALS
FENTANYLUM PHARZI\éI)QCEr;Jr'nI';CALS e Lorams CEVELOPMENT GERMANY | 11550 | 28.032019 | NO2ABO3
19 applicator SERVICES GMBH
lozenges with YES
FENTANIL YES .
FENTANYLUM PHARMACEUTICALS '”tegratedl 400 PHARMACEUTICALS | ~eppiany 11551 | 28.03.2019 | NO2ABO3
400 pgrams oromucosa pgrams DEVELOPMENT
applicator SERVICES GMBH
lozenges with YES
FENTANIL YES :
FENTANYLUM PHARMACEUTICALS '”tegratedl 600 |PHARMACEUTICALS | cepviany | 11552 | 28032019 | NO02ABO3
600 pgrams oromucosa pgrams DEVELOPMENT
applicator SERVICES GMBH

17/21




lozenges with YES
FENTANIL YES .
FENTANYLUM PHARMACEUTICALS '”tegramdl 800 PHARMACEUTICALS | orppmany 11553 | 28.03.2019 | NO2ABO3
800 pgrams oromucosa pgrams DEVELOPMENT
applicator SERVICES GMBH
lozenges with YES
FENTANIL YES :
FENTANYLUM PHARMACEUTICALS '”tegratedl 1200 -~ |PHARMACEUTICALS | cepp ANy 11554 | 28.03.2019 | NO2ABO3
1200 pgrams oromucosa pgrams DEVELOPMENT
applicator SERVICES GMBH
lozenges with YES
FENTANIL YES .
FENTANYLUM PHARMACEUTICALS '”tegratedl 1600 -~ |PHARMACEUTICALS | crpviaNy | 11555 | 28.03.2019 | NO2ABO3
1600 pgrams oromucosa pgrams DEVELOPMENT
applicator SERVICES GMBH
ANAGRELIDUM l\’?ONI'QA\DGII(q:EOLéDn% tabl. 05mg | NORDIC GROUP B.V. | NETHERLANDS | 11556 | 28.03.2019 | LO1XX35
ANAGRELIDUM N’%NRAI‘DGIEE';'E?QQ tabl. 0.75mg | NORDIC GROUP B.V. | NETHERLANDS | 11557 | 28.03.2019 | LO1XX35
ANAGRELIDUM ,\'?ONQDGIEElL(')'?nAé tabl. 1mg NORDIC GROUP B.V. | NETHERLANDS | 11558 | 28.03.2019 | LOLXX35
astrores ESTEVE
OMEPRAZOLUM OMECOD 10 mg g oo, 10mg  |PHARMACEUTICALS, SPAIN 11559 | 28.03.2019 | A02BCO1
' S.A.
astrores ESTEVE
OMEPRAZOLUM OMECOD 20 mg g caps, 20mg  |PHARMACEUTICALS, SPAIN 11560 | 28.03.2019 | A02BCO1
' SA.
astrores ESTEVE
OMEPRAZOLUM OMECOD 40 mg g caps, 40mg  |PHARMACEUTICALS, SPAIN 11561 | 28.03.2019 | A02BCO1
' SA.
sol. for inj. in ACCORD
FULVESTRANTUM ;g'é\éggggw pre-filled 250mg HEALTHCARE POLAND 11563 | 28.032019 | LO2BAO3
g syringe POLSKA SP. Z.0.0.
SILDENAFILUM AZURVIG 25 mg/ml | oral susp. 25mg/ml | FARMALIDER S.A. SPAIN 11564 | 28.03.2019 | GO4BEO3
der for
ANIDULAFUNGINA | POW ACCORD
ANIDULAFUNGINUM ACCORD 100 mg cor}((:).rfi(;]rfsol. 100mg HEAL THOARE POLAND 11565 | 28.03.2019 | JO2AX06
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sol. for inj. in MERCK SHARP &
VACCIN PNEUMOCOCIC | p\eymovax 23 | pre-filled DOHME ROMANIA | ROMANIA | 11566 | 28.03.2019 JO7AL
POLIZAHARIDIC .
syringe S.R.L.
TOPIRAMATUM TOP'RAZ'\QAI,\T]LARENA f"”lacbolated 25mg ARENA GROUP SRL | ROMANIA 11567 | 28.03.2019 | NO3AX1l
TOPIRAMATUM TOP'RAQ(")AI,\TLARENA f"”lacbolated 50mg | ARENAGROUPSRL | ROMANIA | 11568 | 28.032019 | NO3AX11
TOPIRAMATUM TOP'RAl'B"OA;gARENA f"”lacbolated 100mg | ARENAGROUPSRL | ROMANIA | 11569 | 28.03.2019 | NO3AX1l
film coated
TOLPERISONUM MYDERISON 50 mg o 50mg SC.BIOEELSRL. | ROMANIA | 11570 | 28032019 | MO3BX04
film coated
TOLPERISONUM MYDERISON 150 mg o 150mg | S.C.BIOEELSRL. | ROMANIA | 11571 | 28032019 | MO3BX04
FosFomycinum | FOSFOMICINAMIDAS| - powder for 3g MIDAS PHARMA GERMANY | 11576 | 28.032019 | JOLXXO1
39 oral sol. GMBH
VITAMINA C
ACIDUM ASCORBICUM MESFARMA sol inj./inf. | 100mg/ml | MESFARMA SRL ROMANIA | 11595 | 29.03.2019 | A11GAOL
100 mg/ml
PREGABALINA VIVANTA GENERICS
PREGABALINUM VIV ANTA 75 mg caps. 75mg JONAS CZECHREP. | 11601 | 29.03.2019 | NO3AX16
PREGABALINA VIVANTA GENERICS
PREGABALINUM VIVANTA 150 mg caps. 150mg JONAS CZECHREP. | 11602 | 29.03.2019 | NO3AX16
PREGABALINA VIVANTA GENERICS
PREGABALINUM VIVANTA 300 mg caps. 300mg JONAS CZECHREP. | 11603 | 29.03.2019 | NO3AX16
COMBINATIONS KARISSA ZILNIC
(GESTODENUM+ 75 ugrams/ lozenges ;S“gr’jmj’ GER%F;\?R'NT'AC'S";ER ROMANIA | 11584 | 29.032019 | GO3AA10
ETINILESTRADIOLUM) 20 ugrams Mg A
POSACONAZOLUM POSACONAZOL oralsusp. | 40mg/ml | FLORAFARMSRL | ROMANIA | 11578 | 20032019 | J02ACO4
FLOMI 40 mg/ml
ACCORD
PARACETAMOLUM PARACETAMOL eff. tabl. 500mg HEALTHCARE POLAND 11579 | 29.032019 | NO2BEOL

ACCORD 500 mg

POLSKA SP.Z O.0.
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BAXTER

COMBINATIONS GNAK 50 mg/ml sol.forinf. | Somg/ml | o TEU S ROMANIA 11581 | 29.03.2019 | BOSBBO2
SUGAMMADEX
SUGAMMADEXUM MEDICHEM sol. forinj. | 100mg/ml MEDICHEM S.A. SPAIN 11583 | 29.03.2019 | VO03AB35
100 mg/ml
COMBINATIONS
(TELMISARTANUM+ SE%JECSAEQ tabl. fg% SWYSSI AG. GERMANY | 11599 | 29.03.2019 | CO9DAO7
HYDROCHLOROTHIAZIDUM) ' '
COMBINATIONS TELHYCAR
(TELMISARTANUM-+ 80 ma/25 mg tabl. 80mg/25mg SWYSSI AG. GERMANY 11600 | 29.03.2019 | CO9DAO7
HYDROCHLOROTHIAZIDUM)
KETOPROFENUM SPRANTIFEN 25 mg f"'*:acb"lf"ted 25m9  |-arm A'(D:CE)B"EE:I SPA ITALY 11609 | 29.03.2019 | MOLAEO3
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Centrally authorised medicinal products notified for marketing in Romania in the 1st quarter 2019

BRIGATINIBUM ALUNBRIG 30 mg  |film coated tabl. 30mg TAKEDQ/ZHARMA DENMARK 1264 | 22.11.2018 | LO1XE43
BRIGATINIBUM ALUNBRIG 90 mg  |film coated tabl. 90mg TAKEDQ/ZHARMA DENMARK 1264 | 22.11.2018 | LO1XE43
BRIGATINIBUM ALUNBRIG 180 mg  |film coated tabl. 180mg TAKEDQ/ZHARMA DENMARK 1264 | 22.11.2018 | LO1XE43
DORAVIRINUM PIFELTRO 100 mg | film coated tabl. 100mg MEDROCFTMS:QF\Q/P & | NETHERLANDS 1332 | 22.11.2018 | JO5AGO6
E'A(‘)'\ijgmﬂm: 1(?0Erl;wSL§(|)Gn? / |film coated tabl, | 100M9/300mg/ | MERCK SHARP & | \erpiep) ANDs | 1333 | 22.11.2018 | J05AG24
TENOFOVIRUM , f5 - 9 ‘| 245mg DOHME B.V. —
DISOPROXIL g
COMBINATIONS BEVESPI ossurised
(GLICOPIRONIUM + AEROSPHERE inhpalation sp, [-2ugrams/5ugra | ASTRAZENECA AB SWEDEN 1339 | 20.12.2018 | RO3ALO7
FORMOTEROLUM) | 7.2 ugrams/5 pgrams p » SUSP- ms
NATRII ZIRCONII powder for oral
OV OLOSILICAS LOKELMAS5 g usp. 5g ASTRA ZENECA AB SWEDEN 1173 | 22.03.2018 | VO3AE10
NATRII ZIRCONII powder for oral
OV OLOSILICAS LOKELMA 10 g Susp. 10g ASTRA ZENECA AB SWEDEN 1173 | 22.03.2018 | VO3AE10
owder for conc CELLTRION
TRASTUZUMABUM HERZUMA 420 mg pfor ol forinf | 420mg HEALTHCARE HUNGARY 1257 | 09.02.2018 | LO1XCO03
: : HUNGARY KFT.
sol. for inj. in
DUPILUMABUM DUPIXENT 300 mg pre-filled 300mg SAN%’;{'&\;,EENT'S FRANCE 1220 | 28.09.2017 | D11AHO5
syringe
BARICITINIBUM OLUMIANT 2 mg | film coated tabl 2mg ELILILLY NETHERLANDS 1170 | 13.02.2017 | LO4AA37
: NEDERLAND B.V. Ve
LETERMOVIRUM PREVYMIS 240 mg |°"% fi?]rfso" forl  240mg MEDR&TMS:BA? & | NETHERLANDS 1245 | 08.01.2018 | JO5AX18
TOUJEO ol for im_in SANOFI - AVENTIS
INSULINUM GLARGINE 300 Units/ml e d"en 300units/ml DEUTSCHLAND GERMANY 133 | 24.04.2015 | A10AE04
DOUBLESTAR P P GMBH
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