AGENTIA MEDICAMENTULUT
5t DISPOZITIVELOR MEDICALE

ORDIN

Nr./é@ﬁf?" LO013Y aintt 106 L2/

Cu privire la intreruperea
procedurii de autorizare

In conformitate cu legislatia in vigoare, in temeiul prevederilor Ordinului Ministerului
Sanitigii nr. 739 din 23 julie 2012 cu privire la reglementarea autorizirii produselor medicamentoase

de uz uman si introducerea modificirilor postautorizare, pct.46 si pet.48 Sectiunea 1, cap.IIl, anexa
nr.1 emit prezentul ordin:

1. A intrerupe procedura de autorizare a produselor medicamentoase conform anexei la prezentul
ordin.

2.Controlul asupra executirii prezentului ordin se atribuie contabilului sef.

Director general Silvia CIBOTARI
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Lista produselor medicamentoase

AGENTIA MEDICAMENTULUY
S DISPOZITIVELOR MEDICALE

¥
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Agentiei Medicamentului si
Dispozitivelor Medicale”

ain 77106 A0/
W/ﬂ’

pentru care se intrerupe procedura de autorizare

Tulip Lab Private Limited(prod: Tulip Lab Pvt. Ltd. Piot No. F20/21, Ranjangaon MIDC, Tal.
Shirur, Pune 412220 Maharashtra State Indra)

India

NI

e numirea produsu
“dfo,

medicamento

Caici M

comprimate filmate

Combinatie N15x2

Micro Labs Limited(prod: Micro Labs Limited 92, SIPCOT Industrial Complex, Hosur - 635126

India

(T.N.) India)

91 |y ‘Denumirea produsului

“Forma-farmaceutica’

ZO?D]CG ®-4

caomprimate filmate

4 mg N10; N30; N10x10

2 Zornica®-8

comprimate filrnate

8 mg N30; N10; N10x10

Micro Labs Limited(prod: Micro Labs Limited R. 5. 63/3 & 4, Thiruvandar Koil, Puducherry -

india

605 102 India)

:Denumirea produsului: ...

" Forma'f

’i. DoloWin’SR

comprimate cu eliberare prelungita

200 mg N10; N10x3; N10x5

Aculife Healthcare Private Limited(prod: Aculife Healthcare Private Limited Village : Sachana,
Taluka : Viramgam, District: Ahmedabad - 382 150, Gujarat India)

India

M Denumirea produsului

Formai farmaceutica:

. Concentratiaj doza /o

" Nreie To PLUSe—

. sblufié perfuzabi.i.é

500 mL N1
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e

pentru care se intrerupe procedura de autorizare

B

India

PSA International(prod: PSA International (Export Division of PSA Chemicals & Pharmaceutical
Pvt. Ltd.) B-35 & 36, M.L.D.C. Industrial Area, Kalmeshwar, Dist., Nagrup - 441501, Tal:

Kalameshwar India)

camentos :

n “GMAC TNETA

umirea produsulm

fca:

pulbere pentru suspensie orala

40 mg 5g N10

54_:119;-; medicamentos

1 : Regulax@

Germania
Krewel Meuselbach GmbH (prod: Krewel Meuselbach GmbH Kreweilstrae 2, D-53783 Eitorf
Germania)
(N Denumirea produsului i Forma farmaceutica:

o Concentratia, doza

comprimate masticabile

0,712/0,3 g N&

N

Slovenia
KRKA d.d., Novo mesto(prod: KRKA d.d., Novo mesto Smarjeska cesta 6, 8501 Novo mesto
Siovema)
“Nr. umirea’ produsu!m Concentratia, doza
. ' o "~ comprimate 200 mg RT0x6; N10%3.
india

Gracure Pharmaceuticals Ltd. (prod: Gracure Pharmaceuticals Ltd. E-1105, Industrial Area,

Phase-lll Bhiwadi (Raj.) Indla)

': inedicamentos

dio,

1 Unafen

Forma farmaceutica:

Concentratia; doza. -

suspensie orala

100 mg/5 ml 100 ml N1
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AGENTIA MEDICAMENTULUI
M DISPOZIMIVELOR MEDICALE #

"Anexa la Ordinul
Agentiei Medicamentului si
Dispozitivelor Medicale”

Nr.%ﬁdin A 108 Aodd
eo0/3y
Lista produselor medicamentoase

pentru care se intrerupe procedura de autorizare

Georgia

World Medicine LTD(prod: World Medicine llac San. ve Ticaret A.5. 15 Temmuz Mah. Cami Yolu

Cad, N50, Gunesli-Bagcilar, Istanbul Turcia)

:Denumirea produsului-; E!  far utica
medicamentos -

1 Insutipon comprimate filmate 300 ma N10x10; H10x3; H10x5

india
Agio Pharmaceuticals Ltd(prod: Agio Pharmaceuticals Ltd A-38, Nandjyot industrial Estate,
Kurla-Andheri Road, Safed pool, Mumbai-400 072 India; Agio Pharmaceuticals Ltd A-38,
Nandjyot Industrial Estate, Kurla-Andheri Road, Safed pool, Mumbai-400 072 India; Agio
Pharmaceuticals Ltd A-38, Nandjyot Industrial Estate, Kurla-Andheri Road, Safed pool,
Mumbai-400 072 India; Agio Pharmaceuticals Ltd A-38, Nandjyot Industrial Estate, Kurla-
Andheri Road, Safed pool, Murnbai-400 072 India; Agio Pharmaceuticals Ltd A-38, Nandjyot
Iindustrial Estate, Kurla-Andheri Road, Safed pool, Mumbai-400 072 India}
numirea produsuluf. . .} .0 Form utica . Conc i
medicamentos : c

1 Clotrivis crema 10mgrfg 20 g H1;20g N1

India
Agio Pharmaceuticals Ltd{prod: Agio Pharmaceuticals Ltd T-82, mM.1.D.C., Bhosari, Pune-
411026, Maharashtra India)

Forma farmaceutic Concentratia; doza

~Solutie

India
PSA International{prod: PSA International Plot No. 357, GIDC Estate, Road No. 3, Sachin, Surat
- 394230, Gujarat india)
_ “Forma farmacentica

1 Naxprocare comprimate 500 mg H10x3

> LOPSA capsule 2 mg N10x10
/%5
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"Anexa fa Ordinul
Agentiei Medicamentului si
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Nr.vzi&’& din 17 106 AL/
Cootsy
Lista produselor medicamentoase

pentru care se intrerupe procedura de autorizare

India
Micro Labs Limited(prod: Micro Labs Limited Plot No. 121 to 124, KIADB, Bommasandra
Industrial Area, 4th Phase, Bangalore-560 099, Anekal Taluk lndla)

Denumirea produsului Forma farmaceutica:
'medicamentos"

Concentratia; doza

1 Mlcrox1me® 500 comprimate filmate 500 mg N10; N4x3

Portugalia
BlAL-Portela & C?., S.A.(prod: BIAL-Portela & C*., S.A. A Av. Da Siderurgia Nacional, 4745-457
S. Mamede do Coronado Portugaila)

~Nr:: Denumirea produsului ‘Forma farmaceutica Concentratia, doza’
dlo i __ medicamentos :
7] M1gret11 comprimate filmate N10x2
Turcia

Helba Pharmaceuticals Inc. Co.(prod: Argis ilac San. ve Tic. A. $. Bat1 Sitesi Mah. Gersan
Sanayi Sitesi 2307. Sok No: 80 82 84 Yemmahaile / Ankara Turcza)
umirea produsului: o

1 . .Frena.g Plus gel 10 mg/ 50 mg/g 50 ¢ N1

India
Cadila Pharmaceuticals Limited (prod: Cadila Pharmaceuticals Limited 1389, Dholka-382225,
District: Ahmedabad, Gujarat State
India)
-Forma farmaceutica

“Nr.. Denumirea produsului

Concentratia; doza

4 Olit 20 capsule 20 mg N10x10; N10
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