
f§) AGENT!A MEDICAMENTULUI 
SI DISPOZITIVELOR MEDICALE 

MINISTERUL SANATATII 
AL REPUBLICII MOLDOVA 

DE INREGISTRARE A MEDICAMENTULUI 
MARKETING AUTHORIZATION OF MEDICINAL PRODUCT 

i n Ь а ж а o r d i n u i u i M S RM! ( n r „ 6 7 6 d i n 3 0 a u g u s t 2 0 1 7 ) 

in accordance with order of MoH RM (nr. 676 from August 30, 2017) 

s a 

has been decided the registration of product: 

D e n u m i r e c o m e r c i a l a : 
Name: 

F o r m a f a r r r s a c e u l i c a , d o ^ a , m a r a m s a a r n b a l a j u l u i 

Dosage form, strength and package size: 

G o m p o z i f i a : i fiacon contine 

Composition: substance active: iod povidona 12 g, 

excipien^i: anexa 1 

Povidori iod-ElaDum 

solute cutanata 100 mg/ml 120 ml N1 

D e f l n a t o r a i C e r t i f i c a t u i u a d e X n r e g i s t r a r e : 

Marketing Autorization Holder: 

Manufacturer: 

G S « a i f i c a r e A 1 

АТС classification: 

T e r m e n d e 

Shelf life: 

й и т а г d e i n r e g i s t r a r s , d a t a e m i t e r e i : 

Registration number and date of issue: 

toumatul c a r a c t e r i s t i c i i o r p r o d u s u E u : s i 

Summary of the product and patient information leaflet 

sau 

ElaDum Pharma SRL, 
Republics Moldova 

ElaDum Pharma SRL, Rapubllca Moldova 

D08AG02 

36 luni 

23707 din 30 august 2017 

a c t a n e x a 1 

% s t r 4 c $ i u n e a p a n t r y 

Auct ions for administration 
i s t r a r a 

I n f o r m a | i l p r i v i n d e i i c h e t a r e a 
Information on the labeling 

anexa z 

P a r a m e t r i a d e c a l i t a t e a i p r o d u s u l u i s u n t c e i prevazuj;i an d o c u m e n t a f i s c a r e a s t a t i a 

b a s a e l i b e r i r i i p r e z e n t u l u i G e r t i f i c a t d e X n r e g i s t r a r e . O r i c e m o d i f i c a r e a . d a t e l o r 

s p e c i f i c a t e i n C e r t i f i c a t u i d e X n r e g i s t r a r e s a y i n d o c u m e n t a ^ i a d e a u t o r i z a r e t r a b u s e 

i ' a p o r t a t S § i aprobata d e A g e n | i a M e d i c a m e n t u i u i § i D i s p o z i t i v e i o r M e d i c a l s . P r e z e n t u l 

C - s r l i f i c a t d a Inregistrare a r e о v a l a h i l i t a t e d e 5 ani d e Sa d a t a e m f t e r i i . p i n u 

c o n d i ^ i c n e a z a importul. 
The quality of the product is that which is stipulated by the documentations which were the basis for giving this particular 
Marketing Authorization. Any modification of the data stipulated by the Marketing-Authorization or documentation must be 
reported to the Medicines and Medical Divice Agency and have its approval. "p^^te^^n^Aythorization is valid for 5 years 
after emission and doesn't guarantee the import of the medicinal product./jy л- /л" 

/ f 
if: 

s ^ f / / ? " 
D i r e c t o r " g e n e r a l 
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