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Ergopreno 

Oily Solution for 1M injection 


Ergocalcifel1ll 600000 IU I loS 1111 


I. ... \ 'IE OF 111 1:. ML~liciJlall'rud UCt 
Ergoprenu 
2 Q ualitati,l' anti ()u~lIItil ll'jt.' C ( 't)mposition 
Lrgocalcilerol.. . ....... 600 000 [ll in ampou le of [.5 1111. 
[~ xciplents with known cilec ts: ['eanut oil. 
[' "r a full list of excipient " SL'" Sl!ction 6.1. 
J. 1'1I .-\I{j\I .\C H'TIC,\I H)){M 
Oily So lution lor 1M inje~n . 
Clear colourb, 10 sll!;'brf) ,. ell~i1 y s;;'ull0n 
4. Clinicaillata ~./ - " 

Treatment and/ur prophYl" "'~· v.!!!!"in [) d;: liclency stalc, 

-l.2. lIu,~~.. a nd ~I,· thud \Or ,\;(I1i"lrl~tr"t lu" 

Dosage \.'~ 
This presentation, because of high v II a III 111 D cnntent. IS not suitable for children. 

~'2 to I .mpoule ( I. e. 300.000 to 6UU,000 III or vitamin D2), as a single dose, once a year. 


Method of Administmtion 

1M routt::. 


The ampoule can also be admilllSlaed o ra ll y. 


..L}. ("oul"'J(1idiun~ 

This med,cllle should nOt bt used in the case of. 
Hypersensitivity to peanut s or soya, or to any or the other substances listed III scc tion 6. 1, 

• Hypercalcemia , hypcrca lciuria , calcium nephrolithia sis 

-IA. Spt:c.:iJI \VJrlling., aile! I'rt.'"l·iJ ulion~ for L~ t 

I·his medicine co nta ins peanut oil and may cause hyperse ns itivity react ions (un icari a. anaphylacti c 

shock). 

This product contains " wry high dose of vitamin D To a\o id overdose, do not ad minISter more 

than one ~mpouk om.x a y1.!ar and avoid comb ining it with other O'elllmt!nts contai ning this vi ta min. 

· Monitor calclu"a and serum calcium an d stop taking vitamin D ser um ca lCium e~ce"ds 105 m!oi m[ 

(2.62 IllmoV[) or il· ca[ci urla exceeds 4 mg/~g/day in adu lts 
• In ca~ of high calcium ()v~ rdo~e . regular monitoring of ca lciuria is ~s~t!ntial. 

4.=". In((:nH'rioll with other d rllg~ &:IlId o(hl:1" form ."'i ur ill Il.:' radio1I ."i 

Combinations to be laken into ~unsideration 

1\ .I !:)t..: I uf6 
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Orlist.t 

[)ecrcdscd absorption of vi talll III D . 


..t6. Fer1ilit .Y. IJ,·t'g. llanry Hnd lin·iL..; tf~din g 

At a Jose of 600,0110 [U 01' vi tami n D pcr amrou lc. the concelllration or vitamin D ill this product is 
high and does not correspo nd 10 the u5ual rccomm c.: fllit.:J dosc:s during pregnanL:~ Thc:rt:fore, this 

product sho uld not be admini stered during pregnancy or breasrfceding. 

4. 7. EtTert s un ability to dri,·4,.' awl uSl'marliint'"s 

Not app li c.blc. 

~ . 8. Sid,· Effects 

Sk in and subcutaneous tiss ue di sord~ r s: l'rurilUs, rash. ~t)t hema. edl!ma. 

Due to the presence of pcanut oil , there is a risk of hypersensitivity reaction s (anaphy [actic shod , 

unicari.). 


RepOl1inl: of Suspected Side Effects 

ronan!. It a lIo ws a continuous 
a ls should report any suspected 

side dlccts via 

1'\ ft'Hti\\'~I P .~t'~J!I t.:g~ 1'1 ~tI\ cg 

-l.~ . Overdose 

Signs resulting from the admini ~lrat jon l: 


' Bio[ogical s igns: hypercalcemia, hype rca lciuria , hyperphosphatemla, hypophosph aturia 

Action s to be tak~n: Stop administc;ring \ itamin D , rL::ducL:: calCIum dose, inc re ase: diures is, la rgt::: 

quantities of drink s. 

S. Vha nn iiCUlog,ioll f' ru pt'r1 it:" 

5. 1. PhJIIIlH~o dYl1al1ti(' ''i f·ro pt· rril·~ 

PharmaCill herupe utic GI1lUP: vitumin J) 

The c,~c "tla[ ro k of "til ",in D is in the intestine, which increases th t abilit y to absorb ca lcium and 
phosphates, and the ske leton , where it promotes mllleralization (through liS direct acllo n on bon t 
lor mallon and its indirect ac tions invo lving the intestine, parathyrO id s and already minera[iled 
bone). 

Po!;!.: 2 ur6 

http:Admini.=.lr


(d. :-.h ..lf life 

1 years. 

() 
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~.2 . Phamillcukiucril' r'n'pc nics 
Aftcr absorption , it binds 10 a spec ific carrier protein and is transported 10 the liver to be con verted 
10 25-hydrox),vilalllin D. 
Thc: laller bin d" in lurn 10 the sa ille carrier prolein and is tran sported 10 the kidneys where il is 
convened IOU> its acti ve form, 1,2S -dihydroxy\ ilamin D. 
lis malll storage sile, arc adipo s" liss ue, musdes bUI abo Ihe blood 1,25-h yd roxy vita min D linked 
10 ils carrier prole in is thc: major c " culaung reserve for m uf vilamin D. Its half-hie in blood is 15 10 

40 day,. 
The elimination or vitamin D and ils mt.:t:J.bolil~S is donI! by the rw.;~al roUle:, in non-tJansformt::u or 
wa ler- so luble fo rm (calcilroic acid, glycuroco njugaled de ri va tives). 

6. Pharm .H.:e utic ...ll UOAla 

6.1. I .i,' uf ~\t.' ipit·lIt~ 

Peanut o il (Arachis o il). 

(',2. Ilicum ll~ tihilitics 

NOl applicab le. 

Carto n bo x contal1l> 1,_ ra'fnli~ ' .- a mpoules type I, conta intng 1. 5 ml solulton wilh (whil e 
one point CUI), kePI In plastiC rawer COvered by aluminum roil & an in sc:n lea tlel 

6.(1. Special Prt.:'i.:autions fur Disjlu.,MJ arlu lIaliuling 

There ar~ no spc(.; ial req uirt!lllents. 

7. 'lH nu(iidurer & LicclI!Ioc holdl:'r 

Min~phMrm for pharmaceuticals & chemical industries 
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.(~ .;;i-~ J,.Jt ~ r ",..JtsJI "ji...o t I.i:iJI) J.,.lI ..r' r "..lSJI .;>- Ool,j 0-~ W£ 101 
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