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#-P AHFEJI KYHHEB
TJIABEH ̂ tP^CABEH 3flPABEH HHCHEKTOP
MHHHCTEPCTBO HA 3flPABEOHA3BAHETO

KOHHE
^HPEKTOPHTE HA BCHHKH
PEFHOHAJIHH 3£PABHH HHCHEKHHH
B CTPAHATA

OTHOCHO: ocBo6oK,n,aBaHe OT SnoKHpane na JieKapcxBCHH npo^yKTH, ct^tpacamH Bajicapxan.

YBA3KAEMH R-V KYHHEB,
YBA2KAEMH flHPEKTOPH HA P3H,

BH, ne etc SanoBe^H na HantJiHHxejiHHfl flnpeKxop Ha HantJinHxeJina areHUHH no
jieKapcxBaxa ce ocBo6o>KAaBax ox 6noKHpaHe napxHAa c JV» VJSC17005-A na JieicapcxBeHHfl npo^yKX
Valsarcon 160 mg film-coated tablets c IlpHxoKaxeji Ha paspemeHHexo sa ynoxpe6a cDAPMAKOHC
A^, BtJirapna H napTHAH c JVeJVa 52975, 53577, 54581, 55183, 61388, 62694, 63499, 64507, 64508,
71718, 71719, 74628, 74629, 74630 na JteKapcxBCHHa npoayicx Valsavil Comp 160 mg/12,5 mg film-
coated tablets; napTHAa c JVs 64002V na JieKapcxBCHHa npo^yKx Valsavil AM 5 mg/160 mg film-
coated tablets; naprnnH JVe 74205,74206 na jieKapcxBCHHa npo^yxx Valsavil AM 10 mg/160 mg film-
coated tablets c HpHxeacaxeji Ha paspeineHHaxa sa ynoxpe6a STADA ARZNEIMITTEL AG.

HpHxeacaxenHxe na paspenieHHaxa sa ynoxpeGa ca npe^cxaBHjiH ntJiHH AOKasaxejicxBa, ne
KOHKpexHHxe napXH^H ne ca npoHSBe^eHH c aKXHBHO BemecxBO Bancapxan na npOH3BOAHxejia Zhejiang
Huahai Pharmaceutical Co. Ltd., KHxafi.

HocoHeHHxe napxa^H He ca sacernaxn ox Hajinnne na npHMeca N-HHXposoAHMexnjiaMHH
(NDMA). CtmHxe ctoxBexcxsax na HSHCKBannflxa sa KanecxBO, ne npe^cxaBJiaBax noxeHu;HajiHa
onacHOCX aa >KHBOxa H s^paBexo na nacejieHHexo H Mo>ice aa ocxanax na nasapa.

Ha ocHosaHHe HJI. 14, an. 2 ox Hape^6a N° 9 npnjioaceHH BH HsnpamaMe HS/iaaeHHxe sanoBe^H
aa ocBoSoacflaBane na 6jiOKnpaHHxe jieKapcxBCHH npo^yKXH.

npHJio>K6HHe: Konne ox sanoBe^H JV23OA-0441/20.07.2018 r. H M>3OA-0442/20.07.2018 r.
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