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MnnucrepcrBo Ha 3ApaBeorrtBBaHero

Muuucrrp Ha 3ApaBeorra3BaHero

3ArroBEA
*. . . . N\... . 

p /. : .1 / !. . . . . r . /.€ : .Q.€. ...eQ.{&.. 
: 

. . . . ..

Ha ocnonanr{e qr. 25, ax 4 or 3aItoHa 3a anMr,rnrrcrparlrr{Ta, BbB Bpb3ra c w.266a,

an. 2 ot 3arona 3a neKapcrBeHLITe npoAyKTI{ B xyMauHara MeAr4rIr4Ha vr qr. 16, wt. 4 or

Hapeg6a Ns l0 or 2011 r. sa ycnoBl,Isra upella 3a JreqeHr4e c Hepa3pernenvrsa yuorpe6a n

Peny6nzra Ernrapu.r neKapcrBeHr,r npoAyKTr,r, KaKTo n 3a ycJroBusra pr pe4a 3a BKJrroqBaHe,

rrpoMeur4, lr3KJrroqBaue lr AocraBKa Ha neKapcrBenl{ rrpoAyKTr,r or crrrrcbKa no wl266a, ur.2

ot 3axona 3a neKapcrBeHvre npoAyKTr,r B xyMaHHara MeArarllrHa

HAPE)KAAM:

I. YrnrpxgaBaM crrtacbK c neKapcrBeHrlTe rrpoAyKrr4 rro qrr. 266a, al. 2 or 3axona sa

neKapcrBeHr4Te rrpoAyrTlr B xyMaHHara MeAr4rlrdHa, cbnracno flpuroxeHr{ero.

II. Oruensu 3anoneA }lb PA-01-l 30116.05.2016r.,4onrnHeHa cbc 3auoeeA Ns P.{ - 0l-
228/14.07.2016r., 3anoseA }lb PI-O1-2 56/24.08.2016r., 3aroneA Jt PA-01-271/03.10.2016r.,,

3auoeeA i$ PA-01-352121.10.2016r,, 3anonel Ne PA-01-361103.1J.2016r., 3anore4 Jt PA-

0 1 - 1 /04.0 1 . 2017 r. n 3auoneA Ns PA-O I -8 3 I 02.03.2017 r.

III. 3auone(Ta ra
3ApaBeorra3BaHeTo.

crpaHnrlara sa Muur4crepcrBoro Ha

ilPOO. A-P HrrKOrAfi II

3a lrunucmp: r

3arr e crs u rc-r,tu tt".*o'..,..1, l*.o4 k{
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flpuroxeuue rur,a 3anonea J\!Pf '0,1-1ft/f /6,06''lTr'
CIIIICbK

Ha neKapcrBerrl{Te npoAyKrn no w.266a, an 2 or 3arcona 3a JremapcrBen[Te npoAyrcrrr B xyMaHnara MeAHrIrrHa

ilo

KoA no aHaroMo
TepaneBTItrIHa

xnM[rrHa
rcracNQurcaqr.rr

MexrgyHapo4no
HENATEHTHO

naI|MeHoBaHue,

ICbM KOETO

npuHaAJrercrr
nnn[umT

3a6oJrsnaHe no
Merr(AyBapoAeH lcoA Ha

la6oJrqsauuqta

Jlexapcrnena Qopua n
KOJIUqECTBO AKTIIBHO BEIUECTBO

.(onr.nnnrelna
un$opuaqnn

I LOIXX2T Arsenic trioxide 92.0
Concentrate for solution tbr
infusion I mg/ml

LOIXXO2
Asparaginase/L-
asDaraginase

391.0
Powder for solution for
injection/infusion l0 000 ru

-t LOIDCOl Bleomycin CrmauroPY
Powder for solution for injection
15 000 ru

4 LO1ABOl Busulfan 294.8
Concentrate for solution for
infusion 6 mg/ml

5 AI64A05 Carglumic acid E7l.l;872.2 Tablets 200 mg

6 LOIXE2S Ceritinib c34 Capsules 150 mg

LOIBBO4 Cladribine c91.4
Solution for injection 2 mg/ml -5
ml

8 BO2BDOT
Coagulation factor
XItr (human)

D68.4
Powder and solvent for solution
for injection/infusion 250 W

9 LOIAAOl Cyclophosphamide Cruacno PY Coated tablets 50 mg

t( LOlAXO4 Dacarbazine Srrnaqro PY
Powder for solution for injection
200 mg

flpmara ce r4 nprr

MeKOTbKaHHU Ty[,rop[ Uplr

Ieua

1l BO1AXOI Defibrotide 294.8
80 mg/ml concentrate for solution
for infusion 2,5 ml

t2 SOIJAOl Fluorescein
H30; H3l; H34; H35;
1136;H46;H47

Solution for injection 100 mglml
5ml; 15 ml

t3 CO3CAOI Furosemide

Il0; Il 1.0; Il 1.9;

112.0:112.9

I13.0; 113.1; I13.2
b0.0;I50.1
Nl7; Nl8.0;N18.8; N19

Solution for injection 250 mg/25
ml

I4 VOgIAOT

HYNIC-[D-
Phel,Tyr3-

Octreotidel-
trifluoracetate/Tech
netium (99mTc)
hynic-octreotide

Cl7;C25; C26:C34: C56
C6l; C73; C74: C75

20 meg kit for
radiopharmaceutical preparation

flpe4nasnaueu sa

Ar4arHocTr4qHI rlenfi.
floragau sa ynorpe6a npr.r

Bb3pacTHu KaTO

4On'UHenue ruu
ArrarrHo3aTa I{ cTaAupaH€TO

Ha HeBpoeHAoKplrHHr{

TyMopr

l5 COIEBI6
Ibuprofen lysine
(PEDEA) 125.0 Solution for injection 5rng/ml-2ml

a

t6 LO4AXO4 Lenalidomide C90;D46
Hard capsules 2,5 mg, 5 mg,7 ,5
mg, l0 mg,l5mg,25mg

t7 301CX08 Levosimendan I50.1: 150.9
Concentarte for solution tbr
infusion 2,5 mglml- Sml



18 CO1BBOI Lidocaine

M05.0; M05.1; M05.2;

M05.3; M05.8; M08.1;
M08.2; M08.3;M08.4;
M32.1:M32.8: M33.0;
M33.1; M33.2;M34.1;
M3 4.2; 147 .0 ; 147 .2; 148;
149.0 ; 149.3 ; 149.4 ; 149.8

Solution for injection 20 mg/lml -
20ml

t9 VO3AFOl Mesna Crmacuo PY
Solution for injection 100 mg/ml -

4ml

20 LO4AAO6

Mycophenolic
acid/mycophenolate
mofetil

294.8
Powder for concentrate for
solution for infusion 500 mg

2t LOIXCIT Nivolumab C34;C49;C64
Concentrate for solution for
infusion l0 mg/ml - l0ml

22 NO5AHO3 Olanzapine F20; F30; F3 1
Powder for solution for injection
l0 mg

23 LOIXE35 f,simertinib c34 Film-coated tablets 80 mg

24 L0txx24 Pegaspargase c91.0
Solution for inj ection/infu sion
750 Ulml

25 SOlLAO4 Ranibizumab H34; H35.3; H36.0 Solution for injection l0 mg/ml

26 NO1AHO6 Remifentanil
Powder for concentrate for
solution for inj ectior/infu sion
lmg;2mg

B xorra6qgaqur c
XHIIHOTI{qEH ATEHT CE

npuJrara 3a ocbrrlecTBrBaH€

HA AHECTE3I,IOJIOTHqHA

rcxHaxa TIVA

2'.1 NO3AFO3 Rufinamide G40.4; G40.6
TabletslO0 mg; 200 mg; 400
mg; oral suspension 40 mglml

28 AI6A'B14 Sebelipase alfa 875.6
Concentrate for solution for
infusion 2m{ml

29 NO3AX17 Stiripentol G40.4;G40.6
Hard capsules 250 m9,500 mg;
powder for oral suspension in
sachets 250 mg,500 mg

30 JOIGAOI Streptomycin
A15.0; A15.1;
A15.2;.A170\ At7.t\u
A18.0+

Powder for injection 1,0 g

3t L04AX02 Thalidomide c90.0 Hard capsules 50 mg

JZ NOlAFO3 Ihiopental
Powder for solution for injection
1g

flpwnra ce sa srBex,qaHe

B AHECTE3I,I',

r<pa'rxcrrpaft Ha aHecre3r,rr,

noAAbpxaHe Ha

MeAI,IKaMeHTO3eH CbH B

I4HTEH3IBHI,I OT.UCIEHI4q

J L01ACol Thiotepa Crrnaqro PY
Powder for concentrate for
solution for infusion 15mg;
I00mo


