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Ha ocnoeaHue .ra,.73 or 3axona 3a o6rqesreeHxTe ropbrrKrz,
BBB Bp:s3Ka c llporor<onr.r or 27.02.2015r., 30.03.2015r., 05.05.2015r. vr

27.O5.2O15r. Ha KoMHCkrs, Ha3Har{eHa cbc 3auoeeA VI P
97 I 27 .02.2015roa . ua ?Ien. AHpeKTop na ,,MBAA - Byprac" AA, cbc 3aAar{a
Aa H3BBprrrH pa3r^e)KAaHe ,r oqeHKa Ha BHeceHr4Te rrpeA ox(elJi.jfl.3a JrqacTHe
B orpuTa rpoqeAypa ro pe,4a Ha Soil, c rrpeAMer: ,Aocranxa Ea
aer(apcrBerru rrpoAyKTH sa AHaaH3Eo aelreune 3a Eylrr4rrre rra ,'MEA./I -
Eyprac" AA, rp. Byprac no o6oco6enr rrosuu,rru, rrocoqeEu B
Korr(ypcuara Aor(yMerrra4wfl.", orKprzTa c Peruesr.re No VI P
25112.01.2015 r. Ha l4sn. p:wpeKTop Ha "MBAA - Byprac" AA, r,r o6gsena c
O6.geneHue Ns 00301-2014-000Ll12.Ol.2Ol5 r. e POil u ny1t:'vrrqrBaHo roA
Ns 2015/ S 01 1-0 14256 I 16.01.2015r. O6.geneHrre B ,,Eeponeficxra
BecrHHK", H riopaArz $axra, qe npiz ycloBrzsra Ha H3B6prxeH KoHTpoA Bbpxy
pa6orara Ha KoMucvrrrra He ca ycraHoBeHa HectorBercrBus. c :,z-B:,z,cKBaHHsra

Ha 3aKoHa H npeABapHTeAHo o6gseulrTe ycloBr4s,

oilPEAEAflM:

I.-Pen Ea r<,racupaue rra lrqacrrrurluTe B rrpoBeAeuara orr(pura
rIPOIIEAYPE, E IIMEIIHO:

yer&T
ffiwmWWT

.I{b na
l03HrII|q

Anarouo-
TepaleBT[qeH

noa /ATC-
xoa/

Mexgynapo4no
HETIATEHTHO

HAIIMEHOBAHIIE

/INN/

Jlenapcrnena
r[opma

Mqcro Vqacrnnrc
Oqenra na

rrpeAJrolr(eHtreTo
(rouxu)

I 2 3 1 5 6 7

1 BOI ABOI Heparin sol. Inj.
1

"Co$apua
Tpefigunr"

AN 100

2

"@boHrlKc
@apir,ra"

EOOn 91.92663477



2 B03AC02
Saccharated Iron

Oxid
solution for

injection
1

"CoSapua
TpefigrEnr"

100

2

"(DsorruKc
Oapua"
EOOI 99,60254372

aJ B03AC06

Iron (III) -
hydroxide

dextran comnlex
solution for

iniection 1

ttMegeKctt

ooA 100

4 B03XA0i Eooetin alfa
sol. Inj. in

nre-filled svr. I

ttMegeKctt

oon 100

5 B03XAO1 Epoetin beta
solution for

injection, pre-
filled syringe

I

"Co$apua
TpefigraHr"

AN 100

2

"OboHzrc
(Dapvra"

EOOA 98.35465063

7 BO3XAOl Epoetin zeta

solution for
injection, pre-
filled svrinse I

ttMe4eKct'

oon 100

8 B03XA02 Darbeooetin alfa

solution for
injection, pre-
filled svrinse I

"Co$apua
Tpefi4uur"

AI 100

9 B03XA03

Methoxy
polyethylene

glycol-epoetin
beta

solution for
injection, pre-
{illed syringe

I

"Co$apua
Tpefi4uHr"

AA 100

2

"Oroguxc
Oapua"
EOOn 98,24833s6

t2 H05BX01 Cinacalcet tablets I

"Co$apua
Tpefigznr"

AN 100

13 HOsBx02 Paricalcitol capsules soft
I

"CoSaprraa
Tpefiqraur"

AN 100

2

"Orouuxc
(Dapua"

EOO.II 98.80740142

l4 VO3AE02 Sevelamer
film-coated

tablets

1

ttMe4eKctt

ooA 100

2

t'OsoHI,IKc

Oaplta"
EOOn 97.47497559

J

"CoSaplrd
Tpefi4uHr"

AN 93.34885892

15 AI lCCO4 Calcitriol capsules, soft
"OroHL{Kc
@apua"
EOOn 100

2

"Co$apua
TpefiguHr"

A.II e6.20ssze57



"MegeKctt

II. Y.racrHrrrtrHTe crreqerruarr rrpoBeAeEara orrrtrrrrra EpoqeAypa
3a orrpeAeA-EHe Ha rrSrrB^rrrrTeas rro AonoBopH 3a BB3aaraEe Ea
o6ru,ecrsena rroptrrra c rrpe.q,Mer: ,AocraBxa Ea aer(apcrBexrr
[po.q,yr(Tu 3a ,4rralrrsuo Aetrenrre 3a rryxr.quTe Ea ,rMEA-/I - Byprac" AA,
rp. Byprac no o6oco6errn rro3rru,rrn, rrocoqerru B rrourrypcrrara
Aor(yMeuTar1rla", 3a cBorBerxrlTe o6oco5erru rro3uu,rrn, Karrro caeABa:

J\! na
TIO3IIUIIfl

Anarouo-
TeparreBTr{qeH

roa /ATC-
rcot/

Mexgynapogno
HEIIATEHTHO

Har{MegoBauue llNN/

Jlercapcrnena

Sopua

Yuacruurc,
KJracupaH Ha
IIT,pBO MqCTO

1 ) 3 4 f,

I BOlABOl Heparin sol. Ini.
"CoSaprraa

Toefirurur" A.II

2 B03ACO2 Saccharated Iron Oxid solution for iniection
"CoSapua

TpefiAunr" A.[

a
J BO3ACO6

Iron (II! - hydroxide
dextran complex solution for iniection "Me4exc" OO.{

4 BO3XAOl Epoetin alfa
sol. Inj. in pre-filled

SYT. "Me4exc" OO,{

5 BO3XAOl Eooetin beta

solution for
injection, pre-filled

syringe
"CoSaplra

TpeftAr,rnr" A.4

7 B03XA01 Epoetin zeta

solution for
injection, pre-filled

svrinse "MeAerc" OO,4

8 B03XA02 Darbepoetin alfa

solution for
injection, pre-filled

svrinse
"CoSapua

TpefiAusr" A.II

9 B03XA03
Methoxy polyethylene

glycol-epoetin beta

solution for
injection, pre-filled

syringe
"CoSaprraa

Tpefi4uur" A[

t2 HOsBXOl Cinacalcet tablets
"Co$apua

Tpefi.qunr" AA

13 HO5BXO2 Paricalcitol capsules soft
"CoSapua

Tpefi.qnn-" AI
t4 VO3AEO2 Sevelamer hlm-coated tablets "Me.ueKc" OOn



"@roHIaKc
A11CCO4 Calcitriol les, soft Oaplra" EOOA

ilI. OrcrpansBau or Jrtracrrre B rrpoq,e,4ypa:ra [ocorreErrre rro -
Aoay ylracTHErLHr rroPe/tE caeAHEre $axrrqecrrE E rrpaBErr ocEoBaEEs:

Ha ocnoeaHae uzr. 69, al,,.l,:r.4 or 3Or.I v fiopa!;rz' $axra, qe npu
noAloroBKa Ha [peAlox(eHzero cvr JaqacrHrzKtT He ce e cto6paerzzr c
H3?lcKBaHlaflTa pa3nHCaHH B r{A. 57, arr.3 or 3OII, cBr.lacHo xofito 3aKoHoB
cT,CTaB, npH ycAoBHe, r{e 3a oTAeAHHTe o6oco6errlr no3nr{Hvr ce H3urcKBaT
pa3AHr{HH AoKyMeHT:,z. 3a rro46op, ctrrrzTe ce npeAcTaB-sr B orAeAHH rr6raKoBe
,,[or<yl"reHTu 3a uo716op", orcrpaH-grBaM or J racrr,re B rrporreAypara ..EKOC
MEAHKA" OOA, EI4K 831029075 , c'rc ceAa,rzu{e H aApec Ha ynpaBleHue
B rp. CoSua 1606, ya,. "Avrz. Bye" No 52, npeACTaBA-sBaHo or E,ra
AaexcIaeea llerpoea - ynpaBHTeA.

IV. Ha ocHoBaHEe qrr. 39, aa.1, T.l s. r.2 or BofI 14 rropanl;- eaxra na
AHTICa Ha rlpeA^ox<eHH-s 3a J IaCTHe, npeKpaTsBaM npoqe,qypaTa B r{aCTTa Ha
cAeAHHTe o6oco6es vr rTosnr\vrw:

J\ir na
no3rrur{fl

Anaronro-
TepaIIeBTlrqeH

rcox /ATC-
rol/

Mexgynapogno
HETIATEHTHO

HarrMenoBanue /INN/

Jlercapcrneua

Sopna
Oarcrr.r.recrcr.r

OCHOBAHIIfl

I 2 3 4 5

6 B03XA01 Epoetin theta

solution for
injection, pre-
filled syringe
with safety

device .

Jlauca Ha BHeceHr4

rrpeAnoxeHrr{

10 B05DAOO

Anhydrous glucose,
Sodium Chloride,
Sodium Lactate,

Calcium Chloride,
Magnesium Chloride

solution for
peritoneal
dialysis

flpe4craneHoro or
yqacTHrrKa

rrpeAnoxeHr4e e

oTcTpaHeHo Ha

ocHoBaHr4e qil.69,
wl7,r.4 or 3OII

11 B05DAOO

Icodextrin, Sodium
chloride, Calcium

chloride, Magnesium
chloride, Sodium lactate

solution

solution for
peritoneal
dialysis

Ilpe4craneHoro or
rracTHr4Ka

lpelnoxeHr4e e

oTcTpaHeHo Ha

ocHoBaHrre wl69,
ast.l,t.4 or 3OII

Ilpe71ea4 ropez3lo)KeHoro,



PEIUHX:

C J {acrHlzquTe cnerrelalu rrpoqeAypara rro cBorBerHr4Te
:6-coSeHre no3HqHH Aa 6r,par cKlrorreHrz AoroBopu 3a B63AaraHe Ha
:5-{ecraeHa rropbr{Ka B 30 - AHeEeH cpoi< cAeA r{3TurraHe Ha cpoKa 3a
o5><aneane Ha Hac:ro-fltrroro MH perrreHue, KaKTo H cAeA npeACTaBsHe or
cbx{Hrr Ha cAeAHHTe AOKyMeHTH:

o AoKyMeHT sa BHeCeHa rapaHqHs 3a H3nbAHeHHe Ha AOtOBOpa B
pa3Mep na l%o or crofiuocTTa Ha ilopcqKaTa;

o AoIqyMeHTH yAocroBepsBarrla o6cronrelcrBara rro r{A. 47, att.l
u aLt.2 ot 3OlI, r434aneHr4 or KoMnereHTeH optaH, B T.r{.:

- AoryvreHT,r, qe rrleHoBere Ha ynpaBHTeAHHTe opraHu Ha
) IacTHHKa, qe He ca ocBAeHH C BA-'r3Aa B CHAa npHC'bAa 3a:
a) npecrtnleHrae nporaB SarlaHcoBara, AaHBr{Hara :z.z:z oc}rrypaTe1Hara
cHCTeMa, BKAIoTTHTeAHo H3nrnpaHe Ha rrapu, rro rrl. 253-260 ot Haxasare1Hgs
r(oAeKC;
6) uo4ryn ro r{A. 301-307 or HaxasareurrLts. KoAeKC;
e) yr{acrze B opraHu3xpaHa npecrbnHa rpyra ilo r{A. 321 vr 321a or
Haxasanezr:uus. KoAeKC;
r) upecmrlleHue nporI,IB co6crseHocrra rro rrl. L94-217 or HaxasanelHus
KOAeKC;

a) npecTuIAeHHe rrporxB crorraHcTBoro rro r{A. 219-252 or Haxas arezt:rrgrs-
KOAeKC;
e)o6asen B HectcTosrenHocr;
>N) e npoH3BoACTBo rro AHKBH Aar@t{ vrzt:E_ ce HaMr,rpa e no,qo6na npoqeAypa
c|br^acHo HaTIHOHa HHTe 3aKOHH H nOA3aKOHOBlr aKTOBe.

-.(oiryvreHT or cborBerHata TA ua HAII u o6rqrzHa no perucTpaq11s 3a
HaAHr{He HLH 1'r4frca Ha AaHbr{HH 3aAb^)KeH]i{fl. Ha Ap}D*(ecrBoro, no peAa Ha
162, ax2 or {OIIK.

- Y4ocroBepeHae 3a ztarrca Ha 3aAbA)KeHH.rr or ctorBerHara T{ na
HAII a o6rqizua ro Mecro)KHBeeHe, LrcAanenrvr Ha HMero Ha ynpaB7Tens
Karo Srzsr.r.recr<o AHqe, cbrlacHo 'l-tt. 47, an.2, r. 3 or 3OII, Bt,B Bp63Ka c rr1.
47, a-tt.4 ot 3OII.

- Aexaapar{H.s 3a yABa;KaBaHe cpoKa Ha BaAHAHocr Ha
npeAAo>KeHH.t{Ta, CrrraTaHo Ao AaTaTa Ha CKAroqBaHe Ha AoloBopa.

B 3 - AHeBeH cpoK or r'I3AaBaHero Ha Hacrosrqoro Mrz peflreHye,
rpenHc or cbtqoro Aa 6a.ge Bpsr{eH Ha yr{acrHHuHTe B npoqeAypara.

Peurenraero no,trAe)Krz Ha o6N<aasaHe npeA K3K e 1o -,queeeH cpoK or
HeroBoTo y3HaBaHe.

'. i

HSN..U,HPEKTOP
(MBA./I . EYPTAC" AA:

I n'P leoPrn
Ltft


