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PEIIEHHXHE

NeVI-P-278/23.06.2015 ronx.
rp. Byprac

Ha ocHoBanme 4a.73 oT 3akoHa 3a OOIIECTBEHUTE IIOPBUKH,
BbB BpB3Ka ¢ [Iportokoanm ot 27.02.2015r., 30.03.2015r., 05.05.2015r. u
27.05.2015r. Ha KOMHMCHUH, HasHadeHa CcbCc 3amoBexg VI - P -
97/27.02.2015ron. Ha Usn. nupektop Ha ,MBAA — Byprac” Al, cbc 3amada
Jia U3BBPIIN PA3TAEKIaHE U OII€HKa Ha BHECEHUTE IIPENIAOKEHUS 32 yIacTHe
B orpuTa npoueaypa no pema Ha 3O0II, ¢ npeamer: ,JlocTaBKa Ha
A€KapCTBEHH INPOAYKTH 3a AHAAH3HO A€YEHHE 3a HyxkzAHTEe Ha ,MBAA -
Byprac” AJll, rp. Byprac mo o000co0eHH NO3HIHH, IOCOYEHH B
KOHKypCHaTa JAOKyMeHTaInHa”, oTkpuTa ¢ Pemenne Ne VI - P -
25/12.01.2015 r. Ha Usn. nupekrop Ha “MBAA - Byprac” Al, u obgaBeHa ¢
Ob6gaBaerHme No 00301-2014-0001/12.01.2015 r. B POII u 1mmybAMKYBaHO IO,
No 2015/S 011-014256/ 16.01.2015r. ObaBaenue B ,EBpomnelicku
BECTHHK , U Iopaau dakTa, Ye IPH YCAOBUATA Ha U3BBPIIEH KOHTPOA BBPXY
paboTaTa Ha KOMUCHSATA HE Ca YCTAHOBEHU HECHOTBETCTBHS C U3HCKBAHUITA
Ha 3aKOHa U IIPeABapUTEAHO 00SIBEHUTE YCAOBHUL,

ONNIPEOEASHSM:

I. Pen Ha KAacHpaHe Ha YYaCTHHIHTE B IpoBeJZeHaTa OTKpPHTA
nponeanypa, a HMEHHO:

AHaTomo- Mexnynapoaso o
HEeHKa Ha
Ne Ha |TepameBTHYeH | HemareHTHO |JlekapcTBeHa .
Misicto | YHACTHHK | PeJiOKEHAETO
no3unus | kox /ATC- | HamMeHOBaHKe dbopma P——e
Kona/ /INN/
1 2 3 4 5 6 7
"Cochapma
Tpeiinunr"
. . 1 A 100
1 BO1ABO! Heparin sol. Inj. "D /1
BLOHUKC
Gapma"
2 EOOL 97,92663477




"Codapma

Tpeitnunr"
5 BO3ACO2 Sacchara?ed Iron S(?]l.l‘[iOI.l for ; AJl 100
Oxid injection DpOHUKC
®Dapma"
EOO]] 99,60254372
[ron (III) -
hydroxide solution for "Menekc"
3| BO3ACO06 | dextran complex injection 00/] 100
, sol. Inj. in "Menexc"
4| BO03XAO0I Epoetin alfa pre-filled syr. oo 100
"Cotapma
. solution for Tpeizer 100
51 BO03XA01 Epoetin beta | injection, pre- = !
filled syringe PrommKe
= dapma"
EOOH . | 98,35465063
solution for
injection, pre- "Menexc"
7| B0O3XA01 Epoetin zeta filled syringe oon 100
solution for "Codapma
injection, pre- Tpenaunar”
8| BO03XA02 | Darbepoetin alfa | filled syringe All 100
"Codapma
Methoxy solution for Tpetigunr"
9| Bo3xae3 | Polyethylene . . ion, pre- 'l 100
glycol-epoetin filled syrines "®BpOHUKC
beta ®apma"
EOO/] 98,2483356
"Codapma
Tpeitnunr"
12 HO5BXO01 Cinacalcet tablets AJl 100
"Cotapma
Tpetinunr"
13| HO5BX02 Paricalcitol capsules soft = ALl Ll
DbOHUKC
®Dapma"
EOO/] 98,80740142
"Menekc"
010)i 100
"®poHUKC
14| VO3AE02 | Sevelamer | llM-coated Dapwa"
tablets EOO]I 97,47497559
"Cotapma
Tpetinunar"
Al 93,34885892
"MBOHUKC
15| AllCC04 Calcitriol capsules, soft ®dapwma”
EOO/] 100
"Codapma
Tpeﬁi[HHr"
AJl 96,20554957




"Menekc"
00/

91,56794872 }

II. YyacTHHIHTE CIEYEAHAH NPOBEZEHATA OTKPHTA NpomeAaypa

3a OIpenecAaHEC HA HINBAHHTCAH

obmecTBeHa mNOpBYKA C MPEAMET:
NPOAYKTH 3a AHAAH3HO A€UYeHHe 3a HyaHTe Ha ,MBAA - Byprac” AL,
IOCOYEHH B KOHKYypCHaTa
OOKyMEHTAIHA”, 3a CbOTBETHHTE 000CO0EHH MO3HIIHH, KAKTO CAEABA:

rp. Byprac mo o0060coGeHH NIO3HIHH,

»IlOoCTaBKa

IO MOOrOoBOPH 3a B'Bh3AATaHE HA
Ha ACKApPCTBCHH

AHaToOMO- Me; v
Ne Ha | TepameBTHYEH CRILYHAPOIHO JiexapcTBeHa FRAIEHITS,
i HEMATEHTHO KJIACHpaH Ha
no3uuus | ko /ATC- topma
HanmeHoBaHue /INN/ bPBO MSACTO
Kon/
1 2 3 4 5
"Codapma
1| BOIABOI Heparin sol. Inj. Tpeimunr" AJ]
"Codapma
2| B03ACO02 Saccharated Iron Oxid | solution for injection | Tpedimuar" AJl
Iron (II) - hydroxide
3| BO3AC06 dextran complex solution for injection | "Megexc" OO/
sol. Inj. in pre-filled
4| BO3XAO0I1 Epoetin alfa SYT. "Menexc" OO]]
solution for
injection, pre-filled "Codapma
5] BO03XA01 Epoetin beta syringe Tpetinuar" AJl
solution for
. injection, pre-filled
7| BO03XA01 Epoetin zeta syringe "Menexc" OO/
solution for
injection, pre-filled "Codapma
8| B03XA02 Darbepoetin alfa syringe Tpettnunr" AJl
solution for
Methoxy polyethylene injection, pre-filled "Copapma
9| BO03XAO03 glycol-epoetin beta syringe Tpeliquar" AJl
; "Codapma
12| HO5BXO01 Cinacalcet tablets Tpetinunar" AJl
\ "Codapma
13| HO05BX02 Paricalcitol capsules soft Tpeiimua~" AJl
14| VO03AEO02 Sevelamer film-coated tablets | "Menekc" OOJ]




"DpoHUKC ‘

15 ' A11CC04 J Calcitriol capsules, soft ! @apma" EOO/]

III. OTcTpaHTIBAM OT y4YacTHE B HIPOIEAypaTa HOCOYEHHTE NO -
AOAYy YYaCTHHIH, OPAAH CACAHHTE (DaKTHYECKH H IPABHH OCHOBAHHS:

Ha ocroBanume 4a. 69, aa.1l, 7.4 or 30Il u nopamu dakra, Ue mpu
[IOTOTOBKA Ha IIPEAAOXKEHHETO CH YYacTHHKBT HE Ce € Chobpasua cC
M3HCKBaHUsSITA pas3nucaHu B 4YA. O7, aa.3 ot 30II, cbraacHO KOMTO 3aKOHOB
CbCTaB, IPU yCAOBHE, Y€ 3a OTAEAHUTE ODOCOOEHM IIO3HUIMH CE€ H3UCKBAT
PasSAHYHH NOKYMEHTH 3a HOAOO0P, CHIIUTE CE MPENCTABAT B OTIEAHHU TAUKOBE
_»[lOKyMEHTH 3a moabop”, oTCTpaHsBaM OT ydacTue B Ipoieaypara “EKOC
- MEOHKA” 00O, EWK 831029075 , ¢bC CEmaAHIIE U aZpec Ha yIIpaBACHHE
B rp. Codua - 1606, ya. “Amu Bye” No 52, mnpexncraBasBaHO orT Eaka
AaekcueBa IlerpoBa — ynpaBurea.

IV. Ha ocHoBaHHe 4A. 39, aa.1, T.1 u 7.2 or 30I1 u nopaay akra Ha
AHIICA Ha NMPENAOKEHHUs 3a y4acTHE, IIPeKpaTaBaM IIPoIeAypaTa B JacTTa Ha
CAEHUTE 000COOEHH ITO3ULINHU;

AnaTtomo- Me TP
Ne Ha | TepameBTHYEH AYHAPOR JlekapcTBena dakTHYecKu
nosuums | kox /ATC- TR TR dhopma OCHOBAHHSA
HauMeHoBaHue /INN/
Ko/
1 2 3 4 5
solution for
1§1He§(§1§;1r,ig§- Jlunca Ha BHeceHH
wifh safety MPEITOKEHIS
6| BO03XA01 Epoetin theta device -
[IpencraBenoTo ot
Anhydrous glucose, yJacTHUKA
Sodium Chloride, PEIIOKEHHE €
Sodium Lactate, solution for OTCTPaHEHO Ha
- Calcium Chloride, peritoneal OCHOBaHHeE YJI. 69,
10| BO5SDAO0O Magnesium Chloride dialysis ain.l, 1.4 ot 30I1
IIpencraBenoro ot
Icodextrin, Sodium y4acTHHKA
chloride, Calcium IIPENITIOKEHHUE €
chloride, Magnesium solution for OTCTPaHEHO Ha
chloride, Sodium lactate peritoneal OCHOBaHHE WII. 69,
11| BO05DAO0O0 solution dialysis an.l, 7.4 or 30I1

IIpenBUa TOPEU3AOKEHOTO,



PEIIH X:

& YH9aCTHHIIUTE CIICHCANAK IIpoHeaypaTta IIo CBOTBETHUTCEC
obocobeHH ITIOBHUIINH aa 6’B,£LaT CKAIOHYCHH [OTOBOPH 3a Bb3AaraHe Ha

oomecTBeHa mopbuka B 30 — OHEBEH CPOK CAell HU3THYAHE HA Cpoka 3a

oOxKaABaHe Ha HaCTOAIIIOTO MH PELIIEHHME, KaKTO U CAEL IIpeacraBdHE OT
ChIHAd Ha CACAHUTE JOKYMEHTH:

* JIOKYMEHT 3a BHECEHa rapaHliud 3a U3IIbAHEHUE Ha JOoroBopa B
pasmep Ha 1% OT CTOMHOCTTAa Ha MOPBHYKATA;
® [OKYMEHTH yAOCTOBEPdABAIM OOCTOATEACTBaTa IO 4YA. 47, aa.l
n aa.2 ot 30Il, uzgazeHy oT KOMIIeTEeHTEH opras, B T.4.:
- [lokymMeHTH, 4Ye YACHOBETE Ha YIPABUTEAHUTE OPraHH HA
y9aCTHHKA, Y€ HE Ca OCBAEHH C BAf3Aa B CHAA IPUCHIA 34:
a) TpPECTBIACHHE MNPOTHUB (DHUHAHCOBATA, NAHBUYHATA HAH OCUTYpPUTEAHATa
CHUCTEMa, BKAIOYHUTEAHO U3NHUPAHE Ha IMapH, 1mo 4a. 253-260 ot Hakazareauud
KOJIEKC;
6) moaxym 1o 4A. 301-307 or HakasaTeAHHS KOLEKC;
B) ydJacTHMe B OpraHW3HpaHa MpecThbHA rpyma mo ua. 321 u 32la or
HakazaTeanus Kozekc;
) TIPECTBIIACHHE IIPOTHB COBCTBEHOCTTA IO 4YA. 194-217 or HakazaTeanwus
KOJIEKC;
M) TPECTBIACHHE IMPOTHB CTOMAHCTBOTO IO 4A. 219-252 or HakazaTeaHus
KOJIEKC;
€)00SIBEH B HECHCTOATEAHOCT;
K) B IIDOM3BOJCTBO II0 AMKBHUIAIMS AW Ce€ HaMHUpa B II0H06HA npoueaypa
CBhrAaCHO HAITHOHAAHUTE 3aKOHU U MIOA3aKOHOBU aKTOBE.

- HokymeHT ot crorBetHaTa T[] na HAII u obiimHa 1o perucrpanud 3a
HAAMYHC WAW AWIICA Ha JaHBYHU 3abAXKEHHSA Ha [PYKECTBOTO, MO pejaa Ha
162, aa.2 or JOIIK.

- YOCTOBEpPEHHE 3a AMIICA Ha 3a/bAYKEHUS OT CLOTBETHATA T ua
HAII u ofumHa 10 MECTOXHMBEEHE, H3a/leHH Ha HMETO Ha YIIpaBUTEAS
KaTo (PUBUYECKO AHIIE, CBIAACHO 4YA. 47, aa. 2, T. 3 oT 30I1, BBHB BPB3Ka C YA.
47, aa. 4 or 30I1.

- [eraapauma 3a yabAXKaABaHE CpPOKa Ha  BAAMHOCT Ha
NPEIAOKEHHATA, CIUTAHO [I0 fAaTaTa Ha CKAIOYBAHE Ha J0TOBOpA.

B 3 - OHEBEH CpPOK OT HM3[AaBAHETO Ha HACTOLIIOTO MH peleHue,
IIPENHNC OT CBIIOTO Aa O0bZe BPBbUYEH HA YYACTHUIIUTE B rporeaypara.
Peinrenuero nmomaesku Ha obOxkasBaHe npen K3K B 10 — gHeBeH Ccpok oT

HETrOBOTO y3HaBaHCE.

H3II. THPEKTOP
1200 “MBAA - BYPT'AC” AL:
/&-p Teopru




