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PEION EHHE
NeVI-P-650/11.12.2017 roxa.
rp. Byprac

Ha ocuoBanme 1ua.108, T.1 um wa. 109 ot 3akoHa 3a 0OOIECTBEHHUTE
TOPBYKH, BBEB Bph3Ka ¢ IIporokoan ot 08.09.2017r., 01.11.2017r., 04.12.2017r. Ha
Komucus, HasHadyeHa crc 3anosen No VI — P - 480/08.09.2017r. Ha WU3n. nuperTop
Ha ,YMBAA - Byprac” AIl, cbC 33ja4a [a HU3BBPIIM PA3TACKIAHE U OLEHKA HA
BHECEHHTE IIPEAOKEHMSA 3a yJ4acTHE B IyOAMYHO ChcTe3aHue 1o peaa Ha 3011, c
npeameT: ,JlocTaBKa Ha A€KapCTBa 3a CEKTOP II0 ACHCTHPAHA PENPOAYKLMS ITpU
»YMBAA - Byprac” AIl”, orkpura ¢ Pemenme No VI — P - 415/14.08.2017r. Ha
UsmeauTEAHNS aupekTop HaA ,YMBAA - Byprac” A/l, u obsBena ¢ Ob6aBaenue No
00301-2017-0006/14.08.2017 r. 8 POII, u [0 YMATO HOKYMEHTALUsl € OCHIYPEH
II'BACH, psK " besnaaren JOCTBI Ha HHTEPHET azpec:
http:/ /www.mbalburgas.com/bg/news/view/58/1224, nopaau paxkTa, 4e IpH
YCAOBHSATA HA U3BBPIIEH KOHTPOA BBPXY paboTata Ha KOMHCHATA HE Ca YCTAHOBEHH
HECBOTBETCTBHS C H3UCKBAHUATA HA 3aKOHA M IIPEABAPUTEAHO 00SIBEHUTE yCAOBHS,

OONPEIOEASAM

I.Pen Ha KAaCHpaHe Ha NPENAOKEHHSTAa B rOpHATa Npomeaypa, KaKToO
caexsa:

Human
Chorionic | powder and solvent »PBOHHUKC
gonadotropin for solution for dapma”

1| GO03GAO1 5000 1U injection 1| EOO 100




Human
Menopausal | powder and solvent »PBOHHKC
Gonadotropin for solution for dapma”
2| G03GAO02 751U injection 1| EOOA 100
1 cartridge + 2 »PBOHHKC
Follitropin packs with 3 pen Papma”
5| GO3GAO06 | beta300IU needles 1| EOOL 100
Choriongonad
otropin alfa »PBOHHKC
250 meg/0,5 solution for dapma”
6| GO3GAOS ml injection 1| EOO 100
Corifollitropin »PBOHHKC
alfa 100 1 pre-filled syringe dapma”
71 GO03GA09 1g/0.5ml + 1 needle 1| EOOQ 100
Corifollitropin »PBOHHKC
alfa 150 1 pre-filled syringe dapma”
8| GO3GA09 pg/0.5ml + 1 needle 1| EOOO 100
»PBOHHUKC
Ganirelix 0,25 dapma”
9| HOI1CCO1 mg/0,5 ml 1 pre-filled syringe 1| EOO 100
solution for »PBOHUKC
Triptorelin 0.1 | injection, pre-filled Papma”
10| LO2AEO04 | mg/ml- 1 ml syringe 1 EOOL 100

II. 3a y9acTHHIH, C KOHTO NPH H3N'bAHEHHE HA H3HCKBAHHSTA HA YA.
112, aa.1, 7.2 1 7.3 ot 30Il, me 6AaT NOANHCAHHA ZOrOBOPH 3a B'B3AaraHe Ha
obmecTBeHa NOpPBYKA ONMPEAEASIM TE€3H, KAACHDAaHH Ha I'BPBO MSACTO IO
CBOTBETHHTE 000cOobeHH nosunumn.

III. IlpexpaTsiBaM npomeAypaTa B YacTTa HAa cAeaHHTe o6ocobenn

IIO3HIIHH:

Ha ocrmoBanmue ua. 110, aa.1, T. 1 or 30I1, u nopaau akra Ha AHUIICa HA

NOJAECAEHN IIPENAONKEHHMSI, IIpEKpaTsdBaM I[IpoLeAypaTa B YacTTa 3a CAEJHHUTE
obocobeHH MO3UITHH:

AHATOMO- JTlporsozno
Ne TepanesTaYed | MekayHapoaHO HENATEHTHO Jlek. KOJIH9eCTBO
noammt'm xon /ATC- Hanmenosauue /INN/ ¢opma B I030BH
xon/ eMHALH
1 2 3 4 5
1 pre-filled pen and
3| GO3GAOS Follitropin alfa 150 1U/0,25 ml 1 injection needle 80
1 pre-filled pen and
4| GO3GAO0S Follitropin alfa 300 IU/0,5 ml 1 injection needle 80




[IpenBua ropen3A0KEHOTO,
PEII H X:

C yyacTHuUIIUTE CHEYeAHAW NpoLEAypaTa II0 CHOTBETHHTE 06ocobenu
HO3HMIMK Ja OBAaT CKAIOYEHH JOrOBOPH 3a Bh3AaraHe Ha oblecTBeHA Nophyuka B 30
— AHEBEH CPOK CAEJ[ U3THYAHE HA CPOKa 3a obXkasBaHe Ha HACTOSILIOTO MH PENICHHE,
KaKTO U CA€[ IPEACTABAHE OT CBHIIMTE HA CAEQHHUTE JOKYMEHTH:

1. 3a obcrosreacTBaTta mo 4A. 54, aa. 1, T. 1 or 30Il - CBHOETEACTBO 3a
CBIHUMOCT;

2. 3a obcrosTeacTBoTO MO wA. 54, aa. 1, T. 3 or B30Il - YAOCTOBEPEHHE OT
OpraHuTe€ IO IPHUXOAUTE U YHAOCTOBEPEHHE OT OOIMHATA 1O CEJAAHINETO HA
BB3A0KHUTEAS U Ha KaHAW/IaTa HAA Y9aCTHUKA;

3. 3a obcrosireacTBOTO 1O HA. 54, aa. 1, T. 6 or 30Il - ymocTOBepeHHE OT
opraHuTe Ha M3nmbanuTeaHa areHnusa "['AaBHA WHCIIEKUHS 110 TPpyAA';

4. 3a obcroareacTBara mo 4A. 55, aa. 1, T. 1 or 30Il - YAOCTOBEPEHHUE,
H3IaJI€HO OT AreHIMGTA 110 BIMCBAHUSATA.

S. 3aBepeHO OT U3I'BAHMTEAS KOIHe Ha_PaspeleHue 3a THProBUSI HA €4pO C
A€KapCTBEHH NPOAYKTH, H34aneHo 1o pexa Ha 3AIIXM wmam paspeuienue 3a
IIPOM3BOJICTBO / BHOC B cAydauTe 1o 4a. 196 ot 3AIIXM;

6. OpuruHas MAK 3aBEPEHH OT yYaCTHHKA KOIHS Ha yAOCTOBEPEHHS 3a J06po
H3I'BAHEHUE, C TEAEOH 3a BPB3KA C IOAIMCAAUS IIPETIOPBKATA.

7. CHHCBK Ha TPaAHCIOOPTHHUTE CPEJACTBA, C KOHTO INE CE€ HU3BBPLIBAT
AOCTAaBKHUTE HAH JONOBOP C KypHepcKa (hupma

8. l'apaHnusa 3a U3I'BAHEHUE HA JOrOBOpA.

Pemenuero momaexmu Ha obxkaasBanme npen K3K B 10 - gHeBen CpPOK OT
HETroBOTO y3HABAHE.

Ha ocnoBanme ua. 112, aa.7, 1.2 or 30Il u ¢ oraex ob6CTOATEACTBOTO, 4e
YYacTHUKEBT CHEYEAHA Ipoueaypara 1o obocobenn mo3uruu No, Ne 1, 2, 5,6, 7, 8, 9
1 10 ce gaBaBa eUCTBEH 3aUHTEPECOBAH TAKBB, JOTrOBOpP CBC CBIIHYA MOXKE aa O0biae
CKAIOYEH IIpeaH U3uTHYIaHe Ha 14 - 1HeBHHA CPOK 1o 49a. 197, aa.1, T1 ot 30I1.

[Ipenmnc oT HACTOAIIOTO MH pelieHHe aa ObAe BpHhYEH HA YYACTHHUIMTE B
npoueaypara.

H3I1. JUPEKTOP HA .
HI “YMBAA - BYPTAC” AL:
/I - P. B. MHPA3Y
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