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PEII EHHE
NeVI-P - 476/28.10.2019 roxa.
rp. Byprac

Ha ocnoBanme 4a.108, T.1 m 1wa. 109 or 3akonHa 3a obiiecTBEHHUTE
IIOPBYKH, BBB Bpb3Ka c [Iporokoam or 19.09.2019r., 11.10.2019r., 16.10.2019r. u
BakaruureseH 1poTokoa oT 23.10.2019r. ot Ha KoMHCHS, Ha3HA4YEHA ChC 3ArOBE
No VI - P -417/19.09.2019r. na UsneaHuTeAHHs] [upekTop Ha ,YMBAA - Byprac”
All, cBC 3az249a Aa M3BBPIIM PA3TAEKJAHE H OLIEHKA HA BHECEHHUTE IIPEIAOKEHHSI
3a yuacrue B Iybamaso cheresanue 1o pexa Ha 30I1, ¢ npeamer: JlocTaBKa Ha
A€KapcTBa 3a CEKTOp II0 aCHCTHpaHa penpoaykums npu "YMBAA - Byprac” AL”,
orkputa ¢ Pemenue 372/27.08.2019r. Ha UsnbaHuTEAHUS aupeKTOp Ha ,YMBAA
- Byprac” Al u obsBena c¢ OOsaBA€HHE [0 IIPENUCKA Ne 00301-2019-
0010/27.08.2019 r. B POII, u 10 9YHATO HOKYMEHTALMsI € OCUI'YPEH ITBACH, IPSIK H
be3mnaaren JOCTBII Ha HHTEPHET azapec:
http:/ /www.mbalburgas.com/bg/news/view/58/1551, nopaaun dakra, 4e IIpH
YCAOBHSITA HA U3BBPIIEH KOHTPOA BbpXy paborara Ha KOMHCHSATA HE Ca YyCTAHOBEHH
HECBOTBETCTBHUS C U3UCKBAHUATA HA 3aKOHA U IIPEABAPUTEAHO ODSIBEHHUTE YCAOBHSI,

OONPEODEASHSM:

I.Pen Ha KAacHpaHe Ha NPEZAOKEHHATAa B OPHATA NpoUeAypa, KAKTO
caensa:

IIporuos
AnaTomo S
i MeskayRapOARO KOJIH1ecC
Ne na T80 B | DDD/Tepanest
TepaneBT HENATeHTHO JlekapcrBena -
N03HI Gpoii | muen Kype, ml | Kaacupane
ug | BU€H KOX |  HaHMeEHOBaHWe $popma DDD/ (Mapxs)
/ATC- /INN/
Tepanes
Kkon/
THYEH
Kypc
1 2 3 4 5 6 7
Powder and
solvent for 1. ,PrOHUKC
Human menopausal | solution for Papma”
1| GO3GAO2 | gonadotrophin injection 500 75 IU |EOOA




1., ProHUKC

Solution for dapma”
2| GO3GAO06 | Follitropin beta injection 1840 75 IU |EOOA
1., ProHUKC
Choriogonadotropin | Solution for Papma”
3| GO3GAOD8 alfa injection 180 0.25 mg |EOO/

1., ®roHuKC

Solution for dapma”
4| GO3GAOQ9 | Corifollitropin alfa injection 10 0.15 mg | EOO/]
1., ProHUKC
Solution for dapma”
5| HO1CCO1 Ganirelix injection 300 0.25 mg |EOO/
1., Pb0HHUKC
Solution for Papma”
6| LO2AE04 Triptorelin injection 70 0.1 mg |EOOA

II. 3a y9acCTHHK, ¢ KOHTO NPH H3N'bAHEHHE HA H3HCKBAaHHATA HAa YA.
112, aa.l, 7.2 m 7.3 or 30IlI, me GBAe MoANHCAH AOTOBOP 3a B'h3AAraHe Ha
obmecTBena mopBYKa onpexeasm ,PbOHHKC <<$APMA” EOOL, EUK
203283623, cpc cepaamiie M aapec Ha ynpaBaenue: rp. Codmus - 1700, paiion
Crynenrcku, ya. ,OxosoBpbereH mbT”, No 199a, mpencraBasBano oT Beceaun
BeanukoB KyneB, HOaman AranmacoB Hepneaues, Pamoctun 'eoprueB [IHMHTPOBE,
Hukonait BuneB KoaeB — yripaBuTeAn=

ITpenBug ropen3A0KEHOTO,
PEIH X:

C yuyacTHHMKa CIIEYEAHMAHMA IPOLEAypaTa II0 CBOTBETHHTE obocobeHH
nosunuy aa 6bae CKAOYEH JIOTOBOp 3a Bb3aaraHe Ha obuiecTBeHa nopmruka B 30 —
AHEBEH CPOK CA€/l M3THYaHE HA CpPOKa 3a obikasBaHe Ha HACTOSIIOTO MH PEIIEHUE,
KakTO U CA€/l IIPEACTABAHE OT HENOBA CTPAHA HA CAE€JHUTE JOKYMEHTH:

1. 3a obcrosiTeacTBaTa 110 4A. 54, aa. 1, T. 1 ot 30I1 -~ CBHAETEACTBO 32 CHIMMOCT;

2. 3a obcrosiTeACTBOTO 110 49A. 54, aa. 1, T. 3 ot 30I1 - YAOCTOBEPEHHE OT OpPraHUTE
110 IPHUXOAMTE U yAOCTOBEPEHHE OT ODIIMHATA 110 CEJAAHMILETO HAa yYaCTHHKA H OT
HAII,

3. 3a obcroaTeacTBOTO 1O YA, 54, aa. 1, T. 6 or 30I1 - y10CTOBEPEHHE OT OPraHUTE
Ha M3anmbanuTeana arennmsa "T'aaBHa MHCHEKIMs 1o Tpyaa'. 3a npeacTaBUTeAUTe HA
HIOXKIECCTPAHHUTE IOPUAMYECKH 4YHIlA — H3BACYEHUS OT AHAAOTMYHH PETHUCTPH,



ChrAACHO CBOTBETHOTO HAITMOHAAHO 3aKOHOJATEACTBO.

Korato B ynocrosBepeHueTro ce cbabpiKa wuHQPOPMALMS 32 BAf3A0 B CHAAQ
HaKas3aTeAHO IIOCTAHOBAEHHUE MAM CBHAEOHO pelleHue 3a HapylIEHHE 1o YA. 54, aa. 1,
T. 6, y4aCTHUKBT NPEACTABS [A€KAApallud, Y€ HAPYIIEHHETO HE € HU3BBPIIEHO IPU
HU3I'bAHEHHE Ha JOTOBOP 3a oblecTBeHa NOphYKa.

4. [lekaapaims 1o 9a. 54, aa.1, 1.7 ot 3017;

S. [lekaapaums 3a AMIICA Ha OCHOBAHHATA 34 OTCTPAHSIBAHE IM CMHCBAA HA. 3, T. 8
M 9A. 4 0T 3aKOHA 32 HKOHOMHYECKHUTE M (PHHAHCOBHTE OTHOLLIEHHS C APY3KECTBATa,
PETHCTPHPAHH B IOPHCAMKIMA C NPedEPEHIINAACH JaHBYEH PEKUM, CBHP3AHUTE C
TSX AHIlIA U TEXHUTE AEHCTBHTEAHHM coOcTBeHHIM, dYA. 59, aa.l, T. 3 or 3akoHa 3a
MEPKHUTE CpEIly H3IHPaHETO Ha MapH, OCBEXK/IAHUS 3a IIPECTBIIAEHUS 110 4A.194-208,
4Aa.213a-217, 9a.219-252 u 4a.254a-260 ot HK;Haauuue Ha CBBP3AaHOCT 10 CMHCHAA
Ha §2, 17.44 or [P na 30Il Mexay ydJacTHHIMTE B KOHKPETHATAa IIPONEAYPA;
HapyiueHue 1o 4a. 13, aa. 1 or 3akoma 3a TpyaoBaTa MHrpalus H TPyaoBaTa
MOBHAHOCT; HapyLIEHHE Ha 3aJbAXKEHHsATa B obAacTra Ha TPYAOBOTO IIPaBO II0
CMHCBAA HA 4A. 61, aa. 1, 9a.62, aa. 1 uau 3, ga. 63, aa. 1 uau 2 u ua. 228, aa. 3 or
Kopekca Ha Tpyna;

6. lexaapauus no 4a. 59, aa. 1, T. 3 oT 3aKoHa 3a MEPKHUTE CpEIy H3IHPAHETO HA
napu

7. [exkaapanusa 1o 4a. 66, aa. 2 or 3aKoHa 3a MEPKHUTE CpEILly H3IUPAHETO HA IapH.
8. [exkaapauusa 3a obcrosareacTBa 1o 49a. 69 or 3akoHa 3a HPOTHBOAEHCTBHE HA
KOpPYIILHATA B 32 OTHEMAHE Ha HE3aKOHHO NPHA00UTO HMYILECTEO.

9. 3aBepeHO OT HM3IBAHHTEAS KOIIMEe Ha PaspelieHue 3a THProBUs Ha €ApPO C
ACKapCTBEHH MNPOAYKTH, H3J@naeHo no peaga Ha 3AIIXM wumam paspemienue 3a
IIPOM3BO/ICTBO / BHOC B caydauTe 110 49A. 196 ot 3AIIXM;

10.CnuchkK HaA HM3I'BAHEHHUTE AOCTABKH C IIOCOYBAHE HA CTOMHOCTHTE, NATHTE H
[10Ay49aTEAHUTE, 3a€HO C JIOKYMEHTH JOKA3Ballll U3IITbAHEHHUETO.
11.CouceK Ha TPAHCHOPTHHUTE CPEACTBA, C KOHTO ILE CE H3BBPIIBAT JOCTABKHTE
HAH IOTOBOP C Kypuepcka pupma.

12 Tapannusa 3a U3I'BAHEHHE HA JOIOBOPA.

Pemenuero nomaexxkm Ha obxkasBane mnpex K3K B 10 - gHeBEeH Cpok oT
HETOBOTO y3HABAHE.

Yn.36a, an.3 30I1

H3II. TUPEKTOP }
HII “YMBAA - BYPTAC”
/A-P.B. N
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