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HAuec, 16.10.2019r. B rp. Byprac, B usnbanenue Ha Pemenue No VI — P —
372/27.08.2019r. nHa UsnbeaHUTEeAHUS AUpEKTOp Ha ,YMBAA — Byprac” AJl, BbB
BpB3Ka C NPOBEXKAAHETO Ha NyOAMYHO ChCTe3aHue 3a H300pP HA H3I'BAHHUTEA II0
AOTOBOP, C mnpeamer: LJlocTaBKa Ha A€KapcTBa 3a CEKTOP II0 acCHCTHpaHa
penpoaykuusa npu "YMBAA — Byprac” A1, Komucus onpezeaesa cse 3amnose No VI
-P-417/19.09.2019r. Ha H3n. nupekTop Ha ,YMBAA - Byprac” Al, B cecTas:

IIpencenarea: Mpena [leTkoBa — ra. IO pHMCKOHCYAT Ha ,YMBAA — Byprac” A/l;
Yaenose: 1. mar. ¢ — T Mapug VBaHoBa — Ha4aAHUK DOAHHYHA anTEKa;
2. AHu BruBapoBa - ra. cuetoBomuTea Ha ,YMBAA Byprac” A/l,

B 11:00 B kabunera Ha rA. IOPHCKOHCYAT Ha “YMBAA - Byprac” Al nposene
3acelaHie, Ha KoeTo Oelre HM3BBPIIEHO OIIOBECTABAHE HA JOIYCHATHTE 10
pasrA€K/1aHe LIEHOBH IIPEIAOKEHHUS.

Ha 3acemanmero Ha KOMHMCHATA HE IIPUCHCTBAXa YYaCTHHIM, TEXHH
NPEACTABUTEAH, KAKTO M IIPEJICTABUTEAN HA CPEACTBATA 3a MACOBO OCBEIOMSIBAHE.

Caes, oTKpMBaHE Ha 3aCEJaHHETO Ha KOMHCHATA HEHHUAT IIPENCEIaTeA
HPHUCTBIIM KBM OIIOBECTSBAHE HaA ILIEHOBHTE IIPEJAOKEHHs Ha y4YacTHHKA B
npoueaypara.

Caen oTBapsiHETO HA 1IEHOBUTE IPENAOXKEHHUS HA €QUHCTBEHHS YYACTHUK B
npoueaypara - ,ProHukc Papma” EOO/ no no3uimyu, KOMHUCHATA HPUCTBHIH KbM
IIpOBEPKA Ha II0OCOYEHHTE OT YydacTHHKa (B KoaoHa 7) croMHocTu 3a DDD/
TepaneBruueH Kypc, ml KbM jaTara Ha U3roTBAHE Ha odeprara. 3a CpaBHEHHE Ce
noa3sa nybaukaimusita Ha IIpuaoxenue No 2 Ha [TI03UTHBHHAA A€KAPCTBEH CIIMCHK OT
02.09.2019 roxa.. KomucuaTa ycTaHOBH, Y€ HAMA TPEIIHO IIOCOYEHH OT yJIACTHHKA
pethepeHTHH CTOMHOCTH, KAaKTO M Y€ BCHYKH NpeAAokKeHH oT ,ProHHUKC Papma”
EOQO/] 1eHH ca Ho-HHCKH OT pe)epeHTHHTE.

Bcecuukn 1eHOBH NpeaoKeHus 1o nodunuu Ha ,Prorukc Papma” EOO/] ca
OonMcaHHu B Tabaula, Hepa3JgeAHa 9acT KbM HACTOHALIMUS IIPOTOKOA.

C oraex Ha ropHOTO M (pakTa, 4e mnpemaokeHuero Ha ,ProHHKC Papma”
EOO/ e enHCTBEHO B IpoLEAypaTa, KOMHCHATA OLIEHHU LIEHOBHUTE IIPEIAOIKEHHS 110
obocobenn no3uimu ot 1 10 6, KAaKTO cAeaBa:



IIpornos
AnaTomo Rn::qec
Ne na - Meuayuapoaso I T80 B | DDD/Tepanest
nosmy | TEPANEBT HeNATeHTHO eKapcTBeHa Gpol | en o0, w O
us | P9€H KOX | Haumenosanmue thopma DDD/ 3
JATC- /INN/ (Mnpra)
Tepanes
xoa/
THYEH
Kypc
1 2 3 4 5 6 7
Powder and
solvent for
Human menopausal | solution for
1| GO3GA02 gonadotrophin injection 500 75 1U 100T.
Solution for
2| GO3GAO06 | Follitropin beta injection 1840 75 1U 100T.
Choriogonadotropin | Solution for
3 | GO3GA08 alfa injection 180 0.25 mg 1007.
Solution for
4| GO3GAO09 | Corifollitropin alfa injection 10 0.15 mg 1007.
Solution for
5| HO1CCO1 Ganirelix injection 300 0.25 mg 1007.
Solution for
6| LO2AE04 Triptorelin injection 70 0.1 mg 1007.
[IpeaBua HW3A0KEHOTO, KOMHCHSATA KAAcHpa Ha II'BPBO MSCTO IIO

CBOTBeTHUTE 000CcObeHN NMO3UIMU NpeaaokKeHusaTa Ha ,Prorukc Papma” EOO/I.
Komucuara npenaara Ha M3aneanuteanna mupexkrop Ha ,YMBAA - Byprac”
All, na ocHoBaHHe 4A. 112, aa.l ot 30Il, na ckap4Ym AOTOBOPH 3a Bh3aaraHe Ha
obuiecTBeHa MNOpBRYKa C npeaMmer: JlocraBKa Ha AeKapcTBa 3a CEKTOp IIo
acucTupaHa penpoaykimma npu "YMBAA - Byprac” A" c ,,bBOHHKC <®APMA”
EOO, EMUK 203283623, crc cenaaullle 4 aapec Ha ynpaBaeHnue: rp. Cocua - 1700,
pation CtyneHTcku, ya. ,OxoaoBpscreH nb1”, No 199a, npeancraBagBano ot Beceaun
BeanukoB Kymner, HOaman AranacoB HegeaueB, PagocrtuH I'eoprueB [JUMHUTPOB,



Huxkoaaii BuaeB KoaeB — ynpaButeau, no obocobenu mosuim No, No 1, 2, 3,4, 5u 6
OT TEXHHYECKAaTa CHCILHCI)HK&.LIHH

[IpeaBu TOPHOTO, KOMHCHATA IIE IIPEACTAaBH Ha OCHOBaHHE 49A.181, aa.4

or 30I1 3a yTBBPXKIABAaHE OT BB3AOKHTEAd 3aKAIOUUTEAEH JOKAAJ
u3BbpuIeHaTa pabora.

Hpe}:nce,znaTeAﬂT Ha KOMHCHATA 3aKpPH 3aCCOaHHuETO.

3a

IIpencenare Yn.36a, an.3 3011
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Muec, 11.10.2019r. B rp. Byprac, B u3nbAHEHHE Ha Pemenue
372/27.08.2019r. na H3nbaHuTeAHHs nupexkTop Ha ,YMBAA - Byprac” A, BBB
BpB3Ka C IIPOBEXKAAHETO Ha IybAMYHO chCcTe3aHue 3a u300p HA H3I'BAHHTEA 110
JoroBop, ¢ mnpeamer: JlocTaBKa Ha A€KapcTBa 3a CEKTOP II0 ACHCTHpaHa
penpoaykuus npu "YMBAA — Byprac” AIl”, komucusa onpezneaseHa csc 3amnoBen No VI
-P-417/19.09.2019r. Ha U3n. nupekrop Ha ,YMBAA - Byprac” A/l, B cbcTas:

Ilpencenarea: Upena IleTkoBa — ra. 1o puCcKOHCYAT Ha ,YMBAA - Byprac” A/,
Yaenose: 1. mar. ¢ — T Mapus VMiBaHoBa — Ha9aAHUK DOAHHYHA anTeKa;
2. Anu BruBapoBa — ra. cueToBoguTeA Ha ,,YMBAA Byprac” All,

B 11:00 B AapMmuHHCcTpaTUBHUS Koprunyc Ha “YMBAA - Byprac” A/l nposeae
3acemaHue, Ha KoeTo Oeine pasraeiaHo I[IPEeACTABEHHTE OT ydYacTHHKA B
npoueaypata TEXHHYECKH IIPEJAOKHHUA W Oelne H3BBpIlleHa IPOLEHKA OTHOCHO
TAXHOTO CBOTBETCTBH C H3HUCKBaHUATA HaA DBpb3aoxkureast, npu Koero bOeine
YCTAHOBEHO, Y€ CBIIMATE HAII'bAHO OTIrOBapAT Ha ODABEHUTE U3MCKBAHUS 3a BCHYKHU
obocobeHHM TIO3WIIMH, 3a KOHUTO Ca IPEACTABEHH, KaTo B ChHIIMTE HOaApobHO ca
OIMCAaHHA THPrOBCKUTE HAMMEHOBAHHSA Ha AQTHHHIA 3a BcsaKa obocobena mno3unms
Ha IIPEJAOKEHHUTE OT ydYaCTHHKa THPrOBCKH IIPOAYKTH, KaTo ca II0CO4YEHH
CBOTBETHUTE IPUTEKRATEAH HA pa3pelIeHuATa 3a yrnorpeba, a HMEHHO:

Ne| Anatomo- Mexaynapoaso JlekapcrBena Tsproscko IIpuTexkaren na
HA [TepaneBTHY HEeNaTeHTHO dopma HAHMEHOBAHHE paspelieHHeTo
no| eHKoa HAaHMeHOBaHHE 3a ynorpeba
3u | /ATC-xopn/ /INN/
uH
|
1 2 3 4 5 6
1| GO3GA02 | Human menopausal Powder and [MENOPUR, Powder and | Ferring GmbH
gonadotrophin solvent for  |solvent for solution for
solution for  |injection, 75, IU, Pack:
injection 10




2| GO3GAO06 Follitropin beta Solution for [PUREGON, Solution for | Merck Sharp &
injection injection, 300 1U/0.36 ml, Dohme BV,
-, Pack: | cartridge + 2 Hupepnanaus
packs with 3 pen needles
PUREGON, Solution for
injection, 900 1U/1.08 ml,
-, Pack: 1 cartridge + 3
packs with 3 pen needles
3| GO3GAO08 | Choriogonadotropin Solution for  [Ovitrelle, Solution for Merck Serono
alfa injection injection, 250 meg/0,5 Europe Limited,
ml, ml, Pack: 1 O6enmHeHO
Kpancteo
4| GO3GA09 | Corifollitropin alfa Solution for  |Elonva, Solution for Merck Sharp &
injection injection, 100 pg/0.5ml, -,|  Dohme B.V.,
Pack: 1 pre-filled syringe Hunepaauaus
+ 1 needle
ELONVA, Solution for
injection, 150 pg/0.5ml, -,
Pack: 1 pre-filled syringe
+ 1 needle
5| HOICCO1 Ganirelix Solution for |[ORGALUTRAN, Merck Sharp &
injection Solution for injection, Dohme B.V.,
0,25 mg/0.5 ml, -, Pack: 1 Hunepnanaus
pre-filled syringe
6| LO2AE04 Triptorelin Solution for  [Decapeptyl, Solution for | Ferring GmbH,
injection injection, 0.1 mg/ml - 1 I'epmanus
ml, -, Pack: 7 pre-filled
syringe

Komucusara yYCTaHOBH, Y€ B H3II'BAHEHHE Ha H3HUCKBaAHHATA

3a BCEKH

NPE/IAOKEH MEJEKaMEHT € Ipe/icTaBeHa [lekaapalusa OT yJaCTHHUKA 3a OCUTyPsABaHE
Ha HEOOXOJMMHTE KOAHYECTBA AEKAPCTBEHH IIPOAYKTH M 3a npoaaxkba Ha 1LIEHH HE
[10-BHCOKH OT ILIeHUTe Ha 6a3a pedepeHTHA CTOMHOCT 3a LIEAUs CPOK Ha AEHCTBHE HA
JIoroBOpa.

[IpegaaraHuTe OT y4aCTHHKA CPOKOBE Ca, KAKTO CAE/(BA:

- CPOK 3a HEPHOJIMYHH JOCTAaBKH — 48 yaca;

- CPOK 3a CIIELIHH NOCTAaBKH — B JIEHH HA Mo/aBaHe Ha 3asdBKAaTa.

C oraen Ha rOpeM3AOKEHOTO M Ha OCHOBaHMEe dA. 57, aa.3 ot II130I1,
KOMHCHATA [IPHE PELIEHHE OTBAPAHETO U OIOBECTSIBAHETO HA JIONYCHATHUTE LIEHOBH
npenaoxkenus na 6Obae u3BwppmedHo Ha 16.10.2019r. or 11:00 4., Kato Ha
3aceJaHUEeTO HA KOMHUCHSATA MOTAT /la IPUCHCTBAT YYACTHUIUTE B IIPOLIEAyPATA HAH

TEXHH YII'BAHOMOIIEHH INIPEACTABHTEAH, KakKTO H IIPEJCTABHUTEAH Ha CcpeacTBaTa 3a
MaCOBO OCBEJOMSABAHE.

Wpena Ile Yn.36a, an.3 3011
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Huec, 19.09.2019r. B rp. Byprac, B wu3mbAHEeHHe Ha Pemenue
372/27.08.2019r. Ha M3meaHuTesHus pupekTop Ha ,YMBAA - Byprac” All, BEB
BPB3Ka C NPOBEXKJAaHETO HA NyDAMYHO ChCTe3aHHEe 3a u360p HA MIII'BAHHUTEA 110
AoroBop, ¢ mnpeaMer: JloctaBka Ha A€KapcTBAa 3a CEKTOP IO AaCHCTHpaHA
penpoaykuus nupu "YMBAA - Byprac” AIl”, komucus orpejeaeHa ckc 3amosen No VI
- P-417/19.09.2019r. na Man. qupekrop Ha ,YMBAA - Byprac” AJl, B cbcTas:

IIpencenarea: Mpena [leTkoBa — ra. IOPpUCKOHCYAT Ha ,YMBAA — Byprac” A;
Yaenose: 1. mar. ¢ — T Mapus MBaHoBa — HayaAHUK GOAHHYHA AITEKA;
2. Aau BruBapoBa — ra. c4eToBOAMTEA HA ,YMBAA Byprac” AZl,

B 11:00 B ApmunucrpaTtuBHHsi Kopmyc Ha “YMBAA - Byprac” All nmpoBeje
3ace/laHue, HA KOeTO 0Osxa pasrAe/JaHd BHECEHUTE IIPEIAOKEHHS 3a y4acTue B
ropHara IpoLeaypa.

[lo maBHM OT NOANHCAHUAT MYyXKAY IpEACENATeAs HA KOMUCHSITA |
AANBXHOCTHOTO AMIE B JAEAOBOACTBOTO IIPOTOKOA Ha OCHOBaHHE 4a. 48, aa. 6

IITI30I1, po kpalHusA CPOK 3a IPUEMAaHEe BA IIPEIAOKEHHS, TAKUBA CA MOCTBIMAH OT
CAC/THUTE YIACTHULIHU:

1 »ProHKC Papma” EOO/ - rp. Codus,

ya. ,OKor0BpBCTeH wbT” No 199a 13469/18.09.2019 r.; 09,50 4.

IlpepcenaTeasT Ha KOMHCHATA NPOBEPH CHCTABA HA IPHUCHCTBALIMTE U CAE/
KaTo yCTaHOBH, Y€ IIPHCBECTBAT BCHYKH YACHOBE HA KOMHCHSTA, OTKPH 3aCEIaHHETO.

Caen 3amo3HaBaHe CBC CHHCBKA HA YYACTHHIUTE, INPEACEJATEAAT U
YACHOBETE Ha KOMHUCHSITA IIOAIIHCAaxa JAeKaapanud 1o 4a. 103, aa. 2 ot 30I1.

Ha 3acepammeTro Ha KOMHCHATA HE IIPUCHCTBAXa NPEACTABHTEAH HA
y4acTHIIMTE B Opoueaypara, KakTO H TaKHBa Ha CpeacTBaTa 3a MAacoBO
OCBEIOMSIBAHE.

Komucusra, caen karo ce ybenu, 4e NpenaOKEHHETO € IOCTBIIMAO B CPOK,
cpobpa3Ho M3MCKBaHMATA Ha 4A. 74, aa. 1 or 30I1 u ObaBaeuuero 3a oblIeCTBEHA
IIOpBYKa B 3anedyaraHa, HeIpo3payHa OllaKOBKAa, C HEHAPYILIECHA LSIAOCT, IIPHUCTHIIH
K'bM HETOBOTO OTBapsiHE H IIPOBEpPKA.

1.[lpu npoeepka Ha odeprara Ha ,PBOHHKC PAPMA” EOO/, EUK
203283623, cbc cepaamiie u azpec Ha ymnpaBaeHue: rp. Cocma - 1700, paiion
Crynenrcku, ya. ,OxonoBpbeTeH nb1r”, Ne 199a, npencraBasiBaHo or Beceaun
BeanukoB KyneB, IOaman AranacosB HeneaueB, Pamoctun leoprumes [uMHTpOB,
Hukoaati BuneB KoaeB - ymnpaBuUTE€AH, M CBOTBETCTBHETO H CBC 3aKOHOBHTE
U3UCKBaHus1, Gelle ycTaHOBEHO, W€ CBC ChIATA YYACTHUKBT BHACH IPEIAOKEHUE
no obocobenn nmosuum No, No 1, 2, 3, 4, 5 1 6 oT TexHUYECKATA crnenudUKalus, 4 e
[IpeiIcTaBEHa B CBOTBETCTBHE C pasnopenbara rHa da. 39 ot IIII30I1 u ceaspxa:
nauk Nel -  Basgsaenue 3a ywactue”, 1 6p. u 6 6p. nmamkose No2 — ,IIpemaaranu



HeHOBH Inapamerpu’. [Ilpeam na DPHUCTBEOM KBM OTBapsHE H OpoBepKa Ha
JAOKYMEHTHTE, NPEACTaBeHH ¢ namkK Nel, mpencenmareasT Ha KOMHCHSITA IIPEACTABH
Ha YACHOBETE Ha KOMHCHATA Ja NOAIHIIAT INAHKOBe No2, cael KOETO OTBOPH IIAHMK
Nel, m mpezcraBu 3a NOAIIHC CHABPIKAIIUTE CE B THAX AOKYMEHTH, B 4acTTa Ha
TEXHUYECKHUTE IpeIAoKeHud 110 obocobenu mmosumuu No, Ne 1, 2, 3,4, 5 u 6.

[Tpencrasenoro or “@bOHHKC PAPMA” EOO/ ,3asBacHue 3a yuacrue”
CBAbPIKA CAEHHUTE JOKYMEHTH:

1. Onuc Ha 1npeacTaBeHHUTE [JOKYMEHTH, ChOBpXKAUm@M ce B odeprara,
npeacrasex u Ha CD BBB hopmat Word;

2. EEOOII - CD;

3. [lexkaapanus, 4e yYaCTHHKBT € 3all03HAT C BCUYKH 06CTOATEACTBA M YCAOBHL
Ha ofIecTBEHaTa IIOPBYKA MU Ce 3a/bAXKaBa Ja CIla3Ba yCAOBHATA HA IIOpBYKATA U
Jla He pasnpocTpaHsBa /IaHHU, CBBP3aHHU ¢ nopeukara— Obpaser No 3;

4. AnMuUHHCTpaTHBHH cBeneHus — Obpaszer; No 2;

5. Texuuyecku npenaaoxkeHus 1o obocobenn nmo3ummu No, No 1, 2, 3,4, 5u 6

ChABPIKAIIH:
¢ JloKymMeHT 3a yI'bAHOMOILIABAHE;
o [lpenasoxkenue 3a H3N'BAHEHHE Ha noppukara — Obpaserg No 4;

° slexauyecka odgepra“ — Ilpuaoxkenue No 4a m Ha XapTHEH U
eaekTpoHeH HocuTea (CD) 3a Bcaka ogepupana obocobena nosuius;
o [exaapaiyss 3a OCHIypsiBaHE Ha HEODXOAMMHTE KOAHWYECTBa H 3a

npoxaxkba Ha LIEHH HE IO — BHCOKH OT LeHuTe Ha 6aza pedepeHTHA CTOHHOCT 3a

LeAuss CpoK Ha JedictBue HaA goroBopa — Obpazery Neda 3a Bcaka obocobena
TIO3HITHS.

° Cnucek Ha JOKYMEHTHTE, ChAbpxKalm ce B Texnuyeckatra odepra,

IOANHUCAH OT y4YacTHHKA, HnpejacTaBeH xapTueH Hocutea U Ha CD B®BB dopmar
Word 3a Bcsika obocobena nosunus.

[Ipu mpoBepka Ha NPEACTABEHHTE JOKYMEHTH Ha XapTHEH U EAEKTPOHEH
HOCHTEA, KOMHCHUSATA YCTAHOBHU CAETHOTO!

[IpencraBenure che ,3aaBacHue 3a ydactue’ EEJ/IOIl m nokymeHTH 3a
noabop OTroBapsaT Ha OODSABEHUTE M3UCKBAHHY, KaTO BHAHO 0T HHpOpManuara,
cpabpxaia ce B npeacraBeHus EE/JOIl y9acTHUKBT OTroBaps Ha OIPEAEAEHHUTE OT
BB3soxuTess KBaAM(PUKAITMOHHN H3UCKBaHHUS.

[lpeaBun  HM3A0KEHOTO UYACHOBETE HA KOMHCHATA B3€xXa  pEIIeHHe,

npeacraBeHoTo oT ,Pronukc Papma” EOO] npenasoxkeHue ga Omae AOIycHaATO 10
pasrAek/iaHe H OLIEHKA.

Hpene Yn.36a, an.3 3011
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