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OPOTOKOA

Huec, 08.09.2017r. B rp. Byprac, B m3neanenue Pemenne VI - P —
415/14.08.2017r. va UsmbaHUTEAHUS AHUpEKTOp Ha ,YMBAA - Byprac” A/l, B®B
BPB3Ka C NPOBEXNAHETO Ha NyGAMYHO CBCTE3aHMe 3a n360p HA M3IBAHHTEA IO
AOroBOp, ¢ mnpeamer: ,J/locTaBKa Ha A€KapcTBa 3a CEKTOp II0 acCHCTHpaHa
penponykuus npu ,YMBAA — Byprac” A1, xomucus ornpeneaena cuc 3anosen No VI
- P-480/08.09.2017r. va Uam. AHPEKTOp Ha ,YMBAA - Byprac” A/l, B cheras:

Ilpeacenarea: x — p CeeTaozap leopruer — zam. AHpEKTOpP Ha ,YMBAA -
Byprac” A;
Yaenoge: 1. mar. ®-1 Mapusa WBaHoBa - H — kK 60AHHYHA anTexa Ha
»YMBAA - Byprac” AIl;
2. Upena IlerkoBa - ra. IOPHCKOHCYAT Ha ,YMBAA - Byprac”

Aﬂ,

B 11:00 B AmgMunmHCTpaTuBHUS kKopnyc Ha “YMBAA - Byprac” Al IIpOBeie
sace/laHue, Ha KOeTo bsfxa pasrAelaHH BHECEHHTE NPEIAOKEHHS 32 y4YacTHE B
ropHaTa npoueaypa.

B HavyaaHua wac Ha IIPOBEXKIAAHETO Ha 3aCENaHHETO Ha KOMHCHSETA OT
ACAOBOACTBOTO HA “YMBAA — Byprac” AJl 6eme HPEACTaBEH IIPOTOKOA, CHABPKALL
HHQOpPMAIUSA 3a AMIATA, OJAAH NPEAAOKEHHST H JaTa H 4Yac HaA TIXHOTO
IIOCTRNIBAHE, BH/HO OT KOWTO, 40 KpaiiHusa CPOK 3a IpHEMaHE Ha NIPEIAOKEHHUS
TakuBa Cca N0/1a/ICH! OT CACAHUTE YIACTHULIH:

Ne

110 Pupma Bxoasi nHomep, aata u vac
PEA

»Prorukc Papma“ EOOA

1. rp.Codus, ya. ,,Oxor0BpBCcTeH 10948/07.09.2017 r.; 11,00 u.
b1 Ne199a




Ha s3acenammero Ha xkomucusara He IIPUCBCTBaxa NPEACTABHTEAH Ha
YY9aCTHHIHMTE.
[Ipean na npucrenar KM oTBapsHe HA O0EPTHTE, YACHOBETE HA KOMHCHSITA

Hnoanycaxa AEKAApalluy, YAOCTOBEPSBAIM AMIICA HA obcroaTeacTBaTa, NpeABHACHA
B 4A. 103, aa.2 ot 30I1.

Caen KaTo npm ycaoBUSITA HA H3BBPIIEH OTAEN KOMHCHSATA KOHCTaTHpa, 4e
odepTHUTE Ca NOAAZAEHH B PAMKHUTE HA Cpoka, obaBeH ¢ mybAauKyBaHuTe B caiita Ha
AOIl obsiBaenue 3a mnposexaane Ha obmecTBeHa nopbYKa, Karo obo3HaueHHATA
BEPXy CBIIATE CBOTBETCTBAT Ha pasnopeabara Ha d9a. 39 or [I[I30I u
HSHCKBaHWATa Ha BB3aoxuress, nocogenum Pazzea IV or OOKYMEHTAIIHATAa 34
HUPOBEXK/JAHE Ha IpPoLEAypara, KaTo BBPXY IAMKA € 0GO3HAYEHO HMETO Ha
YHacTHUKA, afipec 3a KOpecrnoHAeHIwmd, (akc u e-mail, upeamer Ha npoueaypara,
obocobenuTe mo3uLMy, 3a KOETO Ce nogana TIPEIAOKEHHE, KAKTO M BXOZSIII HOMEP, C
HacC Ha IIOCTBIIBAHE HA IIPEJAOKEHHETO B IEAOBOICTBOTO HA BBH3A0KUTEAS.

IlpeacenaTeasT Ha KOMHCHATA NPUCTBIM KBM OoTBapsiHe Ha ogepTHUTE 1O

PE€Ooa Ha TIXHOTO II0JaBaHeE, CAE€ KOETO OIIOBECTH AOKYMEHTHTE CBABPIKAIIH CE B
TAX, CBAACHO IIPHAOXKEHHAT CIIUCHK.

1. Ilpu nposepka Ha ocdepraTta Ha ,BBOHHKC BAPMA” EOOO, EHWK
203283623, cwc cemasmimie mw ampec Ha ynpasaenue: rp. Codusa - 1700, paiion
Crynentcku, ya. »OKOAOBpBECTEH mBT”, No 199a, npencraBagBaHo oT Tomucaas
KuBauBuy, Beceamn KyneB, Oaman Hepeauer wu Pagocrun [umutpor -
yUPaBHTCAH, H CBOTBETCTBHETO U CBhC 3aKOHOBHTE M3HCKBAHHUS, Gere YCTaHOBEHO,
9€ ChC ChINATA yYaCTHUKBT BHACH NPENAOKEHHE 10 060CO6EHH MO3HIIAM No, No 1,
2,5,6,7,89ul0ue IIDEICTABEHA B CBOTBETCTBHE C pasnopenbarta Ha 4a. 39 oT
301 u ceappxa: nauk Nel — ,BasgBaeHue 3a y4acrue”, 1 6p. u 8 6p. naukose No2 —
»lIpenaaranu nesosu napamerpu”. Ilpeau na NPHCTBIN KBM OTBapsiHe U IIPOBEpPKA
Ha JOKyMECHTHTE, IIPEACTABEHU C mAMK Nol, mnpencemarteasT Ha KoMHCHSTA
[IPEACTaBH Ha YACHOBETE HAa KOMHCHATA [a NMOMNMINAT IAMKOBE No2, caes KOeTo
OTBOPH NAMK Nol, W IpeacTaBu 3a HNOANHC CHABPIKAIIMTE CE B THX JOKYMEHTH, B

JacTTa Ha TEXHHYECKOTO IIPEAAOKEHHE 110 060coberu nosummu No, 1, 2, 5,6,7,8,9
u 10.

IIpeacrasenoro ot ,,bOHHKC HBAPMA” EOOL ,3asBaenue 3a yuacrue”
CBABPIKA CACAHUTE JOKYMEHTH:
1. Onuc Ha NpPeACTAaBEHHTE [OKYMEHTH, ChABpxKamu ce B odeprara,
npeacraseH u Ha CD BBB hopmat Word;
2. EEOOII
3. AAMHMHHUCTPATHBHH cBefeHus - Obpazer; No 2
4. [lekaapanusi, 4€ yYaCTHHKBT € 3aM03HAT C BCHYKH OBCTOSTEACTBA U
ycaoBusi Ha oOleCTBEHATa @OpBYKA M Ce 3ambAXKaBa /a4 ClIasBa
yCAOBHfITA HA NMOPBYKATA U [la HE Pa3NpOCTPaHsBA AAHHHU, CBHP3AHH C
nopwrukata- Obpaserr No 3
5. TexHHYECKO NPENAOKEHHE, CHIBPKALIO: 2
* Comcek  Ha  [OKYMEHTHTE, CBABDKAIA CEé B  TEXHHYECKOTO
IIPEIAOKEHHUE;
» Texamuecka odepra - Obpazery No 7, IIpuaoxxenue No 7 ¥ mombaHEHO
ITpraoxkeHnue 7a HA XapTHEH H €AEKTPOHEH HocHuTea (CD).
* [Hexkaapamus (mo obpasen - O6pazern No 7a) or ydacTHHKa 3a
OCHIypsdaBaHeE Ha HE:OGXO,ELHMHTC KOAHYECTEA ACKapCTBCHH IOIPOOYKTH H



3a nponax6a Ha LIEHW HE IO-BHCOKH OT nenuTe Ha H6asa pedepentra
CTOMHOCT 3a 1eaus CPOK Ha fIeHCTBHE Ha Zorosopa.

* JloKyMeHT 3a ymbAHOMONIABAHE a

* [exkaapaums 3a ceraacue c KAQy3UT€ Ha HNPHAOKEHHS NPOEKT Ha
Aoroeop - Obpaszer; Ne 6;

* /[lekaapanus 3a CpoKa Ha BaAMIHOCT HA odepraTa - Obpazer; No 4;

»ProHHKC Papma" EOO/] ydacTBa 3a moBede oT eaHa obocobena TIO3HIHs,
HO IIPEACTaBsa €4HO 3aABAEHHE 3a y4acTHe, 3al0TO KPUTEPHUHUTE 34 noxnbop 1o
OTACAHHTE 060CO6EHH NO3HMIMH ca eIHAKBH ¥ Tasu BB3MOXKHOCT € IIOCOYEeHA OT
Br3soxuresa B o6aBaeHEETO / IOKyMeHTanusaTa 3a y49acTue

»ProHEKC Papma” EOO ydacTsa 3a 1oseue oT egHa obocobena mo3uius.
B croTBercTBHE € M3MCKBaHHSTA Ha 49A. 47, aa. 9 or III130I1, B onakoBkara o
49A. 47, aa. 2 or IIII30I1 3a Bcsika oT IIOSMIHUTE Ca NPEACTABEHH MOOTHEAHO
KOMIIACKTYBaHH AOKYMEHTH mo 4a. 39, aa. 3, r. 1 or IIIT30I1 (Texmmuecko
IPEeNAOKEHHE).

KeMm Texmudueckoro mnpemaoxkenwe e IIPEAICTABEHO HOTAPHAAHO 3aBEPEHO
ITbAHOMOIITHO B KOMIIAEKTA C IOKYMEHTH Ha IO3HMIIASTA C HAN-MAAEK HIOPEAEH HOMED, 3a
KoATO ,ProHuKC Papma’ EOO/] noxgasa odepra. B KoMraekTa Ha ocTaHasmTe IIO3HIIHY €
TIOCTaBEHO 3aBEPEHO OT yYAaCTHHKA C MOMIHC M HEeYaT »BAPHO C OpUTIHHAAA” KOIIMEe HA
I'BAHOMOIIHOTO.

Pronukc Papma’ EOQ/ ydacTBa 3a moBedye OT emHa o0b6ocobena nosuiusa. B
CBOTBETCTBHE C H3UCKBaHUATA HA 4A. 47, aa. 9 or [TI130IL. B OITaKOBKAaTa IO 4A. 47, aa. 2
or [III30I1 3a Bcsika OT mosuImuTe ca [IPEACTABCHH OT/IEAHH 3all€YaTaHH HEITPO3PaYHH
naukoBe ¢ Haanuc 'TIpemaaranm nesoBH IIapaMeTpH’, C IIOCOYBAHE HA IIO3UIMATA, 33
KOSITO C€ OTHACHT.

IIpu wusBBpmenara [IPOBEPKa Ha NPEACTABEHHUTE CBC ,3asiBACHHE 3a
y4gactue” AOKYMEHTH 3a 1oAGOpP H CBOTBETCTBHETO MM C ycaoBHATA Ha
Br3roxkureada, komucusita YCTaHOBH, ue CBIIMTE OTroOBapAT Ha obgBeHuTe
M3HCKBAHHs, KaTO BHAHO OT HH(pOpMAaIusTa, ChABpIKAIA CE B IIPEACTABEHHS
EENOIT YYacCTHHKET OoTroBaps Ha ONPENEACHHUTE oT  Bwm3aoxuress
KBaAU(HUKAIMOHHN H3HCKBAHHS. Ilpeasu HM3A0KEHOTO YA€HOBETEe Ha KOMHCHATA
B3€Xa peHICHUE, IPEJICTABEHOTO OT NPEAAOXKEHHE ,DBOHHKC ®Papma" EOO/ na 61ae
HAOIIyCHaTO oo pPa3raexaane 1 OLIEHKA.
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OPOTOKOA

HAuec, 01.11.2017r. B rp. Byprac, B um3mbaHenwe Pemenue VI — P —
415/14.08.2017r. Ha U3mbaEHTEAHUS AupekTop Ha ,YMBAA - Byprac” A/l, BBE
BPB3Ka C NPOBEXKJAHETO Ha IyOAMYHO CBCTE3aHHE 3a HM360p HA H3ITBAHUTEA IO
AOrOBOp, C mpeamer: ,/locTaBKa HA AEKApCTBa 3a  CEKTOP IIO acucTHpaHa
penpoaykiusa npu ,YMBAA - Byprac” A/I”, KoMuCHS omnpeneaeHa cbc 3anosen No VI
- P-480/08.09.2017r. Ha Usn. qupexTop Ha ,YMBAA — Byprac” Al, B cecras:

Ilpencenarea: o — p Ceeraosap leoprues — 3am. AUpEKTOp Ha ,YMBAA -
Byprac” ALl
Yaenose: 1. mar. ®-t Mapusi UBanoBa — H — K 6OAHMuYHA anTeka HAa
»YMBAA - Byprac” ALl;
2. Vpena IleTkoBa — ra. J0OpUCKOHCYAT Ha ,YMBAA — Byprac”

AL,

B 11:00 B AamuHucrpaTuBHHA Kopmyc Ha “YMBAA - Byprac” Al nposexne
3acefaHue, Ha KoeTo 6sixa pasraeflaHM TEXHUYECKHUTE IIPENACKEHUS HA yJacTHHKA
»ProHEKC Papma” EOO/I o o6ocobernu nosunuu No, 1,2, 5,6,7,8,9u 10.

Ilpp 1noapobHOTO pasraexaane 3a JONYCTHMOCT BBHB BpB3Ka C
H3UCKBaHUATA HA BB3A0KHTEAsT HA TEXHUYECKUTE NPENAOKEHHS 32 UIMTBAHCHHE HA
[IOpBYKaTa, B HacTTa OTHOCHO CBOTBETCTBHETO HA IPENAAraHHUTE OT yYaCTHHKA
ACKapcTBa C H3UCKBAaHUATA, CBrAACHO TeXHHYECKaTa crnenuHKanus, 6emre
YCTAHOBEHO II'BAHO TAKOBa, C OrA€Jl HAa KOETO KOMHCHSATA NPHEMA TEXHWYECKHUTE
IIpefaoxkeHus 1o obocobernu mosumuu No, No 1, 2, 5, 6, 7, 8, 9 u 10 na »PBOHHKC

®apma” EOO/I, ¢ KOMTO y4aCTHHKBT IIPEJAAra [a AOCTABS CAETHHUTE ACKAPCTBEHU
cpencTsa:




powder and | PREGNYL POWDER
Human Ch()l‘l?l‘llc solw_:nt for AND SOLVENT FOR
gonadotropm solution for SOLUTION FOR N.V. Organon,
1 [ GO3GAO1 5000 IU injection 300 | INJECTION 50001U X 1 | Hunepaanans
Human powder and .
Menopausal solvent for MERIOFERT POWDER
- - AND SOLVENT FOR
Gonadotropin 75 | solution for SOLUTION FOR Laboratoires Genevrier
2| G03GA02 1U injection 700 | INJECTION 751U X 10 | S.A., ®panums
PUREGON SOLUTION
FOR INJECTION 300
' 1U/0,36 ML X 1
L I cartridge + 2 CARTRIDGE + 2 Merck Sharp & Dohme
Follitropin beta | packs with 3 PACKS WITH 3 PEN | Ltd., OBeauseo
5[ GO03GA06 300 1U pen needles | 400 | NEEDLES Kpasictso
. OVITRELLE
Chm:longonadotro _ SOLUTION FOR Merck Serono Europe
pin alfa 250 solution for INJECTION 250 Limited, OGenuneno
6 | GO3GA08 mcg/0,5 ml injection 100 | MCG/0,5 MLML X 1 Kpancrso
ELONVA SOLUTION
FOR INJECTION 100
L 1 pre-filled nG/0.SML X 1 PRE- | Merck Sharp & Dohme
Corifollitropin | syringe + 1 FILLED SYRINGE + 1 | Ltd., OBeausiexo
7| GO3GAO09 | alfa 100 png/0.5ml needle 40 | NEEDLE Kpanctso
ELONVA SOLUTION
FOR INJECTION 150
L 1 pre-filled HG/0.SML X 1 PRE- | Merck Sharp & Dohme
Corifollitropin | syringe + 1 FILLED SYRINGE + 1 | Ltd., Obeauteno
8| GO3GA09 | alfa 150 pg/0.5ml needle 40 | NEEDLE Kpancreo
ORGALUTRAN
SOLUTION FOR
o INJECTION 0,25 Merck Sharp & Dohme
Ganirelix 0,25 | 1 pre-filled MG/0,5 ML X 1 PRE- | Ltd., OGenmeno
9| HO1CCO1 mg/0,5 ml syringe 300 | FILLED SYRINGE Kpancrso
DECAPEPTYL
: SOLUTION FOR
. . _ solution for INJECTION 0.1
_ Triptorelin 0.1 | injection, pre- MG/ML - 1 ML X 7
10| LO2AE04 mg/ml - 1 ml filled syringe | 35| PRE-FILLED SYRINGE Ferring GmbH, I'epmanns

IIpu u3BBpINEHA IPELEHKA HA IpelAaraHuTe npoaykTH 6emre ycraHoBeHO,
9€ II0 OTHOLICHWE HA CBUIMTE € HAAMIE IIBAHO CHOTBETCTBHE C TeXHHYECKATA
crenuuKanys, IPEABUA KOETO KOMHCHSTA IIPHE PEIIEHHE 1a 6bae u3BBpIIEHO
PasrACK/aHE U OLCHKA HAa IIPE/ICTABEHOTO OT YYACTHUKA LEHOBO IIPEIAOKEHHE,

C oraen obcrositeacTBOTO, Ye mo oBocobenu o3 Ne, No 3 u 4 He ca
HaAUIE BHECEHH IIPEJIAOIKEHUS, KOMHCHATA IIpeaara Ha Uam. AUpeEKTOp Ha ,YMBAA
- Byprac” Al, na ocHoBanwme ua. 110, aa.l, 7. 1 or 30Il, npouexnypara na 6uae
HIpEKpaTeHa 10 OTHOIIECHHE Ha CAETHUTE 060COBEHN MO3HUIUH:



1 pre-filled pen and 1 injection
3| GO03GA05 Follitropin alfa 150 1U/0,25 ml needle

1 pre-filled pen and 1 injection
4| GO3GAO5 Follitropin alfa 300 1U/0,5 ml needle

C oraex Ha TOPEH3AOKEHOTO ¥ HA OCHOBAHHE YA, 57, aa.3 or IIII3O0II,
KOMHCHSITA IIPHE PEIIEHHE OTBAPSHETO W ONIOBECTSBAHETO HA JONYCHATOTO LIEHOBO
npenaoxeHue na 6Oeae um3Bbpmeno Ha 04.12.2017r. or 11:00 4., KaTo Ha
3aCE/laHMETO Ha KOMHUCHUSATA MOTaT Aa IIPUCHECTBAT YIACTHUIINTE B npoueaypara uAu
TEXHH yII'BAHOMOIICHH IPEACTABHUTEAH, KAKTO U INPEJCTABHTEAH HA cpeacrBaTa 3a
MacoBO OCBEAOMSIBAHE.

LIDEACERATEA: .. iovcormrmrrmsviassese
(x - p C. l'eoprues)

(Up. ITeTkosa)
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OPOTOKOA

Hrec, 04.12.2017r. B rp. Byprac, B um3anwanenue Pemenne VI — P -
415/14.08.2017r. ma HambaHHTEeAHUS AupexTop Ha ,YMBAA - Byprac” A/l, smr
BPB3Ka C NPOBEXKIAAHETO Ha IyGAMYHO CBCTE3aHHE 3a u3bop Ha H3MBAHHMTEA 1O
AOTOBOpP, C mpeaMer: ,J/locTaBKa Ha A€KapcTBa 3a CEKTOpP II0 acHCTUpaHa
penpoaykuud npu ,YMBAA - Byprac” A/I”, komucHs onpeneaeHa cec 3amosen No VI
- P-480/08.09.2017r. va Uam. AupexTop Ha ,YMBAA - Byprac” A/l, B chcTag:

lIpencenarea: n — p Ceetaosap l'eoprues - 3am. mupexTop Ha ,YMBAA —
Byprac” AL;
Yaenore: 1. mar. ®-1 Mapusa MBanoBa — H - K 6oAHHYHA anTeka Ha
»YMBAA — Byprac” AJl;
2. Upena IletkoBa — ra. IOPHCKOHCYAT Ha ,YMBAA - Byprac”
AL,

B 11:00 B AmMmumuCTpaTHBHHS Kopnyc Ha “YMBAA - Byprac” Al nposene
saceflanue, Ha KOETo belne U3BBPIIEHO ONOBECTSBAHE HA IEHOBHTE IIPEIAOKEHHUS B
ropHaTa npoueaypa.

Ha 3acemammero ma komumcuara ne IPHCHCTBAXa IIPEACTABUTEAH Ha
YIaCTHHLIMTE B NpOLEAypaTa, KAKTO U IPEACTABHTEAH HA CpeacTBaTa 3a MacoBO
OCBEJIOMsAIBAHE.

IlpencenareasT Ha KoMucusaTa H3BHPIIH OTBapsAHE Ha ILIEHOBOTO IIPEIAOKEHHE
Ha CIAMHCTBEHHSA [NOIYCHAT YYacTHHK ,DhOHHKC ®apma” EOO/l u onosectu
[PEIAATAHATE OT HErO LIEHHW HA AEKApPCTBEHHTE HPOLYKTH IO NO3UIHH. ,DPBEOHHKC
Papma” EOO/I, npenaara caeuuTte nenu 3a AOCTaBKa Ha IIPOAYKTHUTE 110 o6ocobernu
nosunuu No, Ne 1, 2, 5,6, 7, 8,9 u 10 or Texumgeckara crienuuKanms:




powder

POWDER
and AND
solvent SOLVENT
Human for FOR
Chorionic solution §8kUH0N NV
. Organon,
GO3G | gonadotropin for INJECTION | Huaepaana
A0l 5000 IU injection 300 | 50001U X 1 sl 1 5,60 5,36
MERIOFERT
powder POWDER
and AND
solvent SOLVENT
Human for FOR )
Menopausal | solution gg;:UTION ézz‘;?fi"e’rm
GO3G GOH&dOh‘Opil‘l for INJECTION SA.,
A02 751U injection 700[751U X 10 | dpanuns 10| 372,02 372,00
PUREGON
SOLUTION
FOR
INJECTION
1 300 1U/0,36
cartrie CARTRIDGE | Do
[+
| .. | *2packs +2PACKS | Ltd,
GO3G | Follitropin | with 3 pen WITH 3 PEN | O6enuneno
A06 | beta300 U needles 400 | NEEDLES Kpasicrso 1| 188,98 184,50
OVITRELLE | Merck
Choriongonad SOLUTION Serono
otropin alfa | solution fSJ};ECTION E:::Eg:j
GO3G | 250 meg/0,5 |  for 250 MCG/0,5 | OBeamneno
A08 ml injection 100 | MLML X 1 Kpascrso 1 56,21 56,18
ELONVA
SOLUTION
FOR
INJECTION
1 pre- 100 pG/0.5ML | Merck Sharp
Corifollitropin |  filled gD, | s
G03G alfa 100 syringe + SYRINGE + 1 | Oeanneno
A09 ug/0.5ml 1 needle 40 | NEEDLE Kpancreo 1| 690,22 684,96
ELONVA
SOLUTION
FOR
INJECTION
1 pre- 150 pG/0.5ML | Merck Sharp
Corifollitropin |  filled i T e
GO3G | alfa150 syringe + SYRINGE + 1 | Oeanseno 1 1
A09 ug/0.5ml 1 needle 40 | NEEDLE Kpaicrso 1| 030,18 026,96




ORGALUTRA
N SOLUTION
FOR
INJECTION | Merck Sharp
1 pre- 0,25 MG/0,5 & Dohme
i s X 1 PRE- td.,
HOIC | Ganirelix 025 | filled e el |
9| Co01 mg/0,5 ml syringe 300 | SYRINGE Kpasicrso 1 59,06 58,02
DECAPEPTY
L SOLUTION
solution FOR
for INJECTION
injection, g&iﬁq?%li-l Ferring
L02A Triptorelin 0.1 pre-ﬁlled FILLED GmbH,
10| E04 mg/ml-1ml | syringe 35 | SYRINGE I'epmanms 7 71,81 66,18

Caen onomecrsiBamero mHa I1eHOBHTE NPEAOKEHHUSA HaA EIWHCTBEHHS
YHacCTHHK B npoueaypara - ,ProHHKC Papma” EOO/I, xomucusita OPHUCTBOH KEM
IIPOBEPKA HA IIOCOYEHHUTE OT yYACTHHKA (B xoaoHa 9) croifHocTH 3a OIIaKOBKa,
H39UCA€HH Ha 6asa pedepeHTHA CTOHHOCT KEM AaTaTa Ha U3rOTBSHE HA IIEHOBOTO
npepsoxensue - 04.09.2017 r.. 3a CPaBHEHHE ce 10A3Ba nybAMKaumara Ha
[Mpuaoxkenue No 2 Ha ITozuTuBHUS ACKapCTBEH conucesk ot 02.09.2017 TOL..
Komucusita YCTaHOBH, Y€ HAMa TIPELIHO IIOCOYEHH OT y9acTHHKa pedepeHTHH
CTOHHOCTH, KaKTO H Y€ BCHYKHU Hpefaoxkenn ot ,Pronukc Papma” EOO/] nenu ca
IIO-HHCKH OT peepeHTHHUTE,

C oraex Ha roproTO M dakrTa, ge mo o6ocobernnu nosumum Ne, Ne 1, 2, 5, 6,
7, 8,9 1 10 ca Haaune BHeceHuU IpE€Aroxenuss camo ot ,Prorukc dapma” EOO,
KOMHCHATA NPHUCHXKIA MaKCHMaseH 6poll Touku o Kpurepuit llema” na
HPEAACKEHUATA HA YYACTHHUKA 110 CHOTBETHHTE 060CO6eHM IIO3HIIHH,

B®3 ocHOBa Ha AQHHHTE, OTPa3CHH B rOpHara TabAuIa, KBAETO ca OTpaseHHu
OLICHKUTE Ha NPEJAOKEHHUSTA HA YJaCTHHLIATE II0 CHLOTBETHHHT KPpHTEpHH -
»lIpenaarana uena”, komucusita HNpe€fiaara Ha U3'BAHHTEAHHS AUPEKTOpP Ha ,YMBAA
— Byprac” A/l na Bzeme CAEOHHUTE

PEIII EHH A:

Ha ocnoBanue ua. 58, aa.1 or IIII30I1, BBB BpBH3Ka C 9A. 108, 1.1 ot 30I1 ga
6pme ompenesen caemmus P€I Ha KAaCHpaHe Ha [OIyCHATHTE 10 pasraexpgane u
OLICHKA IIPEJAOKEHHS, a UMEHHO!




Human
Chorionic | powder and solvent »PHOHHKC
gonadotropin for solution for Papma”
1| GO3GAO1 5000 IU injection EOOO 100
Human
Menopausal | powder and solvent »PBOHHKC
Gonadotropin for solution for Papma”
2| GO3GA02 751U injection EOOQ 100
| cartridge + 2 »PBOHHKC
Follitropin packs with 3 pen ®apma”
5| GO03GA06 beta 300 [U needles EOOO 100
Choriongonad
otropin alfa »PBOHHUKC
250 meg/0,5 solution for dapma”
6| GO3GAO08 ml injection EOOO 100
Corifollitropin »PBOHHKC
alfa 100 1 pre-filled syringe Papma”
7| GO3GA09 pg/0.5ml + 1 needle EOOL 100
Corifollitropin »PBOHHKC
alfa 150 1 pre-filled syringe Papma”
8| GO3GAO09 pg/0.5ml + 1 needle EOOL 100
»PBOHHKC
Ganirelix 0,25 ®apma”
9| HO1CCO1 mg/0,5 ml 1 pre-filled syringe EOO 100
solution for »PBOHHKC
Triptorelin 0.1 | injection, pre-filled Papma”
10] LO2AE04 | mg/ml- 1 ml syringe EOOO 100

Komucusara npenaara va Usnmbarureanus
CAMHCTBEHUA YYACTHUK B IIPOLIEAypATa -

Hacroammuar nportokoa Bemmo ¢ msaara AOKYMEHTALMA 110 IIPOBEXIAHE HA
ara 6axa npemazeHw Ha M3, AupeKTop Ha ,YMBAA

/\7/

06.4K.2017r..

IIpencemarea: .=

(a-pC. i*éoPEgéJ

1L

/

cerrenenneaea 2017T.

H3II. ,L[HPEKT(;)P HA
“YMBAA - BYPTAC” ALl:
/A - P. B. MHPA3Y

AHPEKTOD /la CKAIOYH JIOTOBOP C
»ProHMKC Papma” EOO/I.

— Byprac” Al na
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