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D P O T O K O .t\ N!! 3 

Zlnec, 16.10.20 l 9r. B rp. Byprac, B H3Il'b.l\HeHHe Ha Pemeaae N2 VI - P - 
372/27.08.20 l 9r. Ha l13n'bAHHTe.l\Hllil zrapercrop Ha ,,YMBAJ\ - Byprac" NJ,, B'bB 
ap'ssxa c npoaeaczraaero Ha rry6AH't:J:HO C'bCTe3a.HHe aa H36op Ha H3Il'b.l\HHTeJ\ no 
norosop, c npezoaer: ,,L(oCTaBKa Ha AeKapcTBa aa cexrop no acacrnpana ,. 
penpO.ZJYKII.IDI rrpa "YMBAJ\ - Byprac" All", KOMHCllil onpenexeaa cse 3anoBe.z:r. N2 VI 
- P - 417 / 19.09.20 l 9r. Ha Han. zrapex'rop Ha ,,YMBAJ\ - Byprac" All, B C'bCTaB: 

Ilpencenarex: Hpeua ITeTKOBa - rA. ropHCKOHCYAT Ha ,,YMBAJ\ - Byprac" NJ,; 
�eHOBe: 1. Mar. cp - T MapIDI l1BaHOBa - Ha't{MHHK 60.i\HH't:J:Ha arrrexa; 
2. AHH B'b'llBapoaa - rA. c'ieTOBO.ZJ.HTeA Ha ,,YMBAJ\ Byprac" All, 

B 11:00 B xafiaaera Ha rA. IOpHCKOHCYAT Ha "YMBAJ\ - Byprac" NJ, npoaezre 
3aCe)J.aHHe, Ha KOeTO 6erne H3B'bpIIIeHO OIIOBeCT.9:BaHe Ha ztonycna'ra-re .z:r.o 
pasraeacnaae n:eHOBH npeztaoxcenna. 

Ha aacezraaaero Ha KOMHCllilTa He npacscraaxa yxacramra, TeXHH 
rrpe..U.CTaBHTeAH, KaKTO H npeztcraarrrexa Ha cpezrcraara aa MaCOBO OCBe..U.OM.9:BaHe. 

CAe,ZJ. OTKpHBa.He Ha aacezraaaero Ha KOMHCH.SITa HeHHllilT npencenarex 
rrpHCT'.bIIH K'bM OIIOBeCT.9:BaHe Ha n:eHOBHTe npensoaceaaa Ha yqaCTHHKa B 
n ponezrypara. 

CAe,ZJ. OTBap.HHeTo Ha u.eHOBHTe rrpenaoxceaaa Ha e,ZJ.HHCTBeHllil yqaCTHMK B 
rrponenypara - ,,<PbOHHKC <PapMa" EOO.ll. no Il03HU.HH, KOMHCllilTa npHCT'bIIH K'bM 
nponepxa Ha noco-sena-re OT yqaCTHHKa (B KOAOHa 7) CTOHHOCTH aa DDD / 
Tepanem-aaea xypc, ml K'bM ,z:r.aTaTa Ha H3roTB51He aa ocpeprara. 3a cpaaaeane ce 
IIOA3Ba rry6AHKa:qH51Ta Ha IT pHJ\O.>KeHHe N2 2 Ha I103HTHBHllil xexaperaea crracsx OT 
02.09.2019 rozt .. KOMHCllilTa YCTaHOBH, -re lillMa rpeurao IlOCO'leHH OT yqaCTHHKa 
perpepesrraa CTOHHOCTH, KaKTO H xe BCH'll<H npe,ZJ.J\O.>KeHH OT ,,<PbOHHKC <PapMa" 
EOO.ll. nena ca IlO-HHCKH OT perpepea-rmrre. 

BCH"IKH u.eHOBH npe.ZJ.AO)KeHR.SI no II03Hn:HH Ha ,,<PbOHHKC <PapMa" EOO.ll. ca 
OilHCaHH B Ta6AHn:a, nepaszreaaa =racr K'bM HaCTO.H� npOTOKOJ\. 

c orxezr Ha ropHOTO H cpaxra, =re npe.ZJ.AO>KeHHeTO Ha ,,<PbOHHKC <PapMa" 
EOO.ll. e e,z:r.HHCTBeHo B npouezrypara, KOMHCH.SITa onean u.eHOBHTe npe.AAo.>R:eHH51 no 
ofiocofieaa Il03HLI;HH OT 1 ..u.o 6, KaKTO CAe.LJ.Ba: 



Tlporaoa 

Aaaroao HO 
Meaerynaponao KOJlH'leC 

.N"!! ea - TBO B DDDff epaueeT TepaneeT eeoaTeeTeo Jlexapcraeaa 
DOJHU 6poii asea xypc, ml Oneaxa H'leB ICOJl aaasseaoeanae fi,opMa HH 

/ATC- /INN/ DDD/ (MHpka) 
KO}l/ Tepanee 

Te11ee 
xypc 

1 2 3 4 5 6 7 
Powder and 
solvent for 

Human menopausal solution for 
I G03GA02 gonadotrophin injection 500 75 IU 100T. 

Solution for 
2 G03GA06 Follitropin beta injection 1840 75 JU 100T. 

Choriogonadotropin Solution for 
3 G03GA08 al fa injection 180 0.25 mg 100T. 

Solution for 
4 G03GA09 Corifollitropin alfa injection 10 0.15 mg 100T. 

Solution for 
5 HOlCCOl Ganirelix injection 300 0.25 mg 100T. 

Solution for 
6 L02AE04 Triptorelin injection 70 0.1 mg 100T. 

Ilpeztaazr H3L\O)KeHOTO, KOMHCHSITa KAaCHpa Ha II'bpBO MHCTO no 
C'bOTBeTHHTe ofiocofiean no3HI.I,HH npe,AI\OJKeHH51Ta Ha "¢bOHHKC ¢apMa" EOO]l. 

KoMHCHSITa rrpeztaara Ha H3II'I>L\HHTeL\HHSI zrapexrop Ha ,,YMBM - Byprac" 
All., Ha OCHOBaHHe 'iA. 112, M. l OT 30I1, .n;a CKL\IO"IH ztoro'aopa aa B'b3AaraHe Ha 
otimecraeaa TIOJ)'b'lKa c npeznser: ,.llOCTa.BKa Ha ./\CKapCTBa aa CCKTOp no 
acacrnpana perrpozryxtraa rrpn "YMBM - Byprac" A]l" c "4>1,0HBKC 4>APMA" 
EOO.l(, EHK 203283623, C'bC cezraxame H azipec Ha ynpaaxenae: rp. Coq>HSI - 1700, 
paaon Cry.n;eHTCKH, yA. "OKoAoBp'I>CTeH II'I>T", NQ 199a, npencraaoanaao OT BeceAHH 
BeAHt.IKOB KYHeB, lOAHaH Araaacoa Heneaxea, Pa.n;oCTHH Teoprnea ]lHMHTPOB, 



HHKOAaH BHHeB KoAeB - ynpaaarexa, no ofiocofiena no3HUH NQ, Ng 1, 2, 3, 4, 5 H 6 
OT TeXHH'ieCKaTa cnerracpaxarraa 

Tlpezranzt ropHOTO, KOMHCHSITa 1.II.e npezrcr'aaa Ha OCHOBaHHe qA.181, aA.4 
OT 30I1 sa YTB'bpJK,a,aBaHe OT B'b3AOJKHTeMI 3aKAIOtJJiTeAeH noxaan aa 
H3B'hprneHaTa pafio ra. 

Ilpencenarexar Ha KOMHCIDlTa 3aKpH aacezraaaero. 

- 
Ilpezicenarea: l.J.AeHOBe: 1 . 

2. 

(M .. 

(A. 

B�poaaJ 

Чл.36а, ал.3 ЗОП
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DPOTOKOA N2 2 

..[(Hee, 11.10.2019r. B rp. Byprac, B H3n'bAHeHHe Ha Pemeane 
372/27.08.2019r. Ha H3n'b.l\HHTeAHIDI JJ.HpeKTOp Ha "YMBM - Byprac" All, B'bB 
apsaxa c npoaeaczraaero Ha ny6.1\H'iHO C'bCTe3aHHe 3a H36op Ha H3n'bAHHTe.i\ no 
JJ.OI'OBOp, C npezeaer: ,,.LloCTaBKa Ha .i\eKapCTBa aa cexrop no acacrapaaa 
penpozrymraa npn "YMEM - Byprac" AJl", KOMHCIDl onpezreaeaa csc 3anoBeJJ. Ng VI 
- P- 417 / 19.09.2019r. Ha Han. JJ.HpeKTOp Ha "YMEM - Byprac" AJl, B C'bCTaB: 

ITpeJJ.CeJJ.aTei\: Hpeaa I1eTKOBa - r.i\. ropHCKOHCY"-T Ha ,,YMBM - Byprac" AJl; 
�eHOBe: 1. Mar. cp - T Mapaa .11.BaHOBa - nasaxaax 60AH1i':rna arrrexa; 
2. AHH B'b'rnapoBa - ri\. cqeTOBOJJ.HTei\ Ha ,,YMBM Byprac" AJl, 

B 11 :00 B AJJ.MliHHCTpaTHBHIUI xoprryc Ha "YMBM - Byprac" AJl npoaezre 
saceziaaae, Ha KOeTo 6eme pasrnezraao npeJJ.CTaBeHHTe OT )"-laCTHHKa B 
npcnezrypara TeXHnqecKH rrpeziooacaaa H 6eme H3B'bpmeHa nponeaxa OTHOCHO 
TRXHOTO C'bOTBeTCTBH c H3HCKBaHHSITa Ha B'b3i\02KliTeAfl, npn KOeTO 6eme 
ycTaHOBeHO, xe csnnrre HaII'b.l\HO OTroBap5IT Ha o651BeHHTe H3HCKBaHIDI aa BCFf'iKH 
ofiocofienn II03HIJ,HH, aa KOliTO ca npencraaena, KaTO B csnnrre Il0JJ.p06HO ca 
OilHCaHH T'bproBCKHTe HaHMeHOBaHIDI Ha i\aTHHHIJ,a aa BC51Ka ofiocofiena II03HIJ,IDI 
Ha npeztacaceaa-re OT yxacraaxa T'bproBCKH npO.lJYKTH, KaTO ca IIOCO'ieHH 
C'bOTBeTHHTe npa-reacareaa Ha paspemeaaara aa ynorpefia, a HMeHHo: 

.N!! AnaToMo- Me�yuapOAHO Jlexaperaeaa Tuproacxo Ifparesearen ea 
ua TepaneBTH'I uenaTeHTHO ct,opMa uaeMenoeasee paspemeaaero 
DO ea KOA aaasseuoaaaae aa ynorpefia 
3H /ATC-KOJJ/ /INN/ 
�H 

SI 

1 2 3 4 5 6 
I G03GA02 Human menopausal Powder and MENOPUR, Powder and Ferring GmbH 

gonadotroph in solvent for solvent for solution for 
solution for injection, 75, IU, Pack: 

injection 10 



2 G03GA06 Follitropin beta Solution for PUREGON, Solution for Merck Sharp & 
injection injection, 300 IU/0.36 ml, Dahme B.Y., 

-, Pack: I cartridge + 2 Hanepnaanaa 
packs with 3 pen needles 
PUREGON, Solution for 
injection, 900 JU/1.08 ml, 
-, Pack: I cartridge+ 3 
packs with 3 pen needles 

3 G03GA08 Choriogonadotropin Solution for Ovitrelle, Solution for Merck Serano 
alfa injection injection, 250 mcg/0,5 Europe Limited, 

ml, ml, Pack: I 06e.n1-1HeHO 
Kpancrso 

4 G03GA09 Cori foll itropin al fa Solution for Elonva, Solution for Merck Sharp & 
injection injection, 100 µg/0.5ml, -, Dohme B.Y., 

Pack: 1 pre-filled syringe Hanepnannas 
+ .I needle 
ELONV A, Solution for 
injection, 150 µg/0.5mJ, -, 
Pack: 1 pre-filled syringe 
+ I needle 

5 HOICCOI Ganirelix Solution for ORGALUTRAN, Merck Sharp & 
injection Solution for injection, Dohme B.Y., 

0,25 mg/0,5 ml, -, Pack: I H 11.nepJ1aHJlHJ1 
lore-filled syringe 

6 L02AE04 Triptorelin Solution for Decapeptyl, Solution for Ferring GmbH, 
injection injection, 0.1 mg/ml - I repMaHHJI 

ml,-, Pack: 7 pre-filled 
svrinae 

KoMHCllilTa ycTaHOBH, qe B H3IloAHeHHe Ha H3HCKBaHlliITa 3a BCeKH 
npe,AAOJKeH Me):{eKaMeHT e rrpezrcraaeaa LI:eKAapau.llil OT yqaCTHHKa aa OCHryp.HBaHe 
Ha Heo6xO):{HMHTe KOJ\liqecTBa xexapcreeaa rrpozryicra H aa npozraxcfia Ha nena He 
IlO-BHCOKH OT uemrre Ha fiasa pecpepearna CTORHOCT aa nexaa cpox Ha ):{eHCTBHe Ha 
zroroaopa. 

Ilpenxaraaare OT yqaCTHHKa cpOKOBe ca, KaKTO CAe):{Ba: 
- cpOK 3a nepHO):{HqHH ):{OCTaBKH - 48 qaca; 
- cpox 3a cnennra ):{OCTaBKH - B ):{eH.H Ha noztanaae Ha 3a.HBKaTa. 

c oraezi Ha ropeH3AO:>KeHOTO H Ha OCHOBaBHe 'ii\. 57' M.3 OT TITI3011, 
KOMHCllilTa npae pemenae OTBap.HHeTO H OTIOBeCT.HBaHeTo Ha zronycaara-re u;eHOBH 
npe):{AOJKeHH.H zra 60):{e H3BopmeHO Ha 16.10.2019r. OT 11:00 =r., KaTO Ha 
3aCe):{aHHeTO Ha KOMHCllilTa MOraT zta npHCoCTBaT yqaCTHH.I:(HTe B npouezrypara HAH 
TeXHH ynoAHOMOW,eHH npe):{CTaBHTeAH, KaKTO 11 rrpe):{CTaBHTeAH Ha cpezrcraa-ra aa 
MaCOBO OCBe):{OM.HBaHe. 

Hpena Ilerxona I MapHSI 11Bfill0Ba 

� 

Чл.36а, ал.3 ЗОП



DPOTOKO.i\ N2 1 

.l{Hec, 19.09.2019r. B rp. Byprac, B H3Il'b.l\HeHHe Ha Pemeane 
372/27.08.2019r. Ha l13n'b.l\HHTe.l\H.ruI zmpercrop Ha ,,YMBM - Byprac" NJ., B'bB 
apssxa c npoaezczraaero Ha rryfiaa=mo CDCTe3a.HHe aa H36op Ha H3n'b.l\HHTeA no 
.l(OI'OBOp, C rrpernrer: ,,.ilOCTaBKa Ha oexapcraa 3a cexrop no aCHCTHpaHa 
penpozryxiraa rrpa "YMBM - Byprac" NJ.", KOMHCIDI orrpezrexeaa C'bC 3anoBe.l( Ng VI 
- P- 417 / 19.09.2019r. Ha Hsn . .aapercrop Ha ,,YMBM- Byprac" NJ., B C'bCTaB: 

Ilpencenarea: Hpeaa ITeTKOBa - rA. 10pHCKOHCyAT Ha ,,YMBM - Byprac" NJ.; 
lL\eHOBe: 1. Mar. cp - T Mapaa 11BaHOBa - HaqaAHHK 60.1\HH'IHa arrrexa; 
2. AHH B'bqBapoBa- rA. cqeTOBO,n:HTeA Ha ,,YMBM Byprac" NJ., 

B 11:00 B A..a;MHHHCTpaTHBHlIB xopnyc Ha "YMBM - Byprac" NJ. npoaezte 
aacezraaae, Ha KOeTo 6.srxa paaraerraaa BHeceHHTe npeztaoxcerraa sa yxacrae B 
ropaara nponezrypa. 

Ilo .ll:aHHH OT no,l(nHCaHH.HT MYJKAY rrpencenareas Ha KOMHClUITa H 
,n:A'b>KHOCTHOTO AHUe B .l(eAOBO.ll:CTBOTO rrpoTOKOA Ha OCHOBaHHe 'ii\. 48, ax. 6 
ITI130IT, .n:o Kpa.HHH.H cpox aa npaesraae Ba npeztaoacenaa, TaKHBa ca noCTonHAH OT 
CAe,n:HHTe yqacTHHI.I,H: 

1 ,,<l>hOHKC <t>apMa" EOO.U - rp. Corpaa, 
yA. ,,OKOAoBp'bCTeH rrs'r" Ng l 99a 13469/ 18.09.2019 r.; 09,50 q, 

Ilpezrcezrarezrrr Ha KOMHCIDITa npoaepa C'bCTaBa Ha npHC'bCTBa.I.I.l;EITe H coezr 
xaro ycTaHOBH, sre npHC'bCTBaT BCHqJCH 'iAeHOBe Ha KOMliCKHTa, OTKpH 3aCe.l(aHHeTO. 

Caez; sanoaaaaaae C'bC cnacsxa Ha yqaCTHHUHTe, npezrceztareaar H 
'i.t\eHOBeTe Ha KOMHC:ruITa nozrrracaxa zrexoapanaa no 'll\. 103, ax. 2 OT 30I1. 

Ha aacenanaero Ha KOMHCIDl:Ta He npac-sc'raaxa npencraaareaa Ha 
yqaCTHUHTe B nponezrypara, Ka.K.TO H TaKHBa Ha cpeztcraara sa MaCOBO 
OCBe,ll;OM51BaHe. 

KoMHCIUITa, cxen xaro ce yfiezra, se npenxoaceuaero e IlOCT'bITHI\O B cpox, 
CD06pa3HO H3liCKBa.H.ruITa Ha 'ii\. 7 4' as. 1 OT 30TI H 0651:BAeHHeTo 3a ofiurecrnena 
rrcpt=nca a aarrexaraaa, nenpospa=raa orraxoaxa, c Heaapyweaa USIAOCT, npacrr.na 
K'bM HeI'OBOTO OTBap51He H npoaepxa. 

1.ITp:a npoaepxa Ha ocpeprara Ha "CZ,:&OHHKC CZ-APMA" EOO.z:t, EHK 
203283623, er,c cenasmne :a azrpec Ha yrrpanaerrae: rp. Corpaa - 1700, pa.HOH 
CTy,n:eHTCKH, yA. ,,OKoAoBp'bCTeH rrs-r", NQ l 99a, rrpe.l(CTaBMIBaHO OT BeceAHH 
BeAHqKoB Kyaea, IOAHaH Araaacoa Hezrex-rea, Pa.n:oCTHH I'eopraea .l{HMHTpoa, 
Haxoaati BHHea KoAeB - ynpaaarexa, :a cso'raercraaero FI C'bC 3aKOHOBHTe 
H3HCKBa.HH.H, 6ewe YCTaHOBeHO, qe C'bC csurara yqaCTHHK'bT BHaC.s:I npeasoaceaae 
no ofiocofienn no3HUH NQ, Ng l, 2, 3, 4, 5 a 6 OT TeXH:aqecKaTa cnenacpaxanaa, He 
npezrcraaena a C'bOTBeTCTBHe c paanopezifia-ra Ha 'll\. 39 OT TII130IT 11: C'b,ll;'bpJKa: 
Ill\HK No l - ,,3a51BAeHHe aa ysaerae", 1 6p. 11: 6 6p. naaxoae Ng2 - .Flpenaaraaa 



r: 

u.eHOBH napasserpa". Ilpezta ,Aa rrpacr-sna K'bM oraapaae H npoaepxa Ha 

.AOKj'MeHTHTe, npe,ACTaBeHH c IIAHK Ng 1, npe,ACe,AaTeART Ha KOMHCIUITa npe,ACTaBH 
Ha <ii\eHoBeTe Ha KOMHCHHTa zta nonrramar IlAHKOBe Ng2, C.t\e,A KOeTo OTBOpH IlAHK 
Ng 1, H npe,ACTaBH aa IlO.L(IlHC C'b,A'bpJKa.J.IJ;HTe ce B TIDC .AOKj'MeHTH, B xacr-ra Ha 
TeXH:H'ieCKHTe npe,A.t\O}KeH:rui no ofiocofieaa no3HIJ.HH NQ, Ng 1, 2, 3, 4, 5 11 6. 

Ilpencraaeaoro OT "4)1,0HHKC «l)APMA" EOO.l{ ,,3aHBAeHHe aa ysacrae" 
cszrspxca cxeztawre .AOKj'MeHTH: 

1. OnHC Ha npe,ACTaBeHHTe .AOKj'MeHTH, cszrspacaura ce a ocpeprara, 
npezrcrasea H Ha CD B'bB cpopuar Word; 

2. EE,llOTI - CD; 

3 . .lleKAapau.HH, qe yqaCTHHK'bT e 3an03HaT c BCH'iKH o6CTO.SITe.t\CTBa H YCAOBHH 
Ha o6I.U,eCTBeHaTa ncpsxxa H ce 3at('b.t\)l{aBa zta crraasa YCAOBHSITa Ha nopr.sxara H 
,Aa He pa3npOCTpaH.SIBa .AaHHH, CB'bp3aHH c nop-sxxar'a- 06pa3eU. Ng 3; 

4. Atl.MHHHCTpaTJiIBHH cae,AeHIDI - Ofipasen Ng 2; 
5. TeXHH'ieCKH npeH,lJ..t\O)KeHIUI no ofiocofienn no3HLI;HH Ng, Ng 1, 2, 3, 4, 5 11 6 , 

C'b.A'b pacanra: 
• ,lloKj'MeHT aa yn'bAHOMOI.UaBaHe; 
• Ilpenxoaceaae aa H3II'bAHeHHe Ha nop's=nca'ra - Ofipaaeu Ng 4; 
• ,,TeXHH'iecKa orpepra" - IlpHAoJKeHHe Ng 4a H Ha xapraea H 

eAeKTpOHeH HOCHTe.t\ (CD) aa BCRKa orpepapaaa ofiocofieaa Il03HU.HH; 
• Zlexxaparraa 3a ocarypaaaae Ha Heo6xo,AHMHTe xoxaxecraa H aa 

npoziassfia Ha neaa He no - BHCOKH OT 11,eHHTe Ha 6a3a perpepea-raa CTOHHOCT sa 
nexaa cpox Ha ,AeHCTBHe Ha ztoroaopa - 06pa3eU. Ng4a aa BCHKa ofiocofieaa 
Il03HI:UUI. 

• CnHC'bK Ha .AOKyMeHTHTe, C'b.A'bP:>KaiuH ce a Texaaxecxara ocpepra, 
IlO.ATIHCa.H OT yqaCTHHKa, npeztcraaea xaprnea HOCHTe.t\ H Ha CD B'bB rpopsra-r 

Word aa BCHKa ofiocofieaa nosanaa. 

TipH npoaepKa Ha npe,ACTaBeHHTe .AOKj'MeHTH Ha xapTHeH H eAeKTpOHeH 
HOCHTeA, KOMHCHHTa yCTa.HOBH CAe,AHOTO: 

Ilpencraaeanre C'bC ,,3a.SIB.t\eHHe aa ysacrae" EE,llOTI H .AOK)'MeHTH 3a 
IlO,A6op OTI'OBapHT Ha 06.sJBeHl·iTe H3HCKBaHIUI, KaTO BR.AHO OT HH(pOpMau.HHTa, 
cszrspacauta ce a npencraaeaaa EE.llOTI yqaCTHHK'bT orroaaps Ha onpeztexeaa-re OT 
8'b3AO:>KHTeA.SI KBaAH(pHKau.HOHHH H3HCKBa.HHH. 

Tipe,ABH.A H3.t\O)KeHOTO 'ii\eHOBeTe Ha KOMHCIUITa aaexa pemeane, 
npe,ACTaBeHOTO OT ,,CPbOHHKC <I>apMa" EOO.ll rrpenacxceaae ,Aa fu.,Ae zrorrycaa-ro .AO 
paaraexcnaae H otreaxa. 

Hpeaa Ilerxoaa -t MapHR Haaaoaa W Чл.36а, ал.3 ЗОП
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