Munucmepcku cosem

1407 Codpsra, yn. “Koask"” No 1 Ten ; (02)9607-223 (axe.: (02)962-4771
Hupextop Mpod. n-p Jwobomisy Craces, .M. :

MPOTOKO.J
NeVil—15- 8. 142052016 r.

Huec, 20.04.2016 r., wa ocHobaume un. 68 or 30I1 s AJMYVHHCTPATHBHATA 34K Ha
Yumeepcurercka Oonumma "Jlosenen”, or 10.00 gaca, ce HpOBEAE 33ceHaHHe HA KOMUCHATA
HasHaueHa che 3anosen Ne VII-15-6/20.04.2016 r. na Beanowutens, 3a nposex/ane Ha OTKpHTA
TEPOLICYpa 33 CKIFOUBAHE Ha JOTOBOP ¢ NpeameT: “locTaBKa Ha MeAMKAMEHTH 3a HYKIUTE Ha
oTAcHaende Mo XeMoauaaunia B bomnnuma “JlozeHery™ ia nepuoa oT 12 mecena oTkpHTa ¢
Pemenne Ne VII-15-2 o1 10.03.2016 T.

KommcuaTa npHCHCTBA B ChCTAB, KAKTO CIC/IBA!

Hpencenaten: nom. n-p Benuenasa Jumutposa — nexap, Hedponor

Unenoze: 1-p Emunus Hoppanosa — nexap, "Hedponor
I'purop Mawues — 1opucr
uK. Enena JIaMuTpoBa-ekenepT o oS1uecTBEr  TOPHUKY ¢ OITHT THO HpeaMera
Ensupa XyOxera - HKOHOMHCT

3acenanueTo ce prkoBonM oT Ipescenatens va Komucusra.
Unexosere na Komucusta momrsiauxa gekaapanyu oo 9. 35 ot 30IL

Komucmara yeranoBH, 3¢ 10 Kpalnus Cpok 3a mojiapate Ha oepTH, ca MOCTHIHAN OdepTH
OT CRGOHHTE YYACTHHIIM:
e Menexc* Q0]
s ,,Codapma Tpeiiguur® AJl
° »Conomen™“ EQOJL

Ha 3aCEIaHNHCTC HE NPHUCLCTBAxXa MNPENCTABHTENMN Ha YHACTHHIINTE U HPCACTABHTENH Ha
CPEOCTRATA 38 MaCOBO OCBEIOMABAHE HIIM APYTH 1A,

KOMUCHATA npucThi KBM pasrieikiane Ha odepTuTe B peia Ha TAXHOTO HOCTEIBAHE:

1. Odrepra ¢ sxomang Ne VII-15-3, moctsnuna ma 18.04.2016 r. B 15,38 uaca, noxanena za
obocobenn mosunuu Ne 1, 2, 3,6, 7, 8 w 10 or »Megexe” OO/ ¢ EMK 131268894, cenannme u
axpec Ha ynpasnenue: rp. Codms, TIK 1138, paition Muagocr, xe. Topy6isne, yi. ,,CaMOKOBCKO
moce” 2J1, Trpropeku neHTsp ,,Bomna®, er. 5, tem. 02 9175545, 02 4833362, thaxc 02 9175538, e-
mail: tenders@medex.bg, npencrasnapano or Emun Naxes u Bemusap [Jlparoes, ynpaBUTeNH,
3ae/HO H IMOOTAENHO.

HienoseTe Ha KOMHUCHATA NOMIMCAXA MIHKA Ha yYacTHHKa. KoMucuaTa OTBOPH I[IHKA H
KOHCTaT#Hpa HAIMYNC Ha HENMPO3paYHy 3alleYaTadi INNKOBe, KakTo cnegsa: ITnmukore No 1 — cenem
Gpos, lokymenTy 3a rroadop 3a obocobenun mozumuu Ne 1, 2,3,6,7,8u 10, [Inukose Ne 2 - cegeM
Opos, TEXHHYECKH IIPEIUIOKEHHS 2a U3LIHEHHE Ha ropbuxara 3a obocobenu mozunum Ne 1, 2, 3,
6,7, 8 u 10 n [Inukope No 3 — ceniem Gpost, HeHoBM NpeaoKeHM 38 060c06eHH To3unuy No 1,2,
3,6,7,8u10.

UnenoBeTe Ha KOMUCHSTA MOANACAXA INTHKOBE Ne 3,

YUnenorere Ha Komwuchara noanmcaxa mmmkoBe Ne 2 ¢ TeXHHUECKHTE TPEIIOIKEHHS 3a
H3ITBIHCHNE HA [IOPBHKATA, CHOTBETHO 38 060ocobeny moznmun Ne 1,2, 3,6, 7, 8 u 10, OTBOPH I'tl ¥
BCHYIKH AOKYMEHTH CBALPKAMM CE B TAX Ce NoANAcaxa oT UIeHOBETE Ha KOMHCHATA.

Komucusra otsopu mankose Ne 1, oNoBecTs JOKYMEHTHTE CHABPAEHIHN €€ B TAX U HPOBEPH
CBOTBETCTBHETO UM CLC CHuCHKa 10 4. 56 an. 1 1. 14 o1 3011




Komucusra pasneyaTa or TBPrOBCKHS DPETHCTED AKTYalNHO CBHCTOAHKE Ha YYaCTHHKA
nMeneice“ QO]
Ha ocnosanue . 23 an. 4 ot 3akon 3a Trproeekua peructsp, Komucusra H3BBPLIN citykebua
TPOBEPKA 3@ aAKTYAJIHO CBCTOSHHUE Ha YIACTHHKA M JIMIICATA H3 BIHCAHU OOCTOSTENCTEA
HecnerosTentoct u JIMKBuAALEA ¥ TPUITOKH PA3HEYaTKa OT H3BBPIICHATA IIPOBEPKA.

2. Odepra ¢ pxomaut Ne VII-15-4, nocreimia va 19.04.2016 1. B 11,04 yaca 3a oBocobenn
nozmituy Ne 1, 2, 3,4, 5,6, 8,9, 10 u 1. Crnara e noganena ot ,,Codapma Tpeiignar” AJY,
EMK 103267194, cwe cemanmne m anpec Ha ynpaenense: rp. Codus, 1756, yn. ,,JIpuesap
Cranues” Ne 5, Codapma bmsmec Tayspe, Crpama ,,A”, er. 12, ten. 02 8133660, thaxc: 02
8133666, e-mail: office(@sopharmatrading.bg, npencrasnspana or Jlumutsp JTHMHTPOB ypes
Maprapura ['eopruesa - nbEIHOMOINHEK,

reHoseTe Ha KOMHCHATA MOMMCAXa IUIMKA Ha ydacTHuka, KOMHCHATA OTBODH ILIMKA M
KOHCTATUpa HAJMYHE HA HEIIPO3PauHK 3alevaTany [IIHKOBE, KakTo cnensa: Ibiukore Ne 1 - necer
Opos, [loxymenTn 3a noabop 3a obocodeny nosmumu Ne 1,2, 3,4, 5,6, 8,9, 10 u 11, Inuxose Ne 2
- JeceT Dposl, TEXHHIECKU NMPEANOKESHNS 3a M3TBAHCHHE Ha [TOphYKaTa 3a 060ocobenn mosumun No
1,2,3,4,5,6,8,9, 10 m 11 u Inuxose Ne 3 — necer 6pos, HeHOBH nperoKesns 3a oGocobeHu
noswmuu Ne 1,2,3,4,5,6,8,9,10u 11.

YneHOBeTE HAa KOMHCHATA HOAICaxa ImkKoBe Ne 3.

Unexosere Ha Komucusara noanucaxa rumkoBe No 2 ¢ TEXHUYECKHTE NPEANONKEHHA 3a
U3NMBIHEHUE Ha [OPBUKATa, CHOTBETHO 33 oDocobenu nozumuu Ne 1, 2,3, 4,5, 6, 8,9, 10 u 11,
OTBOPY TH U BCHYKM AOKYMCHTH CBAGIMKANIK CE B TAX C€ NoAnKcaxa oT UieHoBeTe Ha KOMHUCHATA.,

Komucusita oTsopy nnukose Ne 1, olOBECTH TOKYMEHTHTE ChIABPIKAIINA CE B TIX W IPOBEPH
CBLOTBETCTBHETO MM CBHC CIMCLKA 110 w1, 56 ain. 1 1. 14 ot 3071

Ha ocnosanwe un. 23 an. 4 or 3akon 3a Toprosekus peruetsp, Komucuara m3snpim
cnyxeGHa IIPOBEPKA 3a AKTYAIHO CLCTOMHHE Ha YYACTHHKA U NWIICaTa Ha BIUCAHK 0GCTOSTENCTRA
Hecserosrennoet i JIRKBHAaNMA H UPHIIOKHE pasneyaTka oT H3BLPUICHATA IPOBEpKa.

3. Odepra ¢ pxogsm No VII-15-5, noctsmuna Ha 19.04.2016 1. B 11,20 uaca, momanena 3a
obocobena nozuuug Ne 10 or ,Comomen® EOOJ ¢ EUK 832018046, cenanume: rapa JlakaThux
2272, obur. Csore, yn. Xpucto boten Ned4 u agpec wa ynpasnenue: rp. Codus, [TK 1700, x.x.
»DBLKCTOR yiI. ,, Kasbex™ Ne49, ten. 02 9555600, dake 02 9559300, e-mail: avelcheva@solomed.eu,
npeacrasisasano oT I'eopru [anos ynpasuTten.

HneroseTe Ha KOMHCHATA FOANKMCAXA IUIMKE HA y4YacTHuxa, KOMHCHATa OTBOPH IIHKA M
KOHCTATHPA HAJIMYHE HA HEOpPO3padeH 3armcuaTeH UMK, KakTo cieapsa: IInuk Ne 1 - exqum Gpot,
Hoxymentn 3a nogbop 3a obocobena mosuums Ne 10, Ilnuk Ne 2 - enmH 6poif, TEXHHYECKO
NpeAICIKEHAE 3a U3ITLAHEHUE HA NOopbhykara 3a obocobena mosuuusg Ne 10 u [k Ne 3 — emun
Opoi, nenose npemioxenye 3a ofocobera rosunya Ne 1 0.

HieHOBETE HA KOMECHTE MoATHCaxa mink Ne 3.

YUnewosere na Kommcmsra moammcaxa vk Ne 2 ¢ TeXHWUSCKOTO NpPEIIOKCHHE 32
M3NBJHCHHE Ha I[OpbYKaTa, CHOTBETHO 3a obocobema mosuumus Ne 10, OTBOPH I'o M BCHUKH
NOKYMEHTH CHABPIKALIH CE B HETO Ce ITOANUCAXA OT HIeHoBeTe Ha KOMHCHITA.

Kommucusra otsopn mnuxNe 1, ONOBECTH JOKYMEHTHTE CLABPIKAIUH C€ B HErO W OPOBEpH
CROTBETCTBHETO UM CBC CITHCHKA 110 un. 56 an. 1 1. 14 ot 30I1.

Ha ocnosauue un. 23 ain. 4 ot 3akos 3a Teprosexus peructbp, Komucusra n3pbpiim cayxebHa
NPOBEPKA 38 aKTYaIHO CECTOSHHE Ha YYACTHHKA B JINTICATA HA BIMCAHH 0OCTOSTENCTRA
Hectberostendoct n JIuxsraanus # OPHAOKH pasiieyaTka OT H3BLPIIEHATA IIPOBEPKA.

C Tosa KoMmucuaTa npuxmoun nyOnmyHara wacT oT pafoTara cd W OPOABIDKE B 3aKPHTO
jacejaHHe.

KoMHCHATA KOHCTATHPa, 4e Cad HAJWYHKM H PEAOBHM U3UCKYCMHTE TOKYMCHTH Ha
sMeaexce” OO/ u penr:



Honmycka ,Menewxe* OOJ] no ywacTie B npoueaypa ¢ TpenMeT: ,JlocTaBka ma
JeRapersa 10 obocobenn MOMIIN 32 HYXAKTE Ha OTAEXeHHE o ,, XeMoAHau3a” g GoNHANA
sJlosenen”™” 3a oBocobenn mozumuu Ne Ne 1,2, 3, 6,7, 8 11 10.

Komucnara xoncraTHpa, ue ¢a HaNMYHH M PEJOBHH H3MCKYEMHTE AOKYMEHTH Ha
»Copapma tpefiauur” AJl 3a ygacrue no ofocobenu mosuuuu Ne 1, 2,3, 4,5,6,8,9, 101 11.
YYacTHHKST € BHECLI IapaHIKsd 3a yJacTue B pasMep Ha 38,65 5is., 3a o6ocobeHa nosumus Ne
7, 3a Kosro He e ponan oepra u Komucusra B3e penrenye Tasd cyma ja 6bJe BhpHaTa Ha
YYacTHHKA.

VUacTHHKLT € TPHIOKMWI cHuChK mo wi. 51, am 1, . I or 300 ¢ wamsnuen:
NOCTAaBKH, CNHAKBM WIHM CXOAHH C NpeAMeTa Ha HOPBYKATa ¥ EHEeKTPOHH ajApecH Ha
nybnukysana uH{popmauus 8 AOIl, 2a mocoueHHTE ¥ W3BLPIIEHH KOCTaBKu. KoMucusaTa
H3BBPIIH IIpOBEpKka B PErucThpa Ha odinecTBeHHTe mopbuxu Ha AOQOIl 3a nmocouenuTe
JOCTaBKH.

Komucusita pewn:

Honycxa ,Codapma Tpefinunr” AJl xo yyacrue B npolteXypa ¢ TpeaMeT: ,,JlocTaBka
Ha JexapcerBa 1o obocofeny mo3HUMM 3a HYMKANTE Na oTgeleHHe N0 ,,XeMoaHaiuza” B
bosmmma ,Jloszemen™” sa obocobenn mosunyu Ne 1,2, 3, 4,5,6,8,9, 10 1 1.

Komucuara xoucraTupa, Ye ¢a HANWYHM H PENOBHH H3HCKYEMHMTE ZOKYMEHTH HA
»Conomen® LOOJ 1 pemn:

Homycxka ,,Coaomen” EOOJ nmo yuactue B mpoueaypa ¢ mpeamet: ,,JlocraBka ma
Jerapcersa 110 ofocobenn MOIMMUA 33 HYMIUTE Ha OTHSNCHHE FO ,, XeMoAna m3a” B 60J8uIa
wil03eHel”” 3a obocodena nmosunusg No 10,

pasINIeKIaHe Ha TEXHHUCCKUTE MPEANOKEHHS Ha YYACTHHIUTE.

Komucndara xoucrarupa, de:

I. YuactHurnsT ,Meaexe“ OO/ ¢ npencrapui cieJHUTE TEXHUIECKH HPEAIONKEHHES:

- 3a obocobena nosuima 1 e opepupan mMenuxaMenTa Binocrit solution for injection, pre-
filled syringe 2000 1U/ 1 ml x 6 ¢ npomssogures Sandoz, GmbH, Austria, cpox Ha gocrasxa - 2
/apa/ AEW, IPEICTABCHN Ca NIEKNAPAIHH, Ue JIEKAPCTBEHUTE NPOAYKTH CA BKIIFOUYEHH B [JO3UTHBHuS
TICKApCTBEH CIUCHK, AKTYaNeH KbM Jatata Ha OTeapsue Ha INHK Ne 1 u 2 of odeprara, ye
CAMHWYHATA IeHa na O(epupanus AEKapCTBEH MPONYKT He HAABHINABA CTORHOCTTA 32 MIpKa
/xancyna, rakoH, cak, TaGnerka u T.14, B aB. ¢ JJC, w3unciena Ha 6aza pedeperTHa CTOMHOCT 33
DDD /repanestuucn kype/ or ITO3HTHBHUST JEKapCTBEH CHOHMCBK, aKTyalNeH KbM JATAaTA HA
orpapsHe Ha MKk Ne | u 2 or opeprata u AeriIaparis 3a OCTaThueH CPOK Ha TONHOCT Ha
obeprpanus NpoAYKT He IO Manko or 60 % /uwecTmeceT npomeHTa/ OT OGSBEHHS OT
IIPOM3BOJUTCIS, KLM JIaTaTa HA BCAKa NOCTABKA, YHACTHHKET HAMA M4 H3ION3RA TOMUSIEINHTEIH
IPY M3MBIHEHHACTO HA IOPBLYKATA.

- 3a obocobera noznuns 2 € ofepupan MeauKamenta Binocrit solution for injection, pre-
filled syringe 3000 1U/ 0.3 ml x 6 ¢ npomssoywmren Sandoz, GmbH, Austria, cpok Ha JocTaBKa - 2
/xBa/ mau, mpencTaBens ca JeKIapaii, 4e JEKapCTBEHATE NPOLYKTH Ca BKIIOYEHN B [103HTHBHIA
JCKAPCTBEH CTHCHK, aKryalieH KBM Jiarata Ha oTBapsHe Ha INHMK Ne 1 m 2 or odeprara, ue
CAMHEYHATA [eHA na o(epHpanus JEKApCTBEH NPOAYKT HE HAABHINABA CTOWHOCTTA 3a MspKa
/xaricyna, grnakon, cak, rabnerka ¥ T.H. B xi8. ¢ JIJIC, usuucnena Ha 6asa pethepenTHa CTOHHOCT 3a
DDD /repanertruct kypc/ oT [IO3WTHBHMST JIEKapCTBCH CNHCBHK, AKTYANeH KBM JaTara Ha
oTBapaHe Ha MK Ne 1 m 2 or odepraTa B Acknapallds 3a OCTAThYEH CPOK HA TOAHOCT HA
odepupanns DPOAYKT HE WO Manko oT 60 % /uiecThmeceT NpomeHTa/ OT OOsABeHHS OT
TOPOU3BOAMTCNA, KDM JlaTara Ha BCAKa NOCTABKa, YYACTHHKBT HAMA /14 M30JI3Ba TOAU3NBIHUTEIN
TIPH U3ITBIHCHWCTO Ha NOPBLUKATE,



- 3a obocobena nosuuws 3 e odepupan menmxamenta Binocrit solution for injection, pre-
filled syringe 4000 [U/ 0.4 ml x 6 ¢ npoussoznTten Sandoz, GmbH, Austria, cpok Ha nocTaeka - 2
/ABa/ MHU, IPEACTARCHY Ca JSKIapailiy, 4 IeKapCTReHATE TIPOAYKTH Ca BKIIOYCHH B [103UTHREAS
JIEKAPCTBEH CIHCHK, aKTyaleH KbM JaTaTa Ha oTeapsHe Ha mnuk Ne I u 2 or odeprara, ue
CAWHHYHATA ueHa 1A odepHpanus JIEKapCTBEH NPOAYKT HE HAXBHUIABA CTOMHOCTTA 3a MspKa
/xancyna, dnaxon, cak, Tabnerka i T.H. 8 n8. ¢ JIJIC, usdyucnena Ha 6a3a pedepeHTHA CTORHOCT 32
DDD /repanestuues kypce/ oT ITOIMTHBHHAT JICKAPCTBEH CIHCEHK, aKTyaleH KbM JATata Ha
oTRapsHe Ha MK Ne 1 m 2 or odeprata ¥ IeKiapanus 3a OCTATHYEH CPOK Ha TOAHOCT Ha
oepupanus npoAykT He No Mamko 0T 60 % /mectaecer npodeHTa/ OT OGSBeHHS OT
IPOU3BOJHTE)NA, KbM JIATATa HA BCAKA HOCTABKA, YYACTHHKBT HAMA N4 M3IOJI3BA IOMU3HBIHATETN
IEPH M3MTRIHCHHEETO Ha MOPBUKATA.

- 3a oGocobena nosuums 6 e opepupan Megnxamenta TevaPariVit capsules soft I meg x 28
¢ mpoussoauten Tepa apmaciotuxwic Bwarapus EOOJ], cpok na moctaBka - 2 /mBa/ juw,
IpefCTAaBeHn ¢a JCKJIApalny, 4Ye JIEKapCTBeHHTE IIPOAYKTH ¢a BKIIOYEHH B [IO3UTHRHHS
JEKapCTBEH CHOMCRK, aKTryaleH KBM RaTaTa wa oreapsane Ha rumk Ne 1 w 2 or odeprarta, ue
CIMHHTHATA (eHa 14 Oepupanus NeKapcTBEH NPOAYKT He HafBHINABA CTOMHOCTTAZ 3a MspKa
/xancyna, pnakon, cax, Tabnerxa ¥ T.H. B 8. ¢ JJIC, n3unciena na 6a3a pedepentHa CTORHOCT 3a
DDD /repanestuuct Kypc/ or ITOBUTHBHMAT NEKapCTBEH COMCHK, aKTyaleH KbM JATaTa Ha
oTBapase Ha nauk Ne 1 m 2 or odeprata W jpexiapaitas 3a OCTAThYeH CPOK HA FOJHOCT HA
opepupanas MpojaykT He IHo Maiko or 60 % /finectmecer mnponenta/ o0T OOSBEHHS OT
HPOM3BOANTCII, KbM JATaTa Ha BCAKA AOCTARKA, YYACTHHKLT HAMA 1A H3IION3BA NOAU3IBIHETEIH
TP M3IBIHCHACTO HA NOPHYKATA,

- 3a obocobena mosHuus 7 € odepupan menuxamenrta Paratol 5 meg/ml solution for
injection 1 ml x 5 capsules ¢ mpomssoauren Rafarm S.A., CpOK Ha AOCTaBKa - 2 /mBa/ nuwm,
OpefcTaBeHd Ccd JICKAapaildy, Ye JCKapCTBEHWTE TNPOLYKTH €& BKIIOYEHH B [lOZUTHBHHA
TEKapCTBEH CTHUCLK, AKTYWIeH KbM JarTata Ha oTBapase Ha Ik Ne I um 2 or odeprara, ue
CIMHNYHATA LeHA 1a O(epHpaHMA JEKapCTBEH NPOYKT HE HAXBHINABA CTOMHOCTTA 3a MApKa
/xanicyna, dnakou, cak, Tabnerka u 1.H. B 18. ¢ JIC, usuncriena na 6a3a pedepeHTHA CTONHOCT 3a
DDD /repaueptiycn xype/ oT [TO3NTHBHHST JIGKAPCTBEH COMCBK, aKTyaneH KbM HATATa HA
oTBapsue Ha mink Ne 1 w 2 oT odeprata m AexIapalliis 3a OCTAThYEH CPOX Ha TOJHOCT Ha
oepupanust NpoaykT He Ho Manko 0T 60 % /mecraeceT npomenta/ OT OGSBEHHMS OT
HPOU3IBOAUTCIA, KhM MaTara Ha BCAKA KOCTABKAE, YIaCTHUKBT HAIMa J4 M3HON3Ba IIOMHINBILHTENH
IPH H3IBJIHCHEETO HA NOPLYKATE,

3a obocobena mosumua § e odepupan meguxamenta OsteoD capsules 0.25 meg x 30 ¢
npomssonuten Tesa dapmacioruxsiac Bearapus EOQOJ, cpox na goctaska - 2 /mpa/ jmm,
MPEACTaBCHH Ca JCKNAPallH|, Y€ NEKAapCTBEHWTE MPOAYKTH CA BIJHOYCHH B IJOSHTHEHMA
TEKAPCTBEH CMUCHK, aKTyalleH KbM Jarara Ha oTeapaHe Ha MK Ne 1 m 2 oT odeprara, de
CAMHIYHATA LeHa 14 oepHpaHus JexapcTBeH NPOAYKT He HaJiBHINABa CTOMHOCTTA 3a MspKa
/xancyna, giakon, cak, TableTKa ¥ T.H. B JB. ¢ JJIC, u3uucnena ua 6asza pedepenTHa cTOMHOCT 3a
DDD /repaneptnucn xype/ oT IO3NTHBHMAT NEKApCTBEH CIOMCHK, AKTYaJCH KbM AaraTa Ha
oTBapAHe Ha mauk Ne 1 u 2 or odeprara m jAekIapai(is 3a OCTaThb4Yed CPOK HA TONHOCT HA
oepupaHust NpOAYKT He IO Manko oT 60 % /mectgecer npomeHTa/ OT OGSBEHHS OT
NPOXU3BOAMTECI, KLM Jarata Ha BCAKA JOCTABKA, YUACTHUKET HAMA 12 W3N0N38a HOXU3IILIHHTEH
IPH M3IIBINCHAETO 112 IOPHLUKATA,

3a obocobena mosuuns 10 ¢ odepupan meaumkamenta Sevelamer Sandoz $00 mg film-
coated tablet x 180 ¢ mpomseoauTen Sinthon Hispania, cpox ma moctaska - 2 /mBa/ sum,
NpeACTaBeHH Ca JACKIApaldH, Y€ JIEKapcTBCHUTE NPOAYKTH Ca BKIKYEHHA B IloZUTHBHHA
NICKApCTBEH COHCLK, AKTYANCH KBM JaTara Ha oTBapsaHe xHa 1K Ne 1 u 2 oT odeprara, ye
CIMANYHATA NeHa Ha ohepupanus JEKapCTBEH NpPOJYKT HE HAIBMINABA CTOMHOCTTA 32 MIpKa
/kancyna, pnakon, cak, TabneTka ¥ T.4. B JB. ¢ JJIC, u3uncneHa Ha 6a3a pediepeHTHA CTOMHOCT 3a
DDD /repaneptuucy Kype/ oT [IO3WTHBHMST JICKApCTBEH CIHCHK, aKTYaleH KbM JATATA Ha
oTBapsHe Ha wmuK Ne 1 m 2 or odeprata H pexnapallsi 3a OCTATBYEH CPOK Ha IOJHOCT Ha



odepHpanua npojykr He mo mManxo oT 60 % /fiecraecer npouerta/ OT O0ABEHUA OT
TIPOU3BOAMTENA, KLM JATara Ha BCAKA JOCTABKA, YMACTHHKET HAMa a4 H3NOJM3BA MOMM3IILIRHTCIH
HPH H3IBIHCHMETO 114 OPBYKATA.

Komucusra pasriefla TEXHHYECKNTE NPENNOMKEHHA HA YdacTHHKa ,,Megerc” 00X u
YCTaHOBH:

- ofhepupanirre MeaUKaMeHTH 3a 060cobenn noskmmu Ne 1,2, 3,6, 7, 8 u 10 OTrORapAT Ha
TEXHUYECKaTa CHelN(UKaHs I HINCKBAHUATA HA BB3TIOMHTENI U Ca BKIOYEHH B [[O3MTHBHHES
AEKApCTBEH CHOHCHK, aKTyalleH KbM JIATATA HA OTBapsHe Ha Innk Ne 1 u 2 oT odeprara.

Kato 83e npesieng roprere KoMucusTa pemy:

- jgomycka no yuactHe ,,Menexe* OO/ B nponenypara 3a BhaIarase Ha oBMIECTBEHA
NOpBUKa € mpeamcl: ,,JdocraBka mna srexapersa mo 0GocoGeHH NOZMIMH 33 HYKIMTE Ha
OTAEIEHHE 10 ,, Xemoananuza” B omauua ,Jlozenen”” 3a o6ocoGenn no3mime Ne 1,2,3,6,7.8
n 10.

2. YuactunksT ,CodapMa rpefiauar® A/l e TpecTaBHNI CICAHATE TeXHHUECKU
IPEOIIOAKEHUST;

- 3a o6ocobena nosumus 1 e odepupan Mexuxamenta Heo Pexopmon S ¢t 2000 TU/0.3m

x 1 ¢ npomssoauren La Roche, cpox Ha nocraeka - 1 /eaun/ e, npeactaseny ca JeKJapaiyH, Je
TICKAPCTBEHHATE TIPOAYKTH Ca BKIOUCHH B [HO3UTHBHIS MEKAPCTBEH CIIMCHK, aKTyaleH KbM IaTara
Ha oTBapsiHe Ha Mk Ne 1 i 2 ot odeprata, ue emmumuHATa UeHA HA O(QEPHPAHHS JEKApCTBEH
NPOAYKT HE HAABHMINABA CTOHKOCTTA 32 MApKa /Kancyna, dnakow, cax, tabnerka # 1.6, B 8. ¢ JIAC,
u3ypciaeHa Ha Oasa pedepenTHa croiiHocT 3a DDD /repanestuuen xype/ or ITo3uTHBHMAT
NEKApCTBCH CHHCLK, aKkTyalleH KbM Jarata Ha OTBapsHe Ha Ik Ne 1 m 2 or odeprara m
ACKHApaliid 34 OCTaTLYSH CPOK HA TOXHOCT Ha o(eprpaHHd NPOAYKT HE IO Maiko ot 60 %
fiectnecer nponeura/ oT 06sBeHMsS OT NpPOM3BOAMTENI, KBM JaTaTa Ha BCIKA JOCTABKA,
YHACTHHKDBT HsMa Jia H3ITO0N3Ba TOAMSTILITHATENIH TIPH H3IBIHEHHETO Ha MOPHUKaTa.
' - 3a 06ocobena mosuuus 2 e otepupado: Meaukament Heo PexopMol S . 3000 1UJ/0.3mn
x 1 ¢ mpomussopute: La Roche, cpok na noctaska - 1 /equn/ JIeH, MPe)CTaBeHH ca AeKIIaparuy, e
ICKApCTBEHATE MPOUYKTH Ca& BKIOUEHH B [[O3NTHBHES TeXapCTBeH CIHCHK, AKTyadeH KbM AaTara
Ha oTBapaAHe na nank Ne 1 m 2 ot odeprara, we eqmnHUHATA DeHa Ha odepupanns JIeKapeTBEH
TIEPONYXT HE HAABHIIABA CTOHHOCTTA 33 MApKa /Kancyna, duakon, cak, Tabnerka u T.H. B 1. ¢ JJJIC,
u3THcaeHa ma Oasa pedepentHa croiiHocT 3a DDD /repaneruuen kypce/ or IT03WTHBHEST
TICKAPCTBCH CIMCHK, aKTyaleH KbM JlaTaTa Ha oTBapsHe Ha MK Ne 1 u 2 or odeprara u
ACKNapanug 32 OCTATBYCH CPOK Ha TOAHOCT Ha odepupaHus NPOAyKT He IO Manko oT 60 %
/mectaeceT mpouenta/ OT OOSBEHMA OT NPOMIBONMTENA, KBM JATATA HA BCAKA AOCTABKA,
YYACTHHKET HAMA 711 H3RON3Ba NOAH3IBIHUTEIH [PH H3NBIHEHUETO Ha NOPHIKATA.

- 3a oBocobena nosunus 3 e odepupano: megukament Heo Pexopmon S tir. 4000 1U/0.3mn
x 1 ¢ mpoussozmten La Roche, cpok ma mocrasxa - 1 /emun/ men, npescraBenn ca JAeKJiapaiuy, Je
TCKAPCTBEHHUTE TIPO.1YKTH ¢a BKIMIOUCHH B [T03UTHBHMSA JieKapCTBeH CHMCEK, aKTyajleH KBM Jarara
Ha oTpapsye Ha mk Ne 1 # 2 or odeprara, ye eInHMUHATA [eHA Ha Odepupanust JIEKapCTBEH
IPOAYKT He HAABULIALA CTOHHOCTTa 38 MspKa /Karncyna, ¢piaakos, cak, Tabnetka u T.1. B 18, ¢ JJIC,
w3umeneHa Ha Gasa pedepentna croffmoct 3a DDD /repanesruuen kype/ ot IloamTusHmaT
NICKApCTBEH CIMCLK, aKTyaJieH KbM JaTaTa Ha oTeapsAHe HAa mimk Ne 1 w 2 or odeprara u
AEKSapaliis 3a OCTAUAYCH CPOK Ha TOXHOCT Ha o(epupaHus IPOAYKT HE MO Maiko or 60 %
/mectnecer npoucuta/ OT OOABEHMS OT IPOUSBOAMTENA, KbM [aTaTa HAa BCAKA JOCTABKA,
YHaCTHHKBT HAMA Jid H3MOJI3BA MOAUSITBEIHUTENH OIPH H3IBIIHEHAETO HA HOPHYKATA.

- 3a obocobena no3uuns 4 e odpepupano: MeaukamenT MAPLIEPA PFS 0.3 Mmr 75 Mrrx 1 ¢
mponsoputen La Roche, cpox wa mocrasxa - 1 /emmu/ fen, npeacraBenu ca IeKNiapamuu, He
NEKAPCTBEHATE NPOAYKTH €& BKIOYCHH B [TO3UTHBHHS MeKapcTBeH CNUCEK, aKTyaleH KBM JaTara
Ha OTBapfAHE Ha Ik Ne 1 u 2 or odeprata, ue enuHuuHATA [ICHA HA OQEpUpPAHHS JICKAPCTBEH
OPOAYKT HE HaABMIaBa CTONHOCTTA 3a MApKa /Kalcyna, GprakoH, cax, Tabnerka 1 T.H. B 8. ¢ JIJIC,



u3uncaeHa Ha Oaza pedepentHa croftmoct 3a DDD /repanesrmuen kype/ or IHoswrtueHusT
JIEKApCTBEH CHHCHLK, AKTYaICH KbM JaTara Ha OTBapsHe Ha MK Ne I u 2 or odeprara u
ACKIapanst 3a OCTATRYCH CPOK HA FOAHOCT Ha OhepHpaHud IPOoAYKT He IO Manko oT 60 %
fimectaecer mpouelta/ OT oOsBEHMS OT MPOU3BOAWTENH, KbM JATaTA HA BCAKZ NOCTABKA,
YMaCTHHKBT HAMA 2|4 H31013B& TIOAH3IVBIHHTENH [IPH M3IIHIHCHHETO HA NIOPLYKATA.

- 3a 0bocobcna nosuuus 5 ¢ odepupano: meaukamenT UJTADOEP amm. 100 mr St x 1 ¢
npousoauTen VIFOR. cpok Ha nocTaska - 1 /emus/ JHeH, NpEOCTaBEHHM ca AEKIapallii, ue
JHEKApPCTBEHUTE UPOAYKTH ¢a BKIIOUYEHH B [03MTHUBHUSA NIEKapCcTBEH CIIHCBK, aKTYaleH KBM aTara
Ha oTBapsHe Ha rmk Ne 1 u 2 or odeprara, ue eAMHMYHATA LEeHa Ha OQ)epHPAHMA IEKAPCTBEH
IPOAYKT HE HAZBHLIABA CTOHHOCTTA 3@ MipKa /Kancyna, (iakoH, cak, TabneTka % T.H. B 11B. ¢ JUIC,
w3wpcnena Ha Oaza pedepentHa croitmocr 3za DDD /repanesruven kype/ or IlosuTabaust
NEKapCTBEH CHHCEK, aKTyaneH KbM Jarara Ha oTBapsHe Ha mimk Ne 1 u 2 or odeprara n
JEeKNapanis 3a OCTarbueH CPOK Ha TOQHOCT Ha odepHpaHWs FpPOAYKT HE IO Maiko ot 60 %
fmtectaecer npomeuta/ oT 0OsBEHMs OT TPOM3BOAUTEN, KbM JHATATA HA BCAKA JIOCTABKA,
YYACTHHKBT HSMA 1A H3MOJI3BA MOAH3ILIHHTENMN IIPU U3IBIHEHUETO Ha IOPhLYKATA.

- 3a obocobena mozuums 6 e ofepupano: Menukament ISEMIIJIAP Imxr x 28 ¢
npouseopuren ABBVIE, cpox Ha moctaBka - 1 /eamn/ HeH, NpeicTaBeHH Ca ACKIApamuH, 4e
JIEKAPCTBEHUTE MPO/(YKTH Ca BKIoYeny B [IOZHTHBHHA JIeKapCTBeH CHUCHK, aKTYANEH KM JaTata
Ha OTBapsine Ha rumk Ne 1w 2 or odeprara, ue eXMHUYHATA UeHA Ha OdepHpAHHS NeKApCTBEH
NPOAYKT HE HAABMLIBA CTORHOCTTa 3a MApKa /KaHcyia, ¢pnaxon, cak, Tabmerka u T.4. B 1B. ¢ JJIC,
m3uucHeHa Ha Oasa pedepentna croffHocT 3a DDD /repanenruuen kype/ oT Io3HTHBHUAT
NEKapCTBeH CIHMCLK, aKTyaleH KbM JAraTa Ha OTBapsHe Ha INHK Ne 1 u 2 or odeprara u
AeKTapalysa 32 OCTAvrbYeH CpPOX Ha [OAHOCT Ha OpepHpaHHs NPOAYKT He II0 Mainko oT 60 %
/mectaecer mpouenTs/ OT OOMBEHHS OT MPOM3BOAMTENd, KbM Jarara HA BCAKA JOCTABKA,
YUACTHHKBT HAME /12 H3TIOJI3Ba NOXUIIBIHHTENHN IPH H3IIBLIHCHUETO Ha NIOPLYKaTa.

- 3a obocobcna nosunus § e odpepupano: mexuxament POKATITPOJ kame. 0,25 mxr x 100
¢ mpomssopuren La Roche, cpox ua mocraexa - 1 /enus/ men, mpencrasenu ca JeKJapalud, Je
NEKapCTBEHUTE HPO,IYKTH C& BKIOYEHH B IIOSHTHBHUS JIEKapCTBEH COUCHK, aKTYIEH KBM JaTaTa
Ha oTBapsHe Ha Ik Ne 1 u 2 oT oeprata, 9e equHHuHAaTa neHa Ha oepuUpaHus JEKapCTBEH
IPORYKT HE HAJBMINARA CTOWHOCTTA 33 MAPKa /Kancyna, $piIaKkoH, cak, TabneTka # T.1H. B as. ¢ JIJIC,
u3uncneHa Ha Oaza pedepentsa crofimoct 3a DDD /repamertuded xype/ oT I103UTHBHHAT
JNIEKApCTBEH CHMCHK. AKTYaJdeH KBM JATATa Ha OTBapAHe Ha MK Ne 1 m 2 or odeprara m
JeKTapaitus 3a OCTarb4eH CpOX Ha TOAHOCT Ha odepHpanist HpOAYKT HE NO Maiko ot 60 %
/mectneceT nponcira/ or oGSBEHHS 0T NPOM3BOAMTENH, KBM JaTara Ha BCHIKA JOCTABKA,
YHACTHHKDT HiMA JIA H3MTON3BA MOAMINBAHATENM IPY M3MBIHEHAETO Ha NOPHYKaTa.

- 3a oB6ocoberra nosunua 9 e opepupano: meguxament APAHECIT unok.p-p 40 Mxr. 04 v
¢ npoussoputen AMGEN EUROPE, cpox wa mocraska - 1 /eguw/ jes, IpeACTaBeHH ca
AEKNapaluy, 4e JICKAPCTBCHHTE HPONYKTH Ca BKMIOYCHH B IIO3MTHUBHHA NEXAPCTBEH CIHUCEHK,
aKTyaneH KBbM JaTaia ffa OTBapsHe Ha Mk Ne 1 M 2 or odeprara, ye eguHHYHATA I€HA HA
otepHpaiis NexapcThell NPOAYKT He HABHINEBa CTOMHOCTTA 3a MApKa /kamcyma, (JIAKOH, cak,
Tadnerka u T.0. B om, ¢ JJIC, maunciaena Ha 6asa pedepentHa croitnoct 3a DDD /repameBTHucH
kypc/ or HOBHTUBIHAT NEKAPCTBEH CIUCEHK, AKTYaNeH KbM JaTara Ha OTBapsAHe Ha Ik Ne 1 u 2 ot
odreprata ¥ ACKIAPALMA 32 OCTATHUEH CPOK Ha TOMHOCT Ha O(epHPAHIS HPOAYKT He 110 MAIKO 0T
60 % /mectaccer uponerta/ OT OOABEHHS OT OPOM3BOAHTENS, KBM NATATA HA BCSKA JOCTABKa,
YUIACTHHKLT HAMA /i1 U3TION3BA NOAN3NBIHHTENN [IPH U3IIBAHECHHETO Ha NIOPBYKATA.

- 3a obocobena nosunun 10 e odepupano: megurkament PEHAEJ 1abn. 800 mr. X 180 ¢
upousBopuTen (Genzyme, cpoX Ha JOCTaBka - 1 /eous/ jAeH, NpeicTaBeHH ca AeKIaApanyd, e
NEKapCTBEHHTE PO, [YKTH Ca BXNIOYEHH B [IO3SUTHBHUS NEeKapCTBEH CIHCHK, AKTYANeH KBM arara
na oreapge Ha 1nik Ne 1 u 2 o1 odeprata, de emunuynaTa NeHa Ha odepupannus HeKApCTBEH
HPORYKT HE HAZBMIIABA CTOHHOCTTA 3@ MAPKA /Kancyna, Gprakod, cak, Tablerka v T.6. B J8. ¢ JIJIC,
u3uKcneHa Ha Oasa pedepentua croiiHocT 3a DDD /repamestiuen xype/ oT TlosmTuBHHSAT
NEKAPCTBEH CHOMCLK, AKTYyaneH KBM Jarata Ha oTBapsHe Ha Ik Ne | u 2 or odeprara u



BEKIapanus 3a OCTarbYeH CPOK Ha rOAHOCT Ha odepupaHHs MIPOXYKT He 0 Maiko oT 60 %
/mectieceT mpoucura/ OoT OGABEGHHMA OT NPOW3BONUTENS, KBM JaTata Ha BCAKA JOCTaBKa,
YYaCTHHKBT HAMa il H3TION3RA NOAN3NLINKTENH IPH H3ITBIHEHHETO Ha TOPHLYUKATA.

- 3a obocobena mosunus 11 e odepupano: meauxament MUMITAPA, tabm. 30 mr. X 28 ¢
npoussogrTe AMGEN EUROPE, cpok Ha moctaBka - | /equn/ KeH, NpelCcTaBeny ca AeKJIapanuy,
Ue NEKApPCTBEHHTE LIPOAYKTH ca BKIIOYeHH B [lo3WTuBHHA JTeKapcTBEH CIIHCHK, akTyaleH KbM
fataTa Ha oTBapAne Ha nuMK Ne 1 m 2 or oeprara, uye egmHHUHATA NeHA Ha oQepupaHHS
HEKApCTBCH NPORYKT HE HAABHHIABA CTOMHOCTTA 32 MApKA /Kancynia, (prakon, cak, Tablerka # T.H. B
m. ¢ JUC, uzunciena ma Oasa pedepentna croifHocr sa DDD /repanestuuen xype/ oT
TOSUTUBHUAT NEekapCTREH CIUCHK, aKTYaleH KbM [aTaTa Ha OTBapsdHE Ha Iomk Ne 1 m 2 or
oepTaTa B NEKIApAIEA 33 OCTATHHYCH CPOK Ha TOAHOCT Ha o)epHpanus IPOLYKT HE [0 MAJKO OT
60 % /mectneceT irpoueHta/ OT 00ABENUA OT MPOM3IBONHUTENS, KBM JATATA HA BCSKA JOCTaBKa,
YHACTHHKELT HIMa /i {31038 MOAU3IBIHHTENH P U3MEIHSHHETO Ha IIOphYKaTa.

Komucnsara pasrnena TexHHYecKUTe IIpefUtoikenus 3a obocobenn mosumuu Ne 1, 2, 3, 4, 3,
6, 8, 9, 10 u 11 wa ywacruuxa ,,Codapma rtpeiimunr® AJl u ycTaHOBH, ue odepupanute
MEJUKAMEHTH OTroBapsIT Ha TEXHHUYECKATa ClIelHpUKanns 0 H3HCKBAHNATA Ha BB3jI0KUTEeNS B ca
BKIFOUCHH B [10311T118111s NEKapCTBEH CIMCHK, aKTyaNeH KM JaTara Ha oTBapsHe Ha [k Ne 1 m 2
ot odeprara.

Kato B3¢ nipe; sl ropHoro KoMucusaTa peniy;

Homycka mpo ydacrue ,Codapma tpelinmuar® Al B npoueiypaTa 3a Bh3NarasHe Ha
ofirecTBena MOPHYKa ¢ NPEAMET: yJloeTaBka Ha JekapeTBa Ho 060c00eHH MOZMINNN 32 HYRANTE

H2 OTFAEJCHHC 00 ,, Xevopuanusa” B 6oauuna ,,Jlo3enen”” 3a obocobenn nosunun Ne 1, 2, 3, 4,
5,6,8,9, 10 11.

3. Yuactnnxny ,,COJNOMEN* EQO/ e npeacTaBuil CHEAHOTO TEXHHUSCKO HIpEUIOKEHIE:

- 3a obocobena nosuumsd 10 e odepupan mexukamenta menuxament PEHAMXKEI 1a6n. 800
mr. X 180 ¢ nposmssopuren Genzyme,, Cpok Ha gocTaBka - 1 /equs/ JeH, mpelcTaBeHH ca
AEKNapalny, e NCKApCTBCHUTE NPOAYKTH €& BKIIOYCHH B IIO3WTHBHUS JIEKAPCTBEH CIIHCEK,
aKTyalleH KbM JiaTara Ha oTsapsHe Ha mauk Ne 1 m 2 oT odeprara, e efuHuuHaTa LEHA HA
otepupanus NEKapcTiEH TPOAYKT He HaJBHIIABA CTOMHOCTTA 3a MApKA /xamcyna, (UIAKOH, cak,
Tabnerka i T.4. B . ¢ JJIC, n3uncnena Ha Gasa pedepentHa croiinoct 3a DDD /repameBTueH
Kypc/ o1 HIO3UTHBRNIIT JIeKapCTBEH CIINCHK, AKTYAIEH KBM NaTaTa Ha oTBapsHe Ha IHK Ne 1 1 2 oT
odepraTa ¥ AEKTAPAIA 32 OCTATHUESH CPOK HA TOAHOCT Ha OQEpHPAHHS IPOAYKT He II0 MAJIKO OT
60 % /mecraecer iupolieHTa/ OT O0ABEHHS OT HPOU3BOAMTENs, KbM JaTaTa Ha BcAKa HOCTABKA,
YHaCTHHKBT HAMAa Ja H300/3BA IOAN3IBIHHTENN DY U3NBIHCHUETO Ha MOPBUKATA.

Komumenara pasraena TeXHHYSCKOTO NPEIOKeHHE 3a obocobena mosmuus Ne 10 Ha
yaacrauka ,COJOMEL® EOOM u ycranomn, de oepupaHUTe MEXHKAMEHTH OTrOBAPIT HA
TeXHUYECKaTa crneriidKanys 1 H3MCKBAHHATA HA BB3NOMHUTENs U ca BKIIOYCHH B 1103WTHBHAL
JIEKAPCTREll CHUCEK, AKTyalieH KbM [aTaTa Ha oTeapsHe Ha mimx No 1 1 2 ot odeprara.

Karo B3e npe;eun roproro KoMucusaTa pen:

Honycka no yuactue ,,COJTOMEIN* EOOJI r npomenypata 3a pb3iarade Ha obmecTsena
nmopsuKa ¢ mpenmmer: ,JlocTaBka na jexapeTBa 1o 060coGeHM WOZHNMH 334 HYMIHTE HA
OTACACHHE [0 ,, Xemouranusa” B fosHnua ,,Jlozenen™ 3a obocobern mosuman Ne 10,

PemrennsTa 113 xoMHCHATA 0sXa BIETH ¢ MHO3SHHCTBO, HAMAINC H3PA3CHH ocobenn MHEHHS
OT 4JICH Ii& KOMICHSTR,
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