PEBRIIT'APUA

{ MHOronPOYPMNHA rp. Nasapmxux - 4400
& BOOHNLA yn. ,Bonauuma” N 15
S 3A AKTHBHO renepon: 034/408-601;
I:t (IEUEHHME _— baxc: 034/408-770;
] NasaPaxKnK aa -~
P e
ol
YTBBPXK/IABAM:
HMara: O3, 11, :,1 U r
_ Diopa ¢
J-pK T —

H3nbaHKTEIEH JHPEKTOD

NPOTOKO.I
Nel/26.08.2020r.

Ha 26.08.2020r. B 10:30 yaca xoMHCHATA 3@ [POBEXKIAHE HA BHTPCLICH KOHKYPCHTCH
u3bop ciel ckmoueHo Pamkoso cnopasymense NePJI-11-270 ot 22.06.2020r. u Iloxana ¢
u3x. NePJ1-08-2580 ot 04.08.2020r. ¢ npeamer: ,,JlocTaBka Ha JieKAPCTBEHH MPOAYKTH 32
nyxaure Ha ,MBAJI IMazapmknk” AJl no PamkoBo cnopasymenue NeP/I-11-270 ot
22.06.2020r.“ , HaznaueHa cbe 3amosea Ne547/25.08.2020r. B crieqHus CbCTAB!

1 ot AP Ha 33114

IIpencenaren: JI 11} - IOpHCT
Unenose: 1. . L J Ba- Mar. (papMmaneBT- H-K 60IHMYHA anTeKa
2. Mmu JI.  a—wmar. papmaneBT B O0THUYHA alTeKa

OTKpH 3acejiaHue 3a OTBapsHE Ha NOIy4eHUTe odepTH B MpoLeaypara.
I. TpencenaTenst Ha KOMUCHSATA 0OABY 3aIOBEATA 32 HA3HAYABAHE HA KOMHCHATA.

Jlo kpaliuus CcpoK 3a mojaBaHe Ha oQepTH B €NeKTpOHHAaTa CHCTEMa 3a
LEHTPATH3EpaHH OOIIECTBEHN MOPBUKH B cHcTeMaTa Ha 3apaBeonassanero ( LIOIIC3 ) ca
nocTenuau 6 (wecrt) opeprH.

[IpencenarTeNar ¥ WICHOBETE HA KOMHCHATA MOAMKCAXa JAeKIapaiys no i 103, an.2
ot 30I1.

Komucusita OTBOpH 110 pejia Ha TAXHOTO NOAABAHE M OMOBECTH TAXHOTO CHABLPKAHUE
KaKTO Cle/Ba:

1. YYacTHMKBT ¢ HpeJIOKEHHE C BXOMSII HOMEp B eJIEKTpOHHaTa cuctema Ne592 ot
05.08.2020r. ma ,,CO®APMA TPEMJIMHI" AJl e mnpeacraun odepra, ChAbpXamIa
noxkymenture 110 wi. 39, an.2 u an.3 or [MI30IL

ClieJl pasriexIaHeTo HM KOMHUCHATA YCTAHOBH, Y€ Ca NPEACTABEHH BCHYKH HEOOXOIMMH
JIOKYMEHTHU H YYaCTHHKBT OTTOBApPS Ha M3UCKBAHMATA 3a JIMYHO CHCTOAHHE ¥ CHOTBETCTBHE C
kpuTepuute 3a noxdop. IpenokenneTo eIMHOAYINHO ce AONYCKA /0 pasriiekIaHe Ha
TeXHHYECKOTO MPeI0KEHHE.




2. Y4acTHHKBT ¢ NPEIVIOKEHHE C BXOAAIL HOMEP B €NeKTpoHHaTa cucteMa Ne60lor
05.08.2020r. na "AJITA ®APMACIOTUKBJIC" EOO/I e npexcraBui odepra, Chabpialia
noxymenTuTe 1o wi. 39, an.2 u an.3 ot III30IL

Crejl pasriexkIaHeTo UM KOMUCHATA YCTAHOBH, Y€ Ca NPE/ICTABECHA BCHYKH HCOOXOUMH
JIOKYMEHTH M Y4aCTHHKBT OTTOBaps Ha U3UCKBAHHATA 32 JIMYHO CHCTOAHUE H CHOTBETCTBHE C
kpuTepuuTe 3a noaGop. Ipennokennero eIMHONYIIHO ce JOMycKa 0 pasrjieskKiaHe Ha
TEXHHYECKOTO NPeAJIoKeHHE.

3. V4acTHHKBT C MPEMNOKEHHUE C BXOSIL HOMEP B eleKTponHara cucrema Ne780 ot
11.08.2020r. ma "TBPTOBCKA JIMT'A - I'JIOBAJIEH AIITEYEH IEHTHP" Al e
npeacTaBi odepTa, ChAbpKalLa HoKyMeHTHTe 10 wi. 39, an.2 u an.3 ot [MII30IL

Crieq1 pasriIexIaHeTo UM KOMHUCHSTA YCTaHOBH, Y€ Ca NMPeJICTaBEHA BCHYKHA HEOOXOMUMH
JIOKYMEHTH M Y4ACTHMKBT OTTOBapsi Ha H3HCKBAHMATA 33 JIMYHO ChCTOSHAE U CHOTBETCTBHE C
kpuTepuuTe 3a nonbop. IlpeanokeHneTo eIMHOAYMHO ce JOMYCKA 0 pasrjieXIaHe Ha
TEXHHYECKOTO NpPeAI0XKeHHe,

4. Y4acTHHKBT ¢ NpPEJIOKEHHE C BXOIII HOMEP B eeKTpoHHaTa cuctema Ne9790t
19.08.2020r. ra "MEJIEKC" OO/l e npeactaBui odepra, ChAbpXKaila JOKYMEHTUTE MO HII.
39, an.2 w an.3 ot [MTI30IL

Crnejl pasriexIaieTo MM KOMHCHSTA YCTAaHOBH, Y€ Ca NMPeICTaBEHH BCHUKHM HEOOXOMMH
JIOKyMEHTH U YYAaCTHHUKBT OTTOBaps Ha H3UCKBAHMATA 32 JIMYHO CHCTOAHUE H CHOTBETCTBHC C
kpuTepuuTe 3a noxdop. IpeanoikenneTo elRHOAYIIHO ce JOMYCKa A0 pasrjexaane Ha
TeXHA9ECKOTO NPEAIOKEHHE,

5. V4acTHHKBT C IPEIJIOKEHHE ¢ BXOJALI HOMEP B eleKTpoHHaTa cucTema Nel124 ot
23.08.2020r. Ha ,,®apmuer” EAJ] e mpeacTaBun odepra, ChAbpKaila JOKYMEHTHTE 10 4.
39, an.2 u an.3 ot [MI130I1.

Criejt pasTiIexkaaHETO UM KOMUCHSTA YCTaHOBH, Y€ Ca NMPEICTABCHU BCHYKH HEOOXOMMH
JIOKYMEHTH M YYACTHMKBT OTTOBAPS HA U3MCKBAHUATA 32 JIMYHO CHCTOSHHE H CHOTBETCTBHE C
kputepuuTe 3a noabop. IpeaoxkenneTo eJHHOAYIIHO ce AONYCKa [0 pa3riexaaHe Ha
TEXHHYECKOTO NpeJIoKeHHe.

6. Y4acTHHKBT C IPEUTONKEHHE C BXOSALI HOMED B eJleKTpoHHaTa cuctema Nel137 ot
24.08.2020r. wa "®bBOHUKC ®APMA" EOO]l e npencrasun odepra, ChABpKAUA
noxymenture 1o wi. 39, a2 u an.3 ot II30IL

Cliell pasryIexIaHeTo MM KOMHCHSTA YCTAHOBH, Y€ Ca IIPE/ICTABEHH BCHIKH HEOOXOMMMH
JIOKYMEHTH M Y4aCTHHKBT OTTOBaps HA U3HCKBAHHUATA 32 JINYHO ChCTOSAHHE H CHOTBETCTBHE C
kpuTepuute 3a noabop. IpennokeHnero eIHHOAYNIHO ce JOMYCKa A0 pasrjiexaaHe Ha
TeXHH4ECKOTO MpeIoKeHHE.

II. KoMucHsATa TIPUCTBIM KBM pasmIekJaHE HA TEXHHYECKUTE INPEJIOKCHUS 3a
chrocTaBsHeTo UM ¢ Texnuueckara ciequdUKanus 1 H3UCKBaHUATa Ha Bo3noxurens :

1. V4YacTHHKBT C MpPEJIOKEHHE ¢ BXOIILI HOMEp B eleKTpoHHarta cucreMa Ne592 or
05.08.2020r. va ,,COPAPMA TPEUJIUHI™ A/l e npeacTasuI:
TeXHUYECKO NPeJIOKEHNE ChABPIKALIO BCHUKH IIOCOYCHH OT BB3TOXHTENA JOKYMEHTH H

OTroBaps Ha MOCTABCHUTE U3HCKBAHH H YCJIOBHA 38 H3NBIHCHHE Ha MOPBYKATA.
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KoMHcHATa €QUHOYIIHO PELIH : A0NYyCKa y4aCTHHKBT ,CODPAPMA TPENUHI" AJl 1o
pasrjexaaHe Ha EHOBOTO MPENIOKEeHHE.

2. Y4aCTHHKBT C NPEUIONEHHE C BXOIALL HOMEp B €I€KTPOHHATA CHCTEMA Ne601ot
05.08.2020r. na "AJITA ®APMACIOTHKBJIC" EOO/] ¢ npeacTasu:
TexHHYECKO MPEIOKEHHE ChABPKAIO BCHIKH [IOCOYEHH OT BB3JI0XKUTEIS IOKYMCHTH H

OTroBaps Ha [TOCTABCHHUTE U3HUCKBAHUA H YCJIOBHA 3a U3NBJHCHHE Ha MOPHYKATa.

KoMuCHATa €IMHOIYLIHO pely : fonycka yyacTHHKST "AJITA OAPMACIOTHUKBJIC"
EOO/ fio pa3riexaHe Ha HEHOBOTO MPEAI0KCHHE.

3. YuacTHHMKBT C IPEeUIOKEHHE C BXOMSII HOMEP B €JICKTPOHHATA CHCTEMA Ne780 ot
11.08.2020r. ma "TBPTOBCKA JIUTA - TJIOBAJIEH AIITEYEH LIEHTBP" AJl e
NpeACTaBUIL:

TeXHHYECKO NPEUIOKEHHE CHABPXKAIIO BCHYKH IIOCOYEHH OT BB3JIOXKHUTEIA NOKYMEHTH 1
OTroBaps Ha MOCTABEHUTE H3HCKBAHHUA U yCJIOBHs 32 H3IbJIHCHUE HA MOPHYKATA.

KoMmucusTa eMHOLYIIHO pemmy : gonycka yqacTHHKST "T'BPITOBCKA JIUT'A - I'JIOBAJIEH
ATITEYEH LIEHTBHP" AJl 1o pasriexaaHe Ha ICHOBOTO MPEAIOKEHHE.

4. V9aCTHHKBT ¢ MPEAIOKEHHE C BXOMAL HOMep B eneKTponHara cucteMa Ne9790t
19.08.2020r. ma "MEJIEKC" OO/ e mpeactasui:
TeXHHYECKO MPEUIOKEHHE ChABPKAINO BCHUKH MOCOYCHH OT BB3JI0KHTE/SI NOKYMCHTH U

OTTOBaps Ha NOCTABEHUTE U3UCKBAHUA H YCIIOBUA 3a M3M’bJIHEHHE HA MMOpBHYKaTa.

KoMucusATa €MHOAYIIHO pelH : fomycka ydactHuksT "MEJIEKC" OO/l no pasrnexzane Ha
IIEHOBOTO IIPEIUIOKCHHE.

5. VUaCTHUKBT C MPEAIOKEHHE C BXOIIL HOMEp B eeKTpoHHaTa cucteMa Nel124 ot
23.08.2020r. Ha ,,@apmuer” EAJl e mpeacraBuI:
TexHHYECKO MPEUIOKEHNE ChABPKAIIO BCHYKU [IOCOYCHH OT BB3JIOXKHTE/Is NOKYMCHTH H

OTroBaps Ha NMOCTABEHUTE H3HCKBAHUA H YCIIOBHA 3a U3IIBIIHEHHC Ha TNophBYKaTa.

KOMHCHATA EXMHOAYIIHO pellly ; Aonycka yqacTHUKST ,,Papmuetr” EAJL 1o pasriexkjane Ha
LEHOBOTO NPEUIOKCHUE.

6. YYacTHUKBT C IPEIOKEHHE C BXO/ISAII HOMEP B €ICKTPOHHATA CHCTEMA Nel137 ot
24.08.2020r. na "®bOHUKC ®APMA" EOO/] e mpezcTaBui:
TeXHHYECKO MPEUIOKEHHE CHABPIKAIIO BCHUKH [IOCOYCHH OT BB3JIOXKUTEIS IOKYMCHTH H

OTroBaps Ha NIOCTaBCHUTC H3HCKBAHHUA U YCIIOBHA 33 U3MBIIHCHHE Ha IIOpHUKATa.

KOMHCHATA eIMHOIYIIHO ey : omycka ydacTHuksT "ObOHUKC PAPMA" EOOJ no
pasriexiane Ha IIEHOBOTO NIPEUIOKEHHE.

HpHKJII'O‘:lPI 3acelaHHeTo HAa KOMUCHUSATA, KaTo Mpeacenare/sT HaCcpoiH CIeABalIoTO 3a

27.08.2020r. ot 10:30 3a oTBapsHe HA IEHOBUTE NPEJIOKCHUS.
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11. KoMHcHATA, B IBJIEH ChCTAB, OTKPU 3aCCAaHHETO 3a OTBApAHE HA LCHOBUTE MPCATOKCHNS
Ha BCMYKH jonycHatd odepru na 27.08.2020r. ot 10:30. KomucuATa NPUCTBIHM KbM
OTBapAHE HA BCHYKM [CHOBH IIPEIOKEHUSA B CJACKTPOHHATA CHCTEMA H YCTAHOBH, € BCHUIKH
NPEUIOKEHHs OTTOBAPAT Ha MPEABAPHTEIIHO 33/[alCHH YC/IOBHA U €€ JI0NyCKaT JIo KIacHpane,
nocpeactsom Gyrona ,,Kiacupane™.

I11. KoMucusiTa IIPUCTBIM KbM BPEMEHHO KJIACHPAHE HA YYACTHHIMTE [0 IIPeJBAPHTCIHO
3a1aleHUST KpUTEPUH: “Hall — HACKA LieHa” 3a HOMEHKJIaTypHa €IMHALA.

[Mosyunxa ce c/JeiHATE BDEMEHHH Pe3Y ITATH: - € JAC

Ep ueHa
AHaromo- MexayHapogHo Msapua 3a
TepanesTU4eH HenaTeHTHO /mg, eaAnHMLA
Kog /ATC- HauMeHOoBaHue HayuH Ha tabl., MApKa €
koa/ J/INN/ npunoxenve | ml./ YyacTHUUM nAac
erythropoietin
BO3XAO01 (Epoetin alfa) napeHTepanHa | IU 1."MEAEKC" 004 0,008380
1."®bOHUKC PAPMA"
EOOL
2."COPAPMA
TPEAAUHT ALl
3."TbPTOBCKA JIUTA -
FMOBANEH ANTEYEH
LEHTBP" AL, 0,008138
4."ANTA 0,008140
Erythropoietin(Epoetin SAPMACIOTUKBAC" | 0,008376
BO3XA01 beta) napeHtepanHa | IU EOOA 0,008380
1."®bOHNKC GAPMA"
EOOA
2."COPAPMA 0,008370
Erythropoietin(Epoetin TPEMOUHI AL 0,008371
BO3XA01 zeta) napexTepanHa | IU 3."MEAEKC" 00/ 0,008380
1."MELEKC" 004,
2."COPAPMA 2,866000
BO3XA02 Darbepoetin alfa napeHTepanHa | meg TPEWAMHT" AL 2,868622




1."®bOHUKC PAPMA"
EOO4
2."CO®APMA
TPEMOUHI AL
3."ANTA
OAPMACIOTHMKDBAC"
ECOA 3,092880
3."TbPTOBCKA JIUTA - | 3,092885
Methoxy polyethylene FNOBANTEH ANTEYEH | 3,227200
BO3XAO03 glycol-epoetin beta napeHTepanHa | mcg LUEHTBP" AL 3,227200
1."®bOHUKC PAPMA"
EOOA
2."CODPAPMA 0,087017
HO2ABO02 Dexamethasone napeHTepanHa | mg TPEUOUHI ALl 0,087059
1.9apmuet EAL
1."®bOHUKC GPAPMA"
Immunoglobulins, ECOA 0,050880
normal human, for 2."COPAPMA 0,050880
JO6BA02 intravascular adm. napeHTepanHa | mg TPEMOUHI" AL 0,050882

C ToBa NpPUKIIOYM WBpBOHAYalHaTa oleHka Ha odeprure. [Ipeacenarendr Hacpouu
cnensamoTo 3acemanue 3a 29.09.2020r. 3a H3roTBAHE W HM3MpalllaHe Ha II0KaHH 3a
€JIEKTPOHEH THPT.

IV. B pesynrar oT NbpBOHAyalHaTa IUIOCTHA OIEHKAa HA JOMycHaTHTe OQepTH, Ha
29.09.2020r. elHOBPEMEHHO 0 BCHYKH Y4acTHHIM O€lle M3lpaTeHa MoKaHa 3a eJICKTPOHEH
Thpr 4pe3 Enexrponnara cucrema.

V. Ha 27.10.2020r. cien HacThIBaHE Ha KpaWHaTa JaTa M 4ac MMOCOYEHH B IIOKaHaTa 3a
€IEKTPOHHHS ThPT, KOMHUCHATA ce ChOpa B IbJIEH CHCTAB, 32 /la OTBOPH U OLEHU IOAAACHUTE
LEHOBH TMpEIJIOKEHHs. upe3 eleKTpoHHara cucTeMa. I[lpeacenarens Ha KOMMCHATA
nocpencTsom Gyrona Knacupane B EnextpoHHaTa cucTeMa, 32 BCAKa €Ha OT odepTute ce
BH3yaIM3Mpa KpalHOTO KiacHpaHe, MPH KOETO Ca OTPa3eHH UEHHTE, IMOCTHTHATH ClIeN
IPOBEX/JAHETO Ha eJIeKTpOHeH Thpr. KilacHpaHeTo ce u3BhpIIBa BBB BB3XOJLL peJl, KaTo Ha
IBPBO MACTO Ce KJIacHpa YYacTHHKBT, NPEIOKKI Hal — HMCKa IeHa 3a ChOTBETHATa
HOMEHKJIATypHa eJHHULA.

VI. KoMucHsATa H3BBPINM NTPOBEPKA HA IICHOBUTE NPEUIOKEHHA B OpepTUTE HA YYaCTHULIMTE
3a HeoOXOMMMOCTTa OT H3MCKBaHe Ha MOJApoOHa mucMeHa OOOCHOBKA 3a HayMHAa Ha
06pasyBaHETO UM M YCTAHOBH, Y€ He € HaJMIIe IPEIN0CTaBKa 3a npuiarade Ha wi. 72 ot 3011
OTHOCHO NPEeJUIOKECHUTE IICHH.

VII. Komucusita pUCTBIIM KbM KpaHHO KJIaCUpaH€ M YCTAHOBH HAJIM4YHETO Ha HAKOJIKO
IpeIOKEHHS C paBHU LIEHOBH [1apaMeTPH.:

3a JO6BA02 - Immunoglobulins, normal human, for intravascular adm.:
"®apmuer" EAJl- 0,05088 ..




"®sonuxc papma" EOOJI- 0,05088 8.

Ha ocuosanue 4i. 58, an.3 or III30I1 xomMucuaTa Hacpo4sa myOyM4eH xpebuil Ha
30.10.2020r. ot 09:00 yaca, KaTo M3TOTBH IIMCMO JO YYaCTHHLHUTE H MyOJauKyBa B mpoduia
Ha KynyBava Ha 27.10.2020r.

VIIL. KomucusTa B NbJieH ¢heTaB OTKpH 3acenanuero cu Ha 30.10.2020r. ot 09:00 yaca 3a
npoBexaaHe Ha nybnuueH xpebuit. He npscherTsaxa yuacTuuuM. Ilpencenarendar Ha
KOMHCHSATA 005BH HOMEHKJIAaTyPHHUTE €JHHHIIN C PaBHH LICHH.

C 1Ba eqHAKBM HA BHHIIEH BHMJ Ouilera ce 3amucaxa MMEHATa Ha yJacTHHIMTE B JKpebus 3a
ATC JO6BA02 - Immunoglobulins, normal human, for intravascular adm., nocrasexu B ypHa
ot Ilpencenarens Ha KOMHCHUATA, ce Npeanoxu Ha Mnunka Jlazaposa — wieH Ha KOMHCHATA
Jla U3BBPIIA IBPBOTO TETJIEHE, KATO U3TETTIeHUs OMIET ce OTBOPH M MMETO Ha Y4acTHHKa ce
onosectd - "Opouukc papma" EOO]I. M3ternu ce BTopHs OHIIEH M C€ OMOBECTH MMETO Ha
yuacTHUKa "®apmuet” EAJL

KomucusaTa mocraBuxa Moandcy Ha OUJIETHTE U T€ cTaBaT HepaseiHa 4acT OT IPOTOKOIA.
Komucusra 3aKpH ﬂ}'GHH‘!HaTa 4acT Ha 3aC¢IaHHETO U NMTPHCTHIIH KbM Kpai:lHO KiacHpaHe.

IV. Komucusita NpUCTBIH KbM KpaiHO Kjlacupane Ha YYaCTHUIUTE [0 I[PeABApHTENIHO
3a0aicHUsT KpUTEpUHM: “Hall — HUCKa LleHa” 32 HOMCHK/IATYpHA eJIMHHLIA.

[loayuuxa ce cieiHNTE KpaiiHU pe3yiaraTu: - ¢ JUIC

AHaTomo- MexayHapogHo Mapka Ea ueHa 3a
TepanesTU4YeH HenaTeHTHOo /mg, epMHULa
Koa /ATC- HauMeHOBaHHe Ha4yuH Ha tabl., MmApKa ¢
kop/ JINN/ NpUNoXKeHue ml./ YyacrHuum aanc
erythropoietin
BO3XA01 (Epoetin alfa) napentepanHa |IU 1."MEQEKC" 00/ 0,007789
1."CO®APMA
TPEMAUHI AL,
2."®bOHUKC PAPMA"
EQ0OL
3."ANTA
DAPMACHOTUKBNIC" 0,007927
EOCOA 0,008138
Erythropoietin(Epoetin 4."TbPTOBCKA JIUTA - 0,008371
BO3XA01 beta) napeHtepanHa |IU rAL" AL 0,008376




1."COPAPMA
TPEMAUHI AL
2."MEOEKC" oo 0,008359
Erythropoietin(Epoetin 3."®bOHUKC PAPMA" | 0,008363
BO3XA01 zeta) napeHTtepanHa |IU Eoon 0,008370
1."CODPAPMA
TPEMOWHI" ALL 2,865754
BO3XA02 Darbepoetin alfa napeHTepanHa |mcg 2."MEJERC" 00]] 2,866000
1."COPAPMA
TPEMAUHI" ALL
2."ObOHUKC DAPMA"
EOON,
3."ANTA
GAPMACKOTUKDBACH 3,080534
EQO[ 3,092880
Methoxy polyethylene 4."TbPTOBCKA IUTA - 3,220750
BO3XA03 glycol-epoetin beta napeHTepanHa |mcg rau" An 3,227200
1."COPAPMA
TPEMAVIHIM AL
2."®bOHUKC PAPMA" | 0,080848
HO2ABO2 Dexamethasone napeHTepanHa |mg EOCOA 0,087017
1."®ObOHUKC ®APMA"
EOOL
Immunoglobulins, 2.®apmHeT EAL 0,050880
normal human, for 3."COPAPMA 0,050880
JO6BA02 intravascular adm. napeHTepanHa | mg TPEMAUHI AL 0,050882

KoMmucusara BBB BpB3Ka ¢ M3BBPIUCHOTO KIACHPAHE Tpejjara Ha BB3JIOXKHTE/A 3 CKIIHOYH
JOTOBOPH 3a H3IBJIHEHHE C KIIaCMpaHUTE Ha IIbPBO MSICTO YYaCcTHHIH IO HOMEHKJIATYPHH

CAHMHHITH.

Hacrosmusr mpotoxon e 3aBbpmeH Ha 02.11.2020r. u 3aemHO ¢ JOKyMEHTaUHUATa Ce€
npejasar Ha Bp3noxurens 3a ogobpenue.

Ipeacenaten: JI: 1L
UneHoge: 1.h T
2.M alJl
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