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M3nbaHWTENEH ANPEKTOP
1 -p boiko Kopykos, a.Mm./
2020 .

MPOTOKOIJI

3a paboTaTta Ha KOMWUCUATA, Ha3HayeHa OT VI3Mb/HUTENHUS [LUPEKTOP Ha OCHoBaHue 41.103
an.l ot 30 3a M3BbPLIBaHE Ha MOAGOP Ha y4YaCTHMUMUTE, pasrfexpaHe M OUeHKa Ha nojafeHuTe
oepTM B oOulecTBeHa nNopbyka C npeamet: ,JlocTaBKa Ha JieKapCTBEHM MPOAYKTU Mpwu
XMBoTO3acTpawasalM KPbBOU3/IMBU U CMELWHW OonepaTUBHU U MHBA3UBHU NHTEPBEHL WU
Ha nayuMeHTU e BpofeHW Koarynonatum, kKouto H3OK 3annauia vM3BbH CTOMHOCTTA Ha
OKa3BaHWUTe MeauLMHCKK yenyrn B YMBAN Lapuua MoanHa-UCYN”EAL”. Mpoueaypata e
06sBeHa ¢ PeweHne Ne P[-03-29/12.05.2020 r. Ha WM3NbAHWUTENHUS OMPEKTOp, My6/MKyBaHO B
pernctspa Ha AOIT nog Ne 00494-2020-0010.

KomucusTa 3a M3BbpLUBaHe Ha NOAG0P Ha yYaCTHULMTE, pasrieXxaaHe 1 OLEHKa Ha NofafeHuTe
oepTn e HasHayeHa cbc 3anose Ne P[1-02-287/18.06.2020 r. Ha M3Nb/HUTENIHUA [AMPEKTOP U € B
CbCTaB, KaKTo CrnefBa:

MNpeacepaten: Bnagmummp BbnKOB - KOPUCKOHCYNT
UneHoBe: 1 n-p AtaHac BaHues - KAKXO
2. NaHvena MuHueBa - cektop 4401

Ha 18.06.2020 r., ot 10:00 u., B 3acegatenHaTa 3an1a Ha 3nbaHUTeNHUA AUPEKTOp KOMUCKATa
ce cbbpa 3a pasrnexgaHe Ha NOCTbNUANTE LOKYMEHTH.

MonyyeHUTe ohepTn Bsxa npegageHy ¢ NpueMo-npeaasarenieH NPOTOKON Ha npeacefaTens Ha
KOMMCUSITa OT A/THXXHOCTHOTO nnue [daHuena MuHueBa. MpoTokonbsT 6e nognucaH OT NpeaasalloTo
nvue 1 npeacegatens Ha KOMUCUATA.

Mony4yeHUTe ohepTn Ca KaKTo CrefBa:
. »EKOC Meguka” OO/ - Bx. Ne 1/12.06.2020 r. -11:20 u.
. »Mepgekc” OO/ - Bx. Ne 2/16.06.2020 r. -15:30 u.
. ,MarHa®apm bbnrapusa” EA/L, - Bx. Ne 3/17.06.2020 r. -10:25 u.
. »Cothapma Tpenanur” ALl - Bx. Ne 4/17.06.2020 r. -13:25 u.
. »PapmumnopT” AL - BX. Ne 5/17.06.2020 r. - 14:04 u.
. ,»PboHUKC Papma” EOO/, - Bx. Ne 6/17.06.2020 r. -15:00 u.

OO, WN

UneHoBeTe Ha KOMUCKATA AeKnapupaxa o6cTtosTencrTaara no yn. 103, an. 2 ot 3001

Ha 3acefaHMeTto Ha KOMUCMATA HE MNPUCHLCTBAXa YMbAHOMOLLEHM TMpPeACTaBUTENN Ha
ydacTHuuuTe.

B Pasgen VII ,PasrnexpgaHe Ha ogeptuTe” oT [JoKyMeHTaumsaTa Bb3noxuTenar e npeasuaunn
Bb3MOXXHOCTTA Aa Ce MPUI0XKM pasrnexgaHe no pega Ha yn. 104, an. 2 ot 300 u un. 61 ot MM30rM1
npu onpeaensHeTo Ha U3NbIHUTEN Mo npoLeaypara.
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KomucuaTa ycTaHoBK, Ye JOKYMEHTUTE, CBbp3aHM C y4acTUeTOo B NnpoLeaypaTa ca NpeicTaBeHn
B 3areyaTaHy Hemnpo3payHu OMakoBKWU K ca MNOAafeHN OT YYaCTHULMUTE A0 U3TUYaHe Ha KpalHWUsA CPOK
3a nojaBaHe Ha O(hepTn 1 OTroBapAT Ha U3NCKBaHWATA Ha ynl. 47, an. 1ot MNr30r1.

MocnegosaTenHo, MO peAa Ha MOMyvyaBaHETO UM, KOMUCMSTa OTBOPU  3amedaTaHuTe
HEenpo3paYHn OMaKOBKM W MPOBEPK 3a HAMUMETO Ha TEXHUUECKU NPEANOXEHNS 1 LIEHOBW NapameTpu,
cnefi KOeTO UNeHOBETE Ha KOMUCUSATA, MOAMNKUCaxa LEHOBUTE MPEA/IOKEHNS Ha YyyacTHULUTE u
TEXHUYECKUTE MPE/IOKEHNS HA YUYACTHULNTE.

LleHoBO npefnoXeHWe Ha y4yacTHMKA OTHOCHO LeHaTa 3a npupobreaHe Ha NeKapCTBEHUTE
NpoayKTw, crneasa fa 6bae nsrorseHo no MpunoxeHne Ne 2 "LleHoBO npeanoxeHue”. dMHAHCOBOTO
npea/IoKeHVe Ha y4acTHINKa TpsibBa fa CbabpKa:

1 OdepupaHata ueHa 3a DDD Ha npegnaraHnsa nNPOAYKT MO MEXAYHapOAHO HenaTeHTHO
HanmeHoBaHue (INN), ¢ AAC, nocoyeHa B KosioHa Ne 8 (kofoHa H), nNo KOATO LWie ce M3BbpLIn
KnacmpaHeTo. OdpepupaHata LeHa creBa fa 6bae (hopMmmpaHa B CbOTBETCTBME C M3UCKBaHMSATA Ha
Hapepnbata 3a ycnoBusaTa, npaBunata W pefa 3a perynvMpaHe U peructpuvpaHe Ha LEHUTe Ha
nekapcTBeHnUTe npodyktn ot 30.04.2013r. /u3am. n gon. 6p. 62 or 6.08.2019 r., gon., 6p. 19 ot
6.03.2020 r./ ' LleHata ¢ AAC He TpsbBa Aa npeBulUaBa MakCMMasHaTa CTOMHOCT, MOCOYeHa B
KonoHa “L” Ha lNo3UTMBHNA NeKapcTBeH CNMUCHK, akTyaleH KbM MOMEHTa Ha MnojaBaHe Ha oepTtute.
TA TpsibBa fa 6be 3anvcaHa ¢ TOYHOCT 40 NeTUs 3HaK Cef AeceTnyHaTa 3aneras.

2. EpvHM4HA UeHa 3a onakoBKa OT npeafiaraHusa NeKapcTBeH NPOAYKT MO TbProBCKO HaMMeHOBaHUe,
n3ymncneHa Ha 6asa oepripaHarta LeHa 3a DDD B feBa, A0 BTOpUA 3HaK Cref feceTMyHaTa 3anetas, C
AAC, nocoyeHa B KonoHa Ne 9 (konoHa I).

LleHnTe OT OhepTUTE Ha YYaCTHULUTE 3a CbOTBETHUTE HOMEHKNATYPHM €AVHULN Ca KAKTO CleaBa:

AHaTOMO- Konnyectso
o MexxayHapoaHo
2 TepanesT Ha

5 MYeH KO HENATEHTHO NexapcTeen aKTUBHOTO E koc Megekc Marmadapm
"I’- IATC- A HaumeHosaHve a (hopma N1EKAPCTBEH Megnka A P
/INN/
Kog/ 0 BELLECTBO
B02BB01 Human fibrinogen
Powder for

o solution for
1 B02BBO01 Human fibrinogen o K i 1 g 3565,80000
injection/infu

sion

Coagulation factor IX, A, VIl and X in

B02BD01 .Y
combination

Powder and
Human

. solvent for

2 B02BDO1 Prothrombin . 500 U

solution for

Complex

injection
. Powder and
Coagulation factor
. solvent for
3 B02BDO1 IX, II, VIl and X in 600 U 0,71313 0,64800

. . solution for
combination .
injection

B02BD02 Human coagulation factor VIII
Powder and
Hunman solvent for
4 B02BD02 coagulation factor solution for 500 1U
VI injection/infu
Sion
Powder and
Human
. solvent for
5 B02BDO02 coagulation factor . 500 U 220,80000
vin solution for

injection 1



10

11

12

13

"> * [l W W W W

14

15

16

17

18

B02BDO02

B02BD02

B02BDO02

B02BDO02

r-

B02BDO02

B02BDO02

B02BD02

B02BDO02

B02BD02

B02BDO02

B02BDO02

B02BDO02

B02BD03

B02BDO03

B02BD04

B02BD04

B02BDO04

Human
coagulation factor
VIl

Recombinant Coagulation factor V111 (Octocog
alfa, Moroctocog alfa, Turoctocog
Alfa,Simoctocog Alfa)

Coagulation factor
VIl (Octocog alfa)

S..

Coagulation factor
VI1II (Octocog alfa)

Coagulation factor
VIl (Octocog alfa)

Coagulation Factor
VIl (Turoctocog
Alfa)

Coagulation Factor
VIl (Simoctocog
Alfa)

Coagulation factor
VIIl (Moroctocog
alfa)

Coagulation factor VIII

Coagulation factor
VIII (rurioctocog
alfa pegol)

coagulation factor
Vil

alfa)
Coagulation factor

VI1IlI (Damoctocog
alfa pegol)

Powder and
solvent for

solution for
injection

Powder and
solvent for
solution for
injection
Powder and
solvent for
solution for
injection
Powder and
solvent for
solution for
injection
Powder and
solvent for
solution for
injection
Powder and
solvent for
solution for
injection
Powder and
solvent for
solution for
injection

Powder and
solvent for
injection

solution for
injection
Powder and
solvent for
solution for
injection

500

500

500

500

500

500

500

500

500

500

Coagulation factor, Factor V11 inhibitor

bypassing activity

factor VIII
inhibitor
bypassyng activity

Coagulation factor 1X

Coagulation factor
X

Coagulation factor
1X

Powder and

solvent for

solution for
infusion

Powder and
solvent for
solution for
infusion
Powder and
solvent for
solution for
injection/infu
sion

25
U/ml
(500

u)

500

613,54000

736,87167

15051,40000

603,60000

724,80000

0,81000



19

20

21

22

23

24

H.€. Ne

4

B02BDO04

B02BDO04

B02BDO04

B02BD04

B02BD04

B02BDO06

B02BDO06

B02BDO08

B02BDO08

B02BDO08

AHaTOMO-
TepanesT
NYeH Koj
/IATC-
Koa/

B02BBO01

B02BBO1

B02BDO01

B02BDO1

B02BDO1

B02BDO02

B02BD02

Powder and
Coagulation factor solvent for

1X solution for 500 v
injection
Coagulation factor 1X
Powder and
Coagulation factor solvent lor
. 500 0]
1X solution for
injection
I f tinraw.

Coagulation factor 1X (nonacog alfa)

Powder and

Coagulation factor solvent for

IX (nonacog alfa) solution for
injection

500 U

Coagulation factor v 111, Factor von Willebrand

X Powder and
Coagulation factor
solvent for
VI, Factor von . 500 U
X solution for
Wi illebrand L
injection
Eptacog alfa (activated)

Powder and

2 mg
Eptacog alfa solvent for (100
(activated) solution for
S KI1U)
injection
Powder and
5 mg
Eptacog alfa solvent for (250
(activated) solution for
S KI1U)
injection
KonnyecTtso
MexxayHapogHo ha
HenaTeHTHOo JlekapcTeeH
aKTUBHOTO
HanmeHoBaHwue a popma
NeKapCcTBeH
JINN/
0 BeLLEeCTBO
Human fibrinogen
Powder for
. solution for
Human fibrinogen 1 g

injection/infu
sion

Coagulation factor IX, 11, vii and X in

combination
Powder and
Human
. solvent for
Prothrombin . 500 U
solution for
Complex

injection

i Powder and
Coagulation factor
. solvent for
IX, I, VIl and X in ; 600 U
K i solution for
combination L
injection
Human coagulation factor Vni

Powder and

I hrmar solvent for
oagul tioi u solution for 500 U
VIM injection/infu

sion

dapmumMnop

0,71313

PbOHUKC



10

11

12

13

14

15

16

B02BDO02

B02BDO02

B02BD02

B02BDO02

B02BDO02

B02BDO02

B02BDO02

B02BDO02

B02BDO02

B02BD02

B02BDO02

B02BD02

B02BDO02

B02BD03

B02BDO03

B02BD04

Powder and

Human
i solvent for
coagulation factor . 500 U
solution lor
Vil L
injection
Powder and
Human
i solvent for
coagulation factor . 500 U
solution for
Vil L
injection

Recombinant Coagulation factor VIII (Octocog
alfa, Moroctocog alfa, Turoctocog
Alfa,Simoctocog Alfa)

Powder and
Coagulation factor solvent for

. 500 U
VIIl (Octocog alfa) solution for
injection
Powder and
Coagulation factor solvent for
. . 500 U
VIl (Octocog alia) .jllio 1 for
injection
Powder and
Coagulation factor solvent for
. 500 U
VIIl (Octocog alfa) solution for
injection
. Powder and
Coagulation Factor solvent for
VIl (Turoctocog . 500 U 274,12000
solution for
Alfa) S
injection
i Powder and
Coagulation Factor
. solvent for
VIII (Simoctocog . 500 1U
solution for
Alfa) S
injection
X Powder and
Coagulation factor
solvent for
VIIlI (Moroctocog . 500 1U 596,40000
solution for
alfa) Lo
injection
Coagulation factor VIII
Coagulation factor Powder and
VIl (rurioctocog solvent for 500 U
alfa pegol) injection
coagulation factor Powder and
yul solvent for
500 U
(efraoroctocog >JHINI ! Ot

»J injection I IS
. Powder and
Coagulation factor

solvent for
VIl (Damoctocog . 500 U
solution for
alfa pegol) . .
injection

Coagulation factor, Factor VII11 inhibitor
bypassing activity

Powder and 25
factor VIII
. solvent for U/ml
inhibitor )
. solution for (500
bypassyng activity . .
infusion u)

Coagulation factor IX

308,70990

580,00000

613,54000

730,00000

589,20000

272,83200

718,80000



Powder and
Coagulation factor solvent for

17 B02BDO04 ; 500 U 0,81140
1X solution for

infusion
Powder and

. solvent for
Coagulation factor Rk
18 B02BDO04 Ix solution for 600 U
injection/infu
sion
Powder and
Coagulation factor solvent for

19 B02BDO04 K 500 1U 0,81140
1X solution for
injection
B02BD04 Coagulation factor 1X

Powder and

20 B02BD04 Coagulation factor solvent lor 500 U

I1X solution for
Uk =m injection __
B02BDO04 Coagulation factor 1X (nonacog alfa)

Powder and
i solvent for

21 B02BDO04 Coagulation factor . 500 U 487,90800
IX (nonacog alfa) solution for

injection
B02BDO06 Coagulation factor VIII, Factor von Willebrand

i Powder and
Coagulation factor
solvent for

22 B02BDO06 V111, Factor von . 500 U 6730,57143
solution for

Willebrand .
injection
B02BDO08 Eptacog alfa (activated)
Powder and
Eptacog alfa solvent for 2 mg
23 B02BDOS P ) g ] (100 56853,00000 56590,80000
(activated) solution for
. KI1U)
injection
Powder and
If solvent for > mg
24 B02BDOS Epta.coga a ] (250 54944,60000 56772,00000
(activated) solution for KIU)

injection

Komucumsita npofb/mkyM CBOsiITa paboTa C pasrfexpaHe W npoBepka Ha (DMHAHCOBUTE
npeanoXeHns 3a CbOTBETCTBME C W3UCKBAHWATA Ha [OKyMeHTauusaTta. LleHoBUTe npensioxeHWs Ha
yyaCTHULMTE OTroBapAT Ha W3UCKBaHMATA Ha Bb3noXutens 3an0KeHM B [OKyMeHTauuata u
KomucuaATta eguHoaywHo PELLINA:

Jonycka yyacTHALUMTE [0 pasriexsnaHe Ha TeXHUYECKUTe MPeasioxKeHus.

KomucmaTta npofab/mku cBoATa paboTa C pasrfiexjaHe Ha TEXHUYECKUTE MNPeLIoKEHNA Ha
y4yaCTHULIMTE.
TexHNYeCcKOTO NPeL/IoKeHWe, crefBa a CbAbpiKa:
1. TpepnioxkeHve 3a M3MbAHEHME HA MOpbYKaTa B CbOTBETCTBME C TEXHMYECKaTa creyupukalms
n3roteeHo no MNpunoxeHue Ne 1, BKMKOYBALLO U CPOK 3a JOCTaBKa,
2. Jeknapauus, Ye KONMYecTearta OT /IEKAPCTBEHUTE NPOAYKTU Ca HAIMYHK /B cliyvauTe Mo Y. 55 an. 6
o1 3/TMXM/ - cBO6OAEH TEKCT;
3. [eknapauus 3a ocurypsisaHe Ha HeOOXOAMMWTE KO/IMYecTBa Ha OepupaHuTe JieKapcTBEHU
MPOAYKTY 3a LIeNNsa CPOK Ha J0roBopa - CBOOOAEH TEKCT;
4. [eknapaumws, Ye efMHWYHaTA LieHa 3a ornakoska ¢ AAC He npesuLIaBa yTBbpAeHaTa pedepeHTHa
CTOVMHOCT B KO/IOHa M Ha MNpunoxkeHne Ne 2 Ha Mo3UTUBHUSA NeKapCTBEH CMUCHK, aKTyasleH KbM CpPoKa
3a nony4yaBaHe Ha ogepTuTe.



5. 3aBepeHO OT y4yaCTHMKa KOmMue 3a Y[OCTOBepsBaHe Ha OTopuM3auusaTa My OT MpuUTexartensa Ha
pa3peLLeHneTo 3a ynoTpeba Ha NeKapcTBEHMS MPOAYKT UAM OT NpeAcTaBUTENS Ha NALETO Mo un. 26,
an. 2 ot 3/ITMXM, BanmaHa 3a Lienms Cpok Ha Aorosopa.

M3nckBaHMA Ha Bb3noXnte 0OTHOCHO CpoKa Ha AocTaBKa - 24 yaca.

TexHNYecKnTe NPesIOXKEHNS Ha YYaCTHULMTE Ca KaKTo crefga:

1 OdepTarta Ha y4yaCTHUKBT ,,EKoc Meguka” OO/ cbAbp)Ka TEXHUYECKO MPEeASIOKEHNE U ChAbpXKa
BCUYKN U3NCKYEMU AOKYMEHTU KOWUTO Ca B CLOTBETCTBME C [AOKYMeHTauuaTa. [pefnoXeHWeTo 3a
N3Nb/IHEHME Ha nopbykata e u3roteeHo no [MpunoxeHuve Ne 1. CpokbT 3a [ocTaBKa e 24 yaca.
TexHNYecKOTO NpessioXKeHME OTroBapsa Ha U3UCKBaHUATa Ha Bb3noxuTtens.

MoTuBMpaHa 0T FOPHOTO 0BCTOSTENCTBO, KOMUCUSATA eanHOayLLIHO PELLINA:

gonycka ,,Ekoc Meanka” OO/, Ao cnegpaliunaT eTan B npoueaypara.

2. OdhepTaTa Ha y4yacTHMKBT ,,Mefekc” OO/, cbabpKa TEXHNYECKO MPEASIOKEHME N CbAbPXKa BCUYKN
N3NCKYyeMWN JOKYMEHTU KOUTO Ca B CbOTBETCTBME C JOKYMeHTauuaTa. NpeanoxKeHneTo 3a U3Mb/HEHMe
Ha nopbykata e n3rotseHo no lMpunoxeHve Ne 1. CpokbT 3a J0CTaBKa € 24 yaca. TexXHWYecKoTo
npeaioXxeHe 0TroBaps Ha U3NCKBaHMATa Ha Bb3noxurens.

MoTuBMpaHa 0T rOPHOTO 06CTOATENCTBO, KOMUCUSATA eauHOAYLWHO PELLIW:

gonycka ,,Mepekc” OO/l fo cnefsalmAT eTan B npoweaypara.

3. OtepTata Ha y4yacTHUKLT ,,MarHad®apm bbarapus” EAL cbabpyka TEXHUYECKO MPeSsioKeHne U
CbbpXKa BCUYKA W3UCKYeMWU [OKYMEHTW KOUTO Ca B CBLOTBETCTBME C [OKYMeHTalumaTa.
MpeanoXeHWeTo 3a W3MbLAHEHME Ha Nopbykata € M3rotBeHo no [MpunoxkeHne Ne 1. CpokbT 3a
[l0CTaBKa € 24 yaca. TexHNYecKoTO NpeAnoXeHve OTroBapsa Ha U3MCKBaHUATa Ha Bb3noxurens.
MoTurBMpaHa 0T rOPHOTO OBCTOSTENCTBO, KOMUCKATA eAnHOAYLWIHO PELLIW:

gonycka ,,MarHa®apm bbnrapma” EA/L 4o cnefBawmaT eTan B npoueaypara.

4. OchepTata Ha y4aCTHUKLT ,,Cothapma TpenamHr” ALl CbabpXa TEXHUYECKO MNPEASIOKEHNE U
CbAbpXKa BCUYKA W3UCKYeMW [OKYMEHTW KOUTO ca B CBLOTBETCTBME C [OKYMeHTauusaTa.
MpeanoXeHWETO 3a W3MbAHEHME Ha Mopbykata € M3roteeHo no [MpunoxkeHne Ne 1. CpokbT 3a
[locTaBKa e 24 yaca. TexXHNYeCKOTO Npes/ioXKeHMe 0TroBapsa Ha U3MCKBaHMATa Ha Bb3noxuTens.
MoTuBMpaHa OT FOPHOTO 06CTOATENCTBO, KOMUCUSTA eanHoayLLIHO PELLIA:

ponycka ,,Cotgapma TpenguHr” AL oo cnefpalimsT eTan B npoueayparta.

5. OhepTaTa Ha Yy4YaCTHUKBLT ,,PapmumnopT” AL CbAbpKa TEXHUYECKO MNPeAsIoXKeHne N CbabpXka
BCUYKWN M3NCKYEMU AOKYMEHTU KOWUTO Ca B CLOTBETCTBME C AOKYMeHTauudATta. [pefnoXkeHWeTo 3a
N3Mb/HEHWe Ha nopbykata € u3roteeHo no MpunoxeHne Ne 1. CpokbT 3a fJocCTaBKa e 24 yaca.
TexHMYecKoTO NpesoXeHne 0TroBaps Ha U3UCKBaHMATa Ha Bb3anoxuTtens.

MoTurBMpaHa 0T FOPHOTO 06CTOSATENCTBO, KOMUCUSTA eanHoayLLIHO PELLI:

ponycka ,,®apmumnopt” AL 40 cnefBalmAT eTan B npoLeaypara.

6. OhepTata Ha y4acTHUKBLT ,,PbOHMKC Papma” EOO/ cbabpKa TEXHUYECKO MNPeasioKeHue U
CbbpXXa BCUYKM W3UCKYeMW [OKYMEHTM KOUTO Ca B CbLOTBETCTBME C [OKYMeHTauuAaTa.
MpenanoXxKeHeTo 3a M3NbAHEeHWe Ha nopbykata € u3rotseHo no [MpunoxeHve Ne 1 CpokbT 3a
[locTaBKa e 24 yaca. TeXHNUYeCKOTO MNpea/ioKeHne 0TroBaps Ha U3NCKBaHUATA Ha Bb3noxuTens.
MoTuBMpaHa 0T rOPHOTO 06CTOATENCTBO, KOMUCUSATA eAnHOAYLWHO PELLIW:

gonycka ,,®boHnkKc ®apma” EOO/] fo cnefsalimaTt etan B npoueaypara.

Komucuata npuctbnu KbM NOAPEXAaHe Ha LeHOBUTE OGepTU Ha y4aCTHULUMTE B HM3XOAALL pef 3a
HOMEHKNATYpPHUTE eAMHULM CbOoOpa3HO WK36paHWs KpUTepWii 3a Bb3naraHe. KnacupaHeTo Ha
Yy4YaCTHUUWTE Lie Ce U3BbPLUM Bb3 OCHOBA HA MKOHOMUYECKM Hal-u3rogHata odepTa, onpefeneHa
Bb3 OCHOBA Ha M36paHnsa KpUTEPUIA 3a Bb3naraHe «Ha-HUCKa LeHa» 3a DDD.

Moapexx1aHeTo e KakKTo crefga:



LIeHOBWTE OChepTy Ha

AHaToMO- MexxayHapoaHo KonmuecTso Ha ﬁﬂﬂgws
TepanesTu HEMATEHTHO INekapcTBeH aKTVBHOTO HU3XOaSILLL e 33 HOM.

HEH KOR o nmeroBarme /INN/ & POPMA fIerapeTBEHo efl. CbodpasHo
/ATC-kog/ BELLECTBO '

n36paHUs KpUTePWid
3a Bb3faraHe

B02BB01 Human fibrinogen
Powder for
solution for
B02BBO1 Human fibrinogen o 1 g Marma®apm
injection/infu
sion
B02BD01 coagulation factor IX, 11, VIl and X in combination
Powder and
Human Prothrombin solvent for
B02BDO1 . 500 U dapmumMnopT
Complex solution for
injection
i Powder and
Coagulation factor 1X,
: solvent for Megekc
B02BDO01 I, VII and X in . 600 U
T solution for Ekoc Megnka
combination . .
injection
B02BD02 Human coagulation factor VIII
Powder and
H lati solvent for
BO2BM?2 uman coaguiation — go1ution lor 00 I
factor VIII L .
injection/infu .
) lilSSISISS
«lon
Powder and
Human coagulation solvent for
B02BDO02 i 500 V] Mepekc
factor VIII solution for
injection
Powder and
Human coagulation solvent for
B02BDO02 . 500 U dapmumnopT
factor VIII solution for
injection
BO2BD02 Recombinant Coagulation factor V111 (Octocog alfa,
Moroctocog alfa, Turoctocog Alfa,Simoctocog Alfa)
Powder and
Coagulation factor solvent for
B02BDO02 . 500 U Ekoc Megnka
VIl (Octocog alfa) solution for
injection
Powder; nd
Coagulation factor solvent for
BI)2Bill 12 g _ _ 500 U
VIl (Octocog alia) solution for
injection
Powder and
i dapmMmmMmnopT
Coagulation factor solvent for
B02BDO02 . 500 U DbOHUKC
VIl (Octocog alfa) solution for
L Mepgekc
injection
i Powder and
Coagulation Factor
solvent for DbOHUKC
B02BD02 VIl (Turoctocog . 500 U
solution for Codpapma

Alfa
) injection

i Powder and
Coagulation Factor
solvent for

B02BDO02 VIl (Simoctocog ] 500 U CDapMI/IMI'IOpT
Alfa) solution for

injection



12

13

14

15

16

17

18

19

20

21

22

23

B02BDO02

B02BD02

B02BDO02

B02BDO02

B02BDO02

B02BD03

B02BDO03

B02BD04

B02BDO04

B02BDO04

B02BDO04

B02BD04

B02BD04

B02BDO04

B02BD06

B02BDO06

B02BD08

B02BDO08

X Powder and
Coagulation factor

solvent for
VIl (Moroctocog . 500 U
solution for
alfa) o
injection

Coagulation factor VIII

Powder and
solvent for 500 1U
injection

Coagulation factor
VIII (rurioctocog alfa

pegol)

Powder arid

| tf
o) ve.n or 500 U
solution for

irije HN-i
X Powder and
Coagulation factor
solvent for

VIl (Damoctocog alfa . 500 U
solution for

pegol) injection
coagulation factor, Factor VIII inhibitor bypassing
activity

Powder and
solvent for 25 U/ml

(500 U)

factor VIII inhibitor
bypassyng activity solution for

infusion

Coagulation factor 1X

Powder and

X solvent for
Coagulation factor IX . 500 U

solution for

infusion

Powder and

solvent for

solution for 600 U
injection/infu

Coagulation factor IX

sion

Powder and

i solvent for
Coagulation factor IX . 500 U

solution for

injection
Coagulation factor I1X

fi - al = Powder and
ilveni for
U or >eaw . 500 U
solution for
injection
o m

Coagulation factor 1X (hon acog alfa)

Powder and
Coagulation factor IX solvent for
(nonacog alfa) solution for

injection
Coagulation factor VIII, Factor von Willebrand

. Powder and
Coagulation factor
solvent for

VIII, Factor von . 500 1U
. solution for
Wi illebrand o
injection
Eptacog alfa (activated)

Powder and
Eptacog alfa
(activated)

solvent for 2 mg (100
solution for KI1U)
injection

Codpapma

Ekoc Megnka

DLOHUKC
Mepekc
dapmumMmnopT

Ekoc Meanka

dapmmmnopT

Mepekc

dapmMmmnopT

Codpapma

dapMmmnopT

DLOHUKC
Codpapma



Powder and
Eptacog alfa solvent for 5 mg (250 Codapma
(activated) solution for KI1U) D bOHUKC
injection

24 B02BDO08

B cvotBeTcTBME € un. 61, T. 7 ot MNMM30IN komucKuaTa NPUCTLNN KbM pasrniexnaHe Ha AOKYMEHTUTE,
CBbP3aHN C JIMYHOTO CHCTOSHWE W KPUTEpUWUTE 3a MoAOOp Ha MOCOYEHWUTe MO-rope y4acTHUUM B
HU3X0aALL, pej 3a CbOTBETHaTa HOMEHK/AaTypHa eAMHULA.

1, ,.Exkoc Megumka” OO/

MpefocTaBeHUTE [LOKYMEHTM, CBbp3aHW C JIMYHOTO CBLCTOSHME W KpUTepuuTe 3a nojbop 3a
HOMeHKNaTypHu eguHnum 3, 7,13,16 ca KakTo crejsa:

1. Onuc Ha NpefCcTaBeHUTe JOKYMEHTY;

2. EfuHeH eBpoOMenckM [OKYMEHT 3a OOLLECTBEHM MOPBbYKM C MH(OpPMaUmMs OTHOCHO JIMYHOTO
CbCTOSIHME Ha Y4YaCTHMKaA U KpuTepunTe 3a noadop /EEAOI/ Ha MarHuTeH HocuTen /anck/.

Bcuvukn [OKYMEHTW, ChAbpXKally ce B odepTaTa Ha y4yaCTHMKA Ca Ha/IMYHM U CbOTBETCTBAT Ha
npunoxeHuna onuc. [lpeactaseHnat eEEJOIN e nognucaH C €neKTPOHeH MOAMUC OT BCUYKK
3a[b/DKEHN NlMLa N0 CMUCHAA Ha un. 54, an. 2 u un. 55, an. 3 o1 30IN. KomucusaTa He ycTaHOBW MNca,
HeMmb/IHOTA WM HEeCLOTBETCTBME Ha MH(OpMauuaTa, BKIKYUTESIHO HEPeAOBHOCT WAM (PaKTUyecka
rpewka, uam HecboTBeTcTBMe. Oeprara Ha yyaCTHMKA CbOTBETCTBA C U3MCKBAHMATA KbM JIMYHOTO
CbCTOSIHME N KpUTepumuTe 3a nogoop.

MoTuBMpaHa 0T ToBa 06CTOATENCTBO, KOMUCUATA eanHoayLHO PELLIN:

gonycka ,,Ekoc Meguka” OO/, go KnacupaHe 3a HOMeHKIaTypHU eanHuum 3, 7,13,16.

2. ,,Mepekc” OO/

MpegocTaBeHNTE [AOKYMEHTUW, CBbp3aHW C JIMYHOTO CbCTOSHUE W KpuTepuuTe 3a MNoJbop 3a
HOMeHKNaTypHu egnHnum 3, 5,15,18 ca KakTo crefsa:

1. Onuc Ha NpeAcTaBeHUTE AOKYMEHTH;

2. EpvHeH eBponeiickn [OKYMEHT 3a OOLLECTBEHW MOPBbYKM C WMH(OPMAaUUs OTHOCHO JIMYHOTO
CbCTOSIHME Ha YYaCTHMKa U KputepuuTe 3a nogoop /EELONN/ Ha MarHuTeH HocuTen /auck/.

3. [leknapaums 0THOCHO [OCTOBEPHOCTTa Ha AeknapupaHuTe B EELOIN o6cTosTencTsa.

4. CnncobK No un.54, an. 2 n un. 55, an. 3 ot 30T1.

5. Pa3peLleHune 3a Tbprosumsa Ha efipo C 1eKapCTBEHM MPOAYKTN.

6. Ceptugmkar I1SO 9001:2015 Ha yyacTHMKa.

BCvukn [OKYMEHTW, CbAbpXaly ce B Ogeprata Ha y4yaCTHMKA Ca Ha/JIMYHM M CbLOTBETCTBAT Ha
npunoxenuna onuc. lMpegctaseHnatr eEEAOI He e nognucaH C eNeKTPOHEH MOAMUC OT BCUYKMK
3ab/DKEHN LA No CMUCHA Ha uni. 54, an. 2 n an. 3 n un. 55, an. 3 ot 30l uan B CLOTBETCTBME C
pasnopegbara Ha un. 41, an. 1w an. 5 ot NMN30Tr1.

C Mncmo M3x. Ne 615/23.06.2020 r. Ha ocHoBaHuMe Yn. 61, T. 6 ot MIM30I komucusaTa nmcka
OT YYacTHUKbLT ,,Megekc” OO/, aa npefctasu HoB eEEOIM, KolTo fa 6bAe NOANMUCaH C eNEKTPOHHN
NMOAMMCK OT BCUYKM 3a4b/DKEHN NnLa No CMUCHAa Ha Yun. 54, an. 2 nan. 3n yn. 55, an. 3 ot 30l nnm B
CbOTBETCTBME C pa3nopegbarta Ha un. 41, an. 1 um an. 5 ot MM30MN n npefcTaBeH Ha NoAxoAasL
ONTUYEH HOCUTEN.

Mpeamn n3TnMyaHe Ha 3aKOHOYCTaHOBEHMSA CPOK ¢ nucMo Bx. Ne 1333 /25,06,2020 r. y4aCTHUKBT
»Mepekc” OO/, npeacTaBn U3UCKAHNA LOKYMEHT.
[MpoBepkaTa 3a CbLOTBETCTBME Ha [LOKYMEHTUTE, BKIHUUTENHO W AOMBLAHUTENIHO MNPEeACTaBeHud, 3a
CbOTBETCTBUE C M3MCKBAHMATA KbM JIMYHOTO CLCTOSIHME M KpUTEpuuTe 3a NoAbop, NOCTaBeHW OT
Bb3noxutens, yctaHoBu, Ye oeptata Ha ,,Megekc” OO/ cbOTBETCTBA C KpuTepumute 3a noabop,
nocTaBeHu OT Bb3OXMTeNs. MoTuBmMpaHa OT ToBa 06CTOATENCTBO, KOMUCUATA eauHOAYLIHO PELLIN:
gonycka ,,Mepekc” OO/, 1o KnacupaHe 3a HOMeHKIaTypHU eanHuum 3, 5,15,18.

3. ,,MarnHa®apm bvnrapua” EAL

MpegocTaBeHUTE  [AOKYMEHTM, CBbP3aHM C JIMYHOTO CbCTOSHME W KpuTepuuTe 3a MNojobop 3a
HOMeHKNaTypHa eanHnLa 1 ca KakTo cneapa:

1 Onwvc Ha npefcTaBeHUTe JOKYMEHTH;



2. EOVMHEeH eBpONenckn OOKYMEHT 3a OOLIECTBEHM MOPbYKM C MHGOPMALMA OTHOCHO JIMYHOTO
CbCTOAHME Ha yYaCTHUKa U KpuTepunTe 3a nogbop /EEAON/ Ha MarHUTEH HocuTen /auck.

3. Cnucek no un.54, an. 2 nun. 55, an. 3 ot 30TI1.

BCuukn OOKYMEHTW, CbAbpXKaliy ce B oepTaTa Ha y4yaCTHMKA Ca Ha/MYHM U CbOTBETCTBAT Ha
npunoxeHuns onuc. [MpegactaseHnat eEEAOI e nognucaH € efnekKTPOHEH MNOAMMC OT BCUYKMK
3ab/DKeHN Nnua no cMucbna Ha yn. 54, an. 2 nun. 55, an. 3 ot 30IN. KomucmaTa He ycTaHOBU NIANCA,
Henmb/IHOTa WM HECbOTBETCTBME HA WH(OPMAaLMATA, BKIKOUUTENIHO HEPEeLOBHOCT WM (PaKTUYecKa
rpewlka, unmM HecboTBeTCcTBMe. OdpepTara Ha yvyaCTHMKa CbOTBETCTBA C U3UCKBAHWATA KbM JINYHOTO
CbCTOSIHME W KpUTEPUMTE 3a Noa6op.

MoTuBMpaHa 0T TOBa 06CTOATENCTBO, KOMUCUATA eanHoayLIHO PELLIW:

gonycka ,,MarHa®apm bvnrapua” EA/L Ao KnacupaHe 3a HOMeHKIaTypHa eguHuua 1.

4. ,,Cothapma Tpengunur” AL

MpefocTaBeHUTe [OKYMEHTW, CBbp3aHW C JIMYHOTO CbCTOSHME W KpUTepumTe 3a nofgbop 3a
HOMeHKNaTypHu eguHuum 10,12, 21, 23, 24 ca KaKTo cfejpa:

1 Onuc Ha npefCcTaBeHUTE AOKYMEHTMU,

2. EpvHeH eBponenckn [OKYMEHT 3a OO6LWECTBEHW MOPbYKM C WH(OPMAUMS OTHOCHO JINYHOTO
CbCTOSHME Ha Yy4yaCTHMKA W KpuTepumTe 3a nogoop /EEAOI/ Ha marHuTeH HocuTen /auck.
MpenocTaBeHO e 1 KOMWe Ha XapTus.

BCvukM [OKYMEHTM, CbAbpXKaliM ce B ogepraTa Ha y4yaCTHMKA Ca Ha/IMYHWM U CbOTBETCTBAT Ha
npunoxeHuns onuc. [MpeactaBeHnatr eEEAOIN e noanucaH C €neKTPOHeH MOAMUC OT  BCUYKU
3alb/DKeHN Nnua no cMucbna Ha Yn. 54, an. 2 n un. 55, an. 3 ot 30IN. KomucusaTa He ycTaHOBW IANCa,
Henmb/IHOTa WM HECLOTBETCTBME HA WMH(OPMAaLUATa, BKIHOYUTENIHO HEPeLOBHOCT WM (haKTuyecka
rpeLlka, wnM HecboTBeTCTBME. Orheprara Ha y4yaCTHMKA CbOTBETCTBA C M3UCKBAHUATA KbM JIMYHOTO
CbCTOSIHVE W KpUTEpUUTE 3a NOA60pP.

MoTurBMpaHa 0T TOBa 06CTOATENCTBO, KOMUCUATA eAnMHoAyLIHO PELLIW:

ponycka ,,Cothapma TpenguHr” AL fo KnacupaHe 3a HOMeHKNaTypHu eguHuuym 10,12, 21, 23, 24.

5. ,,®apmumnopt” AL

MpenocTtaBeHUTe [OKYMEHTM, CBbp3aHW C JIMYHOTO CbCTOSHWE W KpUTepuuTe 3a nogbop 3a
HOMeHKNaTypHuW eanHnum 2, 6, 9,11,17,19, 22 ca KakTo cnefga:

1 Onuc Ha NpeAcTaBeHNTe JOKYMEHTY;

2. EfuHeH eBponencknm [OKYMEHT 3a O6LeCTBEHW MOPbYKM C WMHMOPMaLMs OTHOCHO JIMYHOTO
CbCTOSAHME Ha yYaCTHUKa 1 KpuTepunTe 3a nogdop /EEAON/ Ha MarHUTEH HocuTen /anck/.

BCUUYKM [JOKYMEHTM, CbAbpXKalwiM ce B odepTaTa Ha y4yaCTHMKA Ca Ha/IMYHW U CbOTBETCTBAT Ha
npunoxeHus onuc. [peactaseHnatr eEEAOIN e nognucaH C eNekTpoOHeH MOANUC OT BCUYKM
3a[lb/DKEHN LA NO CMUCHAA Ha un. 54, an. 2 n un. 55, an. 3 o1 30IN. KomucusaTa He yCTaHOBU finnca,
HeMb/IHOTA WM HEeCbOTBETCTBME HA WMHMOPMALMATA, BKIKOYUTENIHO HEPEeLOBHOCT WM (PaKTUyecka
rpewka, uamM HecboTBeTCTBME. OghepTaTa Ha y4yaCTHMKA CbOTBETCTBA C M3UCKBAHWATA KbM JIMYHOTO
CbCTOSAHVE W KpUTepuUuTe 3a NoA60p.

MoTuBMpaHa 0T ToBa 06CTOATENCTBO, KOMUCUATA eAnHOoAYLLIHO PELLIW:

gonycka ,,dapmumnopT” AL A0 KnacupaHe 3a HOMeHKNaTypHU egmHuum 2, 6, 9,11,17,19, 22.

6. ,,®boHMKC Papma” EOO/]

MpefocTaBeHUTe [LOKYMEHTW, CBbp3aHM C J/IMYHOTO CBLCTOSHME W KpuTepumte 3a nogbop 3a
HOMeHKNaTypHu egnHnum 9,10,15,23, 24 ca KakTo cnefsa:

1 Onuc Ha npeAcTaBeHUTE JOKYMEHTY;

2. EfuHeH eBpoOMencKn [OKYMEHT 3a OO6WeCTBEHW MOPbYKM C WH(OPMaUMs OTHOCHO JIMYHOTO
CbCTOSAHME Ha YYaCTHMKa 1 KputepunTe 3a nogoop /EEAON/ Ha marHUTeH HocuTen /auck.

BCvUKM [OKYMEHTM, CbAbpXKalM ce B OgepraTa Ha Y4yaCTHMKA Ca Ha/IMYHW U CbOTBETCTBAT Ha
npunoxeHuns onuc. [peactaseHnsat eEEAOIN e nognucaH € enekTPOHEH MOAMWUC OT BCUYKM
3ab/DKeHN nnua no cMucbna Ha yn. 54, an. 2 n un. 55, an. 3 ot 30IN. KomucusaTa He yCTaHOBW NANCa,
Henmb/IHOTA WM HECLOTBETCTBME Ha WH(OPMaLMATa, BKIOUMTENHO HepefOBHOCT WAM (haKTU4ecka
rpewka, uaM HecboTBeTCTBME. Orheprara Ha y4yaCTHMKA CbOTBETCTBA C WU3NCKBAHWATA KbM JIMYHOTO
CbCTOSIHWE U KpUTEpUUTE 3a NoA60op.

MoTunBMpaHa OT TOBa 06CTOATENCTBO, KOMUCUATA eAvHOAYLWHO PELLI:

gonycka ,,®boHuKc Papma” EOO/] fo KnacupaHe 3a HOMEHKNATypHu eamHium 9,10,15, 23, 24.



Ha ocHoBaHue un. 61 1. 7 ot MNM30IT KomucuaTa pasrnefa AOKYMeHTUTE Mo yn. 61, T. 4 n 6
ot MNM30I1 3a ycTaHOBsABaHe Ha CbOTBETCTBME C U3NCKBAHWATA 33 IMYHOTO CLCTOSAHWE U KpUTepumTe
3a nofbop Ha fBama y4aCTHMUM, KOUTO Knacupa Ha MbpBO M BTOPO MACTO CbOOGPAa3HO M36paHus
KpUTEPUiA 3a N360p Ha U3MbHUTEN ,,Hal-HUCKa LeHa” 3a DDD.

KnacmnpaHeTo e KakTo cnefga:

= AHATOMO- Konnyectso
Z g Me HapoaHO Ha
g o TepanesTudeH H)eKI"?'gTEHI?I'If'O Jlekapcrsen aKTMBHOTO | - BO MACTO Il - po mAcTO
C w - -
Kog /ATC- a thopma
; T AKo,q/ HanmeHoBaHwue /INN/ (bop NleKapCcTBEHO
o BeLLEeCTBO
B02BB01 Human fibrinogen
Powder for
lution f
1 B02BBO1 Human fibrinogen _S? . _'°n _or 1 g Marmadapm
injection/infu
sion

B02BD01 coagulation factor IX, 11, VIl and X in combination

Powder and
Human Prothrombin solvent for
2 B02BDO01 . 500 i} CDapMI/IMI'IOpT
Complex solution for
injection
. Powder and
Coagulation factor IX,
solvent for

3 B02BDO1 I, VII and X in i 600 w Megekc Ekoc Megnka
S solution for
combination

injection
B02BD02 Human coagulation factor VIII
Powder and
i solvent for
Human coagulation .
4 B02BDO02 o solution for 500 ww
\ factor '/ill L
injection.-itifii
sion N
Powder and
5 B02BD02 Human coagulation solvent for 500 " Menekc
factor VIII solution for A
injection
Powder and
Human coagulation solvent for
6 B02BDO02 ] 500 1] dapmumnopT
factor VIII solution for

injection

Recombinant Coagulation factor VIII (Octocog alfa,

B02BD02 .
Moroctocog alfa, Turoctocog Alfa,Simoctocog Alfa)
Powder and
Coagulation factor VIII solvent for
7 B02BDO02 i 500 W  Ekoc Meguka
(Octocog alfa) solution for
injection
Powder and
mCoagulation factor VIL.: solvent for
8 B02BD02 500 L
(Octocog alfa) solution for
injection
Powder and
Coagulation factor VIII solvent for
9 B02BDO02 i 500 w  dapMmumnopT DbOHNKC
(Octocog alfa) solution for

injection



10

11

12

13

14

15

16

17

18

19

20

21

22

B02BDO02

B02BDO02

B02BDO02

B02BD02

B02BDO02

B02BUO02

B02BDO02

B02BD03

B02BDO03

B02BD04

B02BD04

B02BD04

B02BD04

B02BD04

'mMm

B02BD04

B02BDO04

B02BD06

B02BDO06

Powder and

Coagulation Factor solvent for 500 U
VIl (Turoctocog Alfa) solution for
injection
Powder and
Coagulation Factor solvent for
. . 500 U
VIII (Simoctocog Alfa) solution for
injection
Powder and
Coagulation factor VIII solvent for
] 500 U
(Moroctocog alfa) solution for
injection
Coagulation factor VIlII
X Powder and
Coagulation factor VIII
N solvent for 500 U
(rurioctocog alfa pegol) L
injection
Powder and )
coagulation factor VIII solvent for
. . . 500 U
(cfraorociocog alia) solui
injection

. Powder and
Coagulation factor VIII1
solvent for

(Damoctocog alfa . 500 1U
solution for
pegol)

injection
coagulation factor, Factor VIII inhibitor bypassing
activity
Powder and 25
factor VIII inhibitor solvent for U/ml
bypassyng activity solution for (500
infusion U)

Coagulation factor I1X

Powder and

. solvent for
Coagulation factor IX ] 500 1U

solution for

infusion

Powder and
solvent for
Coagulation factor I1X solution for 600 U
injection/infu
sion
Powder and
| tf
Coagulation factor IX S0 ve.n or 500 U
solution for
injection
Coagulation factor 1X

r Powder and
Coagulation factor IX _ 500 U
- solution for
. [ ] u u
injection
Coagulation factor IX (nonacog alfa)

Powder and

Coagulation factor IX solvent for
] 500 U
(nonacog alfa) solution for
injection

Coagulation factor VIII, Factor von Willebrand
. Powder and
Coagulation factor
solvent for
VIIIl, Factor von 500 1U

. solution for
Wi illebrand L
injection

PbLOHNKC

dapmumMmnopT

Codpapma

Ekoc Meguka

PbLOHNKC

Ekoc Meguka

dapmumnopT

Mepekc

dapmumMnopT

Codpapma

dapmumnopT

Codcpapma

Mepekc



B02BD08 Eptacog alfa (activated)

Powder and

2m
Eptacog alfa solvent for g
23 B02BDO08 . ) (100 D bLOHUKC Cotapma
(activated) solution for
o KI1U)
injection
Powder and
5 mg
24 B02BD0S Eptacog alfa solvent for (250 c
ohapma
(activated) solution for KIU) bap ®boHuKe

injection

Komucusata npegnara Ha ocHoBaHve un. 110, an. 1, 7. 1 ot 30l npouepypata fa 6vae

npekpaTeHa 3a HOMeHKIaTypHW eauHium 4, 8,14, 20 oT 060cobeHata no3unums.
MoTumsu:

3a HOMeHKnaTypHu eavHuun 4, 8, 14, 20 oT obocobeHaTa MO3MUMA HsIMA NoAafleHa HUTO efHa
obepra.

MpOTOKONMBT OTpa3sBa paboTaTta Ha KOMUCUATA NO pasrfiexzaaHe Ha JOKYMeEHTUTe Mo pefa Ha
yn. 104, an. 2 ot 30M nun. 61 ot MM30I1, n e nognucaH Ha ... 2020 T.

3anuyena nHpopManus
Komucus:
Mpepcepaten:

YneHose/



UserX
Textbox
Заличена информация




