NPOTOKOJ
Ne 2-4

Hacrosmusar IIporokon orpassiBa AeMHOCTTa Ha KOMHUCHUATA, Ha3HA4YeHa 10 peja Ha
y1. 103, am. 1 or 30Il cec 3amoBen Ne 87/14.05.2018 r., ma u3Bbpuik moadop Ha
y4acTHUIUTE, Ja pas3riefa U OoueHu odepTUTe UM U Jla MPOBEAE IPErOBOPH, CHOOpPa3HO
KPUTEPHUUTE 32 OIICHKA U YCIIOBUSATA, OTPa3eHH B PemieHNneTo 3a OTKpUBaHE Ha IIPOIEAypaTa u
OTIIpaBEHUTE MOKAHU B MPOILIEIypa Ha AOroBapsiHe Oe3 MpeIBapUTEIHO OOSIBICHUE C MTPEIMET
"IlepuoanyHM 1O0CTABKHM Ha JieKapcTBeHW NpoaykTu 3a HyxautTe Ha "CBAI'AJI Ilpod.
a-p . Cramaros-Bapua" EOO/l-noroBapsine 0e3 mnpeaBapuTejJHO 00sIBJieHHEe HAa
ocH.wWI. 79 an. 1 1. 2 ot 30I1", orkpura ¢ Pemenne Ne 9/03.05.2018 r., u cbc cieaHuTe
nokanenu ot Ynpasutens Ha CBAT'AJI [TPO®. [I-P 2I. CTAMATOB — BAPHA” EOO/”
TMIa:

1. BYJIMAP MJI OO/I, ceriacuo ITokana ¢ u3x.Ne 400/03.05.2018 r., monyueHa Ha

04.05.2018 r. chrimacHo NOTBBPKIACHUE 32 MTOIyYaBaHE.

2. CODAPMA TPEUJIUHI AJl, cerioacHo Ilokana ¢ m3x. Ne 401/03.05.2018 r.,

nosrydeHa Ha 04.05.2018 r. ceritacHO MOTBBPIKIACHHUE 32 MOJTyIaBaHE.

3. MEJIEKC OO/, cwriacuo Ilokana ¢ m3x.Ne 403/03.05.2018 r., momyueHa Ha

04.05.2018 r. chriracHO MOTBBPK/ICHUE 32 IMOTyJIaBaHE.

4. ®bOHUKC ®APMA EOO/I, ceriacHo Iloxana ¢ usx. Ne 405/03.05.2018 r.,

nonydeHa Ha 03.05.2018 r. cbriaacHO MOTBBPKACHHE 32 TIOJydaBaHe.

B 3akpuro 3acemanme ot 12:05 4. ma 14.05.2018 r., xomucusiTa 3amo4yHa cBosra padboTa
ceraacuo pasnen VIII ot IIT30I1, B cberas:
IIpencenaren — M.X.b. — rnaBen cueroBoauten npu "CBEATAJI ITpod.a-p . Cramaros
- Bapna" EOO/l u
Unenose:
- M.I'.WU. - maructsp dapmaneBt npu bomanuna antexka npu CBAT'AJI Tpod.a-p
J. Cramaros - Bapua EOO/[
- ans. E.X.C. — npaBocnioco6eH ropuct — aasokat npu AK Bapha.
3a mpoBeKIaHe Ha TIperoBopH Ipu yceioBusTa Ha wi.67 ot IITI30I1 ¢ 4eTBbPTHSI YIaCTHUK B
npouenypara - Meaekc OO/l, onpeznenen ciex TerjieHe Ha XpeOuil B MyOJIMYHOTO 3acelaHue Ha
komucusTa oT 11.00 uw.Ha 14.05.2018 r.

I. KomucusTa 06s1BM cJIeTHMAT THEBEH pe/l HA 3aceJaHUETO, ChbIJIACHO M3UCKBAHUATA Ha
30II u ITII3011:

1. Pasrnexpane Ha IlpeayokeHneTo 3a H3MBJIHEHHE Ha IOpbUYKATa OT y4YacTHHKA U
MIPOBEPKa 32 CHOTBETCTBUE C M3MCKBAHUSATA, IOCTAaBEHU OT Bb3noxurens. Biemane Ha perieHue 3a
OTCTpaHsBaHE WM JONYCKaHEe Ha YYaCTHHKA JI0 CIECABALLMS €Tall Ha IPEroBOPUTE 10 T.2 OT THEBHHUS
pen.

2. OTBapsiHe Ha UMK ,Ilpeanaranu 1eHOBH mapameTpu”, ¥ MPOBEpKa 3a ChOTBETCTBUE Ha
HAIPaBEHOTO LIEHOBO IIPEAJIOKEHUE C ITOCTABEHUTE YCJIOBHSI HA BB3JIOKUTEIS U OOCHKAAHETO MY C
MpencTaBuTeNs Ha ydacTHuKa. Komucusita cpoOmy, dWe HiIMa Ja OMOBECTSBA IOCTUTHATHTE
JIOTOBOPEHOCTHU C OCTAHAJIUTE YYaCTHULIM, OCBEH C U3PUUYHOTO ChIVIACHE HA yYaCTHHKA.

3. [pukitouBaHe Ha IPETOBOPUTE C YYACTHHUKA U 3aKpUBAHE Ha 3aCEIaHUETO.

II. JleiicTBMSI HA KOMHMCHUSITA CHIJIACHO O0SIBEHMST JHEBEH Pel.
IIo Touka 1. Kommcusita pasrnema IlpemnokeHnero Ha y9YacTHWKa 3a HM3NBIHEHHE Ha
MOpBYKaTa, C KOETO ca ohpeprpaHu CICTHUTE JEKAPCTBEHHU MPOTYKTH:



HOMep Ha

HOMEHKJIATY
pHA eIMHALA

MexayHapoaHo
HEeIIaTEeHTOBAHO HMe
(INN)

Tbproecko HauMeHOBaHHe

IIpoussoauTen

Tracrium, Solution for injection, 10 mg/

GlaxoSmithKline

4 Atracurium besylate ml - 2.5 ml. - Pack: 5 Manufacturing
S.p.A, Italy
Peyona, Solution for infusion and oral Chiesi Earmaceutici
8 Caffeine citrate solution, 20 mg/ml - 1 ml, -, Pack: 10
SpA, Utanus
ampoules
Calcium gluconate Farmak, Solution for
9 Calcium aluconate injection, 95.5 mg/ml-10 ml dapmak - beirapus
g (exBuBanieHTeH Ha 89 Calcium), -, Pack: | OO/1, bwirapus
10
CEFAZOLIN PANPHARMA 2 G, Panpharma
10 Cefazolin Powder for solution for injection, 2000, Laboratories,
mg, Pack: 10 Opanuus
CEFTRIAXONE-TCHAIKAPHARMA, | JaiKadapma
. . L BucokokauecTBeHHn
12 Ceftriaxone Powder for solution for injection, 1, g,
Pack: 10 Te nekapcTBa AJl,
' bbarapus
DOPAMIN WZF, Concentrate for \Ii\rlgsrﬁ\;\i:eutical
17 Dopamine hydrochloride | solution for infusion, 40 mg/ml - 5 ml,
) Works Polfa S.A.,
mg, Pack: 10
ITomma
Arixtra, Solution for injection, 2,5 mg/0,5 | Aspen Notre Dame
25 Fondaparinux ml, -, Pack: 10 pre-filled syringe (glass) de Bondevile,
with an automatic safety system France
Avrixtra, Solution for injection, 7.5 mg/0.6 | Aspen Notre Dame
26 Fondaparinux ml, -, Pack: 10 pre-filled syringe (glass) de Bondevile,
with an automatic safety system France
30 Glucose Glucose Baxter 10%, Solution for Bieffe Medital S.A.,
infusion, 100 g/l - 500 ml, g, Pack: 20 Spain
Aerrane, Inhalation vapour, liquid, 250, Baxter SA,,
37 Isoflurane . .
ml, Pack: 1 Belgium
Aspen Notre Dame
Fraxiparine sol.inj. 9500 anti-Xa 1U/ml - gfaliggdevnle,
51 Nadroparin calcium 0,4 ml, Solution for injection, 3800, 1U, . .
) GlaxoSmithKline
Pack: 10 .
Plarmaceuticals
S.A., Poland
Aspen Notre Dame
Fraxiparine sol.inj. 9500 anti-Xa IU/ml - gfaligendevnle,
52 Nadroparin calcium 0,6 ml x 10, Solution for injection, 5700, . .
, GlaxoSmithKline
IU, Pack: 10 :
Plarmaceuticals
S.A., Poland
CUROSURF, Endotracheopulmonary Chiesi Farmaceutici
54 Natural phospholipids instillation, suspension, 80 mg/ ml - 1,5

ml, mg, Pack: 2

SpA, Utanus




Piperacilin Tazobactam Panpharma,

Panpharma

62 Piperacillin / Tazobactam | Powder for solution for injection, 4 g/500 L .
) aboratories, France
mg, g, Pack: 10
67 Sodium chloride _Sodiqm Chlorid Baxter 0,9%, Solution for Bieffe Medital S.A.,
infusion, 9mg/ml - 100 ml, ml, Pack: 50 | Spain
Sodium chloride,
Potassium chloride,
68 Magnesium chloride PLASMA-LYTE 148 (PH 7.4), Solution | Bieffe Medital S.A.,
hexahydrate, Sodium for infusion, 500, ml, Pack: 20 Spain
acetate trihydrate, Sodium
gluconate
Sodium chloride,
Potassium chloride,
69 Magnesium chloride PLASMA-LYTE 148 (PH 7.4), Solution | Bieffe Medital S.A.,
hexahydrate, Sodium for infusion, 1000, ml, Pack: 1 Spain
acetate trihydrate, Sodium
gluconate
. . Thiopental Panpharma, Powder for Panpharma,
4 Thiopental sodium solution for injection, 1, g, Pack: 10 Dpanmus
Komucmsata HAMa 3abenexkm Kbm TaKa od)epmpaHMTe OT YYaCTHUKa NeKapCTBeEHU
NPOAYKTH

Komucusita koHCTaTHpa, ge [IpeanokeHneTo 3a M3MBIHEHNE HA MOPBYKATA € MOJIUCAHO OT
3aKOHHHS MPEICTABUTE] HA YYACTHHKA, a YITBIHOMOIIEHHAT My npeactaButeld - J[.M. 3asBu, 4e OT
MMETO Ha YYaCTHHUKA MOJIbPrKA TAKA HANPABEHOTO MpPeII0KeHHe.

Do Touka 2. Komucusita otBOpH miuka ,,Ilpennarann nueHoBu napameTpu’ Ha y4acTHUKA U
KOHCTaTHpa, 4e € TmpeacTaBeHo LleHOBO mpemioxkeHne mo oOpasel, MOAINMCAHO OT HAMJIEKHO
YIOBJIHOMOIICHU NPCACTABUTCIIN HAa YUaCTHUKA, C KOCTO CHIIUAT € HAaIlpaBUJI CICAHOTO MPEAJIOKCHHUC!
Mo HomeHKnaTypHa eanHmua Ne 4 - eanHUYHa LeHa B pasmep Ha 1,5400 ns.

1.
. No HomeHKnaTypHa eanHMuya Ne 8 - eanHKUYHA LeHa B pasmep Ha 29,9800 ns..

. Mo HomeHKnaTypHa eanHMua N2 9 - eanHKMYHA LeHa B pasmep Ha 2,0600 ns..

. Mo HomeHKnatypHa eguHuya Ne 10 - eguHUYHA LeHa B paamep Ha 2,4600 nB..

. No HomeHKnaTypHa eanHMuya Ne 12 - eanHUYHA LeHa B pasmep Ha 1,2800 ns..

. Mo HomeHKnNaTypHa eguHuya Ne 17 - eguHUYHa LeHa B paamep Ha 1,9000 ns..

. Mo HomeHKnNaTypHa eguHuya Ne 25 - egnHuYHa ueHa B paamep Ha 7,3900 ns..

. Mo HomeHKNaTypHa egnHuua Ne 26 - egMHUYHA LeHa B paamep Ha 22,3000 ns.

. Mo HomeHKnatypHa eguHuya Ne 30 - eguHUYHA LeHa B paamep Ha 1,4500 ns..

. Mo HomeHKnaTypHa eanHmuya Ne 37 - eaAMHMYHA UeHa B pa3mep Ha 139,1000 ns.
. Mo HomeHKNaTypHa eanHMuya Ne 51 - eanHMYHa LeHa B pasmep Ha 3,0540 ns..

. Mo HomeHKnaTypHa eanHmya Ne 52 - eanMHMYHa LeHa B pa3mep Ha 4,6700 ns..

. Mo HomeHKnaTypHa eanHmya Ne 54 - eamMHMYHa UeHa B pa3mep Ha 537,0000 ns.
. Mo HomeHKnaTypHa eanHMya N2 62 - eAMHMYHA LEeHa B pa3mep Ha 6,4100 ns..

. [lo HomeHKnaTypHa eguHUua Ne 67 - egMHUYHA LeHa B paamep Ha 1,2700 ns..

. Mo HomeHKnaTypHa eanHMya N2 68 - eAMHMYHA LeHa B pa3mep Ha 2,0100 ns..

. Mo HomeHKnaTypHa eanHMya N2 69 - eaMHMYHA LeHa B pa3mep Ha 2,9800 ns..
Mo HomeHKnaTypHa eanHuua N2 74 - eAMHUYHA LeHa B pa3mep Ha 9,2700 ns..
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18.

I{eHOBOTO MpeIOKEHHUE € MOMMHUCAHO OT HAJUIC)KHO YIIBIHOMOIIECHUTE MPEICTABUTEIN HA
yYaCTHHUKA.
Komucusta KOHCTaTHpa, Y€ IIEHOBOTO MPEUIOKEHHE 10 HOMEHKIATypHHU enuHuim NoNo




10, 17, 25, 26, 30, 67 HaaXBBPIs MaKCUMAIHUS (UHAHCOB PECypc, KONTO BB3NOKUTEIAT
MOXKe Ja ocurypu. IlpencTaBUTENAT, YIBJIHOMOIICH 3a IMPOBEKIAHETO HA IPErOBOPH B
HacTosmaTa mnporeaypa J.M. 3asaBu, 4Ye HAMA BB3MOKHOCT 3a HaMajissBaHe Ha
NpeNJIoKeHUTe MeHHW, BKIKYUTETHO H M0 MOCOYEeHHTEe HOMEHKJIATYPHH equmHuIu NeNe
10, 17, 25, 26, 30, 67 u 3asaBH, Ye MOAAbPKA TAKa HATIPABEHOTO MPeAJI0KEeHNEe, KATO He
JKejiae MOCTHTHATHTE JOTOBOPEHOCTH 12 OBbJAAT ONMOBECTABAHU NPH MPOBEKIAHETO HA
MPEroBOPUTE ¢ OCTAHAINTE YUYACTHHIIH.

IIo Touka 3. Komucusita MpHUKIIIOYN ITOTOBApSHETO C YYAaCTHUKA M 3aKpH 3aCENaHUETO CH,
KaTO HACTOAIIUAT MPOTOKOJ CE€ M3rOTBU B JIBa €K3EMIUISIPA, CAMHUIT OT KOUTO 332 yYaCTHHUKA, U Ce
MO/INKCA KaKTO CJe/Ba:

14.05.2018 1.
KOMUCUA:
I[MPEACENATEJIL:
Mk**kkk [k
YJIEHOBE: 1.
M***** I/I*****
2.
a-IIB~ E***** C*****
3a yuyactHuka Megexc OO/L:

JIFFXFE MFFX** 1 THOMOIITHUK

Tloonucume 6 nacmoswus OOKymenm ca 3anudenu Ha ocH.4i. 2 ar.2 om 33JI/] 6v6 epwv3xa c un. 42 an. 5 om 3011



