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ITPOTOKOJ
Ne2

Or Jeiinocrra Ha KOMHCHATA, Ha3HaucHa Che 3amoBen Ned21 or 08.08.2017r. wa
Msnianrenus AUPEKTOp Ha MBAJL ,JI-p Aranac Hadosexu AJ] rp.Kepxanu 3a pasriexJiane,
OLCHKA M KIacHpaHe Ha IojajeHuTe odepr B nyGnHuHO ChCTC3aHUC 3a BB3IIaraHe Ha obu[ECTBEHA
TOpBUKa ¢ npejiver: "Jlocraska na JEe3UH(EKIMOHHH IperapaTty 3a Hyxute Ha MBAJI "JI-p Aranac
Hadoscku” AJl tp. Kopokamm", OTKpuTa ¢ Pemenune No383 or 11.07.2017r. na M3nsnaurenums
JTHPEKTOP Ha JIeueOHOTO 3aBCJICHHE U IyONIMKYBaHO 06sIBIIeHHE B POIT na AOTI 796103 or 14.07.2017r.

Jluec, 01.11.2017r., or 12.00 vaca B 3anata ua V erax B neuebnoro 3aBEJICHHE ce TpoBejie
3aCC/IaHHE Ha KOMMCHS, Ha3sHAYeHA che 3anoner Nod21 or 08.08.2017r. na WMsnsaaurennms JIHPEKTOP
Ha MBAJIL . JI-p Aranac Hadosekn™ AJ] rp.Kbpiokanu B creran:

Ilpeocedamen: mc Ceitnyp Miomion — riapna MEJIHIMHCKA cecTpa;
iunenose: 1. I'anuna Usanora — HHCIIEKTOp 00IIeCTBeHO 31pase/BBH;
2. Mc Tumutpuna Croena — Crapiia Mejt. cectpa Oneparmonen 0ut0K;
3. llenka Bakanosa — CHCLHAIIICT I10 TIPEBEHTHS | KoHTpoJ Ha BBU;
4. Cuexana Kaparsozopa — HKOHOMHCT OIT;
5. 3naruana Kupmiosa — rexnnyecky opranusarop;
6. UBan PoGon — IOPHCT;

Ha saceanuero npucrerpaxa BCHYKH YJICHOBE HA KOMHCHATA.

B nenoBonctBoro na MBAJ »[-p Aranac Jladoncxu AJl rp.Kppmxami va ocrosanme 4i1.54,
an.8 ot IMI130I1 e mocrsmmo ITUCMO OT CIIEIHUSI YYACTHHK:

"desnndexrantn" EOOJ, rp.Codus ¢ Bx.Ne 4586 or 27.10.2017r. 10:254.;

KbM JIMYHOTO CHCTOSHHE KpuTepumte 3a nojbop.
"Hesundexraprn" EOOJ - ua HIPEIXOJIHOTO cH  3acesanuc KOMHCHATA yCTaHOBH, ue
YHACTHHKBT TpsibBa na mpejcrasu ma KomucuaTta Hos EEJIOI] ChABpIKAL BCHUKAaTa HeoGXomHMa
MHpOPMatust  u/my JAPYTH  TOKYMEHTH, KOHTO CBALPIKAT TIpOMEHeHa u/win JOIIBIIHUTEIHA
HH(OpMAIHS, 0THOCHO TIPUIIOKAMOCTTA Ha crienuduunuTe HAllHOHATIHH OCHOBaHHS 33 M3KJIIOYBaHE,
[IocoueHn B 00MBICHHETO MM AOKyMEHTAIMATA Ha oblecTBeHaTa liopbaka B vact III, Paspen I' u
HHpOPMaLMsTa B yacT VI, 3akmounreny TIOJIOXKEHHS;
Yyacruuksr e HNPEACTABMII B JONBJIHHTE/THO H3IHCKBAHMTE I0KYMeHTH:
® HoB EEJIOII chaspixany BCHYKaTa HeoOXo, [1MMa HHpOPMaIWs, 0THOCHO NIPHIIOKUMOCTTA
Ha  cnemuduunnre  Hanuonamy OCHOBAHH{ 32  M3KIOYBAHE, TOCOYEHH B
AOKYMEHTanusTa Ha obIecTBeHaTa Hopruka B vacr III, Pazpen I” (obcTosTencraara o
Wi 3, T. 8 ot 3akona 3a HMKOHOMMYECKHTE U (PUHAHCOBHTE OTHOIUCHHUS C JIpy)KecTRara,

3akona 3a Mepkure CPCIILy M3IHpPaHeTo Ha napu) u Heo0Xoiumara HH(pOpMANus otHOCHO
AOCTBII JI0 JIOKYMEHTHTE, MOJKPeNsIy A€KIapupanara ungpopManus B IpeJicTaBeH st
EEJIOIT;

Komucusra npuema Npe/ICTaBeHHs JOKYMEHT.
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"XUI'MEHHO - MEJIWIUHCKA UHIYCTPUSL" EOOI;
"EKOJIAB" EOOI;

"lesannpexranru" EOO;

"b.Bpayn Meukan" EOOX;

"Megnuuncka Texunia Hnxenepunr" 00/

III. Cxe 3amoses No621 ot 06. 12.2017r. 6eme YABIKEH CPOKa 32 NPHKIIIOUBANE HA KOMUCHSITA,

Ha yyacraunure um 6erre OTIIpaBCHO MCKaHe 3a yIb/DKaBaHe BAJIMJIHOCTTA Ha oepTuTe CH.

Benuku  yyactaunm lpeaicTaBuXa HeoOXOAMMHTE JIeKIapaluu 3a YABIDKAaBaHE CpoKa Ha
BaJIMIHOCT Ha NPEJCTABEHUTE OT THX odeptu B cpoxk.

IV. B nepuona or 01.11.2017r. no 17.01.2018r. KOMHCHSATA B IBJICH ChCTaB HA 3aKPHTH
3acC/lanus  IOJpOOHO pasriiesa  TeXHUYECKHTE [IPC/UIOKEHUS HA JIONYCHATHTE YYACTHHIH B
liponetypara u CTUIHa J10 CIICIHUTE KOHCTATAIHH:

"XUTI'MEHHO - MEJIUIIUHCKA WHAYCTPUS" EOOJI

OIINel Mpenapamu 3a xuzuenna u XUpypeuuna oesungpexyun na pvye

Komucusra ycrawosu, ue YYACTHHUKBT B IIPOLENypaTa € NpPeJCTABHII BCHUKH H3HCKYEMH OT
BB3JIOXKUTEIIS JOKYMEHTH, 8 HMMEHHO:

® [llonvanen Obpasey No 3 — Ipeonooicenue sa usnvinenue na nopvuxkama,

° Ilpunooicenue Nol xvm mexnuvecxama othepma — na xapmuen u eNleKMmpPOoHen Hocumer,

® [lonvanen Obpasey Nod - Hexnapayus sa coalacue ¢ Kidysume Ha RPULOdICeHUs Npoekm Ha
002060p, .

® [lonvanen Obpasey N5 - Hexnapayus sa cpoxa na sanuonoem na oghepmama,

o [Ipeocmasena e Hexnapayus no un.39, an.3, m.1, byxea ,0“ om IIT30IT no yemompenue na

- ydacmnuka.;

° 3a odepupanume oesunpexyuonnu npenapamu e npedcmaseno axmyanno paspeutenue 3a
nyckane na nasapa na buoyuden npooyxkm, uzdadenu na ocrhosanue na yn.19 om 3axona 3a
sawmuma na 6peono ewv3oeticmeue na xumuyediy Gewjecmea u npenapamu u ungopmayuonen
Jucm 3a besonacnocm;

° Ilpedcmasenu ca usuckyemume xamanosu u unempykyuu 3a ynompeba;,

e Ipedcmasenu ca usuckyemume no sud u KOIUYeCmeo Mmocmpu;

° He e npedcmasen Ooxymenm 3a OMOPUIAYUA/OMOPUIAYUOHIO  HUCMO Om npouseooumer,

3aUomo  yHacmHuKvLm e npouszeodumen na ogepupanus npenapam;

CJIE/, KOETO HalpaBH MPOBEpPKa Ha ChBLPKAHHETO HA TEXHHIECKOTO NpeINIoKEHHe ChOOpasHo
M3HCKBAallMATAa HA NPONE/ypaTa W YCTAHOBH, ue AOKYMEHTHTC HAa y4acTHHKA OTrOBapsT Ha
M3HCKBaHMATA Ha IPOLEAYPaTa U 3aKOHA.

YuactHHKBT € npemioxun CPOK 3a H3ILIHEHHE Ha JIOCTABKHTE, CPOK 3a pa3cpoveHo ILalane u
OCTAaTRUCH CPOK HAa TOAHOCT Ha odepupanuTe Ne3UH(pEKIMONHT  NpenapaTy OTrOBapsIiH Ha
MHHUMAJTHUTE H3UCKBAHMUSI HA BH3JI0MKHTEIIS, ;

Odepupanure pesundexnmonnn Npenaparti ChOTBETCTBAT HA M3HCKBAHUATA HA TEeXHHYecKaTa
CIenuQUKaIHsA KbM JIOKyMEHTAIIMSATA 38 ydacTue B Hpo:ueﬂypa'ra.

Ouenkata Ha TexHmueckoTo IIPE/UIOKEHHE € M3BBPIICHA H orpaseHa B Ilpunoskenue Nel u
Hpunosxenne No2 xbM Hactosmus IIPOTOKOJI. 5

Ha 6a3a ropensnoxenoro xomucnsita HAMHPA TCXHHYECKOTO NPEII0KEeHHe HA YIaCTHHKA
32 OTrOBAPAIIO B IbJIHA CTEIICH HA M3HCKBANNNTA HA Bb3JI0IKHTE/IS, 3JI0KeHH B TeXHHYECKATA
cnenHpuKANMI HA AoKyMenTamusita. C OFIIE/L HA TOBA, KOMHCHATA €IHHOYIIHO pemu, ve
Aomycka yqyactuuka "XUT'MEHHO - MEJAUITMHCKA HHIYCTPHSL" EOOJ no cnensam eramn
B Hpoueaypara — oTBapsine Ha IEHOBOTO NP EAT0KEHHE 110 ob6ocobenara mo3umus,

i
OITNe3 Hpenapamu 3a Oesunghexyun na Meduuuilcxu uncmpymenmapuym
Komucusita yeranosu, ue YYaCTHHKBT B NIPOLE/ypaTa € MPeJCTABHI BCHUKH H3HCKYEMH OT
BB3JIOIKUTENS JIOKYMEHTH, 4 HMEHHO:
o [lonvinen Obpasey No 34 — Ipeonooicenue sa usnvanenue na nopvukama;
; 2
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o Ilpunooicenue Nel kvm mexnuveckama ochepma — na xapmuen u eiekmporen Hocumen;

o Ilonvinen Obpasey Nod - Hexnapayus 3a cvenacue ¢ Kiaysume Ha NPUnoOdNCeHUs npoekm Ha

002060p,

® IHonvanen Obpasey No5 - Jlexnapayus sa CPOKA na éanuoHocm na oepmama;

° llpedcmasena e [exnapayus no un.39, ar.3, m. 1, bykea , 0" om IIII30I1 no yemompenue na
yuacmuura;

° 3a  ogpepupanume Oesuncpexyuonnu npenapamu e npedcmaseno EC  Odexnapayus 3a
cvomeememeue u ,, CE* mapkuposka 6 cvomeemcmeue ¢ usuckeanusma na wi. 14 u un. 15 om
3IMH u unchopmayuonen nucm 3a beszonacnocm;

 [lpedcmasenu ca usuckyemume xamanozu u UHCmMpyKyuu 3a ynompeba,

° [llpedcmasenu ca usuckyemume no 6ud u Koiu1eCmeo mocmpu;

® He e npeocmasen Ooxymenm 3a OMOPUIAYUA/OMOPUIAYUOHIO RUCMO OM  HPOU3EOOUMEN,

JAUOmo  Y4acmuuKsm e npouseooumen na ogepupanume npenapamu;

CIICA, KOCTO HAlpaBH MPOBEPKA HA ChABPIKAHHETO HA TEXHUUYECKOTO IPE/UIOKCHHE chobpasHo
M3HCKBAHHATA HA NPONEJypaTa M yYCTAHOBH, Ye JOKYMEHTHTE Ha y4YaCTHHKA OTroBapsT Ha
H3UCKBAHHUATA HA Ipoleypara i 3aKoHa.

YYacTHUKBT € HPEUIOKUIT CPOK 38 H3IBIHCHHE Ha JOCTaBKUTE, CPOK 3a pa3cpoUeHO IUIalaHe |
OCTATRYCH CPOK HA TOAHOCT HAa oQepHpaHHTE Ne3MH(EKIHOHHHU NpenapaTd OTroBapsAI(d Ha
MHUHHMAJIHHTE H3HCKBAHHUS HA BH3JIOKHTEIIS.

Odepupanute jesundexiponmu [pernapari ChOTBETCTBAT HA H3UCKBAHMATA HA TEXHHUYECKATA
CHENUPUKAIHST KbM TOKYMEHTALMATA 32 y4acTue B Ipoleypara.

Onenkara Ha TEXHHYECKOTO NpeIokKeHHE © u3BbpricHa U otTpaseHa B Ilpuioxenue Nel u
Ipunoxenne No2 kuM HacTOAIHS IIPOTOKOJI. |

Ha 6a3a ropemsiosxkenoro komucusita HAMHPa TEXHHIECKOTO NPe/I0KeHHE HA YIACTHHKA
32 OTTOBAPAINO B IIBJIHA CTeNeH HA M3HMCKBAHMSITA HA Bb3JI0KUTEIS, 32/I0KEHH B TeXHHIECKATA
cenupuranist Ha gokymentamusta. C oren ma TOBA, KOMHCHATA €IHHOAYUINO peInH, Ye
Aonycka yyacruuka "XUT'UMEHHO - MEJUIIMHCKA UHAYCTPUS" EOOJ o cieasam eran
B lponeyparTa — 0TBapsiHe Ha HEHOBOTO MPe/IosKeH e 110 000coGenaTa MO3HIHSL.

OIINe4 Ipenapamu 3a Oesundpexyun na cneyuanna meduyuncka anapamypa, eHOOCKOHCKa
anapamypa u mepmonabuinu Mamepuanu
Komucusra ycramosu, ue yuactouxsr B liponueaypara € Npe/iCTaBUl BCHYKH H3HCKYEMH OT
BB3JIOMKHTENIS JOKYMEHTH, 4 UMEHHO:

o [lonvanen Obpasey No 34 — IIpeonooicenue 3a usnvinenue na nopvukama,

o [lpunooicenue Nel xvm mexnuveckama oepma — na xapmuen u enexmponen Hocumen,

o [lonvinen Obpasey Ned - Hexnapayus 3a cvenacue c KIdy3ume Ha RNPUnodcenus npoekm na
002060p, !

° [lonvunen Obpasey No5 - Hexnapayus 3a cpoxa na eanuonocm na ogepmama;

° [lpedcmasena e Jlexnapayusn no un. 39, an.3, m 1, 6yxea ,,0" om IIII30II no yemomperue na
yuacmunuxa; .

° 3a ogepupanume Oesundgexyuonnu npenapamu e npedcmaseno EC  Oexnapayus  3a
cvomeememeue u ,, CE maprupoexa ¢ Cvomeememeue ¢ usuckeanusma na yn. 14 w yn. 15 om
3IMH u ungpopmayuonen nucm 3a besonacnocm;

* [lpedcmasenu ca usuckyemume xamanozu u UHCIMPYKYUU 30 ynompeba;

® [lIpedcmasenu ca usuckyemume no 6ud u xonuvecmeo Mocmpu;

® He e npedcmasen Ooxymenm 3a omopusatfiw/omopusaquouyo RUCMO Om  hpou3eodumern,

3Auomo - yuacmuuKsm e npouseooumen na opepupanume npenapamu,
CJIEA, KOETO HallpaBH NMPOBEPKA HA ChILPKAHHETO HA TEXHHYECKOTO HPEIOKEHHE ChOOPa3HO
M3HCKBAHUATA HA WPOLEAypaTa W yCTAHOBH, Ye | AIOKyMCHTHTE HA YYacTHHKA OTrOBapaT Ha
H3UCKBAHHATA Ha IIPOLIE/ypaTa ¥ 3aKOHa.



Ha 6a3a ropensiiosxenore KOMHCHSITA Hamupa TEXHIICCKOTO Npeiomenye Ha yyacTHnka
38 OTTOBAPSINO B 1%, CTCHEH Ha M3nCKBanusTy 1A BBM0KATE, 30005000y B TeXHHYecKaTa
CHeuHpukanun yg AOKYMenTamusara, C OIIen Ha ToBa, KommcmsTy CAMHOAYIIHO pemm, ve
AOIyCKa yyacTnnka "XUT'HEHH(Q - MEIUIMHCK A HHIYCTPHS" EOOX o CJIeaABan eran

OITNes Hpenapamy 34 deauﬂgbemquﬂ Hna nosvpxrnocmy
Komucusra YCTaHOBH, ye YYaCTHUKLT B npomnesypara e HpeacTaBun Bepygy H3UCKYeMH o1
BB3I0XKHTe 15 AOKYMEHTH, a uMeHHo:
* onvaney Obpasey No 3 — Hpednoocenye 34 Ushviinenye ng nopvyukama,
° lpunocenye Noj KoM mexnuveckamg opepma— yg xapmuen u enexmponey Hocumen;
® Ionvaney Obpasey Nog . Hexnapayus 34 Cvanacue ¢ wraysume ng ipunoocenun npoexm nq

Komucusra Hpeutara yyactapgny na Obxe OTCTpaHeH o HOMCHKIIaTypyr No5.3 Ne5.4 wa
OCHOBaHue 41.107, 1.2, Oyksa a) or 00T - npejcraBun e oepra, Kosimo HE oTroBaps pa
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Ha 6a3a ropeusiiosxenoro xomucusira HaAMHPA TEXHHYECKOTO MpeJIosKeHHe HA yJaCTHHKA
"XUI'HEHHO - MEJUIIMHCKA HHAYCTPHS" EOOJ no obocoGenara mosmmus 3a He
0TroBapsino Ha H3UCKBAHMATA HA BB3JOKHTESI, 32J0KEHH B TeXHHYECKATA cnenupUKANUA HA
AoOKyMenTanuaTa, C orjexy ma ToBa, KoMHCHATA CAHHOJYITHO PeliH YYACTHHKLT Ja Obje
OTCTPAHEH 0 000co0eHATA O3HLHS HA OCHOBANME w1107, 1.2, 6yxsa a) or 3011 — npeacraBm e
oepra, KOSITO He OTTOBApPS Ha NpeBAPHTETHO 005IBEHUTE YCI0OBHSA HA HOPHUIKATA,

OITNe7 Mpenapamu 3a desungpekyun na Kyxuencku ogucu, nocyoa u npubopu 3a xpanene
Komucusita ycranosu, e yuactnuinr s pouefypata € NPEeACTaBMI BCHYKH H3HCKYEMH OT
BB3JIOKHTENIS IOKYMEHTH, a UMEHHO:

* [lonvnnen Obpasey Ne 3 — Ipeonoocenue 3a usnvinenue na nopwuxama,

o [lpunosxcenue Nel kvm mexnuveckama ohepma — na xapmuen u exekmponen nocumen;

° llonvanen Obpasey Ned - [lexnapayus 3a cvenacue c KIaysume na Npunodcenus npoeKm Ha
doeosop,

e [lonvanen Obpasey No5 - Hexnapayus 3a cpoxa na eanuonocm na ogepmamay

° Ilpedcmasena e Jlexnapayus no un.39, an. 3, m.1, 6ykea ,,0“ om ITIT30II no yemompenue na
yuacmunuka.;

* 3a ogepupanume Oesungpexyuonnu npenapamu e npedcmaseno akmyanto paspewienue 3a
nyckawe na nasapa na 6uoyuden npodykm, uzoadenu na ocrosanue na unl9 om 3akona 3a
3awuma Ha epeono @wv3deticmeue Ha XUMUYECKy sewecmea u npenapamu u uHgopmayuonen
nucm 3a besonaciocm; i

° [llpedcmasenu ca usuckyemume xamanosu u uncmpykyuu 3a ynompeba,

° He e npeocmasen oOoxymenm s3a OMMOPUSAYUS/OMOPUIAYUOHHO HUCMO Om npouseooumenn,

JAUOMO . yuacmnuKrm e npouseooumen na ogepupanus npenapam;

CJIE/1, KOCTO HAMTPABH IIPOBEPKA HA ChIABPIKAHUETO HA TEXHHYECKOTO IPeUIOKEHHE CHOOpasHo
M3HCKBAHUATA HAa MPOLEypaTa M YCTAHOBH, 4e JOKYMEHTHTE Ha YYacTHHKA OTTOBapiT Ha
H3UCKBAHUSITA Ha TIPOIIE/lypaTa U 3aKOHA.

YYacTHUKBT € NPeIOKHIT CPOK 3a HAIIbIIHEHHE Ha /TOCTaBKHTE, CPOK 3a Pa3CpOYEHO ILIANAHE U
OCTaTBYCH CPOK HA TOAHOCT Ha odepupaHuTe Ae3MH(EKIMOHHN  TpenapaT OTroBapsi Ha
MUHHMAJTHUTE H3UCKBAHHS HA BH3JIOKHTE]L.

Odepupannre nesundexnuonnu LIPCIIApaTH CHOTBETCTBAT HA U3HCKBAHUATA HA TEXHHUYECKATA
CHeHU(pUKAII KEM JI0OKYMEHTAIHATA 32 Y4ACTHC B nporneaypara.
Onenkata Ha TEXHHYECKOTO TIpC/UIOKCHIE € M3BbpIICHA M OTpasena B Ilpunoxenne Nol u
Hpunoxenne No2 xpM Hactosmms IIPOTOKOJI.
Ha 6a3a ropeusiosxenoro Komucusita HAMHPA TEXHHYECKOTO NPEII0/KEHHE HA YIACTHHKA
32 OTroOBapsIIO B MbJIHA CTENCH HA M3HCKBAHHSTA HA Bb3JI0KUTEIs], 3aJI0KeHH B TeXHHYECKATA
cnenudukamun Ha oxymentanmusta. C oren Ha TOBA, KOMHMCHATA CAHHOAYIIHO pPEINH, Ye
Aomycka yaacruuka "XUT'MEHHO - MEJUMIIMHCKA UHAYCTPUS" EOOJ no cnenpamy eran
B IpoueypaTa — 0TBapsiHe HA IIEHOBOTO npe/Iozenne 1o 060codenara mosumms,
¢
i

OIIN:8 Ipenapamu 3a desungpexyus na nnodose, 3enenyyyu

Komncusra ycranosu, ue yuactauksr B NPOIIE/ypaTa € NPeCTABHI BCHUKH H3HCKYEMH OT
BB3JIOKHTENIS JIOKYMEHTH, 4 MMEHHO: '

o llonvanen Obpaszey Ne 3 — IIpeodnooicenue 3a usnvinenue na nopvukama;

e Ilpunooicenue Nel kvm mexnuueckama oepma — na xapmuen u eneKmponen Hocumer;

o [lonvanen Obpasey Ned - Hexnapayus s3a cvenacue ¢ K1aysume Ha NPUnodcenus npoekm Ha
002060p; |

* [llonvanen Obpasey No5 - Hexnapayus 3a cpoka na eanudnoem na oepmama;

° Ilpedcmasena e Jlexnapayus no un.39, a3, m. 1, 6yxea ,0“ om IIIT30II no yemompenue na
yuacmuuka.; |

* 3a ogepupanume desungpexyuonnu npenapamu. e npeocmaseno akmyaino paspewienue 3a
nyckame na nasapa na 6uoyuden npodykm, uzdadenu na ocnosanue na i, 19 om 3axona 3a
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3auuma na 6peono 8v3delicmeue Ha XuMuYecKuy eeujecmea u npenapamu u uH@opmayuonen
nucm 3a 6ezonacnocm;

° Ilpedcmasenu ca usuckyemume xamanosu u UHCIMPYKYUU 3a Yyhompeba,

° He e npedcmasen Odoxymenm 3a OMOPUSAYUS/OMOPUSAYUOHHO RUCMO OM HPOU3G0OUMEI,

JAUOMO  YUACmMHUKM e npouseooumen na ogepupanus npenapam;

CJIEN, KOCTO HAIPABH MPOBEPKA HA CHABPKAHHETO HA TeXHHYECKOTO IpeioKeHne crobpasHo
M3MCKBAHMATA HA TIPOLENypaTa W YCTAHOBH, dYe JOKYMEHTHTE Ha YYacTHHKAa OTroBapiT Ha
H3UCKBaHMATA Ha IPOLEJyPaTa H 3aKOHA.

YYaCTHUKDT € HPe/UTOIIII CPOK 32 H3IbIHEHHE Ha JIOCTaBKHTE, CPOK 3a Pa3cpoOYEHO IJialiaHe u
OCTATRHCH  CPOK HA TOJHOCT HA OQepupanute Je3uH(eKIHOHHN npenapatd  OTroBapsid Ha
MHHUMATHUTE H3HCKBAHUS HA BH3JIOMKHTEIIS.

Odepupannre nesundexuuonnn lIpeTiapaTi ChOTBETCTBAT HA M3MCKBAHHMATA HA TEXHUYECKATA
crernupuKalis KbM I0KYMCHTALIHATA 38 y4acTHe B Ipole/iypara.

Ouenkara Ha TeXHHYECKOTO MpEUIONKEHHE 6 U3BBPIICHA M oTpaseHa B [lpunoxenne Nel u
Hpunosxenue No2 kbM HacTosmmst IIPOTOKOJL.

Ha 6a3a ropemnsiioxxenoro komucusita HAMHDPA TEXHHIECKOTO HPE/I0KCHIE HA YIACTHHKA
32 0TrOBApPANIO B MBJIHA CTENEH HA M3UCKBAHHSTA HA BB3JI0KHTE/Is, 32J105KeHH B TeXHHYECKATA
cuenudukanus ua goxymenrtamusta. C oriex Ha TOBA, KOMHCHSITA €IMHOAYINHO PpeIIH, Ye
fomycka yqactinka "XUI'HEHHO - MEJUIIMHCKA HHAYCTPUSL'" EOOJI o ciieasany etan
B IpOLEypaTa — 0TBAPANE HA LIEHOBOTO npe):momeléme o obocobenara mo3umus,

OIINeY ITpenapamu 3a Oesunexyun na GonHuyHo benvo, pabomno obnexno u mexcmun

Komucusira ycranosu, ue yuactnuksr B lponieaiypara € Npe/CTaBuil BCUYKH H3HCKYEMH OT
BB3JIOKUTEIIS JIOKYMEHTH, 4 HMEHHO:

* lonvanen Obpasey Ne 3 — Ipeonooicenue 3a UsnvIHeHUe Ha nopLYKkama;

o [lpunooicenue Nel kom mexnuvecxama oepma — na xapmuen u eJleKmpOoHeH Hocumel;

® llonvanen Obpasey Nod - Hexnapayus 3a cvenacue ¢ Kiaysume na npunodicenus npoekm na

002060p;

o [lonvanen Obpasey Nes - Hexnapayusn 3a cpoxa na eanudnocm na opepmama;,

* [llpedcmasena e [exnapayus no un. 39, an.3, m.1, 6yxea ,,0“ om III30I no yemompenue na

yuacmuuka.;

° 3a ogpepupanume Oesungpexyuonnu npenapamu. e npeocmaseno akmyaino paspeuienue 3a
nyckane na nasapa na ouoyuden npodykm, usdadenu na ocrnosanue na un. 19 om 3axona 3a
sawuma Ha 6pedno Gv3delicmeue na Xumuyecku sewjecmea u npenapamu u ungopmayuonen
Jucm 3a besonacnocm;
lpeocmasenu ca usuckyemume kamanosu u UHCMpPYKyuu 3a ynompeba,

He e npeocmasen ooxymenm sa OMOPUIAYUL/OMOPUIAYUOHHO NUCMO Om npoussooumen,
3aWOmo  yuacmHuKvm e npouseooumen na opepupanus npenapam;

CIIE/T, KOCTO HAlPaBH POBEPKA Ha ChABPIKAHMETO HA TEXHHUECKOTO IpeUIoKEHHE ChOOpa3HO
M3HCKBAHMATA Ha Ipouefypata M YCTAaHOBH, ue | AOKYMCHTHTE Ha YYaCTHMKAa OTIOBApAT Ha
H3UCKBaHHATA Ha NIPOLE/ypaTa U 3aKOHA.

YYaCTHHKBT € IPeJUIoKHIIT CPOK 32 M3IbIHEHHE Ha AOCTABKHTE, CPOK 3a Pa3cpoUYEHO IUIAlIAHE
OCTaTrpiCH CpPOK HA TIOAHOCT Ha oQepHpaHuTe Ae3UH(EKIMOHHN  Tpenapaty OTrOBapsIIH Ha
MHHHMAJIHUTE H3HCKBAHHS HA BH3JIOMKHUTEIS. !

~ Odepupanure Ae3MHPEKIMOHIH NIPENapaTH ChOTBETCTBAT Ha HM3HCKBAHHATA HA TEXHHYECKATa
CHEIM(HKALMS KbM IOKYMEHTAIMSITA 32 y4acTHe B IIporeypara.

Ouenkata Ha TeXHHYECKOTO TPCAVIONCHHE ¢ M3BBpIIEHa U oTpasena B IIpunoskenne Nel u
Ipunosxenne No2 kM HacTosms IPOTOKOJI,

Ha 6a3a ropemssioxxenoro komucusra HAMHpPA TEXHHYECKOTO NPEUI0KeHHE HA YYACTHHKA
32 0TroBapsilIe B IbJIHA CTENEH HA H3HCKBAHHSITA HA BB3JIOKHTEIs], 32/105KeHH B TeXHHYECKATA
coeuupuKanug Ha JokyMenrtanusita. C OTJIE/l HA TOBA, KOMMCHATA CAHHOAYINHO pelIH, ue
Aonycka yqacrauka "XUT'HMEHHO - MEJIULIMHCKA HHAYCTPUSI" EOOJ o cienpam eran
B IIponetypaTa — oTBapsine Ha NEHOBOTO HPe/VIOIKEHHE M0 obocobenara mosHumsL.

6



OIlINe10 ITpenapamu 3a desungexyun na pabomuu 06yeKu
Komucusita ycrawosu, ue Y4aCTHUKBT B IpOIENypaTa ¢ HPEJICTABHJI BCHYKH H3HUCKYEMH OT
BB3JIOKHTENISI IOKYMEHTH, 8 UMEHHO:

® [lonvanen Obpaszey Ne 3 — lpeonoacenue 3a usnvanenue na nopvukama,

o Ilpunoxcenue Nel kom mexnuveckama othepma — na xapmuen u enexmponen Hocumen,

o [lonvanen Obpasey Ned - Hexnapayus 3a cvenacue c Kiaysume Ha NpUiodcenus npoekm Ha

002080p;

*  [lonvanen Obpasey No5 - Hexnapayus sa cpoxa na eanuonocm na oghepmama,

e [Ipedcmasena e Hexnapayus no un.39, an.3, m.1, bykea ,,0" om ITII30IT no yemompenue na

ywacmnuxka.;

* 3a oghepupanume oesunghexyuonnu npenapamu e Npedcmaseno aKmyanno paspewenue 3a
iycrane na nasapa na 6uoyuden npodykm, usdadenu na ocnosanue na un. 19 om 3axona 3a
sawuma na 6peono 6v30elicmeue Ha XUMUYeCKky eewjecmea u npenapamu u ungopmayuounen
nucm 3a bezonacrnocm;
lpedcmasenu ca usuckyemume xamanosu u UHCMpYKYuu 3a ynompeoa,

He e npeocmasen ooxymenm s3a OMOPUZAYUS/ OMOPUSAYUOHHO HUCMO OMm npouzeooumenn,
JAUOMO  Y4ACMHUKLI € Ppou3eo0umen na ogepupanus npenapam;

CJIENT, KOCTO HANpaBy NPOBEPKA Ha ChAbPKAHMETO HA TEXHHICCKOTO IpeIoKenHe chobpazno
H3UCKBAHHMATA Ha NPOUENYpAaTa M yCTAHOBH, ue JIOKyMCHTUTE HA yYacTHHKA OTrOBapaT Ha
M3HCKBAHUATA Ha NPOIe/ypaTa i 3aK0Ha. |

YYacTHHKBT € mpey1osxKu CPOK 32 M3IIbJIHCHHE HA JIOCTABKUTE, CPOK 3a Pa3CPOUCHO TLIANAHE 1
OCTAaTBYCH CPOK Ha TIOJHOCT Ha odepupaHHTe AIe3HH(EKIMOHNY  NpenapaTy OTrOBapAIM Ha
MHHHMAaJIHUTE H3UCKBAHUS HA Bh3JI0KHTEIIS,

Odepupannte nesundexuponnu HpeIapaTn ChOTBETCTBAT HA M3HCKBAHMATA HA TEXHHYECKATA
CCIH(HUKAIHS KBbM JIOKyMEHTAIHATA 32 Y4acTHe B IIPOIe/ypaTa.

Onenkara Ha TexHHYECKOTO TIPC/UIOXKCHAE € M3BhpIICHA M oTpaseHa B llpwioxenue Nol u
ITpunosxenue No2 xum HAaCTOSIIHA 1IPOTOKOIL.

Ha 6a3a ropenssioxenoro xomucmsita HAMHPA TCXHHYECKOTO NPEIIOKEHHE HA yIACTHHKA
32 0TTOBAPSANIO B NBJIHA CTENEN HA M3NCKBAHMSITA HA BB3JIOKHTEJIS, 3210KeHH B TeXHHYeCKATa
CHenHpMKAIHSI HA JOKYMeHTanusTa, C OTJICL HA TOBA, KOMHCHATA CHHOJYNIHO pPemH, e
aonycka yqyacruuka "XUT'MEHHO - MEJUITHHCKA HHJYCTPUSA" EOO/ xo caensamy eran
B Hponeaypara — 0TBapsiHe HA IEHOBOTO TPE/I0KEHHE T10 o0ocobenara mo3ums.

OllNell Hpenapamu 3a desundexyun na Kou 3a 6umos omnadvi
Komucusra ycranosu, ue yuactuuxnr s fponenypara € NpeACTaBHI BCHYKH M3HCKYEMH OT
BB3JIOXKHTEIIS JIOKYMEHTH, 4 UMEHHO; :

o [lonvunen Obpasey Ne 3 — lpeonooicenue 3a usnvanenue na nopvukama,

 lpunoocenue Nel xom mexnuueckama oepma— na Xapmuen u eiekmponen Hocumen;

o [lonvanen Obpaszey Ned - Mexnapayus 3a cvepacue ¢ Kiaysume na npuiodicenus npoexm mna

002060p; 5
Honvanen Obpasey Nes - Hexnapayus 3a cpoxa na eanuonocm na ogepmama;

e Ilpeocmasena e Jlexnapayus no un.39, an. 3, m.1, 6yxea ,,0* om III30IT no yemompenue na

yuacmnuka.; '

° 3a oepupanume Oesungpexyuonnu npenapamu e npeocmaseno axmyanno paspewenue 3a
nyckane na nasapa na buoyuden npodykm, uzdadenu na ocnosanue Ha un.19 om 3axona sa
sawuma na 6pedno évzoelicmene na Xumuyecxu 6ewjecmea u npenapamu u ungopmayuonen
nucm 3a besonacnocm; :
lpedcmasenu ca usuckyemume xamanozu u UHCMPYKYUU 30 ynompeba,

He e npedcmasen dokymenm 3a OMOPUIAYUL/OMOPUZAYUOHNO NUCMO Om npouzgooumen,
JAomo . yuacmnuKum e npouseooumen na ogpepupanus npenapam,



CIIEN, KOETO HANpaBH NPOBEPKA HA CHABLPKAHMETO HA TEXHUYECKOTO MPEVIOKEHHE ChOOPa3HO
MSHCKBAHMATA Ha TIpOUEAYpaTa M YCTAHOBH, Y€ JOKYMEHTHTE Ha YUAacTHMKA OTrOBApiT Ha
H3HCKBAHUTA Ha IIPOIIE/lypaTa 1 3aKOHa.

YHaCTHHKBT € IIPEJUIOKIIL CPOK 33 M3IBIHCHHE HA JOCTABKHTE, CPOK 32 pa3cpoyeHo Iialane 1
OCTATBUCH  CPOK HA TOJHOCT Ha oQepupanute JIe3MH(CKIMONHY TperapaT OTrOBapsINH  Ha
MHHHMAJIHHTE U3HCKBAHUS HA BH3JIOYKHTE)IS.

Odepupanute ne3un(exnuonEy TpenapaTi ChOTRETCTBAT HA H3MCKBAHMATA Ha TeXHHYecKara
CrelUpUKALNS KbM JIOKYMEHTAIHSTA 33 yYacTHE B nporeypara.

Ouenkata Ha TEXHHYECKOTO MpPEIOKEHHE ¢ U3BBpIICHA W OTpaseHa B Ilpunoskenue Nel u
Ipuoxenne No2 k6M Hactosmus nporokos.

Ha 6a3a ropensioxenoro xomucusita HAMHMPA TeXHHYECKOTO NPE/VI0KeHHE HA YIACTHHKA
33 OTrOBAPHING B MLJIHA CTEHEH HA H3HCKBAHUATA HA BH3JIOKHTEIS, 3AJ0KeHH B TeXHHIECKATA
cenupukauns na jgokymentamusita, C oryien Ha TOBA, KOMHCHATA eIHHOAYLIHO PellH, e
pomnyceka yqacrinka "XUI'MEHHO - MEJIUITAHCKA MHAYCTPUST" EOO/ no ciexpany eran
B lIpoueaypara — 0TBapsine Ha LEHOBOTO NMpe/LI0KkeHHe 10 060c06eHATA MO3MIHSL.

OIINe12 Hpenapamu 3a de3unghexyun na CeKpemu, eKckpemu

Komucusra ycranosu, ue yuyactuuxsr B NpoleaypaTa € MPe/CTaBUI BCUYKH H3MCKYEMH OT
BB3JIOKUTENS JOKYMEHTH, 4 HMEHHO!

o [lonvanen Obpasey Ne 3 — IIpednooicenue 3a U3NvIHEHUE HA NOpbLYKama,

o Ilpunooicenue Nol kvm mexnuyeckama ogepma— na xapmuen u enekmponen Hocumen;

e [lonvanen Obpasey Nod - Hexnapayus 3a cvenacue ¢ knaysume na HPUNOJICeHUS. NPOeKM Ha
002060p;

e llonvanen Obpasey Nes - Jlexnapayus sa CPOKa Ha ANUOHOC Ha oepmama;

° Ilpedcmasena e Jlexnapayus no un.39, an.3, m.1, bykea ,,0" om IIII30II no ycmompenue na
yuacmmuka.,

° 3a ogepupanume Oesuncexyuonnu npenapamu e npeocmaseno akmyanHo paspeuieHue 3a
nyckawe na nasapa na buoyuden npodykm, usdadenu na ocnosanue na unl9 om 3axona 3a
3auuma Ha 6peono 6wv3delicmeue Ha XUMUYECKU eewecmea u npenapamu u ungopmayuonen
nucm 3a besonacnocm;

o [lpedcmagenu ca usuckyemume xamanosu u UHCMPYKYUU 30 ynompeba,

® He e npeocmasen doxymenm 3a OMOPUSAYUA/OMOPUAYUOHIO NUCMO OM npouseooume,

JAMOMO  YUacmuuKvm e npoussooumen Ha ogepupanus npenapam;

CJICN, KOCTO HAlpaBH NPOBEPKA HA ChABPKAHMETO HA TEXHUIECKOTO MPEUIOKEHHE cb0o0pasno
H3HCKBAHUATA HA TIpONEJlypata M YCTAHOBHM, Y€ JIOKYMEHTHTE Ha YYacTHHKa OTroBapsAT Ha
U3HCKBaHHSATA HA IIPOLEIypaTa U 3aKoHa.

YYacTHUKBT € IPeJITIOsKHI CPOK 3a H3IIBIHEHHE Ha JOCTaBKUTE, CPOK 3a Pa3CpOUYEHO IUIAIAHE H
OCTaThuCH CPOK HA TOJHOCT Ha odepHpaHuTe e3HHMEKIHOHHH IpenapaTd OTroBapsAlid Ha
MHHHMAJIHUTE U3UCKBAHHS HA BB3JIOKHTEJIS. i

Odepupanure gesundexnnonHn TIperiapaTi ChOTBETCTBAT HA M3MCKBAHMATA HA TEXHHYCCKATA
CHenU UKL KbM JOKYMEHTAIHATA 32 y4yacTHe B poreypara.

Ornenkara Ha TEXHHYECKOTO IpeUIoKeHHe € U3BBpLICHA M oTpaseHa B Ilpunosxkenue Nel u
[Tpunosxenne No2 KkbM HacTOSIMS IIPOTOKOJI.

Ha 6a3a ropeusiosxenoro komucusita HAMHPA TEXHHYCCKOTO NMPEAJIOKEHHE HA YIaCTHHKA
32 0TroBapsIIO B IILJIHA CTENEH HA H3INCKBAHMATA HA BB3JIOKHTEISA, 32J105KeHH B TEXHHYECKATA
cuenuuranus Ha jgokymentamusTa. C orven Ha TOBA, KOMHCHSAITA CJHHOJYLIHO pelIH, 4e
Aomycka yyacruuka "XUI'MEHHO - MEJJUITUHCKA HHAYCTPUSI" EOOJI 0 caeasany eran
B lIponie/iypaTa — 0TBapsiHe HA IIEHOBOTO Npe/IoKeHue 1o 060cobenara MHO3HIIHS,

OIlNe13 Ilpenapamu 3a desungpexyun na pesepeoapu 3a numerina ¢oda
Komucusra ycranosu, ue yuyacTHuKLT B IIpOLE/lypaTa € INPE/ICTaBMJI BCHYKH H3HCKYEMH OT
BB3JIOKUTENSI JOKYMEHTH, 2 HMEHHO: ;
° [Ionvanen Obpasey Ne 3 — Ipednooicenue 3a usnvanenue na nopvYKama,



o Ilpunooicenue Nel kom mexnudeckama o¢hepma — na xapmuen u ellekmpoHer Hocumel;

o Ilonvanen Obpasey Ned - [lexnapayus 3d chaace ¢ Kuaysume Ha RPULOdICEHUT npoexm Ha
002060D;

o Ilonvanen Obpazey Ne5 - Jlexnapayus 3a cpord na eanudnocm na ogepmama;

o [Ipedcmagena e Jlexiapayus no un.39, an.3, m.1, 6ykea ,0" om IIT130I1 no ycmompenue Ha
yuacmuuKd.;

o 3a ogepupanume OesunpeKkyuoniu npenapamu e npeocmaseno akmyanno paspeutenue 3d
nyckaue nd nasapa na Guoyuden npooyKm, uzdadenu Ha OCHOBaHue Ha yn. 19 om 3axona 3d
sauuma na epedno gv3oeticmeue Ha YuMudecky eeujecmea u npenapamu unpopmayuoHen
nucm 3a 6e30nacHocm;

o [Ipedcmasenu ca usuckyemume kamanosu U UHCIPYKYUU 30 ynompebd;

o He e npedcmagen OOKymenm 3d omopuU3ayUs/omopusayUoHHo  NUCMO om npou3eooumel,

3qujomo  Y4acmHuKon e npou3sooumen Ha oghepupanus npenapan,
ciiej1, KOETO HaIpaBu MpoBepKa Ha CHBPIKAHMETO Ha TEXHHIECKOTO npeIOIKEeH e CHO0PA3HO
JaCKBAHMATA Ha TIPOLlEypaTta W YCTaHOBH, HE JIOKYMEHTHTE Ha YJacTHHKA oTroBapsT Ha
H3MCKBAHMSITA A Ipoleaypara 1 3aKoHa.

VyacTHUKBT € TIPSVIOKII CPOK 38 H3INBIHCHHC Ha JIOCTAaBKHTE, CPOK 32 PascpotcHo [iaiane u
ocTarbyeH CpPOK Ha TOJIHOCT Ha o(epupaHHTe fe3uHpEKIHOHHN  TIPETIapaTh oTropapsiy Ha
MHHUMAJIHHTE H3UCKBAHHs Ha BB3JIOKHTEI.

Ogepupanute JIE3HHPEKIMOHIH mpenapati CHOTBETCTBAT Ha H3MCKBAHUITA HA TEXHUYCCKATA
crierud KA KbM JIOKyMEHTAIUATA 38 yuacTie B poLeypaTa.

Orenkara Ha TEXHHIECKOTO TpeJyIo)KEHHe € M3BBPUICHA H orpaseHa B [IpHIIOKCHHE Nol u
[IpuioKenue Ne2 KBM HACTOSALIUS TIPOTOKOIL. |

Ha 6a3a ropen3JI0KeHOTO KOMHCHITA HAMHPA TeXHHYCCKOTO IPEVIOZKeHe Ha Y IacTHHKA
33 OTrOBAPSINO B IHJIHA CTENCH HA JAMCKBAHMSITA HA BB3JIOKATEIS, 3a/I05EHH B TeXHHYeCKATa
cnenduKANMS HA JIOKYMEHTAIMSITA. C oryieq HA TOBA, KOMHCHSITA €IHHOLYIIHO penin, 4e
JIONMYCKA Y4ACTHHKA "XUT'MEHHO - MEJMIITHCKA UHJYCTPUSA" EOQO/I 10 cieaBamy erai
B NpOLEAYPaTa — 0TBAPSHEC HA [eHOBOTO MPE/I0KEHHE 110 oGocobenaTa MO3HIML.

OITNe16 Ipenapamu 3a dezunpekyua na nuzasuya
Komucusita YCTaHOBM, Y€ YYaCTHHKBT B npore/typara € Hpe/iCTaBHil BCHHKH U3UCKyeMH OT
BB3JIOKHTENS JIOKYMEHTH, @ HMEHHO: ‘

o [ITonwinen OQbpaszey Ne 3 — IIpeonooicenue 3d usnbAHenue Ha nopvukama;

o Ilpunoocenue Nel kom mexnuieckama oghepma — na xapmuen u enekmponen nocumeln;

o IHonwvunen O6pasey Ned - Jlexnapayus 3d cvanacte ¢ Kiaysume Ha RPUNOJICeNUs NPOEKIm na
002080p,;

o ITonvanen O6pasey NeS - Jlexnapayus 3a cpoxa na eanudHocm na ogepmamay;

o IIpedcmasena e [lexiapayus no wr.39, an.3, m.1, Gykea , 0 om HIT30I1 no ycmompenue Ha
yuacmuuka.;

e 3a o¢hepupanume desungpexyuonnu npenapamu. ¢ npedcmaseno aKmyanto paspeuienie 3a
nyckaie Ha nasapa na Guoyuden npooykm, wz0adenu Ha ocnosanue Ha 4i.19 om 3akona 3a
sawuma Ha 6pedHo ev3oelicmsue Ha xuMuU1ecku éewjecmsd u npenapamu. u ungopmayuonen
nucm 3a He30nacHocm; |

e [Ipedcmasenu ca UsUCKyemume Kkamano3u u UHCMpYKYuu 3a ynompeba;

o He e npedcmasen OOKymenm 3a OMOPU3AYUA/OMOPUSAYUONHO  NUCMO om Npou3eooumel,

3auomo  YHAcmHuKvin e npousgooumes na ohepupanus npenapam,
ciiejl, KOETO HarpaBd IIPOBEpKa Ha CHABPKAHUETO HA TEXHUYECKOTO npeyIoKeHne cho0pasHo
J3MCKBAHMATA HA Tpoledypara H YCTaHOBH, ye JIOKYMEHTHTE Ha Yy4acTHHKA oTropapsAT Ha
H3MCKBAHUSITA Ha TIPOoLEypaTa v 3aKoHa. !
V4acTHUKBT € TPEUIOIKII CPOK 33 H3NBIHCHAC Ha JOCTABKHATE, CPOK 32 PA3CPOUCHO IIIAMIAHE 1
ocTarbueH CpOK Ha TOAHOCT Ha o(epupanure ne3uH(EeKIMOHHN  TIperapaTh oTroBapsig Ha
MHHMMAJIHHTE H3ACKBAHUSA Ha BH3JIOKHTEIIA.
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OmeHkara Ha TeXHHUYECKOTO TPEUIONKEHHe € HM3BBhpIIeHa W 0Tpa3eHa B [Tpunoxenne Nel u
IIpusiosxenne Ne2 KbM HACTOSAIIHSA TPOTOKOJL

Ha 6a3a ropensJ/i0KeHoTo KOMHCHATA HAMHPA TEXHHYECKOTO NPEIOKEHHIE Ha y4acTHHKA
32 OTTOBAPHAINO B IIHJIHA CTEIEH HA H3MCKBAHMATA HA BB3JIOKATEIS, JAN0KCHH B TeXHHYEeCKATA
cnenuKkanus Ha jokymenranusra., C oriiel Ha TOBa, KOMHCHATA CIHHOAYIMHO PEHIH, e
monyexa yuacranka "XUITMEHHO - MEAULIMHCKA UHAYCTPUS" EOO/ 1o ciaeasam eTan
B IPOLE/lyPATA — OTBAPSNE HA HEHOBOTO NPEJIOKEHHE 110 o0oco0eHaTa MO3HIHSL.

"EKOQJIAB" EOO/I
OITNol Ipenapamu 3a xuzuenna u Xupypzuina 0e3ungexyusn na pouye
KoMucHSTa YCTAHOBH, Y€ YUACTHHKBT B IpONEMypaTa € HPEJCTaBWil BCHUKH M3MCKyeMH OT

BB3JIOKHTENA JIOKYMEHTH, 8 UMCHHO!

e [Tonvanen Obpazey Ne 3 — Ilpednooicenue 3a usnviHenue Ha nopvukama,

o [punoocenue Nel koM mexnudeckama oepma — Ha Xapmuen u eNeKkmponen Hocumen,

o Ionvanen Obpaszey Ned - Jlexnapayus 3a cv2aacue ¢ Kiaysume 1a npuiodicenus npoexkm na
0020860p;

o Ilonvanen Obpasey Ne5 - Jleknapayus 3a cpoka Ha 8aIuOHOCH Ha oghepmama;

o 3a ogepupanume Oe3ungpexyuonny npenapamy e npeocmaseno Akmyanno paspewtenue 3da
nyckane na nasapa na Guoyuden npooykm, uz0adeny Ha OCHoGAHue na yn. 19 om 3axona 3a
sauwuma na peono év3oelicmeue Ha XUMU4eCKy eewjecmea u npenapamu u unghopmayuonen
aucm 3a bezonacuocm;

o [IIpedcmasenu ca usuckyemume Kamanosu u UHCMPYKyuu 3d ynompeba,

o [Ipedcmasenu ca usuckKyemume no 6U0 U KOJIUYECHE0 MOCMpuU,

o [Ipedcmasen e OOKYMeHm 30 OMOPU3AYUA/OMOPUIAYUOHHO  NUCMO O HpOU3800UMel,
yoocmosepssayo npasa 3a nPeocmasumencmeo U mvpogus Ha mepumopuima na Penybnuxa
bvaeapus;

ciiejl, KOeTo HaIpaBH IPOBEPKa Ha Ch/(bPKAHHETO Ha TEXHUYECKOTO IPEJUI0KCHHE cho0pasHo
M3MCKBAHMSTA HA IpOLEHypara M YCTAHOBM, Y€ JIOKYMCHTHTE Ha YJacTHHKA OTroBapsiT Ha
M3UCKBAHUSTA Ha TIPOLe/lypaTa i 3aKOHa.

V4acTHHKBT € TIPEUIOAKHII CPOK 32 M3IBJIHCHHUE HA JIOCTABKMTE, CPOK 32 PasCPOUCHO ILIAINAHC H
OCTATBUCH CPOK HA TOJAHOCT Ha oQepupanute /e3MH(CKIHOHHH TPEnapati OTrOBAPAIIM  Ha
MHHHMATHHATE H3UCKBAHHU HA BH3JIOKUTEIIS.

O¢epupanute Je3uHOEKIHOHHN TPENapaTi COTBETCTBAT HA H3UCKBAHHATA HA TCXHHUCCKATA
creruUKaIis KbM JJOKyMEHTAIMATA 32 YHaCTHE B IPOIC/ypaTa.

OlleHKaTa Ha TEXHAUECKOTO NMPEUIOKEHHE ¢ M3BBplieHa u oTpaseHa B IIpuioxenue Nel u
ITpunoxernne No2 KbM HACTOAIIHS MPOTOKOJI.

Ha 6232 ropensJjio;KeHoTo KOMHCHATA HAMHPA TEXHHYCCKOTO NPE/IOKEHHE Ha yHACTHHKA
32 OTrOBAPSIIO B MBLJHA CTEIeH HA H3HCKBAHHSTA HA BBH3JIOKHTEN, 3a0KEHH B TCXHIIECKATA
cnenudukanus na goxkymentamuara, C oryiel Ha TOBA, KOMHCHATA €MHOXYINHO pEIIM, €€
ponycka yuacrnuka "EKOJIAB" EOO/L go caeasam eran B npoueaypara — OTBapsaHe Ha
LEHOBOTO NPE/AJIoKeHIe 110 000codeHaTa NO3HIHSL.

OITNe2 Ipenapamu 3a Oe3uneKysn Ha Onepamueo noJje u Kodica
KOMHCHSATA YCTaHOBH, Y€ YYAaCTHHKBT B NPOLEAypara € HPEJICTaBHJI BCHYKH H3HCKYyCMH OT
BB3JIOIKHTENIS JIOKYMEHTH, & HMEHHO!
o [onvanen O6paszey Ne 3 — Ilpeonooicenue 3a USNbAHEHUE HA NOPBYUKAMA,
o [lpunosicernue Nel kvm mexnuveckama oqbepma?ﬁ Ha xapmuen u elleKmpoHen Hocumen,
o [lonvanen Obpasey Ned - Jlexnapayus 3a cveiacue ¢ Kidysume Ha RPUL0dICeNs npoeKkm na
002080p;
o Ionvanen Obpaszey Ne5 - Jlexaapayus 3a cpoKka na 6aauoHocm Ha oghepmama;
e 3a ogepupanume Oesungexyuonny nPenapamu e HpeoCMAageHo AKMyanHo paspeutenue 3a
nyckawe na nazapa na buoyuden npooykm, uzdadenu na ocrosanue na 4n.l9 om 3axona 3a
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sauuma Ha 6pedHo 6b30elicmeUe Ha XUMUYeCKu eeujecmsa u npenapamu i uHghopmayuonen
Jiucm 3d 6@30”(16’!!0(3)?1;

o [Ipedcmagenu ca UUCKyeMume Kamanosu u uHCmpyKyuu sa ynompeba,

o [Ipedcmagenu ca usuckyemume no U0 U Konu4ecmeo Mocmpu,

e [Ipeocmagen e Ookymenm 3d OMOPU3AYUSL/OMOPUZAYUOHHO  RUCMO  OM npou3goOUmel,
y()()cmr)(;ep}mau;o npaesa sda HPG()C?HCIGHHEe.’IC‘HI()’O u mbpeoauﬂ HA mepumopuﬂma Ha Penyﬁjmka
buvieapus.

clie/T, KOETO HANPABH IIPOBEPKA HA Ch/(PIKAHHETO HA TEXHUIECKOTO MPC/UI0KCHHE ch0o0OpasHo
MAUCKBAHMATA Ha [POLEAypaTa M YCTAHOBM, de€ JIOKyMEHTHTE Ha yHacTHHKA orropapar Ha
M3UCKBAHMATA HA NIPOIEyparTa i 3aKOHA.

V4acTHHKBT € IPSUIONKHII CPOK 33 H3IIBIIHEHHE Ha JIOCTABKATE, CPOK 33 PasCpOUCHO ialane u
oCTaThUeH CPOK Ha TOAHOCT Ha O(pepHpaHuTe ne3MH(EKIMOHHN  TIpenapaTd  OTroBapsiiy  Ha
MHUHHUMAJTHUTE H3HCKBAHUS HA BH3JIOKUTEIIS.

Odepupanure Je3nHPEKIHOHHN TIperapaTi ChOTBETCTRAT Ha H3UCKBAHHATA HA TeXHHYeCKaTa
crienu(uKaIKs KbM JIOKYMECHTAIHSTA 32 Y4aCTHE B IIPOLEypara.

OneHkaTa Ha TEXHHUECKOTO IIPEJUIOKCHHE € M3BbplICHAa M 0Tpasca B ITpunoxkenue Nel u
[Tpunoxenne No2 KbM HACTOSIIHSA TPOTOKOIL.

Ha 6a3a ropems/0KenoTo KOMHCHITA HAMHPA TEXHHIECKOTO npe/iojKeHne Ha y4aCTHHKA
32 OTroBApSIIO B IHJIHA CTENEH HA H3HCKBAHHSITA HA Bh3JIOKHTEIS, 3AJI0KCHUH B TeXHHYeCKATa
cnendukamus na Aokymentanusra. C orjex Ha TOBA, KOMHCHSTA eAHHOAYIIHO peun, 4e
nonycka yuacrnuka "EKOJIAB" EOO/ no caeasamt eram B npoueaypara — OTBApsiHE HA
IICHOBOTO Npe/IosKeHue 1o o6ocodeHaTa Mo3HIHAL.

OITNe3 Ipenapamu 3a desundpexyun na MeOUHUHCKU UHCHPYMEHMapuym

KomucHsTa yCTAHOBH, Y€ YYACTHHKBT B IIpoIeypaTa € HPEACTaBHIl BCHHUKH H3HUCKYEeMH OT
BB3JIOKUTENIS JIOKYMEHTH, 8 MMEHHO:

o [Ilonvanen Obpasey Ne 34 — IIpednooicenue 3a usnvaHenue 1d ROPLUKAMA,

o [lpunooicenue Nel kom mexnuueckama othepma — na xapmuen u e1eKmponen HoCUMel;

o ITonwanen Obpasey Ned - [exnapayus 30 cvaiacue ¢ Kiaysume Ha HpUnodicenis npoexm Ha

002060p,

o ITonvanen Obpazey Ne5 - [lexnapayus 3a cpoka na ganudnocm na oghepmama,

e 3a ogepupanume Oesungekyuonnu npenapami e npeocmageno EC  Odexnapayus  3a
evomeememeue u ,, CE mapkupoeka 6 cbomeemcmesue ¢ UUCKeanuama na 4. 14 wun 15 om
3MH u ungpopmayuonen nucm 3a 6e30nacHocm;

o IlIpedcmasenu ca usucKyemume Kamaiosu u uHCMpyKyuu 3d ynompeba;

o [Ipedcmasenu ca usucKyemume no 6UO u KONUUECMEO MOCHPU;

o [Ipedcmasen e Ookymenm 3d omopu3ayUA/OMoPU3AYUOHHO  NUCMO  OM npouseooumel,
yoocmoeepasayo npasa 3a Kpeocmagumeicmeo u mvpeosui na mepumopusma na Penybiuka
Bwneapus. |

CJIeJ1, KOETO HAIIPABH MPOBEPKA HA CHIPIKAHUETO HA TEXHUIECKOTO NPC/UIONKCHHE cpobpaszHo
M3MCKBAHMATA HA Npollefypara M YCTAaHOBH, Y€ JIOKyMCHTHTC Ha Yy4aCTHHKA OTroBapsAT Ha
M3UCKBAHMATA Ha IIPOIe/lypara i 3aKoHa.

VYacTHUKGT © IPEJUIOKII CPOK 3 M3ILIHEHHE Ha JIOCTABKUTE, CPOK 33 pasCcpotcHO iaate u
ocTarbueH CpOK Ha TOJHOCT Ha odepupanute Ae3uH(EKIMOHHH TIperapaTH OTroBapsAmy  Ha
MHUHUMATHATE H3UCKBAHUS HA BH3JIOKUATEIA.

O¢epupanure Ae3HHPEKIMOHHN HPenapaTi COTBETCTBAT Ha W3UCKBAHUATA HAa TEXHHYECKATa
crenu(uKaIis KbM JOKYMEHTAIUsTa 33 y4acTHE B IIPONCIypata.

OnenKara Ha TEXHHYECKOTO INPEJUIOKCHHE € H3BBPIICHA M OTpascHa B [Ipunoxenne Nel u
IIpunosenue No2 KbM HaCTOSIIUS HPOTOKOJL

Ha 6432 ropen3J0:KeHoT0 KOMHCHSATA HAMHPA TEXHHMCCKOTO MPC/LIOKEHHE HAa y4YacTHHKA
32 OTTOBAPSIIO B ILJIHA CTENEH HA H3HCKBAHMATA HA BBLIJIOKATEN, 32J107K€HH B TEXHHYECKATA
cenuukanust Ha Jgokymentamusra. C orjiel Ha TOBAa, KOMHCHSITA eMHOAYIIHO pelH, 4e
ponycka yuacruuka "EKOJIAB" EOOJI a0 cieasani eTam B Npoueaypara — OTBAapsHe Ha

IEHOBOTO NMpPe/II0KEHHE 10 oGocobeHaTa Mo3HIHUSL.
11
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OITNe4 Ilpenapamu 3a Oe3undpexyusn na cheyuanna MeOUYUHCKa anapamypa, €HOOCKONCKa
anapamypa u mepmoaad Uiy Mamepuaiu

KomucusiTa yCTaHOBH, 4Ye YYaCTHHUKHT B npouenypara € NPEICTaBUII BCHYKH H3HCKYeMH OT
BB3IOKHTENS JIOKYMEHTH, & MMEHHO:

o [lonvanen Obpazey Ne 34 — Ilpeonodicenue 3a usnvinenue Ha ROPvUKama,

o [lpunooicenue Nel koM mexnuueckama ogepma — Ha XapmueH U el1eKmponen Hocumein,

o [lonvanen Obpasey Ned - Jleknapayus 3a cvaaacue ¢ Kiaysume HA HPUNLOJICEHUs NPOeKm Hd

002060p,

o [lonvnnen Obpazey Ne5 - Jleknapayus 3a cpoka Ha 6anuonocm na ogepmama;

e 3a ogepupanume Oezungexyuonnu npenapamu e nPeOCMAgeHo EC  Oeknapayus 3a
cvomsememeue u ,, CE* mMapkuposka é cvomeememeue ¢ usuckeanusma na wi. 14 u un. 15 om
3MH u ungpopmayuonen nucm 3a bezonacnocm;,

o [lpedcmasenu ca usuckyemume Kamaiosu u UHCMpYyKyuu 3a ynompeoa;

o [Ipedcmasenu ca usuckyemume no 6U0 u KOAU4eCmseo MOCmpu;

o Ilpeocmasen e OOKYMeHm 3a OMOPU3AYUS/OMOPUIAYUOHHO NUCMO  OM npouzgooumel,

YOOChmoGepssaujo npasa 3a nPeocmasumencme0 U Mvp2o6us Ha mepumopusma Ha Penybnuxa

Bvazapus.
CJIe/l, KOGTO HAIPABH MPOBEPKA HA CHABDIKAHUETO HA TEXHHYECKOTO NPE/UIOKEHHE Cho0pasHo

W3HCKBAHMATA HA MpONCIypaTa M YCTAaHOBH, Y€ JIOKYMEHTHTC Ha yHacTHHKA OTroBapsAT Ha
H3UCKBAHUATA Ha IpoLeypaTa H 3aKoHa.

VUacTHUKBT € IPEUIOAKHIT CPOK 3a H3MBIHEHHE Ha JIOCTABKUTE, CPOK 33 Pa3CpOUCHO IIAIIAHE
ocrarhbueH CpPOK HA TOAHOCT Ha odepupaHuTe Ae3MHPEKIMOHHH Tpernapatd OTroBapsAmld  Ha
MHHHMAaJIHATE H3UCKBAHUSI HA BH3JIOXKHTEII. '

Odepupanute Je3nHPEKINOHHH TIPENapaTi ChOTBETCTBAT HA H3HCKBAHMATA HA TCXHHUECKATa
crierduKais KbM JOKYMEHTALUATA 34 y4acTHE B ITPOIe/lypaTa.

Onenkara Ha TEXHHYECKOTO NpPEIoKeHHe € M3BbpllieHa i orpaseHa B Ilpunoxenne Nel u
[Tpunoxkenne No2 KbM HACTOSIIMS ITPOTOKOJL.

Ha 6a3a ropeus/i0KeH0TO KOMHCHSITA HAMHPA TEXHHYECKOTO MPE/UI0KeHHe Ha yIACTHAKA
32 OTrOBAPSIIO B IBJIHA CTENEH HA H3HCKBAHHATA HA BB3JIOKHTESI, 32JI05KeHH B TEXHHYECKATA
cnenndukanua Ha goxkymenrauusra. C oryieq Ha TOBA, KOMHCHSITA €IMHOJAYIIHO pemH, 4e
ponycxka yuacrnuka "EKOJIAB" EOOJL no ciaepsam eranm B HpoueaypaTta — OTBapsine Ha
LEHOBOTO IPe/IoKeHHe 110 000cobeHaTa MO3HIIHSL.

OITNe5 Hpenapamu 3a de3unpexyusn Ha ROBLPXHOCHIU
KomucHaTa yCTaHOBHM, Y€ YYaCTHHMKBT B HpOIE/ypara € MpEACTaBHI BCHYKH HM3HCKYEMH OT

BB3JIOXKHUTESI JIOKYMEHTH, @ UIMEHHO: _
o [lonvanen Obpasey Ne 3 — [Ipeonodicenue 3a usnvaANenUe Ha nopwvuxama,
o [ITpunoocenue Nel KoM mexnuueckama odepma — na Xapmuen u eekmponen HoCumern,
o [lonvanen Ob6pasey Ned - Jlexnapayus 3a cveracue ¢ Kiay3ume HA NPUNOdcenus NPoexm Ha
do2080p; '
Honwnnen Obpasey Ne5 - Jlexnapayus 3a cpoka Ha 6anuOHocm na ogepmama;
3a oghepupanume dezungexyuonnu npenapamu e nPeocmAaeeHo AKMyaiHo paspeuierue 3a
nyckane na nasapa na oGuoyuden npodykm, uzdadeHu Ha ocHoséanue na 4n.19 om 3axona 3a
3auuma na 6pedno 6b30elicmeue HA XUMUYECKU Geujecmea U npenapamu u ungopmayuoHen
nucm 3a bezonacHocm;
o [Ipedcmasenu ca usuckyemume Kamanosu u UHCMpyKyuu 3a ynompeba,
o [Ipedcmasenu ca usuckyemume no U0 u KOIU4ECmeo MOCHpU;
e Ilpedcmagen e OOKyMenm 3d OMOPU3AYUA/OMOPUIAYUOHHO HUCMO OM  RPOU3BOOUMEI,
yoocmogepasauyo npasa sa nPedcmAagumencimeo u muvp2oeus na mepumopusma na Penyonuia
bwneapus.
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clie)l, KOETO HAMpPAaBH MPOBEPKA HA ChbPKAHMETO HA TEXHHYECKOTO MPEJUI0KCHHE chobpa3Ho
W3NCKBAHMATA HA IPOIEAypara W YCTaHOBH, Y€ JIOKYMEHTHTE Ha yYacTHHKa OTroBapAT Ha
H3HMCKBAHUATA HA IPOLIE/ypaTa ¥ 3aK0oHa.

YYacTHHKBT € MPEIOKMII CPOK 3a U3IIBIHEHHE Ha JIOCTABKATE, CPOK 34 Pa3CpOuCHO IUIAMIAHC H
OCTATBPUEH CPOK HAa TOAHOCT Ha oQepupaHdTe JAC3MH(EKIMOHHH IIpENapartd OTroBapiliH Ha
MUHMMATHATE U3UCKBAHUS HA BH3JIOKUATEIS.

B Ilpunosxkenue Nel kbM TEXHMYECKOTO NPEJUIOKCHHE RO HOMEHKIAMypa Ne5.6 Ipenapamu
3a de3unexyua Ha mpyoHo dochronHU HOGBPXHOCHIU /e3 CbObpIIcane Ha anKoxonu/ y94acTHHKBT €
oepupan nesunpexnmonen npenapar Huyuoun Oxcughoym S. TIocounii € BPEME 32 CKCIIO3UIMA  OT
15 (nmernajecer) MHHYTH, a B TEXHHYecKata crelu(puKanus 1o HOMEHKJIATypara BB3IOKUTCIAT €
MOCOYHJT KpaTKa eKCIO3MLUSA JI0 e[lHAa MUHYTA.

KoMucHsTa Tpejyiara yYacTHHKBT Jia Objie oTCTpaHeH 1o HomeHKaTypu Ne5.6 Ha ocHoBaHHe
w1.107, 1.2, 6yksa a) or 30Il — mpexcraui ¢ odepra, KOATO HE OTroBaps Ha MNPE/BAPHTEIHO
00sBEHHUTE YCIIOBHS Ha NOPHUKATA.

OreHKaTa Ha TEXHHYECKOTO MPE/UIOIKEHHE 10 IPYTHTE HOMCHKIIATYPH € U3BBPIICHA U 0TpascHa
B [Ipunoxxenne Nel u Ilpunoxenue Ne2 KbM HACTOSIIMS TIPOTOKOIL

Ha 6a3a ropensJ/io:KeHOTO KOMHCHITA HAMHPA TEXHHYCCKOTO NPELIOKEHHE HA YIaCTHHKA
0 0CTAHAJHTE HOMEHKJATYpPH B 00ocofeHATAa NO3ZHUHSA 32 OTroBapAII0O B NBJIHA CTENCH HA
H3HCKBAHUSTA HA BB3JIOKHTEISH, 32JI05KeHH B TEXHHYECKATA crienM(pUKAHS HA IOKYMEeHTAHITA.
C orJiea HA TOBA, KOMHCHSITA CAMHOAYIINO peniy, Ye jonycka yuacrauka "EKOJIAB" EOOX 1o
cjaeaBall €ran B npoueaypara — OTBapsiHe HA I1(EHOBOTO TNpEJOKeHHEe IO OCTAHAIHTE
HOMEHKJIATYPH B 000co0eHaTa mo3sHius. "

OITNo6 Ilpenapamu 3a Oe3unekuun Ha Kysvosu

KoMmucHsaTa yCcTaHOBH, Y€ YYACTHHKBT B IPOIEAypaTa € NPEACTaBHII BCHUKH H3HCKYCMH OT
BB3JI0KUTENIS JIOKYMEHTH, & HMEHHO:

o [lonwvanen Obpazey Ne 3 — [Ipeonoaicenue 3a ushvinenue Ha NOPLYKAma,

o Ilpunodicenue Nel kom mexnuseckama ogpepma — na xapmuen u eNiekmponen Hocumel,

o [lonvanen Obpasey Ned - Jleknapayus 3a cveiacue ¢ Kigy3ume Ha NPULOdICEHUs. npoekm Ha
002060p,

o [lonvanen Obpasey Ne5 - [leknapayust 3a cpoka Ha 6anuoOHOCm Ha ogepmama;

e 3a ogepupanume deszunpexyuonny npenapamu e nPeOCMAGeHo akMyaIHO paspeuienue 3d
nyckane na nasapa na Guoyuden npoOyKkm, uz0adeny na ocrosanue na 4i.l19 om 3akona 3a
saupuma Ha 6peodno 6v3odelicmeue na XUMUYeCKU Geujecmsa u npenapamu u unghopmayuonen
Jucm 3a bezonacrnocm,

o [lpedcmasenu ca usuckyemume Kamanosu 1 UHCMpYKyuu 3a ynompeoa,

o [Ipedcmasenu ca usuckyemume no 6U0 u KOAUYECMBEo MOCMPIU;

o Ilpedcmasen e OoKyMeHm 30  OMOPUAYUS/OMOPUSAYUOHHO RUCMO  OM npouzgooume,
Y00CmoGepAsay0 npasa 3a nPeocmasumencme0 U Mevpeosus Ha Mepumopusima Ha Penybnuxa
Bvnzapus. :

cJie/l, KOeTO HallpaBy MpoBEpKa Ha CHABPKAHMETO HA TEXHAIECKOTO NPE/UI0KEHHE ChOOPa3HO
M3UCKBAHMATA HA NpOLEAypara W YCTAHOBH, Y€ JOKYMEHTHTe Ha yYacTHHKA OTroBapsT Ha
H3HMCKBAHUATA Ha MIpoIelypara U 3aK0oHa.

VYacTHHKET € TMPEIIOKIIT CPOK 3a U3IMBIHEHHE Ha JIOCTaBKUTE, CPOK 3a PAa3CpPOUCHO IUIANIAHEe H
OCTATBUEH CPOK Ha TOAHOCT Ha O(QepHpaHHTE Je3MH(EKIMOHHK IpenapaTd OTroBapsiy Ha
MHUHUMAJTHHTE H3UCKBAHUSA Ha BH3JIOKHTEIIS.

Odepupanute Je3uH(EKIMOHHH TIPENapaTi CHOTBETCTBAT HA W3HCKBAHMATA HA TEXHHUYCCKaTa
crieruUKanus KoM JOKyMEHTalMATa 3a y4acTHe B Iporeypara.
OneHkara Ha TEXHHYCCKOTO IpeJUIOKEHHE € M3BbpIICHAa W oTpaseHa B Ilpunoxenue Nel u
[Tpunoskenne Ne2 KbM HaCTOSAIIMS IIPOTOKOJL.
Ha 6a3a ropens/io;KeH0TO KOMHCHSITA HAMHPA TEXHHYECKOTO HPE/LI0KeHHEe Ha y4acTHHKA
32 0TroBApSINO B IILJIHA CTEIeH HA M3HCKBAHMITA HA BBH3JI0KHTES, 32JI0KEHH B TEXHHIECKATA
coenupuKanusa Ha gokymentanmara, C orjiel Ha TOBA, KOMHCHATA CJIHHOAYNIHO pemiM, e
13
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AONYCKA YYACTHHKA "EKOJIAB" EOO/I no ciaeasam erain B npouexypaTa — 0TBapsHe Ha
IEHOBOTO NpeJI0KeHHe 1o o0ocobeHaTa MO3HIHS.

OIINe7 ITpenapamu 3a OezuHexyua Ha KyXHeHcKu oghucu, nocyoa u npubopu 3a xpanene

KoMucHsiTa YCTAHOBH, Y€ Y4acTHHUKBT B [poleaypara € MpecTaBmil BCHIKHT H3UCKYeMH OT
BB3JIOMKATENS JIOKYMEHTH, @ UMCHHO:

o Ilonvanen O6pasey Ne 3 — Ipeonodicenue 3a w3nBAHEHUEe Ha NOPbLYKAMa;

o Ilpunooicenue Nel kom mexnuyeckama ogepma — Ha Xapmuel u eleKmponen nocumel,

o [Ionvinen Obpasey Ned - Jlexnapayus 3a coendcue ¢ Kkaaysume Ha NPULOJICEHUA npoexm Ha

002060p,;

o Ionvanen Obpazey Ne5 - Jlexnapayus 3a cpoxa nd ganuonocm na ogepmama

o 3a ogepupanume Oe3ungexyuonnu npenapamu e npeocmaseno akmyaiHo paspeuienue 3d

nyckaue na nasapa na Guoyuden nPoOyKm, w30adeHu Ha ocHosanue nd yn. 19 om 3akona 3a
sauuma Ha gpeono gv3oeucmeue Ha xuMuYecky gewjecmea u npenapant u ungopmayuonen
aucm 3a 6e30nacHoCm;

o [Ipedcmagenu cd UBUCKYeMUMe Kamanosu u uncmpykyuu 3d ynompe0a;

o [IIpedcmagenu ca U3UCKyemume no GUO U KONUYECMBO MOCIPU;

o IIpedcmagen e OoKymenm 3d omopu3ayus/omopusayuono  nucMo om npou3EoouUmen,
yoocmosepaeayo npasa 3d npedcmasumescmeo U movpeosui na mepumopusma Ha Penybnuxa
Buneapusi.

cliel, KOeTo HarpaBH IPOBEpKa Ha CHIABPIKAHIETO HA TEXHIHUECKOTO IpeJyIoIKeH e ChoOPasHo
A3MCKBAHMATA HA TpolELypaTa M yCTaHOBH, ¥C JIOKyMEHTHTE Ha Y9JacTHHKA oTroBapaT Ha
M3HCKBAHMATA Ha IpoIie/lypaTa i 3aKOHa.

VyacTHHKGT € TPEUIOKAT CPOK 3a M3IIBIHCHUC Ha JOCTABKHTE, CPOK 32 PA3CPOUEHO IIAIIANE "
ocTarhbueH CpOK Ha TOAHOCT Ha o(pepupaHnuTe fe3uH(EeKIHONHN  TIpenapaTh oTroBapAl Ha
MUHUMAJIHATE H3HCKBAHMS Ha BH3JIOIKUTEIL.

Ogepupanure Ae3nHPEKITMOHHA nperapaTd ChOTBETCTBAT Ha W3MCKBAHMATA HA TEXHUYECKaTa
crier(UKalis KbM JOKyMEHTAIMATA 33 yuacTHe B IpoLE/lypaTa.

OueHKara Ha TEXHHYECKOTO MPEIIOKCHHUC © W3BhpIICHA M OTpaseHa B Ipunoxenne Nel 1
punoxenne No2 KbM HACTOAIIHS IPOTOKOJL.

Ha 6a3a ropensJo/KeHOTO KOMHCHSITA HAMIPA TeXHHTECKOTO MPEIoKeHHe HA YyHACTHHKA
32 OTrOBAPSIIIO B IIbJIHA CTENCH HA H3MCKBAHMATA HA BH3JIOKHTENS], 3AI0KCHI B TEXHHYECKATA
cnenuduKanus HAa JOKyMeHTAIHsTa. C orjieq Ha TOBA, KOMHCHATA €IHITOJyIIHO pemn, |e
AONYCKA Y4YacTHHKA "EKOJIAB" EOO/I no caeppam eran B npoueaypara — OTBapsHE HA
HEHOBOTO MPeIJI0KeHHe 10 o0oco0eHaTa MO3HIHIL.

OITNo11 Ipenapamu 3a de3undpeKyun Ha Kogbu 30 6umMos OMNAOLK
KoMucusiTa YCTAaHOBM, Y€ YYaCTHHKBT B nporefypara € NpeJicTaBhil BCHHIKH HW3UCKyEeMH OT
RB3JI0KUTENS JJOKYMEHTH, @ UMCHHO:

o Ionwvunen Obpazey Ne 3 — IIpeonodicenue 3a u3hbAHEeHUe HA NOPBLYKama;

o Ilpunooicenue Nel koM mexnuyeckama oghepma — Ha Xapmuen u elekmponen Hocumeln,

o Ionvnnen Obpazey Ned - [exnapayus 3d cvanacue ¢ Kiaysume Ha nPUNodcenus npoexm Ha
002060p;

o Ilonvanen Obpazey Ne5 - Jlexnapayus 3a cpoxa ia sanudnocm na ogpepmama,

e 3a ogepupanume desungexyuonnuy npenapamu. ¢ npedcmaseno GKmMyanHo paspewtene 3a
nyckawe na nasapa Ha Guoyuden npooyKm, U30a0eHy na ocHosanue Ha yn.19 om 3axona 3a
sauuma Ha peono gv3oeticmeue Ha YUMUYECKU éeujecmea u npenapamu u ungpopmayuonen
aucm 3d be3onacHocm,

o [Ipedcmasenu ca usUCKyeMume Kamano3u 1 UHCMpYKyuy 3a ynompeoa;

e [Ipeocmagenu ca usuckyemume no gU0 U KOIUYECmBE0 MOCMPU,
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e [lpedcmasen e OoKyMenm 3a OMOPU3AYUS/OMOPUSAYUOHHO NUCMO O npou3eo0ume,
YOOCMOGEPABAUO NPABA 3a NPeOCMAGUMENCMBO U MbP2O6UL HA MEPUMOpUAMa Ha Penybnuxa
bvneapus.

cJieJl, KOETO HAIIPAaBU IPOBEPKA HA CHIbPIKAHHETO HA TEXHHUIECKOTO IIPE/UIOKCHHE ¢b00pasHo
M3HCKBAHMSITA HA TpOLENAypaTa M YCTAHOBH, Y€ JIOKYMCHTHTE Ha YYacTHHKa OTroBapaT Ha
W3UCKBAHMSTA Ha IPOLE/ypaTa 1 3aK0Ha.

VuacTHUKBT € MIPEUIONKMIT CPOK 3a U3IIBIHEHHE HA JIOCTABKATE, CPOK 3a Pa3CpOCHO IIAIAHE 1
OCTATBUEH CPOK HAa TOAHOCT Ha ofepupaHuTe Je3MH(EKIMOHHE TNpenapartd OTroBapsmy  Ha
MHHHUMAJIHUTE U3HCKBAHUS HA BB3JI0MKHUTEIIS.

Odpepupanute Je3uHPEKIMOHNN PENapaTd CHOTBETCTBAT HA M3MCKBAHUATA HA TEXHUICCKATA
crienu(pUKAIEs KbM JIOKYMEHTALUATA 34 yUacTHe B IIPOLe/lypaTa.

Onenkara Ha TEXHHYECKOTO MpPEoskeHue € W3BbplieHa M orpasena B IIpuioxenue Nel n
[Tpunoxenue No2 KbM HACTOALIMS IIPOTOKOJL.

Ha 6232 ropeus/i0sKeHOTO KOMHCHSITA HAMHPA TEXHHYECKOTO NPE/IOKEHHE HA yIACTHHKA
32 OTTOBAPSIIO B ILJIHA CTENEH HA H3HCKBAHMATA HA BH3JIOKHTEIS, 3aJ0/KEHH B TEXHHYCCKATA
cenuuKkanus Ha gokymenranusra, C orjel Ha TOBa, KOMHCHITA €MHOAYUIHO peIlH, *€
ponyeka yuacrnuka "EKOJIAB" EOOJL no caeasany eranm B Iponeaypara — OTBapsine Ha
IEHOBOTO Npe/JIoKenne Mo 06ocodenara Mo3UIHUs.

OITN212 IIpenapamu 3a de3unekyun Ha cexkpemu, eKcKpemu

KoMucHATAa YCTaHOBH, Y€ YYacTHHKBT B IpOIEAypaTa € HpEe/CTaBuil BCHYKH H3HCKYCMH OT
BB3JIOKHTEIIS JIOKYMEHTH, 4 UMEHHO:

o [lonvanen Obpaszey Ne 3 — Ipeonosicenue 3a ushviHeHue Ha NOPvYKama,

o Ilpunooicenue Nel koM mexnuveckama ohepma — na xapmuer u eNekmpoHen Hocumeln,

o [lonvanen Obpazey Ned - Jlexnapayus 3a cveiacue ¢ Kiaysume na npuilodicenus npoekm Ha
002060p,

o Tlonvanen Obpasey Ne5 - Jlexnapayus 3a cpoka na 6aiuOHOCM na oepmama;

o 3a ogepupanume Oesundexyuonnu npenapamu e HpeocmMaseHo AKMyanHo paspeuwienue 3da
nyekane na nasapa na 6uoyuden npodykm, uzdadenu na ocwosanue na ui.l9 om 3axona 3a
sauuma na 6peono Gb30elicmeue Ha XUMUYECKU Geujecmed U npenapamu u unghopmayuonen
Jiuem 3a be3onaciocm,

o [Ilpedcmasenu ca usuckyemume Kamaiosu u UHCMpYKyuu 3a ynompeoa;

e [Ipedcmasenu ca uzuckyemume no 6UO U KOIUeCGo MOCMPU;

o [lpedcmasen e Ookymenm 3a OMOPUSAYUS/OMOPUSAYUONHO HUCMO  OM npouzgooumeln,
YOOCmosepssawyo npasa 3a npeocmasumencingo U Mmvp2oGus na mepumopuima na Penybauxa
bvneapus.

clieJl, KOETO HalpaBH MPOBEPKA Ha ChbPIKAHUETO HA TEXHHYECKOTO MPEII0OKCHHE cH00pa3Ho
M3UCKBAHUATA Ha Ipollejypata M YCTaHOBH, Y€ JIOKYMCHTHTC Ha y4acTHHKA OTCOBapsiT Ha
M3MCKBAHUTA Ha IIpoIle/lypara i 3aKoHa.

VYacTHHKET € MPeUIOKHII CPOK 3a M3IBJIHEHHE Ha JOCTABKUTE, CPOK 33 Pa3CPOYCHO IUIAlIaHe v
OCTATBYEH CPOK Ha TOXHOCT Ha odepupaHuTe Je3MH(EKIHOHHM IpernapaTd OTropapdlu Ha
MHHHMAJTHHTE U3UCKBAHUS Ha BH3JIOKHUTCIIA.

Odepupanure Je3nHGEKIMOHHM TIpenapard ChOTBETCTBAT HA M3MCKBAHMATA HA TCXHHUYCCKATa
crieruQUKanys KbM JOKyMEHTAIMATa 3a yYacTHEe B IpolelypaTa.

OleHKaTa Ha TEXHMUECKOTO IPEUIOKEeHHe € M3BbpIleHa W orpaseHa B IIpunoxenue Nel u
[Tpunoxenne No2 KbM HACTOSIIHMS ITPOTOKOI.

Ha 6a3a ropen3J/iosKeH0T0 KOMHCHATA HAMHPA TEXHHYECKOTO NPEJIOKCHHE HA YIACTHHKA
32 OTrOBAPSIINO B I'GJIHA CTEHEH HA H3HCKBAHHATA HA Bb3JIOKHTE/Is, 30/10)KeHH B TCXHIYECKaTa
criennduKkanusn Ha Jgokymenramusira. C orjea Ha TOBAa, KOMHCHATA CAMHOIYIIHO pEINH, ‘¢
ponycka yuactuuka "EKOJIAB" EOOJL go caeasamy eran B mponeaypara — O0TBapsiHe Ha
LEHOBOTO NpeAIoKeHHEe 110 000cobeHaTa MO3HIHSL.

- OITNe14 Teunu canynu 3a npedonepamueo U3KbneaHe Ha nayuenma
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KoMucHsiTa yCTAaHOBH, Y€ YYaCTHHKBT B mpore/typara € Hpe/CTaBii BCHUKH HM3UCKyeMH OT
BB3JI0JKATENS IOKYMEHTH, 8 UMCHHO:

o Ilonwvanen Obpasey Ne 3 — IIpeonodicenue 3a ushwAHeHue Ha nopeiKamad,

o [Ilpunooicenue Nel Kom mexnuyeckama ohepma — Ha xapmuen u efleKmponer Hocumel;

o ITonvunen Obpasey Ned - Jlexnapayus 3a cvelacue ¢ Kaaysume Ha NPULOJICEHUA npoexm Ha
002060D;

o Ilonwvanen Obpaszey Ne5 - Jleknapayus 3a cpoka nd ganuonocm na ogpepmama;

e 3a ogepupanume Oe3utpexyuoHiU npenapamu e npeocmaseno akmyanno paspeuienue 3d
nyckane Ha nasapa na Guoyuden npooykm, wzoadenu na ocnosanue na un.l 9 om 3akona 3a
sauyuma na 6peoHo vsoelcmeue na xuMuyecky eewjecmea u npenapamu unopmayuonen
aucm 3a 6e30nACHOCIN,

o Ilpedcmagenu ca usUCKyemume Kamanosu u unempyKyuu 3a ynompeoa;

o [Ipedcmagenu ca usucKyemume no GUO U KOIUYECHE0 MOCMPU;

o IIpedcmagen e Ookymenm 3d 0MOPU3AYUA/OMOPUSAYUOHHO  NUCMO om npouseooumel,
yoocmogepasawo npasa 3d npedcmagumencmeo U mop2o6ui 1a mepumopusima Ha Penybnuxa
Bwneapusi.

cliel, KoeTo HallpaBu MPOBEPKa Ha CHBPKAHAETO HA TEXHIHIECKOTO npeuIoKeHne cro0pasHo
J3MCKBAHMATA HA TpolelypaTa M YCTaHOBHM, Y€ JIOKYMEHTATE Ha y4acTHUKA oTroBapsT Ha
M3MCKBAHMSTA Ha IIPOLE/lypaTa i 3aKoHa.

VyaCTHHKBT € TPEJUIOKUIT CPOK 32 U3IIBITHCHUC Ha JOCTABKHTE, CPOK 32 PA3sCPOUEHO ILIAIANE "
OCTAThUEH CpOK HA TIOJHOCT Ha o(pepupaHuTe Je3uu(eKIMOHHH TIPenapaTi  OTroBapsIiH Ha
MUHHAMAJIHATE W3HCKBAHMS HA BH3JIOKHTCIIA.

Odepupanute e3MHPEKITMOHHH npenaparu ChOTBETCTBAT Ha M3UCKBAHUATA HA TEXHHYECKaTa
crienu(uKaIus KbM JOKyMEHTAIMATA 34 yyactue B Ipole/lypara.

OrenKara Ha TEXHHYECKOTO MPCIIOKCHAC © W3BBpIICHA U OTpaseHa B IIpunoxenue Nel u
TTpunosxenue Ne2 KbM HaCTOAIIMA IIPOTOKOJL.

Ha 62a3a ropen3/IosKeH0To KOMHCHATA HAMHPA TEXHIYECKOTO NPEUIOKEHHE 1A y4acTHHKA
32 0TrOBAPMAII0 B NBJIHA CTENCH Ha J3HCKBAHMSITA HA BH3JOKATEIS, 3AJI0KEHI B TeXHHYeCKaTa
crenHKANMS HA JIOKYMEHTAIMATA. C oryiell HA TOBA, KOMHCHSTA EIHHOIYIIHO pemu, 4e
JAONyCKAa YYaCTHHKA "EKOJIAB" EOO/I mo ciueasani eram B npoueaypaTa — OTBApsHC HA
[EHOBOTO NPEAJIOKEHHE 110 000cobeHaTa MO3HIH.

"lesundexTantu' EOQOJ1L

OIINoS Ilpenapanu 3a de3unexyua Ha NOGLPXHOCHU

KoMucHsTa YCTaHOBH, Y€ YYAaCTHHKBT B npore/lypara € NpeicTaBuil BCHIKH M3UCKyeMH OT
BB3JIOMKHTEIIS JIOKYMEHTH, @ MMCHHO:

o Ilonvanen Obpasey Ne 3 — IIpeonooicenie 3d U3nBAHEHUE HA NOPBYUKAmA;

o [Ipunoocenue Nel kom mexnudeckama oghepma — Ha xapmuen u eNekmponen Hocumein;

o Ilonwvanen O6pasey Ned - Jlexnapayus 3d coaiacue ¢ Kiaysume Ha NPULOdICeHUs npoexm Ha
002060D, |

o [Ilonwvnnen Obpazey Ne5 - Jlexnapayus 3a cpoxa ina ganuonocm Ha ogepmama,

o Ilpedcmasena e [lexnapayus no un.39, an.3, m.1, byxkea ,0" om [II130I1 no ycmompenue Ha
yuacmmuuxa,

Tlo nomenxnamypa 5.2, - C akmugen Xjiop:

e 3a oghepupanume desungexyuonny npenapanmi € npedcmageno aKmyaiHo paspeiene 3a
nyckane na nasapa na Guoyuden npooyKm, wsdadeny na ocroganue na ui.l9 om 3axona 3a
squuma na épeono gvsoeticmeue Ha YuMuyecku eewjecmea u npenapamu u unpopmayuoHen
nucm 3a Hezonacnocm,

o IIpedcmageni ca usUcKyemume Kamaiosu u uHCMpyKyuY 3a ynompeoa;

o [Ilpedcmasenu ca usucKyemume no 610 U KOJIUYECBO MOCMPU,

16



o [Ipedcmasen e OoKyMenm 3a OMOPU3AYUS/OMOPUZAYUOHHO RUCMO OM  NPOU3G0OUmE,
yoocmoegepsagawo npasa 3a NPeocmasumescmeo U mop2osus na mepumopusma na Penybnuxa
bvreapus.

Ho nomenrxnamypa 5.5. - IHpenapamu 3a oezundexuua ia mpyoHo 00CHbRII HOGbPXHOCHIU:

e 3a odepupanume Oesunchexyuonnu npenapamu e npedCMAGeno AKmMyanHo paspeuienue 3d
nyckane na nasapa Ha oOuoyuden npooykm, uzdadenu na ocHosanue na yi.19 om 3axona 3a
sawuma na 6peono 6b30elcingue Ha XUMUYECKU Gewyecinsd u npenapamu u ungopmayuonen
nuem 3a bezonacnocm,

e [Ipedcmasenu ca uzuckyemume Kamanosu u uHcmpykyuu 3a ynompeoa,

e [Ipedcmasenu ca usuckyemunie no 6uo U KOJIUYeCmeo Mocmpu;

o [Ipedcmasen e OOKYMeHm 3a OMOPUIAYUA/OMOPUIAYUOHHO HUCMO OmM  HPOU3GOOUmE,
yoocmosepasaujo npasa 3a npeocmAasUmMencmeo u muvpeosus Ha mepumopusma na Penybnuxa
boneapus.

o nomenxnamypa 5.6. - Ilpenapamu 3a dezundexyus na mpyono 0ocHroniU HOGLPXHOCHIU

[0e3 cvovpIIcane HA ANKOX0U/:

o 3a ocepupanume Oesunpexyuonnu npenapamu e npeoCcMAageHo AKMYATHO paspeuienue 3d
nyckane Ha nasapa na buoyuoen npodykm, uzoadenu Ha ocnogéanue na yi.l9 om 3axona za
3auguma Ha 6peoHo 6b30elcmeue Ha XUMUYECKU Geujecmeda U npenapamiu u ungopmayuonen
JUcCm 3d 6830”06‘?-[06’???,’

e [Ipedcmagenu ca usucKyemume Kamanosu u UHCMpYKyuu 3a ynompeba,

e [Ipedcmasenu ca usuckyemume no 6uod U KOIULECME0 MOCMPU,

o [Ipedcmasen e Ookymenm 3a OMOPUIAYUSL/OMOPUIAYUOHHO NUCMO OM  HPOU3BooUmen,
yoocmoeepsaeawo npasa 3a Npeocmasumencmeo U mopeosus Ha mepumopusma na Penybnuka
bvneapus.

= ClIe/l, KOETO HalpaBH IIPOBEPKA HA Ch/IbPHAHUETO HA TEXHUYECKOTO HPEJUI0KEHHE ChoOpa3HO
HM3HCKBaHUATA Ha HpolefypaTta M YCTAHOBHM, 4Ye JIOKYMEHTHTE Ha Yy4yacTHHKA OTrOBapAT Ha
M3HUCKBAHUsATA HA IIPOIEJlypaTa 1 3aKoHa.

VYYacTHUKBT € MPEeIOKUII CPOK 3a M3IIBIHECHUE HA JIOCTABKUTE, CPOK 33 Pa3cpOUYEHO IUIAIaHe U
OCTaThYeH CPOK Ha TroAHocT Ha odepupanure Ae3MH(EKIHOHHU Ipernapard OTroBapsid Ha
MHHHMAJTHHTE H3HUCKBAHUS HA BH3JIOKHTEJIS,

B Ilpunoxenue Nol KbM TEXHHYECKOTO NMpeJUIOKEHHE Mo Homenkaamypu Ne5.5 Ipenapamu
3a Oezungpexyua nHa mpyono oocmoenHu nosewvpxHocmu u NeS5.6 Ilpenapamu 3a oesungexyus na
mpyono 0ocmvnHu HOGBPXHOCHMU /De3 CbOvplicanue Ha aiKoxonu/ YJ9aCTHHKBT € odepupan
nesunQexiponed npenapar CTEPHCHJI, nocoun e BpeMe 3a exciosuiuss ot 1 (ejHa) Munyrta. B
npuioykenoTo Paspemienue 3a nyckane Ha nasapa Ha ouonus ¢ Nel798-1/10.07.2015r., B pasnen VIII
Haunn na ynorpeba, Bpemero 3a Bb3JelicTBHe 0T 1(e/[Ha) MHHYTA IIOKPHBA C€aMO CIIEKThpa Ha
OaKTEepHUIMIHO U (DYHTOIH/HO JAEHCTBHE OT TEXHHYECKaTa CIeIH(HKAINA Ha BH3JIOMKHTEIS.

Komucudara npejuiara y4acTHHKBT Ja ObJie OTCTpaHeH 10 HOMEHKIATypu Ne5.5 u Ne5.6 Ha
ocHopanue wr.l07, 1.2, 6ykBa a) or 3O0Il — mnpencraBuin e odepra, KoATO HEe OTroBaps Ha
NIPEJIBAPUTEIIHO OOSIBEHUTE YCIIOBHS HA MOPHYKATA.

Onenxara Ha TEXHHYECKOTO MPe/IOJKEHHE [0 APYTrUTE HOMEHKIIATYPH € U3BBIIEeHa U OTpa3eHa
B [Ipunoxenue Nel u lpuioxenune No2 KM HACTOSIIHS TPOTOKOJL.

Ha 6a3a ropeusiio;keHOTO KOMHCHSITAa HAMHPA TEXHHYECKOTO Ipe/JIoKeHHe HA YIACTHHKA
M0 OCTAHAJHTE HOMCHKJATYPH B o0oco0eHATa NO3ZHIMS 32 OTrOBAPSIIO B IbJIHA CTENEH Ha
H3HCKBAHUATA HA Bb3JIOKHTCII, 32/105KCHH B TCXHHYCCKATA ClielH(PHKAHS HA IOKYMEHTALUATA,
C oriex Ha TOBAa, KOMHCHSITA €HHOAYIIHO peun, 4e Aomycka yuacruuka "Jlesundexranru
EOO/ no cineasamy eran B npoueaypaTa — oTBAPsSIHE HA HEHOBOTO IPE/I0KCHHE 110 OCTAHAJIHTE
HOMEHKJIATYPH B 000co0eHATA MO3HINHSIL.

OIINe7 ITpenapamu 3a de3uHpekyua Ha KyXHEHCKU ohucu, nocyoa u npuéopu 3a Xxpanene
KoMucusta ycraHOBH, Y€ Y4YacTHMKBT B IIpOIeAypaTa € MPE/CTABHJ BCHYKH H3HCKYEMH OT
BB3JIOKUTENS] JOKYMEHTH, @ UMEHHO:
o [lonvinen Obpazey Ne 3 — [Ipednooicenue 3a usnvinenue Ha HOPLYKama,
17



T

&

o [lpunooicenue Nel KoM mexnuyeckama ogepma — Ha Xapmuen U eNexmponen Hocumel,

o [lonvnnen Obpasey Ned - Jlexnapayus 3a cvenacue ¢ Kidysume Ha RPUNOJICEHUA NPOEKM HA
002060p;

o ITonvanen Obpasey N5 - [lexnapayus 3a cpoka Ha 6anUOHOCI HA ohepmamay

o [IIpeocmasena e Jlexnapayus no yn.39, ar3, m.1, 6yxea ,0“ om IIII30II no ycmompenue Ha

yuacmuuxa.,

o 3a ogepupanume Oesunghexyuonny npenapamu e npeocmaseno AKmydaniHo paspewtenue 3a
nyckane na nasapa ua Guoyuden npodykm, u30adenu Ha ocxosanue na wi.l9 om 3akona 3a
sauuma na épedno Gb30elicmeue Ha XUMUYEeCKU 6ewjecmea u npenapamu u ungpopmayuonen
aucm 3a 6ezonacnocm,

IIpedcmasenu ca usuckyemume Kamaio3u u UHCMpyKyuu 3a ynompeoa;

Ipedcmasen e Ookymenm 3a OMOPUAYUS/OMOPUIAYUOHHO  HUCMO O npouzsooumen,
YOOCMOGEPAGAIYO NPABA 3A NPEOCMAGUMENCMEO U MbP2OGUA HA MEPUMOpUAMaA Ha Penybnuxa
bwneapus.

cJiell, KOETO HAIPaBH IIPOBEPKA HA ChABPIKAHMETO Ha TEXHHYECKOTO MPE/UIOKECHHE cH00pazHo

M3UCKBAHUATA HA TIpoleAypara ¥ YCTAHOBH, Y€ JIOKYMEHTHTC Ha Y4JacTHHKa OTroBapAT Ha

M3MCKBAHMITA HA MPOLE/lyparTa U 3aKOHa.

YYacTHHKBT € IPEJIOMNMIT CPOK 3a H3II'BIHEHHE Ha JOCTABKMTE, CPOK 33 Pa3CPOYCHO IUIAANC H
ocTaThuyeH CPOK Ha TOAHOCT Ha odepupanute Je3MHPEKUMOHHH IPENapaTH OTroBapsuld Ha
MHHHUMATHHTE U3HCKBAHHS HA BH3JIOKHTEIIS.

OQepupanusar Je3uHGEKIHOHEH penapar ChOTBETCTBA HA H3HCKBaHMATA Ha TEXHHUICCKATA
crienpUKanus KoM JTOKyMEHTAIMATA 3@ y4aCTHE B IIPOIle/lypara.
OleHKaTa Ha TEXHHUECKOTO NPEJUIoKCHHEe € M3BbpineHa W orpasena B Ilpunoxenue Nel u

[Tpunoxxenue Ne2 kbM HACTOSIIMS IIPOTOKOJL.

Ha 6a3a ropensJjioseH0T0 KOMHCHATA HAMHPA TEXHHYECKOTO NPEIOKEHHE HA yIACTHHKA

32 OTrOBAPANIO B ILJIHA CTENCH HA H3HCKBAHHATA HA BH3JIOKHTE/S, 3AJI0KCHH B TEXHHICCKATA

cnenuduranus na gokymenranusra. C orjen Ha TOBa, KOMHCHATA €IHHOAYIIHO peurH, ‘¢

nonycka yuacruuka "lesuadexrantu' EOOJ o caeasam eran B npoueaypaTa — 0TBapsie Ha

HEHOBOTO Npe/JIoiKeHHe 1o 000cobenaTa mo3HIHs.

OITNe8 Ipenapamu 3a de3unpekyus Ha niaodoee, 3eeHuyyu
Komucusta ycTaHOBM, Y€ YYaCTHHKBT B IpOINEAypara € HPEICTaBHI BCHYKH HM3HCKyeMH OT
BB3JIOKHTEIIS JIOKYMEHTH, & HMEHHO!

o Tonvanen Obpasey Ne 3 — Ilpednodicenue 3a usnvinenue Ha ROPLUKama,

o Tlpunoowcenue Nel kom mexnuueckama ogepma — Ha xapmuen U eNeKmponen Hocumen,

o [lonvanen Obpazey Ned - Jlexnapayus 3a cvenacue ¢ Kiaysume Hd RPUNOJICEHUL NPOeKn HA
002060p,

o ITonvanen Obpasey Ne5 - Jlexnapayus 3a cpoka na 6aiuoHocm na ogepmama;

o [Ipeocmasena e Jlexnapayus no un.39, an.3, m.1, dyxea ,0" om III30II no ycmompenue Ha
yuacmmnuka.;

e 3a ogepupanume Oesungexyuonnu npenapamu e Hpeocmaseno aKmyawiHo paspeuienue 3d
nyckane na nasapa na Guoyuden npodykm, usdadenu na ocnosanue wa 4n.19 om 3axona 3a
3auuma na epedno 8b3oelicmeue HA XUMUYECKU BeUeCmEa U RPEnapamy U unpopmayuonen
aucm 3a bezonacrocm,

o Ilpedcmasenu ca usuckyemume Kamano3u u uHCMpPyKyuu 3a ynompeoa;

o [lpedcmasen e OOKyMeHm 3a OMOPUAYUA/OMOPUSAYUOHNO NUCMO  OM  RPOUSCOOUMEI,

YOOCmosepasayo npasa 3d Npeocmagumencmeo U Mvposis Ha mepumopusima Ha Penybnuxa

bvneapus.
ClIe]l, KOETO HAIIPABH MPOBEPKA Ha CHABLPIKAHHETO HA TCXHHUYECKOTO TPE/UIOKEHHE CHo0Pa3HO

H3UCKBAaHHUATA Ha npoueaypara U YCTaHOBH, HYC JOKYMEHTHTEC HA Y4YacTHHKa OTroBapiT Ha
H3HUCKBAHUATA Ha Ipoueaypara | 3aKkoHa.
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Y4acTHUKBT € NPEIIOKHUI CPOK 34 U3MBIHEHHE Ha JOCTABKUTE, CPOK 33 Pa3cpOUEHO IIallaHe 1
ocTarp4eH CPOK Ha TOJHOCT Ha odepupaHute Ae3UMH(EKIMOHHU IIperapatd OTroBapsild Ha
MHHHMAJIHUTE U3MCKBAHUS HA BH3JIOXKUTENIS.

Odepupanuar ne3uH(eKIMOHEH Ipernapar ChOTBETCTBA HA M3UCKBAHHATA HA TEXHHYECKATA
crenupHUKaIMs KbM JOKYMEHTAIMTA 3a YUaCTHE B IPOIE/ypara.

Onenkata Ha TEXHHYECKOTO NpeJUIOKEHHE € HM3BhpIeHa M orpaseHa B Ilpunoxenue Nel u
ITpunoxenne Ne2 KbM HACTOSIIHS TIPOTOKOJI.

Ha 6a3a ropens/io:eHoT0 KOMHCHSITA HAMHPA TEXHHYECKOTO NPE/I0KEHHE HA yYacTHHKA
32 OTTOBAPSANI0 B IBJIHA CTEICH HA H3HCKBAHHATA HA BBL3JIOKHTEIS, 32J100KCHH B TEXHHYECKATA
cnenHukanus Ha JokyMeHTanusara., C oririel HA TOBA, KOMHCHATA €IHHOAYINHO peniH, e
nonycka ygactuuka "lesundexranru' EOOJL 10 ciaeaBamy eran B NPOLEIYPATa — 0OTBAPSHE HA
HEHOBOTO NMPeIoKeHHe 110 00ocobeHaTa Mo3HIHsL.

OITNe9 Ilpenapamu 3a de3unghekyun Ha GONHUYHO Bebo, pADOMHO 0ONEKNO U MEKCHIIT

Komucusra ycTanoBH, Ye yYacTHHKBT B IPOLEAypaTa € IMPeJICTaBHI BCHYKH H3UCKYEMH OT
BL3JIOIKUTENIS JIOKYMEHTH, 8 UMCHIIO:

o [lonwvanen Obpasey Ne 3 — Ilpednosicenue 3a usnvinenue Ha ROPLUKAMA;

o [lpunooicenue Nel kom mexnuveckama oghepma — Ha Xapmuen U e1exmpoHen HOCUMel,

e [lonvanen Ob6pasey Ned - Jlexnapayus 3a cveracue ¢ Kiay3ume Hd RPULONCeHUs NPOeKm Ha
002060p,

o [lonvanen Obpazey Ne§ - ﬂemapauu}z 3a cpoka na eanuonocm Ha ogepmama;

e [llpedcmaeena e [lexnapayus no un.39, an.3, m.1, 6yxea ,,0“ om III30II no ycmompenue na
yuacmuuka., :

e 3a ogepupanume Oesunghexyuonnu npenapamu e npeocmMaseno AKMYanHo paspeuienue 3a
nyckane na nasapa Ha buoyuden npooyKm, uz0aoeHu Ha ocHosanue Ha yn.19 om 3axona 3a
3auuma na e6peono 6b30elcmeue Ha XUMUYeCKU Gewjecmed U npenapamu u uH@opmayuoneH
Juem 3a GezonacHocm;

e [Ipeocmagenu ca usuckyemume Kamano3u u uHCmMpykyuu 3a ynompeoa,

CJIe/l, KOCTO HAalpaBH IIPOBEPKAa Ha CHALPKAHHETO HAa TEXHUYECKOTO IPEUIOKeHHEe ChoOpasHo
U3UCKBAHUATA Ha IIpoLeflypara M YCTAHOBHM, Y€ JIOKYMEHTHTE Ha Yy4aCTHHKa OTroBapsaT Ha
H3MCKBAaHUATA HA MPOIEypaTa | 3aKOHa.

YYaCTHHKBT € IPEJUIOKUIL CPOK 3a U3IIBIIHEHHE Ha JIOCTABKUTE, CPOK 38 Pa3scpoueHO IUIAAHE H
OCTaThUYeH CPOK Ha TOIAHOCT HA O(epUpaHuTe uesmupexumHHH npenapaté OTrOBapsIld Ha
MHUHMMAJIHUTE H3HCKBAHHUS HA BH3JIOKATEIIS.

OdepupanusT ne3nH(eKIHOHECH IIpernapaT ChOTBETCTBA HAa HM3HCKBAHMATA HAa TEXHHYECKATA
cenu(pUKaIs KbM JOKYMEHTAIIMSATA 38 YUACTHE B IIPOIIE/ypaTa.

Onenkata Ha TEXHHYECKOTO MPEITIONKEHHE € M3BBPUIEHA W oTpasena B Ilpumoxenne Nel u
lIpunosxenue No2 KbM HACTOAIIHSA TPOTOKOJL.

Ha 6a3a ropen3/iosxeH0T0 KOMHCHATA HAMHPA TEXHUYECKOTO NPEIJI0KeHHe HA yUACTHHKA
3a OTroBAPMINO B I'bJIHA CTENEeH HA H3MCKBAHMATA HA BH3JIOKHTEISI, 32J0KEHH B TEXHHYECKATA
coenuuranua Ha jJokymenTanuara. C orjex Ha ToBa, KOMHCHNATA €IHHOAYIIHO pellH, 4Ye
nonycka yuacruuka "Jlesundexrantn' EOO/I no ciregsang eranm B npoieaypara — orBapsine Ha
IIEHOBOTO Ipe/I0KeH e 110 060cofeHaTa mo3uIHsl.

OITNe10 Ipenapamu 3a Oe3undpexyun na pabomnu 06yexu
Komucusra ycTanou, ue y4yacTHHKBT B IIPOLEAypaTa € MPEJICTABHI BCHYKHM H3HCKYEMH OT
BB3JIOXKHTENS JOKYMEHTH, 8 HMEHHO:
o [lonwanen Obpasey Ne 3 — Ilpeonodicenue 3a usnwvinenue Ha NOPLYKama;
o [lpunodicenue Nel kom mexnuveckama oghepma — na xapmuen u enekmpoHen HOCUMen,
o [lonvanen Obpaszey Ned - Jlexnapayusn 3a cvenacue ¢ xkiaysume Ha RPULOJCEHUs NPOEKM HA
002060p;
Honvanen Obpasey Ne5 - Jlexnapayus 3a cpoxka Ha 6anudnocm na ogepmama;
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IIpeocmasena e Jlexnapayus no un.39, an.3, m.l, oykea , 0" om HII30II no ycmompenue na
yuacmnuka.,

° 3a odhepupanume Oesunghexyuonnu npenapamu e npedcmaseno axmyanHo pazpeuienue 3a
nyckane na nasapa na buoyuden npodykm, uzdadenu na ocnosanue na ya.l9 om 3axona sa
3AWUMA HA 6PEOHO 6b30CLICBUEe HA XUMUYECKU Geujecmed U NPenapamu u ungopmayuonen
Jucm 3a besonacrnocm,

e [llpedcmaesenu ca usuckyemume Kamanosu u uHCMpyKyuu 3a ynompeba,

o llpedcmasen e Ookymenmm 3a OMOPUIAYUS/OMOPUIAYUONNO HUCMO OM  HPOU3BOOUMEI,
Yyoocmosepisawo npaga 3a npeoCmasumencmeo u mup2osus na mepumopusma na Penybnuxa
bvneapus.

CJIe]T, KOCTO HAlPAaBH TPOBEPKA HA CHIBPIKAHUETO HA TEXHHYECKOTO NMpPeUIOKeHHE Cho0pa3Ho
H3MCKBaHMATA Ha IMpoNEJypaTta ¥ YCTAaHOBH, Y€ JOKYMEHTHTE Ha YYacTHHKA OTroBapsAT Ha
U3HUCKBAaHUATA Ha IIPOIIE/ypaTa H 3aKOHa.

YYacTHHKBT € MPEJUTOKMIT CPOK 3 U3IBLJIHEHHE HA JIOCTABKHTE, CPOK 32 PA3CPOUEHO IUIAMAHE H
OCTaTHYCH CPOK Ha TOAHOCT Ha o(epupanute Je3nH(EKIHOHHH IPEHapaTd OTroBapsAlld Ha
MHHUMAIHATE H3UCKBAHHS HA Bh3JIOMKHTEIIS.

Odeprpanute ne3sMH(EKIMOHEH Npenapar ChOTBETCTBA HA M3MCKBAHHATA HA TEXHAUECKATA
crenuduKanys KbM JIOKyMEHTALUSTA 32 yUacTHE B POIIE/LypaTa.

Onenkara Ha TEXHHYECKOTO NPEUIOKECHHE € M3BbpIIEHA M oTpaseHa B IIpmnoxenue Nel u
Hpunoxenne No2 KbM HACTOSIIHUS TIPOTOKOJL.

Ha 6a3a ropens/ioixenoro KOMHCHSITA HAMHPA TCXHHYECKOTO NPE/JI0KEHHE HA YIACTHHKA
32 OTrOBAPAII0 B IBJHA CTENEH HA H3HCKBAHUATA HA BBH3JIOKHTENNA, 32JI05KCHH B TeXHHYECKATA
cnenupuranus Ha gokymenrtauusnta. C orjiel HA TOBA, KOMHCHSTA CMHOAYNIHO pPeIIH, Ye
pomycka yuacruuka "Jlesundexrantu" EOOJ j1o ciegBany eran B nponeaypaTa — oTBapsine Ha
HEeHOBOTO NMPENIoKeHHEe 110 000c00eHATA MO3HIH.

OlINe11 Ipenapamu 3a desundpexyun na Koghu 3a 6un08 OMNAOLK

Komucusita ycranoBu, e y4acTHHKBT B HpolLeypaTa ¢ NPEICTABHI BCHUKH H3UCKYEMH OT
BB3JIOKHTEIIS JOKYMEHTH, & HMEHHO!

® Ionvanen Obpasey Ne 3 — IIpeonooicenue 3a usnvanenue na NOPLUKama,

o Ilpunooicenue Nel koM mexnuueckama oepma — na xapmuen u elekmponen HoCumen;

 [lonvanen Obpasey Ned - Jlexnapayus 3a cvenacue ¢ xiaysume Ha npuiodCcenus npoekm Ha
002060p;

* Ionvanen Obpasey Ne5 - [lexnapayus 3a cpoka na eanudnocm na ogpepmama;

o Ilpeocmasena e Jlexnapayus no un.39, an.3, m.1, 6yxea ,0*“ om ITII30II no ycmompenue na
yuacmuuka.; ‘

* 3a oghepupanume Oesungpexyuonnu npenapamu e npedcmaseno aKmyanHo paspeuienue 3a
nyckame na nasapa na ouoyuden npodykm, usdadenu Ha ocnosanue na un. 19 om 3axona 3a
sauguma na 6peono 6b30elicmeue Ha XUMUYECKU Gelyecmed U npenapamu u ungopmayuonen
aucm 3a bezonacnocm,

* [Ipeocmasenu ca usuckyemume Kamanosu u UHCMpykyuu 3a ynompeoa;

° [lpedcmasen e Ooxymenm 3a OMOPUIAYUS/OMOPUSAYUOHHO NUCMO OM npousgooumen,
Yyoocmosepssawo npasa 3a NPeOCMagUmencmeo U mvpeosus na mepumopusma na Penybnuka
bvreapus.

CIIe]l, KOETO HallpaBH MPOBEPKa HA CHABPIKAHUETO HA TEXHUYECKOTO MPEJUIOKEHHE ChoOPasHO
M3UCKBAHMSTA HA TIpONENypaTa M YCTaHOBH, Y€ JOKYMCHTHTE HA YYacTHHKA OTIOBAapaT Ha
U3HCKBAHUSATA HA IPOIEAypaTa H 3aKOHA.

YYaCTHHKBT € NPEUTONKHIT CPOK 33 H3IBIHEHHUE HA JIOCTABKATE, CPOK 34 pascpodeHo IJaiane u
OCTaTBYCH CPOK HA TOAHOCT Ha O(Qepupanute Je3MHOEKIMOHHM IMpenapaTd OIroBapsiid Ha
MUHUMAJIHUTE U3UCKBAHUS HA BBH3JIOMKHTENIS,

Odepupanure je3nH(EKIHONEH TpenapaT ChOTBETCTBA HA M3MCKBAHMATA HA TEXHHUCCKATA
crenupuKanus KbM JOKyMEHTAIMATA 33 yUacTHe B POLIE/yparta.
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Onenkara Ha TEXHHYECKOTO TIPE/UIOKCHHE ¢ M3BhpIicHa W orpasena B ITpunoxenne Nel u
ITpunoxenne No2 KbM HACTOSATIHS TIPOTOKOJL.

Ha 6a3a ropens/10keHOTO KOMHCHATA HAMHPA TEXHHYECKOTO NPE/UIOKEHHE HA YIACTHHKA
32 OTTOBAPSIIIO B IIBJHA CTENeH HA H3HCKBAHHATA HA BBL3JIOKMTEN, 32105KeHH B TEXHHYECKATA
cnenHpuKanmst Ha Jokymenrauusita. C orjieji Ha TOBA, KOMHCHATA €IHHOAYUIHO pemH, 4e
aonycka yqactuuka "Jlesundgexrantu' EOO/ 1o cieasain eTan B NpoLeAypara — oOTBapsHe HA
HEHOBOTO NpeJIOKEeHHE 10 00ocobenaTa Mo3HIMsl.

OIINe12 Ilpenapamu 3a 0e3unghekyun Ha cexpemi, eKcKkpemu

KoMucusra ycraHoBH, Y€ ydyacTHHKHT B IIpOIEAypaTa € IPEJICTaBHI BCHYKH H3HCKYCMH OT
BB3JIOKUTEIS JJIOKYMEHTH, @ HMCHHO:

e [lonvanen Obpaszey Ne 3 — [Ipednooicenue 3a usnvinenue Ha nOpvLKama,

e [Ipunoscenue Nel xom mexnuveckama ogpepma — na xapmuer u eNeKmponen Hocumen,

e [lonvinen Obpasey Ned - Jleknapayus 3a cveracue ¢ Kiay3ume HA NPULONCEHUA NPOEKM HA

002080p,

o [onvanen Obpasey N5 - Jlexnapayus 3a cpoxa Ha éanuonocm na ogepmama,

e [Ipedcmagena e Jlexnapayus no yn.39, an.3, m.1, 6ykea ,,0" om IIII30Il no ycmompenue na

yuacmuuka.;

e 3a ogepupanume Oesungexyuonnu npenapamu e npedCmMaAGeno AKmyaiHo paspeuienue 3a
nyckane na nazapa na Ouoyuden npodykm, uzdadenu na ocvosanue na 4i.19 om 3axona za
3awuma na 6peoHo 6v30elicmeue Ha XUMUYECKU Gewyecmeda u npenapamu u uH@opmayuonen
nucm 3a bezonacnocm;

IIpedcmasenu ca usuckyemume Kamanosu u UHCMpyKyuu 3a ynompeba,

IIpeocmaeen e Ooxymenm 3a  0mMOPU3AYUA/OMOPUZAYUOHHO NUCMO  OM  NPOUIEOOUMEIL,
yoocmogepasawo npaga 3a npeocmasumencmeo U mvpeosus na mepumopusma na Penybnuxa
bvaeapus.

ClleJl, KOETO HalpaBH MPOBEPKa Ha CHALPIKAHMETO HA TEXHHUECKOTO IPeUIoKEHHE CH00pa3Ho
M3MCKBAHMATA Ha Mpoleaypara M YCTAHOBH, 4Ye JOKYMEHTHTE Ha YYacTHHKA OTroBapsAT Ha
H3UCKBaHUATA Ha LPOLE/IypaTa v 3aKOHa.

YYacTHHKBT € NMPEIOKHII CPOK 32 M3MBIHEHHE HA JIOCTABKHTE, CPOK 33 Pa3cpOUEHO IUIaIaHe U
ocTarhb4eH CPOK Ha TOJHOCT Ha odepHpaHuTe AC3MH(CKIMOHHH IIperapaTd OTroBapsdIld Ha
MHHHMAaJIHMTE M3UCKBAHUS Ha BH3JIOJKUTEIIS.

Odepupanure ne3uH(EKIHONHN MpeNapaTH CHOTBETCTBAT HA M3UCKBAHMATA HA TeXHHYECKATa
crenu@UKanusI KbM JOKYMEHTAIMSTA 33 YYacTHe B IIPOLe/lypara.

Onenkara Ha TEXHHYECKOTO MpPE/UIONKEHHE € M3BBpIIeHa M oTpazeHa B [lpuinoskenue Nel u
[puoxenne N2 KbM HACTOSIINS TIPOTOKOJL.

Ha 6a3a ropen3sJio;keHOTO KOMHCHATA HAMHPA TEXHHYCCKOTO NPEVIOKEHHE HA YIACTHHKA
32 OTrOBAPHIIO B IbJIHA CTEIICH HA H3MCKBAHHSITA HA BB3JIOKHTE, 3/105KeHH B TEXHHYECKATA
cnenupuKanus Ha AokyMenranuara. C orjeq HAa TOBAa, KOMHCHSATA €IHHOAYIIHO peIlH, 4e
nonycka yyacrtuuka "'lesundexrantu' EOO/JIL no cieasany eran B npoueaypara — orBapsine Ha
LHEHOBOTO NPE/VIOKeHHe 1o 06ocobeHaTa mo3HIHSI.

OITNe13 Hpenapamu 3a oe3unheKyua Ha pezepeoapu 3a RUmMelina 600a
KomucusaTa ycraHoBH, 4e YYACTHMKBT B IIPOLEAypaTa € IPEJCTABHI BCHUKH H3HUCKYEMH OT
BB3JIOIKUTENISI JIOKYMEHTH, & HMMEHHO:
o [lonvanen Obpasey Ne 3 — [Ipednooicenue 3a usnviHeHue Ha NOPLYKAMA;
o [Ipunoxcenue Nel xom mexnuueckama oepma — Ha xapmuen u enekmponer Hocumen,
o [lonvanen Obpasey Ned - Jlexnapayus 3a cveracue ¢ Kiay3sume Hd RPULOICEHUS NPOCKI HA
002060p;
o [lonvanen Obpasey Ne5 - /leknapayus 3a cpoka na 6anudHocm Ha oghepmama;
e [Ipeocmasena e Jlexnapayus no 4i.39, an.3, m.1, 6ykea , 0" om III30I1 no ycmompenue na
yyacmuuka.;
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* 3a ogepupanume Oesungpexyuonnu npenapamu e npedCMAGEHO AKMYANNO paspewtenue 3a
nyckauwe na nasapa wa 6uoyuden npooykm, uzoadenu na ocrnoganue na 4n.19 om 3axona 3a
3quuma Ha 6pedno 6v30elicmeue HA XUMUYECKU 6ewjecnea U npenapamu u ungopmayuonen
aucm 3a bezonacrnocm;

o [lpedcmasenu ca usuckyemume kKamanosu u uHCmMpyKyuu 3a ynompeoa,

o [lpedcmasen e OOKyMeHm 3a OMOPUIAYUS/OMOPUSAYUOHHO NUCMO OM  NPOU3BOOUMEN,
yoocmogsepasawo npasa 3a npedcmagumencmeo U mvpeosus Ha mepumopusma na Penyénuxa
buvnzapus.

CJIEJI, KOETO HAlIPaBH MPOBEPKA HA CHABPKAHUCTO HA TEXHHYECKOTO IPEJJIOKEHHE ChoOpa3Ho
H3UCKBAHWsTA Ha Mpolejypata W YCTAHOBM, Y€ JOKYMEHTHTC HA Yy4YacTHMKA OTroBapiT Ha
H3UCKBAHMsATA HA IIpoLe/lypara U 3aKOHA.

YYaCTHUKBT € NPEJUIOKUIT CPOK 33 M3IIbJIHEHHE HA JOCTABKUTE, CPOK 33 PA3CPOUEHO IUIALIAHE H
OCTAaTRYCH CPOK Ha TOAHOCT Ha o(epupanute Ae3HH(EKIMOHHH IIperapartd OTroBapsAllHd Ha
MHUHHMAJIHATE H3UCKBAHUS HA BH3JI0OMKUTEIIS.

B Ilpunosxenne Nel kbM TeXHHYECKOTO Hpeioskenue 1o 060cobeHara Mo3HIHSA YIaCTHHKET ¢
odepupan jesundexnnonen npenapar COTHKIOP. B npunoxernoro Paspernenue 3a mycKaHe Ha
nasapa Ha Oworm ¢ Nel278-5/21.10.2016r., B pasgen VIII Hauun Ha ymotpeba, B oGekTH He €
YIOMEHATO, 4e JIe3nH(EKIMONHMS MPEeapaT MOXe /i@ Ce H3I0NI3Ba 3a Ie3MH(CKIMI Ha Pe3epBoapt 3a
IMUTEHHA BOJA.

Ha 6a3a ropemnsiiokeHoT0 KOMHCHSITA HAMHDA TEXHHYECKOTO NPEIIOKEHHE HA YYACTHHKA
"lesmndexranT' EOOJ no ob6ocobenara mo3umus 3a He OTTOBAPHINO HA H3HCKBAHHATA HA
Bb3JIOKHTEJIs, 32JI0;KeHH B TEXHHYEeCKATa cnenudukanusa Ha fokymentanusira. C orjes Ha Topa,
KOMHCHATA €IHHOAYIIHO PEIlH YYaCTHHKBT Jia ObJe oTcTpaHeH 1o o6ocofenara mo3uius Ha
ocHosanue w107, 1.2, Oyksa a) or 30I1 — npeacraBui e odepra, KOSTO He OTroBaps Ha
NPEJABAPHTETHO 005IBEHHTE YCJIOBHS HA MOPHYKATA,

"b.bpayn Meaukan" EQOOJI

OIINe] Ilpenapamu 3a xuzuenna u xupypzuuna 0e3sungeKyus na poue

Komucnsra ycranopu, ye y4acTHHKHT B IPOLE/ypaTa € TPEJCTABHI BCHUKH H3UCKYEMH OT
BB3JIOKUTEIIS JOKYMEHTH, & HMEHHO:

o [lonvinen Obpasey Ne 3 — [Ipeonodicenue 3a usnvanenue na ROPLUKAMA,

° Ilpunooicenue Nel koM mexnuyeckama ohepma — na xapmuen u eneKmpoHen Hocumen;

 Ionvanen Obpasey Ned - Jlexnapayus 3a cvaracue ¢ kiaysume Ha RPUnOdlcenus npoexKm mna
002060p;

o Ilonvanen Obpasey N5 - Jlexnapayust 3a cpoka na éanuonocm na ogepmama;

e [lpeocmaesena e Jexiapayus no un.39, an.3, m.1, bykea ,,0" om HII30II no yemompenue na
yuacmuuka.,

° 3a opepupanume Oesungpexyuonnu npenapamu e npedcmaseno aKmyanHo paspeuienue 3da
nyckane na nasapa na 6uoyuden npodykm, uzdadenu na ocnoeanue na un.19 om 3axona 3a
sauuma na 6peoHo 6v30elicmeue Ha XUMUYECKU Geujecmea u npenapamu u ungopmayuonen
Jucm 3a bezonacnocm;

o Ilpedcmasenu ca usuckyemume Kamanosu u unCmpykyuu 3a ynompeba,

® llpedcmasen e Ookymenm 3a omopuzayus/OMOPUIAYUOHHO HUCMO OM npouzeooumel,

Yyoocmosepssaujo npasa 3a npeoCmMAasUmMencmeo u mupoeus Ha mepumopusma na Penybnuxa

bwneapus.

C/IC/, KOCTO HANpPaBH LPOBEPKA HA CHABPKAHUETO HA TEXHHUECKOTO IPEUIOKEHHE CHoOPa3HO
M3HCKBAHMSITA HA TpOLeJAypaTa M YCTAaHOBH, Y€ JOKYMEHTHTE HA YYaCTHMKA OTTOBApAT Ha
U3HUCKBAHHUATA Ha IIPOIE/ypaTa ¥ 3aK0Ha.

YUaCTHUKBT € NPeJUT0KHII CPOK 3a H3IBIHEHHE Ha JIOCTABKUTE, CPOK 33 PA3CPOUCHO ILIAIAHE H
OCTaThYCH CPOK Ha TOAHOCT Ha O(epupaHdTe JE3MH(EKIHOHHH IperapaTd OTrOBapslM Ha
MUHUMAJIHUTE U3UCKBAHUS HA BH3JI0OMKHUTEII.

B Ipunoxenne Nol KbM TEXHHYIECKOTO MPeJUIOKEHHE IO HOMEHKJIaTYpH:
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o Mel.d Hpenapamu 3a  xwzuenua Oesungexyusn coc CoOBPIACAINE A AIKOXOI
YHACTHUK®T ¢ oepupan JesuiipexiimoneH npenapat Cogdymaman u e HOCOUMI ¢ BPEME
3a ekenosuuud or 15 (nernazccer) cexymm. B npunoxenoro Paspelnenie 3a nyckanc
Ha nasapa na 6uonuy ¢ Ne0353-5/18.05.2017r., B pasjicn VIII Hayun na ynorpeba,
BPEMETO 38 BL3/ICHCTBUC 30 XUTHENIIA AC3HH()CKIMS HA PLIe e nocoueno 30 (Tpuaccet)
CCKYIUH - TOKPHBATIO CHEKTHhPa Ha AeHCTRHE OT TeXIHYecKara CHCLH(HKAIM HAa
BB3IOWHTEIS.

o Nel.2 Hpenapamu sa  xupypeuuna desuudrexnun coc CoobpIICane HE  AIKOXOHU
YUaCTIKLT € oiepupan Jesnndeknuonen npeuapat Co@maman 1 ¢ 110Co49nI ¢ BPeMe
38 CRCHOSHIML o1 15 (nernajiceet) cekys,un. B upuiokenoro Paspeimnenue 3a myckate
ma uazapa na Owoigy ¢ Ne0353-5/18.05.2017r., B paspen VI Haunn ua ynorpeba,
BPCMETO 30 BL/ICHCTRAC 32 XHpYPrauna AesHidekuns na phie ¢ nocodeno 1 (cuia)
MHHYT& — LOKPHBAINO CHCKTLPa Ha JeHcTBUe OT Texuudeckara crennduKanys ma
BH3HOKHITISL

Komuensra 1peliiara yuacimesT ga onie OTCTpaHcH 110 HOoMeMKnarypu Nel.l u Nel.2 Ha
ocnosanne w107, 1.2, Oyxksa a) or 30l - upeacrasun c ofepra, KosATO IC OTTOBaps Ha
IPCABAPHTEIIO ODABCINTC YCI0BUS 112 HHOPDUKATA.

Ha 6a3a ropenssioneIioro KOMICHITA HAMHPA TEXHHUCCKOTO NpeIeKeNHe HA YIacTIHKRA
"B.bpayn Mejuxan" EQOJL uo obocobenata MO3HIIMA 3a He OTI'0OBAPSHI0 HA M3HCKBAIIHATA 1A
BEIMTOKUTEIN, 32JI0KCIHH B TCXIHYCCKATA cHeUHUKAIMS Ha JoKyMenTausaTa, C ore) 1a Tosa,
KOMHCHIITA €HHOIYRUIO PEINH YYACTHHKLT Aa §bjle oTcrpanen mo ofocofenara uo3mis ma
ocuopanue w107, 1.2, dyksa a) or 3011 — mpejcraBua e odepra, Kofre He oTroBaps Ha
NPCABAPHTE/IHO 008BEHMTE YCI0BHA HA IOPHLYKATA,

OUINe2 Hpenapamu sa dezundpexyusn na OHEPAMUGHO ROJE 1 KOJICH

KoMucuaTa ycTaHosM, 4ye yYacTHUKBT B TPOLICAYpATA € INPEACTABHI BCHUKH H3HCKYEMH OT
Bb3JIOKATE)NR JOKYMCHTH, 4 HMEHHO:

o [onvanen Obpaszey Ne 3 — Hpednooicenue 3a usnvinene na nopwvurkama;

o [llpunoxcenue Nel kvs mexnuueckama oepma — na xapmuen ¥ eieKmponen nocumen,

o lonvanen Obpasey Ned - Hernapain 3a cvenacue ¢ knaysume na HPUROJICCH UL NPOEKM Hdl

docogop,

Honvinen OQbpasey Ne5 - Hexnapayus 3a CPORA Hd GuAUONOCH 1Hd ohepmanma,

IIpedemasena e Hexnapayus no un 39, an.3, m.l, byrea ., 0" om ITI30IT no yemompenue na
VHACIMNUKQ.,

3a oepupanime Oexundpexyuonnu npenapamu e APedCnaseno arkmyaine paspeuene 3
nyekane na nasapa ng Guoyuden npedykm, uzdadenu na ociosanue Ha un. 19 om 3axona 3q
3qupuma na 6pecio §v30elicmeue 1A XUMUYECKU Gelecned u npenapamu ¥ UHPOPMayuoOHeH
aucm 3a bezonacrocm;

¢ [llpedcmasenu ca usuckyemume kamanosu u UHCIMPYKYUY 3a ynompeba,

* llpedcmaeen e Odoxymenm 3a OMOPUIAYUA/OMOPUAUUONNO  NUCMO  OM  RPOU3GOJUMmeE,
Ydocmosepsaseawjo npasa 3a HPeOCMABUMENCME0 U mvpeosus na mepumopusma na Penybnuxa
Bvneapus.

CJICHI, KOETO HAanpaBH MPOBEPKA HA ChABPKAHUETO HA TEXHHYECKOTO NpeIoKEeHNe ChOOPa3Ho
M3HCKBAHUATA Ha TpoueAypara M YCTAHOBHM, Ye JOKYMEHTHTE HA YYAacTHHKA OTIOBApAT HAa
M3MCKBaHUATA HA IPOLELYPATA H 3aKOHA.

YHacTHUKBT € IPeIUIoKHI CPOK 3a H3MBIHCHHE Ha AOCTABKHTEC, CPOK 33 pa3scpoveHo IIALEHE H
OCTATRUCH CPOK HA TOMHOCT Ha ogepHpaHuTe Ae3MH(DEKUHOHHA NpenapaTd OTFOBAPSILUM  HA
MHHHMATHHATE U3HCKBAHUA HA BB3NOKUTENIS.

B Ilprioxenue Nel 1bM TeXHHYECKOTO IpeIONEHE TO nomeuknarypa Ne2. 1 Hpenapamu na
AIKOXONNA OCHOBQ Ite CHOLpIIcawiH H00 - YYaCTHHKBT ¢ odepupar Ae3HH(EeKIHOHEH Tpenapar
Cogpmacenm H v e nocouun e speme 3a ekcrnosuts oT 15 (netHamecer) cekyHAH. B npuioxeHoTo
Paspenicnue 3a myckane na masapa wa Guomun c Ne(354-2/18.05.2017r., B pasmer VI Hauun nHa
ynotpeba, BpeMcTO 3a BL3ACHCTBHE 3a XHIHEHHA NesHH(CKIUA Ha ONEepaTHBHO MHOJE W KOXKA €
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noco4cto 30 (rpunecer) CCKyM NOKPHBANG CHEKTHPA 11a AEHCTBHE OT TEXUHYCCKATA CIICIHHKAIHS!
114 Bb3IAOKHTEISI,

Komuensira upeiara yuacriknt ga 6nc orerpaner 1o noMenkiarypH Ne2,l Ha ocHoranue
W07, v.2, Gyksa a) or 301 — npejicrasun ¢ odepra, KoATo He O1r0Baps Ha IPeBAPUTCINO
O0sBCHHTE YCIIOBHS HA HOPLYKATA.

Onenkara Ha TCXHUUCCKOTO HPEJUIOKCHHE 110 JAPYIaTa HOMCHKIATYPA ¢ H3BELPUICHA H O1Tpa3cHd
i lpuosxkenue Nel w1 [punoxennie No2 khM nacrosnms IIPOTOKOI.

Ha 6a3a ropeis/iomenoro KoMUCHITA HAMAPA TCXHHUCCKOTO HPCII0KCHHC HA YHACTHHEA
MO OCTANATATA HOMCHKJIATYPA B obocofenara MO3MIUGL 324 OTCOBAPAINO B IIBJINA CTelleN 11
M3NCKBAHHITA HA BHIORHTCIH, 30I0KCHH B TeXHHYCCKATA CICHI(HKAIHI HA AOKYMEI AT,
C oruten m1a ToBa, KOMICHSITA SHIOAYRIO PEHIN, UC nouycka yuacrunga "b.bpayu Meaakan™
LOOX o caensant eran B nupoueaypara — 0TRAPSIC Ha HEMOBOTO HPCATORENHE IO 0CTARAJHTE
NOMCHIJIATYPH B 0D0cofeHaTa o3,

OHNe3 Hpenapamu 3a desundgexyus na Meduuuncrn HUCIPYMEHApUyM

Komucusita yeranoBy, Ue y4yaclmuknT B Ipole/lypaTa ¢ LPCACTABMN BCHUKHM H3HCKYEMH OT
BH3IT0KHTCI LOKYMEHTH, 4 HMCIIHO!

o [onvanen Obpasey Ne 34 - I[Ipeonoacenue 3a usnwvinenue na ROPBLYKGmI,

o Upwioocenue Nol kop mexiwueckama oepma — na xapmuen u eNEKIPONEH HOCUMEN,

o [lonvauen Qbpasey Ned - Jexnapayus 3a cweidcue ¢ KAAY3ume 1na BPUAOICeHUs. NPOEKIn Ha
dozosop,

o [onvaunen Obpasey Ne5 - Jlexaapayus 3a cpoka ia 6arudnocm na ogepmama,

* [lpedocmasena e Hexnapayus no w39, a3, m.l, byxea ,, 0" om HIT30M no yexmompenue na
yuacmika,

* 3a odgepupanume  Oesundpexyuonnu  npenapamu e npedcmaseno  EC  Odexnapayus  3a
cvomeemcmeue u , CE" smapruposka ¢ cvomeemcmesue ¢ usuckeanusma wa i, 14 u wi. 15 om
3MH v unpopmayuonen aucm 3a bezonacnocm,

» [pedcmasenu ca usuckyemume Kamano3u u UHCMPYRYUY 3q ynompeba;

* Tlpedcmaseny ca usucKyesmume no 6u0 U KOAUYECTIB0 MOCIPHU,

lpedcmasen e dokymenm 3a  omopuzGUUA/OMOPUIGYHONNO  NUCMO  ON HPOU3CoOUmen,
YOOCHOGEPAGAIO NPAGA 30 NPEOCAGUMENCINGO U MbP2OBUAL H mepumopusima na Penyonrura
Bvieapus.

CILEA, KOETO HAlpPaBH 1IPOBEPKA 1A ChABPKAHUETO Ha TEXHHYECKOTO IPSMIOIKEHHE CHOBPA3HO
M3MCKBAHUATA HA [poueiypara M YCTaHOBM, Y€ JOKYMEHTHTC Ha YYacTHHKA OTroBapii Ha
H3HCKBAHUATA Ha NPOICAYpaTa H 3aKOHA.

YHaCTHHKDBT € MPEJOIOAHIL CPOK 3a U3IBJIHCINE HA AOCTABKHTE, CPOK 34 Pa3CpoOYeHO IUTAlIaHe H
OCTaThHCIl CPOK HA TOAHOCT HAa O(QepHpaHHTE JC3HH(EKUHOHHM MpErapaTH OTTOBapsAilld  Ha
MUHUMAITHUTE U3MCKBAHHS HA BL3JIOXKUTEIIA,

Odepupanute nesuHpeKUHONHY NPENapaTi ChOTBETCTBAT HA MAHCKBANHMATA HA TeXHMYECKATA
cenudHKanIs KbM JOKYMEHTALHMATA 34 YUACTHE B [IPOLEAYPATa.

OncHkata Ha TEXHMYECKOTO IPEMIONKEHHE € H3BBPIICHA M orpasena B [lpunoxenne Nol u
ITpunoxenne Ne2 kbM HACTOANIMS NPOTOKOI.

Ha 6a3a ropens/io:enoTo KOMHCHAITA HAMHPR TeXHHYECKOTO IpPeII0KeHHe HA YYACTHUKA
32 0TroBapsie B ITbJHA CTCIEH HA M3UCKBAHUATA HA BL3JIOKHTEH, 3AJI0KeHH B TeXHHYECKATa
crenupuKanug ua Jokymeurauusara. C oriieg ua TOBA, KOMHCHITA €IHHO/YIIHO pellH, Ye
aonycka yyactHuka "B.bpayn Meaukan" EOOJI go caegsani eram B HpOUEeAYypaTa — oTBapsiHe
Ha LECHOBOTO NPEUIOKEHNE N0 06ocobenaTa 103U,

OliNed Hpenapamu 3a desunpexuun na cneyuanna meduyuncra anapamypa, eHOOCKORCKA
anapamypa 1 mepmMoRaduIHu Mamepuain
Komucusra ycTanopu, we yuacrimkbT B HpPOUS/YpaTa ¢ IpeACTABHI BCHYKH H3HCKYEMH OT
BB3NOMHUTENS JIOKYMEHTH, a UMEHHO!
o [llonvanen Obpazey Ne 34 — Ipednooicenue 3a usnvienue na HOpBYKama;
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o HUpwioncenue Nol kv mexnuueckama oepma - na xapmuei i exexmponen Hocumen;

o HHonvanen Oopasey Nod - Hexrapanist 3a cvenacue ¢ riayvzume na RPULONCEH U IPOCKAT 1Hd

dososop;
o lonvuen O6pasey Nod - Hewapayus sa cpora na eanudnoem na orepmanma;
o [peocmasend ¢ flexrapayus no w39, a3, m A, Oyrea 0" om HIH3OIT no yexompene nu
VUHUCHINHKA,

o 3a  odepupanume  desungheriponn nipenapamit ¢ apedemaserio BC o Oeraapayus 3a
chomeememeane u ., CI" yapruposka 6 coomeemcmeite ¢ wsuckeanusma na wi, 14w wr. 15 om
SMHU v« unghopsicnpuonen nuem sa bezonacnocm:

e pedemasen ca wzueryesnmme xamaiosn u HICIPYIYUY 30 YROWMpeDa;

o Ilpedcmasenn ca wznexyenmume no 6ud 1 KoIMUECHIGo MOCHP,

o lpedemasen ¢ doxystenm  sa OMOPUIAYUS/OMOPUIAYUONNO  RUCMO  OW BPOUIEOOWIRE,
YOOCMOGEPAGUIU0 APAGU 30 HPeOCIUGUIEACIIG) U MBPR0GUs TG mepumopuama na Penyiaura
buaeapus,

CIIEJL, KOCTO IIATIPABH HPOBEPKA Ha Ch/ILPKAHKETO 1A TEXHHYECKOTO 1IPEIONCHHE CHoOpasIio
MSHCKBAHNATA  HA  1TPOLCAYPATA M YCTAHORH, Ue JIOKYMCHIMTC HA YYaCTHHKA OTI'OBapAT Ha
H3UCKBRHHTA Ha HPOICAYPATa H 3aKOHA,

Y4YacTHKsT € HPeUIoKII CPOK 2a HIBLIHENHE Ha AOCTaBKUTE¢, CPOK 34 PA3CPOUCHO IIAIAHC U
OCTATRUCI CPOK  Ita  TO/IOCT HA  OepHpanuTe Ae3MHOCKIMOHHH IIpCHapaTd  OTroRapsiily  Ha
MHEHUMAIHHTE H3HCKBAHIS HA Bh3IOKHTEN,

Odepuparure esundexiuony NpCIfapaTH CLOTBCTCTRAT HA M3MCKBAHMATA HA TEXIHYECKATa
CHCHH(HKAIHS KDM JIOKYMEHTALMATA 34 YHACTHE B NPOLEAYpaTa.

OleHKaTa Ha TeXHUYCCKOTO NpejUloKeHHe € H3BLpLUIeHA H oTpazena B llpunoxenne Nel u
IUpnnoxenue Ne2 kb mactosmmst mpotoxon.

Ha 6a3a ropensnoxkenoro komucusa HAMHPA TeXHHYCCKOTO MPEAI0KCHIIE HA YUYACTIIHKA
32 0TreBapPAINO B MHJIHA CTCHCH HA HM3HCKBAHIATA HA BLIIOKHTCIA, 3AJ0KeHN B TeXHHUCCKATa
cnenndpuRAsT A goKymentamuara. C oraey ma TOBA, KOMHCHNTA edHIIOJYNIHO PEmH, Ye
Aonycka yuacrnuka "b.Bpayn Megurkan" EOO/l ao ciaensam eran B IpOICAYPATA — OTBApSIHE
HA HEHOROTO IIpeiNIoiKente Ho obocodenara mozHmms.

OIINeS penapamu 3a desundpexyun na HogvpXHOCIHU
. Komucusira yeranosu, ue yuactauksr B nponenypara € MpeACTaBUI BCHYKH M3HCKYEMH OT
BBL3NMKHTENA JOKYMCHTH, & HMEHHO!

o [llonwinen Obpasey Ne 3 — Hpednoocenue 3a usnvanenue na nopwvuKama;

* lpunoocenue Nel kva mexnuueckama ogpepma — na Xapmuen U enexmponen HOCUme;

* Ionvuen Ofpasey Ned - [Hexnapayus 3a cvenacue c KAQY3ume HA NPUAOdICENUS NPoekm Ha
2002080p,

* Tlonvanen Obpasey Ne5 - Jlexnapayus 3a CPOKA Ha 6ARUGHOCI Ha odepmama;

* llpeocmacena e Mexnapayus no w39, an.3, m.1, byxea ,,0"" om II30IT no yemompenue na
yuacmuura.

* 3a ogepupanume desunexyuonnu npenapamu e NPeoCmaseno aKmyanio paspeuienue 3
nyckaine na nasapa na Guoyuden npodykm, usdadenu Ha ocrosanue na un.l9 om 3axona 3a
3amuma 1a 6peono 6v30elicmeue nd XUMUNECKU 6eujecmed u npenapamu u ungopmayuonen
aucm 3a Gezonacnocm;

o [Ipedcmasenu ca usuckyemume xamanosu u UHCIPYKYUU 30 ynompeda,

* [llpeocmasen e doxymenm 3a OMOPUIAYUA/OMOPUIAYUONHO  HUCMO  OM npousgooumen,
YOOCMosepaAsawo IPasa 3a HPedCMAasUMencmso u mupeosus na mepumopusma na Penybauxa
Bvreapus.

CIIENl, KOCTO HAPABH [[POBEPKA HA CHABPKAHUETO HA TEXHMYECKOTO TPe/UI0KEHUE cbobpa3no
HINCKBAHWATA HA [pOMeAypaTa M yYCTaHOBHM, 4e JIOKYMEHTHTE Ha YYaCTHHKA OTroBapst Ha
H3UCKBAHUATA Ha IIPOLIC/AYpaTa H 3aKOHa.

25



TR

f

YQacTIHKET ¢ TPEJUIOKMI CPOK 32 H3MDLAICHHC 112 AOCTABKHTE, CPOK 3a PA3CPONCHO INIAINALC H
OCTATRUCH  CPOK A rounoct 1a  odepupalHTe JC3HIEKIHONTH  HpenapaTty  OTIrORapaIud  1a
MHHHMAITHTE H3HCKBAHH 118 B3O TCIISL.

B Hpmoxenne Nel KoM TexHHUCCKOTO HUpejPIoKCIIue 110 oMenknatypa NeS.d bes airdexudn
fta ocnosama ng demsopmuinn avonuesn cvedunenun /IYAC/ - yuacruuknT ¢ oepupa
sesundeknnonen npeiapar Xexcaxeapm Hmwoe, 13 nupuioxkenoro Pazpeniciie 3a iyckaue Ha naszapa
na orowmy ¢ Ne0341-2/02.06.2017r., 1 pazjen 1X Jaunu sa KacHPUITHPaHe ¥ CTHKUPAIIC 1a GO/ 1A,
Tpeaympenienus w1 ottaciocr ¢ nocodeno | KUH208 Cwvovporca (R)-p-yvenma-1,8-ouen. . B
TEXHHYCCKATA CHCIMPHKALNA BL3IOKHTCIE H3PHUHO € HOCOUmI ofcpHpaniTe LIPCIapati j@ ca 6es
JODABCHH APOMATH H OIBCTHTCIH,

Komuensira upeymiara yuactinksr j1a 01,1 0TCrpaneH 110 nosenaryph NeS.4 na octosaiie
w107, v2, 6yxsa a) or 301 — upeucranun e ofcpra, KOATO HC OTIOBAPH Ua UPCHABAPHICIIO
00ABENHTC YCHOBHA 1A HOPBYKATA.

Ornerkara ua TEXHHICCKOTO HPCIONKCIUC HO JIPYFITE HOMEHKIATYPH ¢ WIBHPIICHA B 0Tpasclia
B Lipunosxcenne Nel u Iporokon No2 kuM HacTOSIIHS 1POTOKO.

Ha 6aza ropedsioReHOTo KOMHCHETA IAMHDA TEXITHTCCKOTO HPCII0KEHHE HA YYACTIIHKA
10 0CTATAANTE HOMEHKIATYPH B 06ocofcHaTa 1O3MINIA 33 OTr0BapAN B OBLJAHA CICHCH HA
HGHCKBAHNNHTA HA BL3JTOKHTCS, 3a7I0Ke NI B TEXMHIECKATA cuenHKAIH A JOKYMCHTALHITA,
C oruie/t 1A TORA, KOMHCIBITA CAHIOAYIMIO PElIM, e JONYCKA y4aCTHHKA "b.bpayn Meankan"
EOQOM 1o eaeppam eranm B uponeaypara — oTBapsie Ha HEHOBOTO NMPCAJI0KEHHE 110 OCTAIIAINTE
HOMENKJIATYDH B 000cobeHaTa 103N,

OI1Nz6 Hpenapamu 3a desundpexyun na xyeposu
Komucusira yeranosu, ue yuacTHHKBT B TIPOHCAYPATA ¢ IPSHCTABHI BCHYUKH H3UCKYEeMH OT
BB3JIOKUTENA JOKYMCITH, @ HMEHHO!

» [lonvanen Obpasey Ne 3 -- Hpedunoxcenue 3a usnvinenue g ROpvyukama;

o [punoocenue Nel kvat thexnuueckama odepma — na Xapmuen u eneKmponen Hocumen,

o [lonvanen Obpazey Ned - Jlexiapayus 3a cveracue ¢ Kaaysume Na RPuiodIcerus npoexm nd

d02osop,

» Honvanen Obpasey Ne§ - [exnapayus 3a cpoxa na eanudnocm na othepmama;

» [lpeocmasena e flexnapayus no un.39, an.3, m.1, 6ykea ,0" om ITI3OH no yemompenue na

VHACHHUKA. |

° 3a oepupanume Odesungbexyuoinu npenapamu e npedcmaseno AKMYanHo paspewienue 3a

nyckaie na nazapa wa buoyuden npodykm, usdadenu na ocnosanue na wil9 om 3axona 3a
SAUUMA 110 6PeONO Gb30CHCMEUEe A XUMUNECKY BeUjecmed U npendpami u undopmayuone
Jem 3a Hezonaciuocm;

IIpedcmasenu ca usuckyemume kKamanosu u uUHCMpPYKyun 3a ynompeba,

Ipeocmasen e dokymenm 3a OMOPUSAYUS/OMOPUIAYUONHO RUCMO O npou3BoOUme,
Yoocmosepasauio npasa 3a APeOCMAGUMENCMBO U MbP20GUS 1id mepumopuama na Penybauxa
Buneapus.

CIIC/, KOSTO HAaNPaB NPOBEPKa Ha Ch/IBPKAHUCTO HA TEXHUYECKOTO HPEUIOKEHHE ChoBpasHO
HIHCKBAHMATA Ha [OPOUCIypaTa H YCTAHOBH, Y€ JOKYMEHTHTE HA YY4aCTHHKA OTTOBapsT Ha
M3UCKBAHMATA 1A NIPOLEAYpaTa U 3aKOHA.

YUaCTHHKBT € MPEUIOKHI CPOK 32 M3IBJIHEHHE HA J{OCTABKHTE, CPOK 3a pa3cpoveHO TJIallaHe U
OCTATLYUCH CPOK Ha TIOAHOCT Ha oQepHpaHuTe Ne3uH(EKUHOHHM NPENApaTH OTrOBApSINH Ha
MHHUMAIIHTE H3HCKBAHUA Ha BL3JIOKHTES,

B Ilpunoxenne Nel KbM TEeXHHYECKOTO NpemIOKEHHE 10 HoMeHKatypa ANe6.1 Kes
CoOBpIICaIiie HA GA0eXUOU, (eHoau U XHOp- YUACTHHKET ¢ odepHpal Ae3uH(EKIHOHSH npenapaT
Xexcakeapm ITnioc. B upunoxenoro Paspemenue 3a NyckaHe Ha nasapa Ha Ouonup ¢ Ne0341-
2/02.06.2017r., B paznen IX Jlannu 3a knacuuimpade u eTUKHpatic Ha OHouuAa, lpeaynpexnenys u
OMacHOCT ¢ nmocoueno ,,LUH208 Cvovpaca (R)-p-menma-1,8-0uen. Mooice da npeduzeura aiepeuiHy
peaxyuu”. B TexHuueckata CHEHHOUKAINA BBINOKATCIAT M3PHUHO € I[IOCOUHI ofpepupanuTe
npemapaty Ja ca 6e3 apoMat u 6e3 ajlapruves HOTeHITHAT.
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Ha 0aza ropemnokenoro koMucnsita HAMIPA TCXHHYECKOTO NPE/UIOKCHHE A YYACTIIHKA
"b.bpayn Meaukan" EQOOJI uo o6ocobenara IIO3HIHA 34 HE 0OTIOBAPAIND HA HIHCKBAHHMTA HA
BLIJMOARITCISA, 3AT0MCIET B TeXHIMECKATA circiuguKanmsa Ha jokyMerrramnrra, C orve na TORA,
ROMHCHSITA ¢/UIHOAYIMAO PN YUACTHHKLT jIa OhJe oTCTpalen 1Mo oBocobenarta wozgis na
ociosanie w107, 1.2, 6yksa a) or 30H - upexerasiur e othepra, KOSATO HC OTIOBAPH HA
HPCABAPHTEINO 0GIBCNHTE YCIOBHY UA MOPLYKATA.

OINe 14 Tewiu canynu 3a RPeOonepamueno usiconeane na Rauenna

Komucusira yeranonu, ve yuactnukht HPOTIC/lypaTa ¢ 1PCACTABMIT BCHUKH W3HCKYCMH O
BB3IOAHTCIS JIOKYMCITH, 4 HMCHITO!

o HHonvaen Qopusey Ne 3 - Hpedaoycenne sa wsnmanenue wa HOPDBYRAMCL,

o Upwiodicenie Nol kv mexnuuecnoma QPEPING - G XAPIILCI U exeRMPOTeN HOCUmEeA;

o Honvanen Odpasey Ned - Jlexaapayus sa cvenacue ¢ KAAYHIRG NG NPUIOICENNs HPOCKAT Tid

002080p;

o Honvanen Obpasey NeS - [exnapayus sa CPoKa na saauonoc na opepmama,

o lipedcmasena e Jlexnapayus no w39, an.3, m.1, oyrea ,,0" om II30I no yemompenue na

VUacmiurg.,;

s 3a ogepupanume odesungpexyuoniu npenapamy e npedcmaeeno GKMyarne paspemienie 3a
Ryckaie na nasapa na Guoyuden npodykm, usdadenu na ocrosanve na unl9 om Jakona 3
3auuma 1a 6peoio §b30eicmene A XUMUYECKH Geuecmea u npenapamu u ungopranyuoner
Jtuem 3a Gesonacnocm;

Hpedemasenu ca usuckyeaume kamanosy u HIICIPYKYUY 30 Ynompeba,

Ipedcmasen e Qokymenm 3a OMOPUSAYUL/OMOPUIAYUOUIO  NUCMO O HPOU3BOOUME,
VOOCHOBEPAGaIYO RPasa 30 NPEOCMABUINENCHIGO U muypeocus na mepumopusama na Penyéuuxa
Buneapust,

CJICAL, KOCTO HalipaBH MPOBCPKa Ha CLBPIKAHHETO HA TCXHHYCCKOTO NPELIOKEHHE cbobpazHo
H3HCKBAIMATA Ha UPONEAYPATA H YCTAHOBH, 4Ye MOKYMCHTHTE Ha YyYacTHHKA OTroBapsT Ha
H3HCKBalKsTa Ha IPOIeAypaTa H 3aKoHa,

YUACTHUKDT ¢ MPCIVIOAHIT CPOK 38 H3ILIHEHHE HA JOCTaBKHTE, CPOK 3a Pa3CPOYEHO INIANIAHE H
OCTaThieH CPOK nHa rojHocT Ha oepHpanuTe Ne3HH(CKUHOHHK penapaTd  OTroBapamiM  Ha
MHHHUMATHUTE U3HCKBAHUS HA BB3AOIKHTEIIL.

Odepnpanure csHndexiHoum JIperapaTy CbOTBETCTBAT HA M3UCKBAHMATA HA TEXHHYCCKATA
cHelHBHKARUA KbM JOKYMEH TallHsTa 33 YUacTHe B IPOIe/iypaTa.

Onenkara Ha TEXHHYCCKOTO IIPe;UIoKente ¢ H3BBPIUCHA U oTpasena B [Ipunoskenne Nel u
Hpunoxernne Ne2 KBM nacrosuus [POTOKOJI.

Ha 6asa ropeusaoskenoro komucnara HAMHPA TCXHHYIECKOTO TPE/VIGKEHNC HA YUACTHHKA
3a OTroBapALI0 B MBJANA cTellel HA H3UCKBAITHATA HA BB3JI0KHTE/Is, 3A/I05KCHH B TEXHHYCCKATA
CleUHpURANHT HAa AokymenTamusta. C oraen ma TOBA, KOMHCHATA €AMHOAYIIHO PeIH, Ye
Aonycka yuacThuka ""B.bpayn Megukan" EOOJI no ciaeapam eran Hponeaypata — oTBapsie
HA IICHOBOTO IIpe/uIo:KenHe no odocobenara mozumus,

"Memuumucka Texunka Husxenepunr" 00T
OlINe Hpenapamu 3a xuzuenna u XUPYP2HUHHA Oesunfhexyun na pvye
Komucusita ycranosu, we yuactHuksT B lipoueaypara € IPEACTABHMI BCHUKH HM3UCKYEMH OT
BB3JIOKHTENS JIOKYMEHTH, 4 UMEHHO!
» lonvanen O6paszey Ne 3 - Hpeonoorwcenue 3a usnvanenue na nopoukama;
*» llpunosicenue Nel koM mexnuyeckama opepma — na xapmuen u erexmponen nocumen:
* lonvanen Obpasey Ned - Jlexnapayus 3a cvenacue ¢ KAAy3umte 1a PUAOIICEHNUS RPOEKm HA
002060p,
» [Tlonvanen Obpasey No§ - lexnapayus 3a cpoxa na sarudnocm na oghepmama;
Ipedcmasena e Jexnapayus no w39, ar.3, m.l, byxea ,,0" om 113011 no yemompenue na
YHAacHHuRA,
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° 3a opepupanume desungexyuonin npenapamie e apeocmAGeno  akmyano  paspemiente 3a
nyerane nd pasapa na buoyuden npodyim, uzdademu wa ocnosanue na yn. 19 om Jarona
SAUHIA 1A GPCONO BLICHCHIGUE 1 XUMNYECKY BeUfECHBd U Apenapamy u ungopsaione
JIHCH 3¢ OC30RACHOCH;,

Hpedemasenu ca wsuckyeanone kamanosu u UNCHIPYRII 30 YROMpeDa,

o [lpedcmasen e doxysenm  sa OPOPUSCHUR/OMOPUSAUOIIO  RUCHO O RPOU3s0OUmen,
Yooemosepasaiyo npasa sa HPeACACUINCICINGO 1t MLPeOsIST 1A mepumopusma na Penyoiuxa
buieapus.

CIE/L, KOCTO HAIPABH LIPOBEPKA HA ChILPKAHHETO A TeXHHUYCCKOTO HPEIUIOKEHNHE ChobpazHo
IHHCKBANSITA 11 1IPOHe/ypata H o ycranoBw, 1¢ JIOKYMCHTHTC Ha YUACTIINKA  O1TOBApsT  Ha
H3HCKBAHHSIT HA PO/ YPaTa H 3aKora.

YHaCTHHKST ¢ HPSUIONRHIT CPOK 32 HAIMLILCHHE Tia JOCTABKHIC, CPOK 34 PA3CPOUCHO ILIALIANE I
OCTaThuch  CpoK ma  roymoct nHa  odepupamire AC3HHPCKIHMOHNY  1PEIAPATH  OTTOBAPKIN  Ha
MHITHMEITHHTC H3HCKBAIHS 1A RL3TOKHTCISL.

Odepupanmie uesmndekunonny HPEHAPATH CLOTRCTCTBAT HA M3HCKBAHMATA 1A TCXHMUICCKATA
CHETH(DHKAINST Kb JOKYMEHTALHAT 33 YUacTHe B poneypara.

Oueiikara na TexXIHYCeCKoTo TMPC/VIOIKENHE C M3BBPINCHA H oTpaseHa B lIpuaosenne Nel u
Hpnnosxcermie No2 kM nacrosmms IPOTOKOIL,

Ha 6a3a ropeusinoxenoro xommcnsra HAMHPA TCXHHYCCKOTO NPCUIOKEHIIE 1A YIACTHHKA
38 OTrOBADAIO B IMB/INA CTCHEH HA M3NCKBANNSITA HA BL3JIOKHTENS, 3AJI05KCHH B TEXHIYCCKATA
coenudURANU 1A goxymenranuata. C OIJICA Ha TOBA, KOMHCHMATA CAHHOAYUIHO DEINH, ¢
Aonycka ywacrnuka "Meanmuncexka Texumka Muxenepunr” O0JL o CJICABANL eTam &
IIPOLICYPATa — OTBAPSIHE HA NCHOBOTO NPE/LIOKEHHE O 06ocofenara HO3H1MS,

OIINe3 Hpenapamu 3a oesundpexyun na meduyuncxu HHCHIPYMenmapuym

Komucusara ycranosu, ye yuacriuxnt s IPONCAYpaTa € IPEJICTaBWI BCHYUKH HM3HCKYEMM OT
BBL3JIOKHTCIIS JOKYMCHTH, 4 UMCHHO!

* [onvanen Obpazey Ne 34 — Tipeonocenue 3a usnvinenue na nopwvuKama,

o lpunosicenue Nol xom mexiuvecxama othepma - na xapmuen u exexmponern nocumen,

¢ [lonviuen Obpazey Ned - Hexuapayus 3a cvenacue ¢ KAAy3ume Ha npUnodicerss npoekm na

dozosop,

*  [lonvanen Obpazey Nes - Hexaapayus 3a cpora na sanudnoem na ogepmama,

o lpedemasena e Hexnapayus no w39, au. 3, m.1, Gyxea 0" om 30T no yeatompenue na

yuacmnura,

* 3a  oghepupanume oesunghexyuonnu  npenapamu e npeocmaseno  EC Qeiapayus  3q

- cvomgemcmesue u , CE“ MUPRUDOCKA 6 CoOMBEMCmEe ¢ usuckeanusma na ui, 14 u un. 15 om

3MH u unchopmayuonen aucm 3a fiesonacnocm,

*» [Ipedcmasenu ca uauckyemume kamanosu u UHCIPDYKYUU 30 Yrompeba;

o [Ipedcmasenu ca USHCKYEMUIME RO BUO U KORUYECTHEO MOCTIPU;

* llpedcmagen ¢ doxymenm 3a OMOPUAYUA/OMOPUIAYUONHO  NUCMO O npouseodumen,
yoocmosepasawo npasa 3a npedcmasumencmeo u muvpeosus wa mepumopusima ua Penybnura
bvreapus,

CTIC, KOCTO HANIPABH MPOBEPKA Ha CHIABPKAHHETO HA TEXHHYECKOTO HpeIoXeHne cho0pazHo
W3NCKBAHMATA HA [POUEAYPATA H YCTAHOBH, Ue JIOKYMEHTHTE Ha Y4YaCTHHKA OTIOBapAT Ha
W3HCKBAHHATA Ha IIPOLEJIypaTa H 3aKOHa.

YYaCTHHKET € UpemIoKun CPOK 32 H3NBIHCHUE HA JOCTABKHTE, CPOK 3a PA3CPOYCHO IITAINAHE H
OCTATBHENl CPOK HA TOAHOCT Ha o(epUpaHuTe Ac3MHOEKIHOHNH  TIpenapaTH OTroBapsild  Ha
MHUHUMAITHHTE H3UCKBAHHS Ha BbTOKHUTE)L.

Otepuparure pesundexupontu HPCIIapaTH ChOTBETCTBAT HA H3MCKBAHMATA Ha TeXHHYecKaTa
crenn KA KbM JOKYMEHTANMATA 32 y4acTHe B NpoleIyparTa.

Onenkara Ha TEXHHYECKOTO HIPCVIONCHHC ¢ U3BBPIICHa W orpaseHa B Ilpunowxenue Nel u
Ipunoxenne N2 xpm HaCTOAILHS TPOTOKOIL
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Ia 6asa ropemsnosxkenoro KOMuCHSITA HAMIPA TEXHHYCCKOTO NPCII0KCIIE 1A YUACTHHKA
34 0TTOBAPSING B NBJHA CreNen Ha H3NCKBAIGITA o BLIJOKHTCI, 3A7I0KCIHH B TeXITHICCKATA
cuennuramsr ua jroxymenranuara, C OLACA HA T0BA, KOMICHSATA CANNOAYINHO PCIIN, ‘¢
Aonycxa  yaacronka  "Meaunmiexa  Texiuxa Hnxencpam " 00 o cacasam eran n»
Hponeaypara -- orpapsine Ha 1eoBoTo Hpcejokenne mo 06ocodeHara no3uums.

OliNed Hpenapamu sq oesungexuun na CREYNAIANGA MEOUNUNCK ARApamypPa, enoockoncia
ARAPAMyPa u mepsoaaduini smepuain

Komuensira veranonn, uce YHACTHUKLT B AIPOLCAYPATE ¢ UPCJICTABMI BCHUKH H3HCKYCMH O
BHBIOKHTCIHA JIOKYMCITH, 4 UMCIITO!

o [onvinen Obpasey Ne 34 - Upednovicenie sa usnvancnue i HOPBYRAMA,

e Hpiaooicenue Nel oy mexnuuecrame othepma - na xapmuen u erexmponen nocumen,

o Honvanen Obpusey Nod - Hernapayus sa cvenacue ¢ RIGYIURIE 1A APUAOICEHUS. RPOCKM Ha

docosop,

o Mlonvanen Obpasey Nos - Hernapayus sa epoxa na eanudnoem na ohepmama;

* lpedcmasena e Jlexaapayus no ua. 39 an3, ml, dyrea 0" om INIION no yesompenue na

yuacmiiKa;

® 3a  odepupanume desunghenyuonn apenapanie e wnpedcmaseno  EC dernapayist  3a

cvomsememsue u ., CE" vapruposra ¢ cvomeememeue ¢ usnckeanusma na yn. 14 uun. 15 om
3MH v wnhopsrayuonen niem sa besonacnocm,

© lpedcmasenu ca usucryesme xamanosy U UNCIMPYRYHU 30 YHompeba;

e [lpedcmasenu ca HSHCKyeMume 1o 6ud u koruuecmso mocmpu;

o lpedcmasen e doxymenm 3q OMOPUIAYUA/OMOPUIAYUOHNO  RicMO  Om npouseodumel,
yoocmogepsisawyo npasa 3a NPEOCIABUIMEACTNGO 1 Mvpeosus ta mepumopuama na Penybuuka
Boneapus.

CJICAL, KOCTO HATIPABH ITPOBEPKA HA CH/IBPIKANIETO Ha TEXHHUECKOTO NPEJUIOKEHHE ChoOPasHO
MSHNCKBALHMSTA Ha TPOLENYpPATA M yCTAaUOBH, we AOKYMCHTHTE Ha y4acTHAKA OTroBapsT Ha
H3UCKBAIMATA Ha POLICAYpatTa K 3aK01a.

YuacTHuKET ¢ npemioskm CPOK 34 H3IILIHEHHE HA JOCTABKUTE, CPOK 3a Pa3CpoYCHO IIaIAHe U
OCTaThYCH CPOK Ha TOJHOCT Ha o(epupannre  jlesnudernHounHy IIPCIIAPATH  OTTOBAPAIM Ha
MHHHMA)IIIHTE H3HCKBAHKSA HA RE3TONCHTEIS,

Odepupannre pesnndeximonnmn HIPCTIApaTH ChOTBETCTBAT HA M3HCKBAHMATA HA TEXHHUCCKATA
CICUUGUKALMS KBM JOKYMCHTAIHATA 3a y1acTHe B 1Ipolle/ypara.

Onuenkara Ha Texuuueckoro HIPCIUIOXKCHHE © H3BBPUICHA M OTpaieHa B Ipunoxenue Nol u
Hpunoxcenne No2 kpm HACTOSAIIHA IIPOTOKO)I.

Ha 6asa ropemsmosxenoroe komucusira HAMHEDPA TEXHM'IECKOTO MPC/UIOKEHHE A YYACTHHKA
38 OTTOBAPSIING B BJIHA CTEllCH A H3HCKBANHATA HA BB3JIOKHTEIIS, 3A/T0KCHH B TeXHHYCCKaTa
CHCNIHKALNS HA AoKyMenTanusTa., C OLJIET Ha TOBA, KOMHCHATA CAHHOLYIIHO pemn, e
Aonycxka  y4dacrunka "Meaumimcexka Texnimka Mizkenepunr" O0J] a0 CJIe/Balll eran B
IPOHCAYpaTa — OTBAPSHE HA ICHOBOTO npeioxkenue mo obocobenara moznHuus.

OITNeS penapamu 3a oesunheryun na HOGBPXHOCIMU
Komucusira yerarnosn, ye YHACTHMKET B NPONUEAYPATA € NPEACTABUI BCHUKU H3HCKYeMH OT
BLIIONKHTEIIA JOKYMCHTH, 4 HMEHHO:
¢ lonvauen Obpasey No 3 — Hpednoacenue sa usnvanenue na ROpBYKAMA,
o [Ipunoowcenue Nl xvu mexnuieckama oepma - na xapmuen u eNeKIMPOHEHR Hocumen;
* Honvanen Obpasey Ned - Hexnapayus 3a cvenacue ¢ KAdysume Na npUnodcenus npoexm na
dozosop;
» [llonvanen Obpasey No§ - Hexnapayus 3a cpoxa na sanuonocm na ogrepmama;
* [Ipedcmasena e Hexuapayus no wi.39, an.3, m.1, Gyxea ,,0" om T30 no yYemompenue na
yuacmnura.;
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° 3a ogepupanume desundhexyuonnu npenapan ¢ APEOCIAGENO akniyaino paspewicitie 3a
yekane nd nasapa na Guoyuden npodykm, usdadenu Ha ocHosaine 1 wi 19 om 3urona 3u
FAMUMA N 6pedito 6B30CHCmsNe Ha XUARMeCKY seujeemea 1 npenapan o undopayuoners
AUCM 3a Besonaciocm;

o [lpedcmasenu ca usuckyesume ramanosu u UHCHPYRYUI 30 yRompea;

° [lpedcmasen e Qoxymenm  sa OMOPUIAYUA/OMOPUIAYUONNO  HUCMO O npouzsooumen,
yoocmosepsisaugo npaca sa NPEOCIAGUMeIcnso U mupeosus na mepumopusima ta Penybuura
hwacapus,

CICH, KOCTO IAIIPABH 1POREPKA 1A Ch/ThIKANTHETO 1A TeXITHICCKOTO HPCJUIOKEIIHC ChOBPA3Ho
HIHCKBAHIAIA Ha  1IPOIeypara u yeTanosu, uc JOKYMEHTHTE Ha  yuaCTHMKA O110BAPYT HA
HIHCKBAINLATA 1A UPONS/IYPaTa M 3aK01a.

Yaacranesr e mpeionr CPOK 34 H3IILINEINC Ha OCTARKHTE, CPOK 33 PA3CPOuCHo MIAMIALC 1
OCTATRUCH  CPOX Ha  rojllocT Ha  odepupainic ASSHH(ICKIHOIIH  LpelapaTH OTIOBaPAIKA  Ha
MHHHMAQITHTC H3HCKBAHHS 11 Bh3J103KHTEIL.

B Hpwioxkenne Nel koM Texanueckoro NPCIOKEITHC 10 1IoMenKiarypa XeS.4 bes ardexudu
ftd ocnosama na HemeLPHINYHE  aMOHneen chedunen s MAC/ - yyaciauknT e otepupan
Aesuudekimonen upenapar Surfanios Premium, myéa 5 1. B TIPHIIOKCHHS KaTaior ua cIp.166 or
TCXHUICCKOTO NPCIUIOKEHE, B Pa3Uc »XAPAKTCPHCTHKU € I0COUCHO » Qyeemen a seneno pasmeop " .
lpu tectranero na npencrasenara MOCTpA ¢C yCTalOBH, Y¢ B JICHCTBHTEIHOCT pastBopa € ¢ HBAT
3CICH. B rexmuveckara cnenmudnkais shanokmntesy H3PHYHO © NOCOMHII O()ePUPAHHTE TIPENapaTH 110
HOMCHKIATYpaTa 1a ca 6c3 06aBCHM apOMaTH U OlBETHTEIH,

Komucusra npenara YUACTHHKBT jia OhAC OTCTpanen 1o HoMCHKIaTypu Ne5.4 na ocropanue
w107, ©.2, Gykna a) or 30IT — IpejcraBua ¢ odepra, Kosto ne OTroBaps Ha MPC/BapHUTENIIo
OOSIBEHHTC YCIIOBUS 1A TTOPHYKATA,

Onenkara na rexumucckoro UPCATOMKEINC 110 APYIHUTE HOMEHKIATYPH ¢ H3BBPINCHA H OTpa3eHna
B Ilpmioxenne Nel Hpunoxenue No2 kpm HacTOsIIHS IIPOTOKOIL.

Ha 6a3a ropeusmoxenoro xomucnsra HAMHPa TEXHHYCCKOTO NPEIOKEHHE HA YHACTHHKA
10 OCTAHATHTE HOMEHKJIATYPH B oGocofenara HOZHUMS 33 OTroBaps0 B UBLIHA CTCHEN Ha
HIRCKBAHUSITA A BB3TOKHTEIS, 3AM0KENH B TCXHHYECKATA CUCLH(DHKAIMS HA TOKYMeHTAIATA,
C oruien na Tona, komucuara CAHIOAYINHO PemmH, e JonycKA yyacTHuKa "Memimuncka Texunka
Hikenepuur" Q01 no CICABALL €TAIL B NPOUEAYPATA — OTBAPSIHE HA HEHOBOTO HPE/UTOKeHHE M0
ocTanajinre HOMEHKIATYDH B 06ocofenara mo3nmus.

OlINe6 ITpenapamu 3a desuniheryun na Kygvo3u
Komucnsita ycranosu, ue YUacTHHKBT B NPOUE/AypaTa ¢ UPEACTABHI BCHYKH H3HCKYEeMH OT
BH3JIOMHTENS JIOKYMENTH, a HMEHHO"

o lonvanen Obpazey Ne 34 — Hpednooicenue sa usnvanenue na Hopvurama,

o Llpunosicenue Mol xom mexnuveckama ohepma — na xapmuen u eneKmponen Hocumen,

* llonvanen Obpasey Nod - Hexnapayus sa cvenacue ¢ KIAY3UmMe Ha RPpUiOdICEHUsL NPpOeKm Ha

dozosop,

* llonvanen Obpasey No5 - Hexnapeus 3a cpoxa na sanudnoem na oepmama;

s [Ipeocmasena ¢ Heiwapayus no un.39, an.3, m, l, byxea ,,0“ om HII30I no YCMOmperue na
yuacmnura;

* 3a oghepupanume desunhexyuoniu apenapamu e  npedcmaseno EC Oexnapayus  3a
cvomeememsue u ,, CE" mapkuposka 6 cromeememeue ¢ usuckeanusma na yn, 14 u wn. 15 om
3MH u ungpopmayuonen nucm 3a bezonacnocm;

* [pedcmasenu ca usuckyemume xamanozu u UHCHIPYKYUY 30 yrompeba;

o Ilpedcmasenu ca USUCKYeMUME RO 61O U KORUHECTIBO MOCMpPU,

* llpeocmasen e Odoxymenm 3a OMOPUIAYUA/OMOPUIAYUONIHO  RUCMO  Om npouseooumen,

Yoocmosepasawo npasa 3a HPEOCMAGUMENCBO 1t MbP2osus Ha mepumopusma na PenyGauka

' bovreapua,
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CICHL, KOCTO ITAPABH HPOBCPKA 1A CLALPMNANKCTO 1A TCXHHYECKOTO 1PEJuIOIKEHHE CHOOPA3II0
HIHCKBAUNGIIA na  IIPONCHYpATd W yCralloBH, uc JIOKYMCHTHTE  HA  YYACTHHKA OTIOBapiT i1d
M3HCKBAHMATA Ha LPOLICAYPATA H 33KO0114.

YHACTHHKLT € UPCIVIONIIN CHOK 33 U3irpineinie 11a JOCTABKATE, CPOK 33 PA3CPOUCHO IIAHIANC H
OCTATLUCH  CPOK 1A rojmocr na  odepupaimiie NC3HHQCKIMONIN  IPCHAPATH  OTLOBAPMIIH A
MUHHMAOIHWTC H3HCKBAHHS 11A Bb3I0IKHTEIS,

B lputokenne Nel koM rexnmucexoro HPSUIOKECHUE 110 noMenxiarypa ANe6.] Bes
cvOvporcanue na andexuon, denoan u WIOP- yUacTIHKRT ¢ oeprpan jesnndexunonen upenapar
Aniosept Active, on. 5 ko B PHIIOCHara uiepykims 3a yiorpeGa na ctp.2 13 u katanora ua crp.225
OT TEXIHHCCKOTO  1IPEJUIOKENNE ¢ TIOCOULHO, e JCSHH(CKTaNTa ¢¢ H3IOMIBA 34 BHCOKOCTENCH
JCSHITCKISY  cTyea XuaMiuccka CTEPIIM3ATIHA HA WIICTPYMCHTH, CHJIOCKOIM M BCHKAKBB LMl
TCPMOJIAbHIa anaparypa, HHKbLIE HC e HOCO'CHO, e MOXKC Jla CC M3UON3BA 3a Je3HH(EKiHs 1a
KyBhO3n. Ouucano ¢, ge JIE3HHCKIUATA ¢ H3BLPINBA BbB BAHH ¢ paboTHH Pa3tBOPH CaMo qpes
HOTATLANEG, & TOBA C HCNPHIOKEMO 3a JIC3HiekiEs ia KYBBLO3H.

Ha 6asa ropemsnomenoro xommcusnra HAMIPA TEXNHYCCKOTO NPEAI0ACHIE A YYACTINKA
"Meununtexa Texiunga Mickenepnur” OOJI 1o o6ocodenara IO3HINIS 34 1 o1ToBapsIUO 1A
H3IICKBANMATR A BBIIOKHTEINS, 30/ 105K B TeXIIYecKara CHCLHMPHKANHS HA JOKYMCHTAIMSITS,
C oruen ua rona, kemucusra CAMITOIYINIIO PEMH yHACTHMKBT 14 Ghjc oTeTpanen 1o o6ocobenara
HO3HIHA Ha ocnosamie w107, 1.2, 6yksa a) or 30IT — npeacrapie ¢ oepra, KosITo nie oTrosaps
Ha UPE/IRAPHTCILIO 06HBEINTE YCIOBH 1A MTOpBUKATA,

OITNe9 Hpenapamu 3a oesundperyus na Goanuuno Geavo, padonno obaexno u mexcmun

Komucuara yeranonn, we yuactruker » NPONEYpaTa ¢ MPe/ICTABHIL BCHYKH H3UCKYCMM OT
BBINOMHTCIIS JOKYMEHTH, a HMCITHO!

o Homvanen Obtpasey Ne 3 - Hpednoocenue sa usnvanenue na Hopoukama,
* Ipunooicenue Nel xvm mexnuueckame othepma — na xapmuern u eNeKMPOHEN NOCHmen,
* lonvanen Obpazey Nod - Hexnapayust 3a cvenacue ¢ KRAy3ume 1a npuiodICenus. npoekm Ha
dozogop;
*  lonvaen Obpazey No§ - Hexnapayus 3a cpora na sanudnocm na odhepmama;
* llpedcmasena ¢ JHexnapayus no un.39, an.3, m.1, 6yxea ,0" om II30IT no yesmompenue na
yaacwiura.;
¢ 3a ogpepupanume desunhexyuonnu Hpenapamu e npedcmaseno akmyaiuino paspewiene 3q
Hyerane na nasapa na 6uoyuden upodyim, wzdadenu na ocuosanye na w19 om 3axona 3a
3aufuma ra 8PeoHo 8v30elCmaNe Ha XuMuYecky BeMecmeq u npenapamu u wihopmanuonen
iniem 3a 6ezonacrocm;
* lpedcmasenu ca uzuckyemume kamanosu u UHCIMPYKYUU 30 ynompeba,
* llpedcmasen e Ookymenm 3a OMOPUSAYUA/OMOPUIAYUOHIO  NUCMO  om npousgodumen,
- yoocmosepasawo npasa sa HPEOCIMAGUMENCINGO U MbP2OGUs: Ha mepumopusima na Penybnura

Bvazapus.

CIICI, KOCTO HANPaBH MPOBEPKA HA ChABPKAHMETO HA TEXHHIECKOTO NpeUIoKEHUe CHroOpasHo
H3HCKBAHMATA HA lpoUe/lypaTa M YCTAHOBH, ue AOKYMEHTUTC HA Y4YaCTHHKA OTIOBApAT Ha
H3UCKBAHMATA HA NPOLEAYpaTa H 3aKOHA.

YYacTHUKBT € 1peyioxnun ¢POK 32 H3ITH/IHCHUE HA JIOCTABKHTE, CPOK 3a PA3CcpOuEHO MIIALANE H
OCTaTBLYEH CpOK Ha TOAHOCT Ha ofepupauute A€3NH(BCKUMOHHN  LpemapaTy OTrOBapsIH  1a
MHHHUMAJIHHTE M3HCKBAHHS Ha Bh3IOKHTCIIS.

B Ilpunoxenne Nel KbM TexHHueckoTo IpC/UIOXKCHHE 1m0 o0ocobeHaTa y4acTHHKET e
ohepupan nesundrexnnonen upenapar Klorkleen, on. 150 maéin. (0,6 K2). B npunoxenoto Paspelienue
34 NyCKaHe Ha masapa wa Odorma ¢ Nel328-3/1 1.08.2016r., B pasmen VIl O6nacr/o6nacru Ha
TIPUIONEHAC, € OIHCAHO, Ye Je3UH(EKITHOHHHS Tperapar Moxe fa ce W3MoN3Ba 3a Je3nH(peKuus u
ITOMHCTBAHE Ha BOAOYCTONYHBH IIOBBPXHOCTH B 3/ipaBHy H JieueOHY 3aBelieHAs, HUKRIE He ¢ OIHCAaHO,
1€ MOJKE Jia Ce NpHIIara 3a Je3snHeKIns Ha BoJHTYHO 0enbo, paboTHo o6NeKIo U TeKCTHL,

Ha 6asa ropemnoxenoro kommensra TIAMHAPA TCXHHYECKOTO NPEINIOKEHHE HA YHaCTIHKA
"Meaumuncka Teximka Hmkenepmir” OOJT mo oGocodenara HO3HIHS 332 1i¢ OTTOBAPSAIO Ha

31



e

i
i
|
k

CRERET

MZHCKBANIUITA HA BEL3TORH T, 30005KCIHH B TCXHHYCCKRATA CHEMH(PHKALST HA JLOKYMCIITAIHSI A,
C orueyt ia rosa, KoyucHsTa CIHITOLYINIIO pelll YYACTHHKBT Ja O/1e 0TeTparen no 06ocobemaTa
Ho3mmst na ocuosanue w107, .2, 6yxea a) or 3011 - npeacTaBya ¢ orepra, KoATO He OTrOBAPS
HA PCABAPHTEINO 0BsIBCIITE YCIOBIS HA HOPBUKATA,

OHNel0 Hpenapamu sa Oesundperius na patonuin 0Byeru

Komucusira yeranoss, ue yuacromens MpOLE/ypara ¢ UPE/ICTaBmil BCHYKH HIHCKYEMH OT
BLRIOKHTCII TOKYMCHTH, 8 MMCIH1O:

e [lowuianen OQbparsey No 3] Ipeodaosccinie w wsnbanenue o ROPLYRAING,

o Lptiosicenie Nol woar miexnuveckanica ohepina — na xapmuen u erexmponen nocumen:

o Homvuen Obpasey Nog - Hernapayus 3a cvenacue ¢ rxeaysume na APUAOCCHUS. HPOCKIN Tt

d02060p;

o [omvanen Obpasey No§ - Hexaapaius 3a cpora na eandnoen na oghepmama;

e Ilipeocmasena ¢ Hernapayus no win 39, an.3, m. 1, Oyrea ,,0" om 13011 no yexompenue na

yuacmitura.;

* 3a ogepupanume desunexyuonny npenapamu e HPEOCMAGeNo armyaino paspewene 3a
Rycxrane nd nazapa na Ouoyuoen npodykm, usdadenu ia ocnosanie na w19 om Saxona za
JYUMA 1A 8Pedito 6b30CUCHBUe Ha XUMUYECKY Gewecmed u npenapamu U unpopmayuonen
aucem za besonacnocm;

[Ipedemasenu ca usuckyertume xamanosu u uHCmpyryuY 3a yrompeba;

lIpedcmasen e doxymenm sa OMOPUIAYUA/OMOPUIAUUOINID  HUCMO O npousgodumen,
Yyoocmosepsicawo npasa sa HPPEOCIMAGUIMECHCINGO U MbP2oeust 1ta mepumopusma na Penybauxa
buieapus.

CIICL, KOCTO HAIPaBH NPOBCPKA Ha CLALPKAHHETO Ha TeXHUUYECKOTO npe/UoKenHe chobpasHo
H3ACKBANMATA Ha NPONEAYpPATa M YCTAHOBH, ye /IOKYMEHTHTC Ha YYaCTHHKA OTTOBAPAT Ha
H3HCKBAIHATA 114 HPOLC/ypaTa H 3aKOHA,

YUacTHHKDT ¢ npejutoku CPOK 34 M3UBIHCHAE Ha JOCTABKUTE, CPOK 32 PA3CPOUCHO I1AUAHE |
OCTATBYCH CPOK Ha TOJHOCT Ha odepupanmre AC3HH(EKIHOHHN  IpenapaTy OTrOBApsIK  Ha
MUITUMAINHTE H3UCKBAHMS 1A Bh3TOIKHTEIS,

B Tlpunoxenne Nel xbM Texnuueckoro lpelioxenne 1Mo obocobeHara yyacTHHKBT o
otepupan aesundexnuoncn npenapar Klorkleen, on, 150 mavn. (0,6 Kkz). B npunoxeroro Paspemenne
3d IIycKane Ha nmaszapa Ha Omomma ¢ Nel328-3/1 1.08.2016r., B pasnmen VI O6nact/obnacty Ha
LPHIIOXKCHHE, € ONUCANO, Ye JIe3H(EKIHOHINS TIpEHapat MOXE Jia C¢ M3ION3BA 34 JIE3UH(EKIHS o
TIOTHCTBANE HA BOJAOYCTOHYHBH NOBBPXHOCTH B 3AIPABHH H JICUCONH 3aBe/ICHUS, HHKDBJIC He € OMHCaHO,
1€ MOIKE J1a ce npuitara 3a Ae3nHpeKuns Ha paboTHH 00yBKH,

Ha 6aza ropemsnosenoro kommcusta aMHPA TCXHHICCKOTO NPeJIoKeNHe HA Y4aCTHHKA
"Meanumicka Texuura Miskenepuur” OOJI o o6ocofenata HO3HIHSA 32 He OTroBAPLIO HA
H3HCKBANNSTA HA BB3JI0KHTEIH, 3AT0KEIH B TEXHHYCCKATA CHCHHPHKAIITA HA JIOKYMEHTAIMSATA.
C oraex na ToBa, komuensra CAHHOMYINIO PELIH YYACTHHKDT Aa bl oTcTpaien mo 06ocoGenara
TO3HUMA HA ocHoBaHHe w107, 1.2, 6yksa a) ot 3011 — TPEACTABIII ¢ 0hepTa, KOATO He OTTOBApS
Ha Npe/ABApHTEHO 0GABEHHTC YCIOBHS Ha I0PHYKATA,

OIlNel] Hpenapamu 3a desundhexyus na Kodu 3a Gumoe omnadex
Komucusta yeranosu, ue YHACTHUKBT B NPOUCAYpaTa € NPEJCTABHA BCHYKH H3HCKYEMH OT
BB3JIOXKHUTCIIS JIOKYMEIITH, 4 UMEHHO:
o lonvanen Obpazey Ne 3 — Hpeononcenue 3a usnvanenue na ROpBLYKAmMa;
o lpunoncenue Nl xom mexnuvecxama oepma — na xapmuen u CREKMPOHEN HOCUmMEN,
» lonvuen Obpazey Ned - Hexnapayua sa cvenacue ¢ KILaysume Ha NPUROdICEHUS. NPOeKM HA
Q02060p;
* lonvniten Obpazey No5 - Hexnapayus sa cpoxa na eanudnocm na ogepmama;
» llpedcmasena e Hernapayus no un.39, an.3, m.1, byxea ,,0" om HIT30IT no yYemompernue na
Yuacmuuka.;
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o 3u ogepupanume desundgberyuonnu ApERapamy. ¢ ApedCmaseno axmyamio paspenienie 3q
AYCRdne na hasdpa na Guoyuden Rpodykm, usdadeny na ocnosanue na wa 19 om Jaxona sa
SAMUMG 1t 6PEONO GV30CHUCMBHE 1A XUMHNCCKU GeIecmed 1 npenapamu u unpoprayuonen
ANCIHT 3¢ 6(,’")’0}?(!(.']!()Cﬁ?,'

o lpedemaseny ca wanckyesume kamanosu u UHCIRPYRYWU 3¢ YRompeda;

o [pedemasen ¢ Qoxyvenm  3a OHOPUSINIT/ OMOPUAYUOUTO  HUCMO  0m Bpoussodume,
YOOCIHOGEPIGUNIO IPAGH 3¢ 1pedcmagumencingo u mopeosus wd mepumopusma ta Penybuuxa
buazapis,

CHCL KOCTO HAUPABH 1IPOBCPKA Ha CLIIBPKAHHCTO Ha TCXHHUCCKOTO HPEJUIOHCHRE ChoOpasio
HSHCKBANHATA  HA NPONSAYPATA M YCTANOBH, €C JIOKYMCHTHTC 14 YUACTHHUKA  OTroBapsir I
H3HCKBANISITA LA TIPOHE/(YpaTa B 3aKoHa.

YUACTHHIHT € IPCUOKIN CPOK 34 HATDIICHHE Ha JOCTABKHTC, CPOK 34 PA3CPOUCHO NAIANC 1
OCTATLYCIT CPOK  ba LOJHOCT 1A odepHpanite AC3HHQCKIOIEY  UPEIapaTH  OTIOBapAI  Ha
MHITHMANTITC H3HCKBAIM3L Ha BLIOKHTCIIS.

B Ipunoxenne Nel xpm teximucckoro npetoxenuc 1o ofocobeHara yuacTHHKLT e
ofepHpat jie3uideKiMoncH upenapar Klorkleen, on. 150 nada. (0,6 k2). B npuiokenoro Paspewcine
3a IyCkane ia iazapa na Ouorwma ¢ Nel328-3/11.08.2016r., » pagten VII O6nacr/obnacru Ha
HIPHIOXKCHHE, € ONHuCano, 1e AesnHCKIHONNNS TPeIapaT Moke 1 ce H3loN3Ba 3a AS3SHHQCKIHS 1
HOUHCTBANE 112 BOJIOYCTOHUHBH IOBLPXHOCTH B 3UPABHA H jleucHIIn 3aBCACHMS], HHKBJIE 1IC € OIHCAHO,
HE MOYXCC 1a ce nphiara 3a fesnHexius 1a kodhu 3a GHTOB OTHAILK.

Ha 6asa ropemzjiomenoro xommensira HAMHDA TCXIHYCCKOTO NPEIT0KEHHE HA YHACTHHKA
"Meumnexa Texuna Hizkenepum” OOJI no o6ocobenara HO3HIUSA 33 1e OTroBaPMIN0 11
H3HCKBANNATA 1A Bh3TOKITEIS, 3A105KCIH B TEXHHYECKATA CHCHH(DHKANNA A HOKYMEHTAIHSITA.
C oruten 1a ToBa, KoMuCHSITA C/HHLIO/lY IO PCIMH YYACTIHKET Aa Gbhie oTcrpaHen i10 o6ocobenara
o3t Ha ocnoramie wWi.107, 1.2, 6yxsa a) ot 3011 — npeacTasux e ohepra, KOSITO HE OTrOBAPS
Ha IIPCABAPHTC/HO 06ABENNTE YCIOBUA HA NOPBUKATA.

OlIN12 Hpenapamu 3a Oesundpexnun na cexpenu, exKcKpemi

Komucusra yeranosu, ue yuacruuxnr s pouenypara ¢ NpejcTaBH)i BCHYKH W3MCKYeMH OT
BL3JIOSKATCII JOKYMCHTH, 8 HMCHHO:

* Honvanen Otpasey Ne 3 - Ipednooicenue sa UIRDANCHUE HA NOPBLYKAMA,

* lpunosrcenue Nl xva mexruueerama ohepma — na xapmuen u CHEKMPOTIEN HOCUMEH,

o lonvanen Obpazey Ned - Hexnapayus sa cvenacue ¢ KAQYSUME HA NPUNOJICEHUSt NPOCKM HA

002060p;

» [lonvanen O6paszey Ne§ - Hexnapayus 3a cpoxa na eanudnocm na ogepmama;

* llpedcmasena e Jexnapayus no un. 39, an.3, m.1, 6ykea ,0“ om HII3OIT no yemompene Ha

ywacmuuxa.;

* 3a ogepupanume Oesunghexyuonnu npenapamu e HPeOCHaseno aKmyanio paspeuenue 3a
nyckawe na nasapa va Guoyuden npooykm, uz0adenu A OCHOBAHUE Ha Wi, 19 om 3axoua 3a
3awuma na 6pedno ev3delicmeue na xumuvecky sewecmea u npenapamu u uHgopmaytonen
Ziem 3a besonacnocm;

Hpedcmasenu ca usucxyerume xamanosu u uncmpyxkyuy 3a ynompeba;

lpedcmasen e Ooxymenm sq OMOPUSAYUS/OMOPUIAYUOIHO  RUCMO O npoussooumen,
Yoocmosepasawo npasa 3a npedcmasumencmeo u mupeosun na mepumopusma na Penybnuxa
bvaeapus,

CIIEA, KOCTO HANpaBH NMPOBEPKA Ha ChALDKAHHETO HA TEXHHYCCKOTO NpeiokenHe crobpasio
H3HCKBAHMATA HA [POLENYPaTA M yCTAHOBM, ue AOKYMCHTATE HA YYaCTHHKAa OTroBapAT Ha
H3UCKBAHHATA Ha NPOLIEIYPATa 0 3aK0HA.

YHaCTHUKDBT € IPeJUTOKIIL CPOK 33 M3MbIHEHHE Ha IOCTABKHTE, CPOK 3a pa3CcpoveHO IIamane u
OCTaTRUCH CPOK HA TIOJHOCT Ha  OdepupaHuTe ne3suH(peKIHoHH npemapaTi OTrOBapAUIN  Ha
MHUHHUMATHUTE H3HCKBAHHS 113 BB3IIOKHTENS. ‘

B Ilpmnoxenne Nel keM Texnmueckoto NPEATOKCHHE 10 obocofenara yuyacTHHKBT ¢
oepupan acundexionen upenapar Klorkleen, on. 150 maén. (0,6 K2). B npmnoxenoro Paspernenue
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38 NIyCKaHe Ha masapa ua Ouonmj ¢ Nel328-3/] 1.08.2016r., » pasgen VI O6nact/o6iacti Ha
UPHIIOKCHHE, ¢ OlMCcano, ue Je3HICKUHOHHMS Hpenapar MOXC Ja ¢C M3II0I3B4 38 AC3HH(EKINS |
HOYHCTBAHE 1A BOAOYCTOHYHBA 11I0BLPXIOCTY B 3UPaBHH i Te4eO1n 3aBe/ICHIA, HHKBE HC € OlLHCAlo,
HC MOIKE 712 ¢¢ 1IpHIara 3a JIe3H (KU Ha ceKpern, €KCKPCTH.

Ha 6asa ropensnokenoro komuensita HAMIDPA TEXHHICCKOTO MPC/UIOKEHHC HA YIACTHHKA
"Memmuiicxa Texnnga Huxenepnnr OO/ mo obocobenara HO3HIHA 32 He OTIORAPAMIO 1A
HIHCRBAIMISITA HA BHIIOKUTEIS, 32/105KCII B TEXITHICCKATA CHCHHQHKAIUIST HA JIOKYMEITALHITA,
C oruex na rora, komucnsira CAHTOAYIIIO penu yMaCTHHRTT XA §b/ic oTerpaien 1o ofocofenara
Nost a ocnosanne w107, 1.2, 6yksa a) or 30 -- HPEACTABII ¢ odepTa, Kostro 1e o1ToBaps
HA TPCABAPITCTN0 0DSIBCINITC YCHORBISL A HOPLUKATA,

OITA2 14 Teunu canynn sa RPeQOnepaniueIte H3Knnane 1y nanueitma

KOMHCHSTA YCTAHOBH, YC ywacTHHKLT B HIPOLIEAYpaTa € 1PE/ICTABUA BCHUKH H3HCKYCMH OF
BLIIOKHTCIS JOKYMEITIH, & HMEITHO:

o lonvanen Obpaszey Ne 3 — Lpeonoscenue sa usnvanenue na nOpvYKANI,

o [puroscenue Nel kv mexneerama oepma — na xapmuen u erexmponen nocume,

« Honvanen Obpasey Ned - Hexaapayus sa cvenacue ¢ KAGY3UIIE 1A BPUROJICENUST NPOCKI 1
dozocop,

e lonvanen Obpasey No5 - Hexnapayus za cpora na sanuonocm na oghepmama;,

o [lpedcmasena e Hewnapayus no un. 39, an.3, m.1, 6yxea ,0" om 130 no Yexmompenue na
Wacmintura;

* 3a ogepupanume desunexyuonu npenapamu e APEOCINGGeNo akmyaino paspewenie 3
Ryckane na nasapa na buoyuden npodykm, uzdadenu ua ocuosanue Ha 4a.19 om 3axona sa
3AuUmMa Ha epedio avidencmene na xunuweck 6eufecmed u npendapamu u ungopmayuonen
rcm 3a besonacnocm;

* Ilpeocmasenu ca usuckyemume kamanosu y unCempyKyuu 3a ynompeba;

¢ lpedcmasen e doxymenm sa OHIOPUSAYUS/ OMOpUsayuone  nucMo  om npou3BooUmen,

yoocmogepasauo npasa 3a HPeICMAasUmencmeo u muposus g mepumopusma na Penybauxa

boreapu.

CIIE/L, KOCTO HALPABH NPOBEPKA HA CLILIKAHHETO Ha TCXHUYCCKOTO IIPEATOKEHHE CHLOBpa3HO
H3HCKBAMAIA 1A [POUEAYPaTA M YCTAHOBH, we AOKYMEHTHTC HA Y4acTHHKAa OTrOBapsT Ha
M3HCKBAHHATA 114 IIPOLCIYpaTa H 3aK0Ha.

YUacTHHKDT € npemmoi CPOK 32 M3UBLJINEHHE 1A JIOCTABKHUTE, CPOK 34 pa3cpoueHo Imiamane u
OCTATHUCH  CPOK Ha IOAHOCT Ha oepHpaHnTe AC3HH(EKIHONNH  TiperapaTh OTrOBapsiiiH Ha
MHHHMANIIHTE H3HCKBAHHS 1A BL3JIOXKHTES,

Odepupanure nesundeximonny TIPelApaTy CHLOTBETCTBAY HA M3UCKBAHMATA HA TeXIHMYECKaTa
CTiCHpHKALUS KBM JIOKyMeHTaHATa 3a YHacTHe B mpoueaypara.

Ouenxata Ha TeXHHYECKOTO HPC/VIOKCHUC € U3BLPINEHA M OTpaseHa B ITpunoxense Nel u
Hpmitoxenne No2 knM vacTosmys HPOTOKOJI.

Ha 6asa ropemsmosenoro xomucnsira HAMHDPA TCXHHYECKOTO NpPE/UIoKEeNHe HA YYaCTHHKA
32 0TrOBAPSAINO B ITLJINA CTCNECH HA H3MCKBAHHSITA Ha BB3JIOKHTEN, 3210/KeHH B TEXHHYECKATA
CHeMHpUKANMSA HA JAOKYMeHTAMMHTA. C OIVIEN Ha TOBA, KOMHCHATA €IHHOIYIIHO pemn, e
Aomycka  y4vacTHHKRA "Megununcexka Texumka Huskenepuur" QOJ no caeaBam eTam B
TPOUCAYpaTa ~ 0TBAPSNE A MEHOBOTO HPEITOKEHIE 10 obocobenara mosnnus.

OIINe15 Hpenapanu 3a Desungexyun na Aabopamopra cnreknapus
Komucusra ycranobu, ue YHaCTHUKBT B NPOLEAYPATA € HPENCTABHN BCHUKH H3HCKYEMM OT
BL3JIOKHTENSA JOKYMEHTH, 4 HMEHHO:
o [llonvunen Obpazey Ne 3 — Ipednoxcenue sa usnvanenue na nopwvurama,
* lpuroocenue Nel kom mexnuneckama oghepma — na xapmuen u eReKmporeH nocumen;
o [lonvanen Obpasey Ned - Hexnapayus 3a cvenacue ¢ Idysume na npuiodicenus npoexm na
Qo2060p,
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Honvanen Oopazey Nos - Hexnapayus sa cpoxa na eanudnocm na othepmama;

Ilpeocmasena e Hexnapayus no un.39, an. 3, m.1, oykea ,,0" om ITI30IT no Yemompenie na

yuacmnuxa,

3a ogepupanume desungpexyuonnu  npenapamu e npeocmaseno akmyanno paspeuenue sa

yekane na nasapa na buoyuden npodykm, uzdadenu na ocnosanue na i 19 om 3akona sa

sauuma na epeono ew3oeiicmene na xumuvecky sewecmea u npenapamu u ungopmayionen

Juch 3a 6e3onacnocm;

IIpedcmasenu ca usuckyenume xamanosu u UHCIIPY Ky 30 ynompeda;

lIpedcmasen e doxymenm sa OMOPUAYUA/OMOPUIAYUOHHO  NUCMO  OM  NPOU3BOIUME.,
Yoocmosepasawo npasa sa NPeOCmasumencmeo u mop2osus na mepumopusima na Penyoaura
bvaeapus.

CJIEN, KOETO HANPABH MPOBEPKA HA ChABPIKAHHETO HA TEXHHUECKOTO NpemioxKeHne chbobpasHo
HMSHCKBAHMATA HA MNPOLEYpAaTa M YCTAHOBH, 4Ye JOKYMEHTHTE Ha YYaCTHHKA OTroBapaT Ha
H3UCKBAHMATA HA NPOLIEAYPATA U 3aKOHA.

YUaCTHUKBT € IPeUTONMIT CPOK 3a H3MbIHEHME Ha AOCTAaBKHTE, CPOK 3 Pa3CPOHEHO IUIAlAHEe H
OCTATBYCH CPOK HAa TOAHOCT Ha odepupaHuTe Ae3UH(EKIMOHHT  npenapary OTrOBapsH  Ha
MHUHHMaJHUTE U3UCKBAHHS HA BH3JIOKHUTEIS.

Odepupannre nesundexymonnu MpenapaTH ChOTBETCTBAT HA W3HCKBAHHMATA HA TEXHUYECKATA
CreUM(pHKALMS KbM IOKYMEHTALMATA 34 y4acTue B mpoLeypara.

Ouenkara Ha TeXHHYECKOTO HIPE/UIOIKEHHE € M3BBPLIeHA W oTpaseHa B [Ipunoxenue Nel Kbm
HACTOSIIHS TIPOTOKOJ.

Ha 6a3a ropeunsnomxenoro komucusita HAMHPA TEXHHYECKOTO NPEAI0KEHHEe HA YIACTHHKA
32 OTroBAPSIIO B NbJIHA CTENEH HA M3HCKBAHHSTA HA Bb3JI0KHTEJIS, 3A/10)KEHH B TEXHHYECKATA
cnenndukauns Ha gokymentaumsta. C orgey na TOBA, KOMHCHSITA €IHHOAYIUHO pellH, ue
Aonycka yuactHuka "Meanuuncka Texnuka Hikenepunr" OO/ o caeasam eran B
MPoUEnypaTa — 0TBAPSIHE HA LIEHOBOTO NPEAT0KEHHE 110 060cobenaTa MO3HLHSA,

C ToBa na 17.01.2018r., HasHauyeHaTa OT BbLAIOKUTENS KOMHCHsI IIPHKJIIOYM CBOsiTa paboTa 1o
PasLIekKaHe U OLHKA HA TEXHHYECKHTE NPEeUIOHKEHHs Ha AOIYCHATHTE YYACTHMIIM B MPOLIEAYpaTa 1
cberasu [Iporokomn Ne2, :

Ha ocHoBanwme un. 57, an. 3 or [IIT30I1 KOMHCHATA OTIPEJIENH J1aTa, Yac W MSCTO Ha OTBapsiHe
Ha nenosure npeanoxkenns - 24.01.2018r. ot 12:00 yaca, B 3anata na V etax B MBAJT | JI-p Aranac
Hadoscku A/l Kbpmkann, 3a koero MPeAnpue AEHCTBHs 3a yBeJOMSIBAHE HA YYaCTHHLIUTE B
npouenypara.
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