NIPrPGTOKOL
N2

OT jefiHocta 1a KOMHCHsITa, HasHauera cne 3anosen NeS14 or 19.06.2017r. Ha Jlxpekropa Ha
HLIb - Knpyokanm 3a pa3riex/i@ade, oUclKa  KIacHpaHe 1na 11o/a/IcHUTe ofepri 3 obLIECTBEIA TOPDYKA
IPOBCIIAIIA upes IyEIHINo cheresanye ¢ upeamer: "JlocraBKa Ha JIEKApCTBEHH UPOLYKTH 34 HYXIHTE
na JILI — Kopsoxann®, orcpira ¢ Petenne Ne 444 ot 18.05.2017T. na Jlapexropa na LG - Knpyoxain B
nyGumcysaro obsmictie s POIT ma AOTT 787681 o1 18.05.2017r.

Jluee, 03.07.2017rv., or 12,00 vaca 1 saceiaTe/inaTa 3ala Ha seuebIoTo 3anciere o¢ Hponcie
3acCAAIMe A KOMMCHy, Haslauena cne Jmiosen NeST4 or 19.06.2017r.  ma Jlnpekropa na AL -
Knprokan.

Hpeoceoanmen: var. hapMauedT Ainnjia Y3yHnosa - yIpapuTCll Ha alTCKd;

uowiernoee: 1. jt-p Hukonnuka Ysynosa - sauamuuk 0JI3;
2. 1i-p Tomopka Cranymua - jjexkap;
3. Mau Pobor — qamioMupai MarucTh)p 1Mo 1paso;
4. Cuexana Kapars030Ba — JIMIIOMHPAIl MATHCTBP 110 HKOTIOMUKA;

Ia zaceaHHCTO IPHCLCTBAXA BCHUKH YWICHOBC a KOMHCHATA.

I. B pesyntar Ha umioxkeHorto B [Tporokon Ne 1 or 29.06.2017 r., koMuensTa Jomyeka 1o
CACABANl €TANl B NPOEIYPATA — PANICHJIALIC HA TeXHHYCCKHTC NPEUIOKCHHS Ha CACAIHTC
YUACTHHUM:

"Tppropeka jnra - HAIL "AJE- Codorst;
"Codapma Tpeitnuur”™ A/l — Codus;
"apron"AJl - byprac.

B neproaa ot 03.07.2017r. jo 17.07.2017r. KOMHCHATA B 1'BJIEH CHCTaB Ha 3aKPUIH 3aCe/annA
MOAPOBHO PasTNca TEXHIMECKHTE NPCAIONKEIH Ha J0IYCHATHTE YYacTHHIM B TIPONEAypaTa i CTUria
[0 CJIEJIHATE KOHCTATaLyK:

"Trpropexa gura "' HAIL - Codus

OIT Nel Xpanocmunameina cucmema i Memadoiuzom

KoMuenara ycTaHOBHM, Y€ YUaCTHHKBT B TIpOUE/lypara ¢ HpeICTaBHil BCHUKA H3UCKYyCMH OT

BHLIIOKHTENA JJOKYMCHTH, 8 HMEHIIO!

o Honwvanen Obpasey Ne 3 — Ipeonoycenue 3a usnviienie Ha NOpwLYxama,

o [Ipunodicenite Nel Kb MEXHUYECKOMO NPEORONCEHUE — HA XAPIMUEH U eAeKIMPOIeH HOCUNEN,

o [Tonvunen QObpasey Ned - Hexnapayus 3a cveracue ¢ KAQy3ume 1a RPUA0JICENUs npoeKm Ha
002060p,

o [Tonvanen Obpasey NeS - Jlexaapayus 3a cpoka na sanudnocm 1a ogepmama,

e [lonvanen QObpaszey Ne7 - [lexnapayus, ue ogepupanume  rexapcmeeny NPOOYKMY  cd
peaucmpupany 3a ynompeba 6 cmpaHama U HPUMEdCasam paspewumeniu 3 yrnompeba,
cvenacio  3JTIXM,  npumeoscasam — cepmupuxamu  yOOCmogepsgawy  Ka4ecmeomo  Ha
RPOJYKMuMe, TURCCAM OGUYLATIU cooOufenusn Wit Opyau 0zpanuumentiu Mepxi 3a ynompeba
1na Kexapemeen NPOOyKm,

o Honvanen Obpasey Ne§ - Jexnapayua, ¥e 6 CAYUAU HA USMUYQIe HQ CPOKA 1A paA3peuenueno 3d
ynompeba 11a Aexapcmeenus. ApoOyKIm npes cvomeemuume 200uny (201 7-2018), 3a xoumo ce
npogedicoa obecmeenama nOPLUKA (CaMo 6 NPUAOJICHUME CAyIaL) 8 Chomsemcmeue ¢ 4n.55,
an.6 om 3JIXM, konuuecmeama nexgpemeeny RPOOYKMU ca HANUYHU,

o lexnapayua ccoboden mexcm, Ye RPeoRodicenama Om YNACMINUKA yena e OKoudamenna i
yenoobpasveaiemo e cvobpaseno ¢ usuckeanusma na Hapedbama sa yenogusama, npasuiama u
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peda 3a peayaipaie U peHcmpupane Na yernme na Aekapeineenuine HPOOYKIU U DCUCHIBULONO

6 CIpanamd 3aKon00ameIcheo.
CICA, KOETo HAmparu NPOBCPKA Ha CH/BPKAHHETO 1A TCXDMYECKOTO MNPEjUIoKCHHE choOpasno
WAMCKBAHMATA HA IPONEIYPATa H YCTAIOBH, Y€ HOKYMCHTHTE 1 yUACTHHKA OTFOBAPAT HA HIUCKBAIHATA
Ha 1poNelypara i 3aKoHa.

YUaCTIHK LT ¢ TPEJUIOAKII CPOK 33 M3IIBJIHCHHC Ha JOCTABKHTE M OCTATHUCH CPOK HA IOAHOCT Ha

oepipaliuTe ICKAPCTRCIM HPOIYKTH OTIOBAPSHIM Ha MIHEMAIHUTC H3HCKBAHMSL 1Ta BENOMITEN.

Odeprpanure JICKAPCTBEHH  HPOJYKTH . BKIIOUCIIH B Ipriosenne No2 ot TlozuHpinds
JIeKapernenl Cluehi 10 w1202 or 3JLIXM, akryalien KbM JlaTara na 0TBapsIic 1a ofeprare.

O@epupanire  ICKApeTBCHH  HPOYKTH  CLOTBEICTBAT HA H3MCKBAIMATA Ha  TCXHHICCKATA
creIppUKAIus KBM JIOKYMCHTALMATA 33 YUACTHE B MPONE/ypaTa 110 OTHOIIEHHE 11a A'TC koj1, reHepr4IIo
HAHMCHOBAIINE, JICKapeTBelia opMa M KONHUICCTBO aKTHBHO BENECTBO, CIMHAMIA MIPKA H OKONTATC/IHA
onakoska, nojipobuo omucand 1o 0bocodCix MO3HNKE H HOMCHKIATYPH B | [punosxerne Nel KbM
HACTOSIIIS TIPOTOKOJL.

Ia 6a3a FopeHsIoKENOTO KOMHCHSTA HAMHAPA TCXHIMECKOTO NPEAIOAKCIIE Ha yUacTInKa
32 OTCOBAPSNIO B NBJAIR CreHell N2 H3HCKBAIMATA HA BLIJOKHTCIS, 3AM0KCHIL B TCXHITICCRATA
crierund KA A JIoKYMenrauaTa, C ore1 Ha TORA, KOMICHATA CAUNOAYIUHO peunt, ¢ J0YCKa
yvuacrinka "'Poprosexa jmra - HAH" AJl o caeusaum erai B npoueaypara — oTnapsie 1ia
HEHOBOTO HPEAI0KEIHIE 0 HOMCHKIATYPH B 000codenara 1o3miusl.

OI1 No3 Copoeutio cv00ea cucmema
KOMUCHATA YCTAHOBH, U¢ YYACTHHKBT B NpONEAypaTa ¢ IPEJICTAaBHI BCHUIKM H3UCKYEMH OT
BBL3MOKUTENS TOKYMEHTH, & UMCHHO!

o TTonvanen Obpazey Ne 3 — lpeononcenuie 3a UsRvAHEHUE 1A NOPLUKAING,

o IIpunoowcenue Nol koAt MeXHUMECKOMO NPEGRONCENUE — HA XUPIHEH U CACKMPOHEH NOCUMER,

o Honvanen Obpazey Ned - Jlexnapayua 3a cv2racue ¢ KIQy3ume na APHI0dICeHUs npoeKm iid
002060p,

o Lionvanen Opasey N5 - Jlexnapayus 3a cpoKd 1d anuouoct na ogepmama,

o [Tonwvanen Obpazey Ne7 - Jleknapayus, de odpepupanume  Rekapemeent NPOOYKMU  ca
peaucmpupanu 3a ynompefa 6 cmpanama U APUMEdICasan  paspentimentiy 3d ynompeba,
cvenacio  3JTIXM,  npumescasam — cepmucpuxamu  yoocmosepagaujy  kavecmeomo  id
HPOJYKIMuUIeE, AURCGAM OPUUUAIHU CHOOWeNYa Wil OpYy2u 0epanuumentit Mepru 3d ynompeba
Ha Jexdapemeen nPeoyKin,

o [{onvnnen Obpazey Ne§ - [lexnapayus, we 6 CAyuaii 1Ha u3mMuyane Ha cPoKa 1a paspemieneno 3da
ynompeba 1ta Jexapcmeenys RpoOyKm npe3 Cbomeermnume 200uni (2017-2018), 3a koumo ce
nposedcoa obugecmeenama nopouKka (Camo 6 NPUACIICHUME CAYYaY) 8 CoOMGeMCmeue ¢ w53,
an.6 om 3JTIXM, kxonuuecmeama iekapcemeeit nPOOYKM ¢a Haru4nu,

o Jexnapayus. c60600en mexcm, de npedsodcenama om YYacmHUKA yend e OKoNdameind u
yenooBpasysanemo € cbofpaseno ¢ usuckeanuama Ha Hapeobama sa yerosusma, Rpasuiama u
pedd 3a pezynupaie ¥ PeUCHpupane 1a yenyme na IeKapemeenme npooyKmu u QetCMBaujomo
6 CIMpANama 3aKoNno0ameicnego.

ciies, KOTO Hanpasd NpPOBEpKa Ha CBABPKAHHETO HA TEXHMYCCKOTO TPEATONCHHE crobpaszto
M3MCKBAHMATA HA MPOIELYPATa U YCTAHOBH, Y€ JIOKYMCHTHTE HA YYaCTHHKA OTTOBApAT HA N3HCKBAHMATA
i1a Ipolle/ypara U 3aKoHa.

VyacTHAKET € MPEYIOKHIT CPOK 32 H3ITBIIICHHE 1A jIOCTABKUTE M OCTATLUCH CPOK Ha FOJHOCT Ha

o(epHpaIIuTe NEKAPCTREIIH IPOYKTH OTIOBAPAIIA Ha MHHUMAIIHHTS M3HCKBAHHS HA BB3TOKHTE/LA.
O¢epupannTe JIEKapCTBEHH IIPOJYKTH €4 BKIIOYCHH B [punoxenue No2 or llosuTHBHUL
nexapersed CnuehK 1o w262 ot 3JITTXM, aktyaned KbM AATaTd Ha OTBAPAHC Ha oeprHTE.
OdepupanuTc JeKApeTBEHH IMPOAYKTH ChOTBETCTBAT HA H3HCKBAHMATA HA TEXHHYECKATA
crielUHKAAs KbM JOKyMEBTAlMATA 32 yU4CTHE B IIPONE/YPATa IO OTHOIUCHUE Ha ATC kon, reHepu4HO
HAHMEeHOBAHKE, TeKapcTena (opMa ¥ KOTHYECTBO AKTUBHO BEIECTBO, CAHHIYHA MADKA M OKOHHATCIIHA



ONAKORKA, HOJIPOOHO OIMHCAIN TI0 0GOCOGCIH MO3UIMH M HoMeHKIaTypu B [lpunoxenne Nel KiM

HAaCTOAILHA NPOTOKO ¢ H3KMOUCHHE Ha CIAC/IIHTE HOMEHKIATY PH.

ATEATOMO-
TepancaTHYaCH
woi /AT Coroi

NO1BIBO2

Meaynapoann
HENATCHIO
HANMCHOBANNE
JTNN/

Lidocaine

Jleraperpena diopya

Solution for injection

Koauveerso nia
ARTHBHOTO
JACKADCTBLHO
BLIMCCTR)

10 mghnl-
10 mi

mg

Oxonuarenna
ONAROBKA

10

Ogepruoro npeuoxenne na ""Fnpronsexa junra - HAIY AJl, or  Lidocaine-Tehaikapharma
Solution for injection 10 mg/ml-10 ml x 100 1c oTrosaps ila M3HCKBAHETO HA BL3NOKHTEN 3a Opoii B
onakonka, samoro B llpunosenne N2 1a  [losurusHHs JEKApPCTIBCIl  CHUCHK, NyOUHKyBan Ha
latmoHan s €hBET MO 1CHH # penMBypenpanc Ha JekapeTBeudte IpoAyKTH, upoaykrsr  Lidocaine-
Tchaikapharma Solution for injection 10 mg/ml-10 ml x 100 ¢ npuTesKaTe:n 1ia paspeurennc 3a ynorpeda
LUaitkadapma Bucoxoxauectsenute Jlekapersa”AJl ¢ persctpupall ¢ KOMHYCCTBO B onakoska 1o 100
Gpost, a nec no 10 6pos B onakomka. KoMucHATAa Ipejyiara y4acTHHKLT fa Objie OTCIPaHeH IO
HoMenknatypa 71 Ha ocnopanue wi.107, 7.2, 6yksa a) or 301l — npeacrabun e odiepra, kosro ne
OTroBaps Ha IPeBApHTENo 00ABCHUTE YCIOBHA 1t HOPhUKAaTa.

Anatoso- Meaynapoine Koimueerno 1a
. TepanesTHHL HEaTen g . AKTHRIIOTO Oxonyareana
Ne g JlekapeTrena hopara o
koL /ATC- HAMMETIDBATLHR NERApCTBEID OnAKOBKA
rof/ JINN/ BCINCCTRO
72 NOIBB02 Lidocaine Solution for injection 20;3%{:;”' mg 10

Odepraoro npejuioxenue na "Trprosexa sura - HAI" AJl, ot Lidocaine-Tchaikapharma
Solution for injection 20 mg/ml-10 ml x 100 e ofrosaps Ha M3KUCKBAHCTO HA BL3TOXKHTENS 32 Opoii B
oMaxoBKa, 3amoro B Ilpuaoxcnue No2 wma [To3auTHBHUA nexapcTBeH CIIMCBK, IyOJHMKYBAaH Ha
HalmoHanuusg ChBET 1O 1IEHH W perMOypcHpane Ha JICKapCTBEHHTE NPOJYKTH, npoaykTsT Lidocaine-
Tchaikapharma Solution for injection 20 mg/ml-10 mi x 100 ¢ nputexaren Ha paspemenue 3a yuorpeda
Uaiikadapma Bucokokauectsenure Jlekapersa”AJ] € perucTpupal ¢ KOJIHMYECTBO B onakopka mo 100
Gposi, a He mo 10 Gpos B onakoska. KommcuaTa npejuiara YYacTHHKBT ja OBAE OTCTpaHeH [0
HOMeHKiraTypa 72 na ocHosanue wi. 107, 1.2, 6yksa a) or 30[1 — npencraBun ¢ odepra, KOSTO HE
OTTORAPS HA YIPEIBAPUTCIHO OOsBEHHTE YCIOBUA HA MOPLYKATA.

Anatoso- Mesaynapoaoe Koanueerno na
- TepalenTien HENATeHTHO . AKTHBHOTO Oxouuarenna
e Ko /ATC- IARMEHOBARNE Jlexaperpeni Gopma ACKAPCTBLHO OHAKOBKA
rou/ JINN/ BEHECTBO
83 CO3AAL3 lydrochlorothiazide ‘Tablet 25 ‘ mg 20

Odeptaoro npeioskenue Ha "Topropexa jura - HAIL" AJl, or HypoDehydra tablet 25mg x
30 He oTroBaps Ha H3WCKBAHETO HAa BH3TOKUTENA 3a Opoil B onakoska, 3amoTo B [punoxenne Ne2 Ha
[103UTHBHYSA JIGKAPCTBEH CNHCHK, myOiikysal Ha HalmoHanHus CbBET IO LEHH M peuMmOypcHpane Ha
JNIEKapCTBEHKTE TPOAYKTH, HpoaykrsT HypoDehydra tablet 25mg x 30 ¢ mputexaren Ha paspenicHHe 3a
ynotpeba ,,Yaiikadpapma Bucoxokauecrsenure Jlekapersa”AJl € peracTpupan ¢ KOJIMYECTRO B ONAKOBKA
o 30 Gpos, a ne no 20 Gpos B omakoBka. KoMHcHATa npeanara yyacTHHKBT Aa ObAE OTCTpaHeH Mo
Homenknatypa 83 ma ocnopanue wi.107, 1.2, 6yksa a) or 30II — npesxcrasun e odepra, KOATO He
OTTOBapA Ha MPEABAPUTETHO 00ABEHUTE YCIOBHS Ha IOPBHUKATA.

Anatomo- Mesaynapoano Komiueersno na
Ne Tepancntiten HENATEHTHO Jekaperoena bopya AKTHBEOTO OxronvyaTeNns
kod /ATC- nanMeNoBanne JeKapCTBeNo OHZKOBRA
Ko/ /INN/ BCUICCTRO
17 CO8DBO1 Diltiazem Prolonged release tablet 60 mg 30

Odeprnoro npemioxenue Ha "Topropeka jura - HAH" AJl, or Diltiazem - Tchaikapharma
prolonged-release tablet 60mg x 50 e oTroBaps 11a H3UCKBAHETO IIa BL3M0KATEI] 3a Opol B OITAKOBKA,
sautoro B Ipunoxenue No2 Ha [To3nTHBHUSA JIEKApCTBEH CIIUCHK, MyOIHKYBaH Ha HannoHanHus CLBET 1O
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ileHn o peuMOypenpane Ha JIeKapCTBEHHTC HPOAYKTH, IPOJYKIHT Diltiazem - Tchaikapharma
prolonged-release tablet 60mg x 50 ¢ mpurexares Ha paspeiuciue 3a ynospeba ,,Haitkadapma
Bucokokauectrennte Jlexaperna”All e perucTpupan ¢ Koau4ecTso B onaxoska mo 50 6pos, a He 1o 30
fpost B omakoska. KoMHCHsTa IPEMIara yUacTHHKBT Ja ObAC OTCTPAHEH MO HOMCHKI@TYPA 117 Ha
ocitonanie wi. 107, 1.2, 6yksa a) o1 301T — 1pejictasui € odepra, KOATO HE OTIOBAPA HA TIPEBaPHTEIILO
o0sARCHUTE YCAOBHS Ha TOPHUKATA,

Anarosmo- Memiayuaponno Kommueerso Ha
. TEPANCHTHRCN HCITATENTHO ARTHBHOTO ORoHuATENA

Ne e Jlerapereena gopaa ) .

KoL IATC- HANMENOBAHNE JICRAPCTREHD QIFKOBRA

wo/ JINN/ BELLEC FBO
Valsartan . 160 mg/ ]
127 CO9NADS - Film coated tablet < mg 28
| Hydrochlorothiazide | U 12,5 mg =

Odepruoro upeanoxenne Ha "Toprosexa aura - HAI" All, or Co-Valstor film-coated tablet
160mg/12,5mg x 30 me orrosaps na M3UCKBAHCTO HA BBHIIONKHTECI 3a OpoH B ONAKOBKA, 3alUl0T0 B
Mpunoacnue Ne2 na TTo3HTHBIHA JIEKAPCTBCH CHUCHK, NyO)IMKyBaH Ha HaljuOHaJIia ChBCT 110 HCHH H
PCHMBYPCHpAHE Ha NEKapCTBIIHTe UPOAYKTH, upoaykrsT Co-Valstor film-coated tablet 160mg/12,5mg
X 30 ¢ mpurexaTen na paspeuictue 3a yrnorpebda ,,Yaiikadapma BHCOKOKAYCCTRERUTC Jlexapcra”All ¢
PETHCTPHpAI ¢ KOIHMUCCTRO B omakonka 1o 30 Gpos, a He no 28 Gpos B onaxopka. Komucuara Hpeuiara
YUaCTHHKEBT J1a Ohjie OTCTpaneH Mo nomexknarypa 127 na ocrnopanue w107, 1.2, 6yksa a) 0T 3010 —~
HpeJICTaBHI ¢ oepra, KOATo He OTroBaps Ha Ipe/iBapHTeIHO 00SBEHITE YCIOBYS HA OPHUKATA.

Ha 6232 ropcH3JI0KenoTo KOMICHATA HAMUHDA TEXHHYCCKOTO MpPe/UIoKeHe Ha yIacTHHKA
110 OCTAHAJHTC HOMEIKJIATYpH B 000cofeHATa MO3MIMA 32 OTrOBApPSAII0 B IbJHA CTCNEH HA
H3ICKBATIISITA HA Bb3JI0KHTEN], 32/10KeHH B TeXHIICCKATA cnenH(HKATHA HA JIOKYMEeITalHsTA,
C orjel HA TOBA, KOMHCHNTA eIHIOAYINNO peiny, We Jorycka yuactimnka '""Tnpropexa jmra -
HAIL" AJl /10 eJeaABan] eTamn B npolexypara — 0TBapsie HA HCHOBOTO NPe/L10KEeHHE 0 0CTalAIITe
HOMeHKJIATYpH B 00ocobenaTa mMo3HIN,

OI1 Ned AnmuungheKiuonny RPoOyKNI 3a CHCHIEMHO HPWIodcen e
KoMHCHATA YCTAHOBM, Y€ YUYACTHHUKBT B NPOLUEAYPATa C HPEJICTABUII BCHUKH H3UCKYEMH OT
BB3JIOKUTEIS TOKYMEHTH, & KMEHIIO!

o [Tonwvanen Obpazey Ne 3 — [peonooicenue 3a usnvinene na ROPoHRama;

o [ipunoocenue Nel koM MEXHUYECKOMO NPEOROIICETUE — HA XAPIMUCH U eAeKINPOHEN HOCUME],

o [lonvanen Obpazey Ned - [exnapayusn 3a cveadacue ¢ Kiaysuime na npuiodiceniis RPOoeKn Ha
002060p;

o [Tonvanen Obpazey No5 - [exnapayus 3a cpoka Ha 6aAHONOCH 1a odepmama;

o [lonvanen Obpazey Ne7 - [exaapayus, 4e ogepupanume  Jjexapemeeny npooyxmu cd
pecucmpupanyt 3a yrompeta 6 CIpanama u RpUmMedNcasam paspewiumenty 3a  ynompeoa,
cvenacno  3JIHXM,  npumeosicasam — cepmucpuiamu  YOOCMosepasayi  Kayecmsomo  Ha
RPOOYKMuUMeE, TUNCeam oPuYUAnHY CHoBWents UnU Opyel 0ZpaNUYUmentt Mepry 3a ynompedad
Ha Rekapcmeen npooyKn,

o [Jonwvanen Obpazey Ne8 - Jlexnapayusa, ye 6 cayuau na usmuiane 1a CPOKA Ha PAIPEUeHuemo 34
ynompeda na Aexapemeenust npoOykm npe3 cvomeeniume zoouny (2017-2018), 3a xoumo ce
nposesicda obugecmeenama NOPHYUKA (CAMO 8 NPUACIICHUME CAYHaY) 6 CLOMEEMCmeue ¢ 4135,
an.6 om 3JITIXM, xonusecmeama 1ekapcmeentt NPOOYKMY ¢q Hanuyiy;

o Jlexnapayua ceoboden mexcm, e NPeONOdICEHAma OmM YHACMHUKA yena e OKONYamentna u
yenoobpasyeaiiemo e cbobpaseno ¢ usuckanuama na Hapedbama sa ycrogusma, npasunama u
peda 3a peyaupane u peUCHpUpane Ha Yenume Ha JeKApCHGeHUme npoOyKmu u Oelicmeaujomo
6 CHIPANama 3axon00amencmeo.

cliefi, KOSTO HAmpaBH IIPOBEPKA HA CHALPXKKAHHETO Ha TEXHHYECKOTO IIpEeIOKende ChoOpasHo
M3HCKBAIHMATA HA NIPOLIEAYPATA U YCTAHOBH, e JOKYMEHTHTE HA y4aCTHHKA OTIOBapsT Ha H3UCKBAHKATA
Ha Ipolle/lypaTa 1 3aKoHa.



YUacTHHKRT € LIPCIUIOMHIT CPOK 38 M3INKITHEIIHC HA JOCTABKHTC H OCTAThYEH CPOK Ha TOJHOCT 11d

oyepupalinTe TCKAPCTBCIH [IPO/IYKTH OTTOBAPSIIIN Ha MUHUMAJHITE H3UCKBAIIMS Ha BH3TOKMTCI.

OdepupanuTe NCKAPCTBEHK NPOJIYKTH Ca BKIHOYCHH B Ipunoxenne No2 ot [losuTHBARA
nekapersen cimcenk mo w262 or 3JIEXM, akryaneH kbM jlaTaTa Ha OTBAPAHE Ha odiepruTe.

QdepupaHuTe JEKapCTBEHH [POIYKTH CHOTBETCTBAT 114 H3HCKBAHMATA Ha Texnuieckara
ST UKATNA KHM JIOKYMEHTAIHITA 338 YUACTHC B HPOTIC/LYPaTa HO OYHOINCHHE Ha ATC xon, reneprulio
HauMeHOBAIHE, JICKAPCTBENa JOPMA i KOJIMCCTB0 AKTHBIIO REHIECTBO, ¢/IMHHUIIA MAPKA 1 OKOHURTCIIT
OHAKOBKA, 110/POBHO OMHcaH 110 060co0CHN MO3MINKE M HOMEHKIaTypn B lIpunoxenne Nel koM
HACTOSIIHS IPOTOKOI ¢ UBKIFOUCHHC HA CICAIINTE HOMCHKIIATYPH:

Anaromo- Mewnynapoano Kosmrecrno na
" Tepalenl HUCH HEITATCHTHO ARTHBILOTO Qronuarelina
N AT JlexapeTneHa (opuaa . . o
o IATC- HANMCHOBANNEE JICRAPCTREHO OIAKOBKA
roa/ JINN/ BELIECTBO
141 J01DD02 Ceftazidime Powder for solution for injection/infusicn 1000 mg 10

Odepruaoro npeanoxkenue ua "Teprosexka aura - HAI" AL ot Kefadim powder for solution
for injection 1 g x 1 He o1roBaps Ha H3MCKBAHETO HA BL3JIOKATCHNA 338 OPOH B ONAKOBKA, 3AII0TO B
[Tpunosxenye Ne2 na [1o3uTHBRHHES ICKAPCTBEIl CIUCDK, 11yOnuKysan na Haunonaius CHBCT JI0 TCHH 1
peuMOypeHpane Ha JCKAPCTBEHnTe IpoIyKtH, TpoaykrsT Kefadim powder for solution for injection 1 g
x 1 ¢ npuTeskaren Ha paspeluernie 3a ynorpeda ,,Haltkagapma BucoxokauecTseHUTE JlexapctBa”AJl ¢
pPErHCTPUPAH C KOJNMHECTBO B OMAKoBKa 1o 1 6poilt, a ne no 10 6pos B onaxoska. KomuckaTa npejiara
YIACTHHKDLT [ OLAE OTCTpareH Io HoMeHKkmatypa 141 nHa ocnosanne w107, 1.2, 6ykBa a) ot 30II -
IpeCTaBII € O(hepTa, KOATO HE OTrOBapsl Ha IIPE/(BAPUTENIHO OOABSHITE YCIOBUSA 1A LLOPLUKATA.

AuaroMo- Meraynapogino KosnieeTno na
- TEPARCHTIEN nenaTenTIG " AKTHRIOTO Oxousarenua
N g Jlerapersena hopaa
ko AATC- HAUMCIOBAHKE JICKAPCTBEHO OAKOBKA
wojt/ JINN/ RCLUECTBO
142 J01DD02 Ceflazidime Powder for solution for injection 1000 mg 5

Odeprioto npeanoxerne Ha "Toprosexa aura - HAIL" AJl, or Kefadim powder for solution
for injection 1 g x 1 He OTrOBaps Ha M3HCKBAHETO HA BH3JOMKHTCIA 32 Opoil B omakoBxa, 3allOTO B
ITpunoxenne No2 na ITO3UTUBHUS JIEKAPCTBCH CIUCHK, MyOMKysan Ha HauuoHaniyg chBeT 110 IeHH 1
peHMOYPCHPAHE HA JIEKAPCTBEHHTE TPOAYKTH, IPOAYKTHT Kefadim powder for solution for injection 1 g
x 1 ¢ mputexarten Ha paspelieHne 3a ynorpeGa ,,Yalikadapma BucokokadecTnenuTe Jlexapctea”All ¢
PErHCTPHPAH ¢ KOJIMYECTBO B ONakoBka Mo 1 6poH, a He 1o 5 Opos B ONAKOBKA. Komucusita npejara
yYacTHUKBT Aa GbLAe OTCTPaHeH 110 HomeHkarypa 142 Ha OCHOBAaHUC 1,107, 1.2, Oyksa a) ot 3011 —
mpeCTaBHII € 0depTa, KOSITO He OTIOBapA Ha IPE/IBAPHTENHO 00ABEHUTE YCTIOBHS HA NIOPHUKATA.

AtatoMo- MexkayHapoauo KonnuecTno na
. TepanesTHYEN HemATENTHO AKTHBHOTO OroHsaTe/Ha
Ne JlexapcTaeda dopma
wkop JATC- HANMCHOBAHHE JICKAPCTBENG OHAKOBKA
Ko/ ANN/ BELECTBO
143 J01DDO4 Ceftriaxene Powder for solution for injection 1 2 100

Odeprnoro npeatoxkende Ha "Trpropexa sara - HAIM AL, or Ceftriaxon - Tchaikapharma

powder for solution for injection 1g x 10 He orropapst Ha M3UCKBAHCTO HA BL3NMOXKHTCIA 32 Opoi#i B
omakonpka, saumoto B [lpwntoxenne No2 na IO3MTHBHHA JIEKAPCTBEH CIHCBK, NYONHMKyRaH Ha
HaIHOHAIHHS CHBET M0 [CHH ¥ peuMOypeHpaHe Ha TEKapCTBEHHTE HPoyKTH, npoaykrsT Cefiriaxon -

5



Tchaikapharma powder for solution for injection lg x 10 ¢ mpurexaten a paspenicHue sa ynorpeda
Halikaapya Bucoxokauecrsenute Jlexapetpa”AJl e perucrpupail ¢ KONIUCCTBO B OIIAKOBKA MO 10
gpos, a He no 100 Opost B omaxopka. Komucusita mpejpiara yJacTHHKBT N Obje OTCTpaleH mo
nosmenwaatypa 143 ma ocnonanme wi.107, 1.2, 6ykna a) or 3011 — npepctaswi e oepra, KOATO He
OTTOBaps HA HPEABAPHTCIHO O0SBEHHTE YCIOBHA HA HOPBUKATA.

Alaroso- Meraynapojiuo Komueerso Ha
\b FEPACRTHUCH HCNATCHTEL Mewapersena Gopma AKTHBIOTO OronyareHa
o woit IATC- IEAHMCHOBAHIIC Sewal A opa JERAPCTBEHO UAKOBKA
Ko/ NN/ BELECTRY
146 JO1DDO04 Ceflriaxone Powder for solution for injeclion 1 g 5

Odeprioro npennoskenne Ha "Tnprosexa aura - HAIL" AJL, Cefiriaxon - Tchaikapharma
powder for solution for injection g x 10 e oTroBaps Ha H3HCKBAHETO HA BHINOKUTCIH 32 Opoil B
onakoeka, zamoro B Ilpunoxenne Ne2 wna T[Io3MTHBHHS JEKapcTBEH CHMCBK, MyO/IMKYBall Ha
Haimonanuus chBer [0 LCHH H peuMOypcHpane Ha NeKkapciBeHuTe IpojyKkTH, npojyxTrt Ceflriaxon -
Tchaikapharma powder for solution for injection 1g x 10 ¢ mpuTexkaTeN Ha paspelenue 3a yiotpeba
nUaitkadapMa Bucoxokauccrsennte Jlekapersa”’AJl e perucTpHpay ¢ KOJHUCCTBO B ONAKOBKA IO 10
6post, a He mo 5 Opos B onakoska. Kommcusara npejiara y4yacTHHKBT Ja ObJe OVCIPaHeH IO
noMeniarypa 146 Ha ocmosanne w107, 1.2, Oyksa a) or 30I1 — mpejicrasun e odepra, KOs10 HE
OTTOBaps Ha IPEABAPHTEIHO 00sMBEHUTE YCTOBHS LA [IOPhYKATA.

ANaToMo- MemnyHAPOAHD KounngeeTBo oa
. TePANEBTHYCI HeHAaTeNTHO . AKTHBHOTO OroHuaTenna
Ne . Jerapersena dopaa
Ko IATC- HRHMENDBANNE JIRKAPETBCNO ONAKOBKA
koS JINN/ BeUICCTRO
138 JOIMAILZ Levolfloxacin Film coated tablet 500 mg 7

O¢epraoro npeanoxkenue Ha "Tuprosexa anra - HAII" AJL Levor film-coated tablet 500 mg x
10 He oTroBapst Ha WIMCKBAHCTO Ha BLAAMKHTENs 3a Gpoif B omakoBka, 3amoto B [lpunoxeune Ne2 Ha
[To3nTHBIMS NIeKPCTBEH CIHCHK, NMybnuKkysan Ha IManuonalHas ceBET IO HeHH M peumOypeHpaHe Ha
NeKapeTBEuTE NMpoAykTH, 1poaykrsT Levor film-coated tablet 500 mg x 10 ¢ nputexaren na
paspemeniie 3a ymorpeba ,‘aiikadapma Bucoxoxaucctsenute Jlekapersa”AJl e perucrpupan ¢
KOJIHYCCTBO B Onakoska 1o 10 6pos, a He no 7 Opos B onakoska. Komucuara npejara y4acTHHKLT Aa
6be OTcTpaHeH Ilo HomcHkarypa 158 Ha ocHopanme wi.l07, 1.2, 6yksa a) or 3011 — npencrasui ¢
odepra, KOATO HE OTIOBAPS Ha HPEABAPUTENHO OOABEHUTS YCIOBUSL HA HOPBUKATA.

Ha 62332 ropens/IomeH0TO KOMHCHATA NAMHPA TCXHIYCCKOTO UPEUIOKeNIe Ha YHACTIHKA
N0 OCTAHAJHTE HOMCHKJIATYpH B 000co0cHAT2 NO3HMIMS 33 OTIOBAPAIIO B IFLJINA CTEICH HAa
H3HCKBANHATA HA BB3JIOKITES, 3A/10KeHH B TEXHHYCCKATA creH(pHKALNS 1A JOKYMCHTALINATA,
C orsieq Ma TOBA, KOMHCHATA €[{HHOAYIIHO PEIIM, Yie Aomycka yuactiunka "Tohpropexa saura -
HAIL" AJl ao caefBain eTan B MPOLEAYPATA — 0TBAPSIIC HA NEIOBOTO NPEIIOKEHHE 0 0CTAHAJINTE
HOMEHKJIATYPH B 000coHCHATA Y103,

OIT Xe5 Hepena cucmema
KoMmHcHATa YCTAHOBM, Y€ YUYACTHHKLT B IIPOLE/YPATA € NPEACTABHI BCHYKH H3UCKYEMH OT
RB3NIOKHTENA JOKYMEHTH, 4 UMEHHO!
o [lonvanen Qbpazey Ne 3 — Hpednoocene 3a usnvinenue nd nopouxkama;
o [Tpunoocenue Nel koM mexnuueckomo npeorodicenue — Ha Xapmuen U eaexkmponen Hocumen,
o [fonvanen O6pazey Ned - Jexnapayus 3a Cvelacue ¢ KIAY3UmMe Ha APUROACEHUS NPOEKm HA
doeosap;



o [lonvanen Obpazey N3 - Jlexnapayust 3a cpoxa itd anudnocm ia ogepmanc;
o Honvunen Ofpasey Ne7 - Jlexnapayus, ue oepupanume  nexkapemeeny npodykmu. ca
pezucmpupaint 3a  yrompeda 6 cmpauamd u  Apumedcasam  pasperumennu 3d ynompeba,
cvenaenio 3TIXM,  npumescasam  cepmupuramu YOOCMOGEPAGAU  Kauecmeomo  na
APOOYKMUNIC, AUNCEAN OhuyHaNiy cLOBIen s unl Pyl OZPANIHIINCATN MEPKY 30 yrompeba
A ACKAPCIBEH NPOOYKIL,
o [Tonvanen Obpazey Ne8 - Jlexnapaijust, 4e 6 CAyydir Ha usnivaie 1d CPOKA d paspeitenieno sd
yrompeta nd NCKRAPCMBeNs RPOOVKIL NPe3 CLomMGEmuume. 200Ul (2017-2018), 3a rkounio ce¢
nposexcod o0eCMEENama ROPLURA (CANO ¢ APUIOMNCHIINE CHYUAL) 8 COLOMEEMCNEUE ¢ @i, 35,
ait. 6 om SHUXM, koawuecmeama exapemeeniit RPOOYKRNT Ca Hainiin,;
o Jleraapaist c60G0den MeKCH, de RPeoNodcenamd Om yHacmuuka yeid e oxoniamennda i
yenpobpasyeanemo e coobpaseno ¢ wsuckeanusma na Hapedbama sa yenogusuna, npasuiama
pedd 3u peayaupane 1 PeUCMPUPane nd yenune 1d Rekapemeenune npooykmi u 0eucmeatyomo
& CINPANAA 3aROHOOUNICHCINGO.
cliel, KOETO HAUPABH MPOBEPKA 1A ChiBPIKAHHETO A TEXIMHYCCKOTO NPE/UIOKCHAE ChOOPA3IO
M3MCKBAIKITA 114 1POLEeaypaTa 1 YCTAHOBY, e JOKYMEHTHTC Ha y4acTHHKA OTTOBapAT na H3HCKBanuATa
Ha HPOLEAYPATa | 3aKoHa.
YuacTHUKLT € HPC)UIOHUIT CPOK 33 UBITBIIIICHHE 1A JIOCTABKMTE M OCTAThHEH CPOK Ha ro/oct a

o(epHPaIIHTC JEKAPCTBCHH LPOIYKTH OTIOBapsLIIM Ha MHITMMAJIHHTC H3HCKBAHHs HA BB3JI0KUTCIIL

Odepupaunre JTckapcTBeHH NpojykTd ca BKmoueHn B llpmiowernne Ne2 or IHosntusnng
JEKAPCTBEH CIHCHK 110 w1262 ot 3JIIIXM, akryanucn KbM JaTaTa Ha OTBapsHe Ha opepTHTC.

OepupanuTe JIeKapcTBEHH TPOAYKTH CLOTBCTCTBAT HA H3HCKBAHMATA HA TCXHHYUCCKATd
crienadHKANMs KbM TOKYMCHTAIlMsITa 38 YJacTHE B LIpoleaypara no otuonienne na ATC xo/l, renepuiuo
HaUMEHOBalHe, JIEKapCTBEHA (JOPMA M KONMYCCTBO AKTHBHO BEILECTBO, CAMHHYHA MAPKA M OKOHYATCIIHA
onakonska, moApoGHO ommcand Mo ofocofeHn NO3MUMK U HomeHiiatypd B llpunoxenne Nel xbm
HACTOAIHS HPOTOKOI ¢ M3K/IIOYEHHE Ha CIICIHHTE HOMCHKIIATYPH:

Anaroso- Mexaynapoato Konvuecrso na
. TepalCcBTHYCH HENATCHTHG AKTHBHOTO Orouuareana
MNe e Hewapernenn opaa )
kot FATC- NAHMEHOBAHHE JEKAPCTRENO 0NAKOBKA
Ko/ JINN/ BCIIECTBO
303 NOSAXI12 Aripiprazole Tablet 5 mg 28

Odepraoro npesnonenue Ha "Tnprosexa jmra - HAI" AJl, Aripipa tabl. 15 mg x 30 ne
orropapsd Ha HMIUCKBAHETO HA BBIOXKHTEs 3a Opol B omnakopka, s3amoro B IIpunoxenuc No2 na
[lo3MTHBIMA JICKAPCTBCH CTHCHK, HyOnuKyBaH Ha HarpomanHus cbBeT o ucHd ¥ penmOypenpane na
NEeKapCTBCHHTE TIPOAYKTH, MpoAaykrbT Atripipa tabl. 15 mg x 30 ¢ npurexare/l Ha paspemicHue 3a
yiotpe6a ,,Uatikadapma Bucoxokauccrsernte Jlekapcrpa”All € perucTpupaH ¢ KOJHUECTBO B ONIAKOBKA
mo 30 Gpost, a we no 28 6post B onakopka, KoMHCHATa Npeiyiara yqacTHHKBT /ia OBC OTCTPAlCH M0
nomeHknarypa 303 na ocuopanue wi.l07, 1.2, Oyksa a) OT 30I1 - mpeacraBuil ¢ ofepra, KOATO HE
OTroBaps Ha MpeBAPUTCITHO 00IBEHHUTE YCIIOBHA Ha IOPbUKATA.

AHATOMO- MenyHapoauo Koanuecrso na
. TepanepTHyCcH HEHATCHTHO AKTHBHOTO OxoiuaTteaa
Ne . Jlekaperpena gopya
rop /ATC- IANMENOBANHE JIEKAPCTBEND ONar0BKA
Kog/ JINN/ BEIL[CCTRD
322 NOSABOG Sertraline Film coated tablet 50 mg 28

OgeprHoTo npevtoxente Ha "Tuproseka jura - HAIT" AJL, Sertran film-coated tablet S50mg x
30 He OTrOBaps Ha U3MCKBANETO HA BLINTOKMTCISA 3a GPoOil B onakoBka, 3amoro B [panoxenne No2 Ha
[To3uTHBHMS JICKAPCTBEH CNHCHK, MyONMuKyRaH Ha HallMOHANHMS CBBET IO LeHH H peumOypcupaHe Ha
NeKapeTBeHuTe mpoiykTH, iposykTsr  Sertran film-coated tablet 50mg x 30 c¢ mpurexaren Ha
pasperrenue 3a ynotpeba ,Yalikadpapma Bucoxoxauectsenute Jlexapersa®AJl e perucrpEpan ¢
KOJIMUecTRO B onaxonka 1o 30 6pos, a He o 28 Opos B omakoBka. KomucusaTa npejuiara yJacTHHKBT Ja



One orerpaicH no Homenkiarypa 322 na octopaivie w107, 1.2, byksa a) or 30L1 — upencrasui ¢
oepra, KOsiTo 1IC 0TroBaps Ha 1IpeABapHTeno o0sRCHUTE YCIORHA HA MOPBUKATA.

I1a 6232 ropeH3I0KEIIOTO KOMICHITA HAMIPA TCXHHYECKOTO IPE/UIGKCIIHE HAa YUACTHHKA
10 OCTAHANHTCE NOMEHKIATYPH B ofocobenara LOHIILL 33 OTTOBAPSINO B HBLJHA CTCHCI Ha
M3HCKBAHISITA HA BH3JIOKITENN, 3AJ0KCHH B TEXHHYCCKATA cHSHIPHKAIIL f1a JIOKY MCHTAIHSTA.
C oriei HA TOBA, KOMHCHSITA ¢/(HHOAYINIIO PCHIH, Ye gonycka yudacTinmka "Toproscxa Jjmra -
HAILL" AJl jo caaeaBain erai B uponeyparTa -- 0rBapsiiie na 1enosoTo NPCAJosKeHe 10 0CTAIAIITC
HOMCHEJIATYPI B 000c0obeHaTa Mo31us.

OIT No6 Jfuxamenna clucinemda
KoMHCHAT YCTANOBH, Y¢ YUACTIHKLT B IIPOLCIYpdra € NPEICTaBHI BCHUKH HM3HMCKYCMH OT
BL3IOKITCIS JIOKYMCHTH, 8 MMEHHO!
o onvanen Obpazey No 3 — Hpednooicenue 3a usnvaiienie nd ROPLYRANA,;
o punooicenue Nel Kovat mexniyeckomo npediodceriye — 1d Xapmuen | exekmpoliei Hocunel,
e [Homvanen Obpazey Ned - Jlexnapaus 3a cveracue © xiaysunie Id Bputodiceniss Apoexin jid
002060p;
o [lonvanen Obpazey No§ - Jexnapayus 3a cpora nda 6anuonoci na ogepmama;
o [Tonvimen Obpasey Ne7 - Jlexnapayus, we oghepupamme  aexapemeent  APOOyKmu. ca
pezucmpupani 3d  YRompe6a € Cmpanama u APWReNCasant  paspewiumentiy 3a ynompeda,
cveaacrio  3JIIXM,  npumesicasam  cepmuurxamu  YOOCMOGEpAGAIyU  KAYeCmeomo  1a
HPOOYKIIINE, HUARCCAM ODUYUAIY COOOWents uau Opyau 02panuHumeniy MepKy 30 ynompeba
na aexapcmaen NPooyKm,
e [onvanen Obpazey Ne8 - Jlexnapayuis, 4e ¢ cayuaii Ha usmuuane na CPOKA 1a paspeuteniemo 3a
ynompeba 1a aexapemeenust RPoOykm npes cvomaemuume 200uny (2017-2018), 3a xoumo ce
nposescdd obecmeenama ROPYUKA (CAMO 6 RPUACIICHUME CIy4ay) 6 Cbomeemcmene ¢ 4135,
an. 6 om 3JHIXM, kortuvecmeama texdapcmeen NPOOYKIMY cq NARUYIIY,
e Jlexcaapayus ceoboder MeKcm, uye APEeONoNCeNamd Om YHACWIUKG yena € OKONYamemd u
yenoobpasyeaiemo ¢ cvobpaseno ¢ usuckeanuama wa Hapeobama sa ycrosusma, npasunama u
PEOa 3a peayaupane u PecUcmpupdane na yenume na Aexapcmeenume RPooVKmi i 0etcmeaomo
6 CIpanamad 3aKoHodamencmao.
Cllel, KOETO HanpaBd TIPOBCPKA HA CHABPIKAHHETO Ha TEXHMYECKOTO NPCNIOKEHAC ChOOPA3IO
H3MCKBANMATA HA IIPOIEAypaTa M yCTaloBH, Y€ JOKYMCHTHTE Ha yYACTHHKA OTrOBApST Ha H3HCKBAHHATA
Ha IpoLeAypara | 3aK0IIa.
YYaCTHUKBT € TMPEIIOKIII CPOK 3& M3IBIHENHE Ha JIOCTABKHTE H OCTATHYCH CPOK HA I'OJUIOCT HA

odepupaHsTe JICKAPCTBCHH MIPOJIYKTH OTIOBAPSIIH Ha MHHHMAIHHTE H3HCKBAHHUS Ha BE3IOXKUTEN,

Oepupanure NeKapcTBeHH HpojyKTd ca BiaodeHH B [lpunoxenne Ne2 ot llozuTHBHHA
nexaperBed cHCHK no w262 ot 3JIITXM, akryalleH KbM JIaTaTa Ha OTBApPAHE Ha oepruTe.

O¢epupandre JIGKApCTBCHU TPOJYKTH CBHOTBETCTBAT HA H3MCKBAHHATA Ha TCXHMYECKATa
crenu(pUKALES KbM JOKYMEHTAIHATA 33 YIacTHe B npoleypara no oraouenne Ha ATC xoj, reHepuiso
HauMEHOBaHHe, JeKapeTBeHa GopMa B KOIHUECTBO AKTHBHO BELIECTRO, CHHMYHA MAPKA H OKOHYATEIHA
ONAKOBKA, N0JIPOOHO OMHCARH 10 0060cOOCHH TMO3UIBH M HoMeHKnatypu B llpunoxenme Nel xbm
HACTOSIIHS TPOTOKOJL.

Ha 6a3a ropeH3/IoKeHOTO KOMICHITA IIAMHPA TEXIIHYECKOTO NPEAT0KEHHe Ha YYACTHHKA
34 OTrOBAPHINO B TIBJANA CTEHCH HA H3IHCKBAHISITA HA BB3JIOKHTEIH, 3AJI0KCHH B TeXHIYCCKATA
cnenmuranys Ha gokymMentamusata. C oryiel na ToBa, KOMHCHATA €JHHOAYHIHO DENIH, Y¢ A0MyCKa
yuactnuka '"T'npreseka mura - HALLY Al mo caeasaum eranm B nponexypara — oTBapsiHe Ha
HEeHOBOTO NPeAIOKCIHE 10 HOMCHKIATYPH B 000co0enara mo3HuusL.

O No7 Pazrin meduxameiiniu
KoMucuaTa YCTAHOBH, Y¢ YYACTHHKLT B MPOLCAYPaTa € IPEACTABHII BCHYUKH H3UCKYEMH OT
BBRIONKHTEIA JOKYMEHTH, @ HMCHHO:
o [Tonvanen Obpaszey Ne 3 — Iipednooicenue 3a usnvanenue lida ROPLYKAma,



o [Ipunoncenne Nel Kvar mexnuueckomo npedroicenie — 1d Xapmuen u eaekmponen nocumel;
o [Tonvuen Obpazey Ned - Jlexaapayust 3a cveaacue © KaqQysume id Apuaodcenus npoekn id
d02080p,
o [Honvanen Obpaszey NeS - Jlexaapajust 3a cpora na aiuonocm na oepnama;
e [Tonvien Obpasey Ne7 - Jlewnapayus, ue odepupauume  Aexapemeenu npooykmu  cd
peaucpupantt 3a  YAompedd ¢ cmpanama i RpuRtedicasam  pasperimenint 3 yrompebd,
cveaacno XM, npumescasam  cepmugpukany YOOCHOGEPAGAIYY  KAMecmsomo  id
RPOOYRIIING, HUACGAM OQuuyaain coofigenis il 0pyait 0epaniiineii Mepri id yrompeia
I AeRAPCINGEN BPOOYE,
o Honvanen Obpazey Ne§ - Jewxnapayus, 4e ¢ cayudii nd w3singdie Na CPORd nd paspedientiicing 3a
yrompefa na aexapemaeenus Hpodyxm npes cvomeenme 2odunu (2017-2018), sa xoumo ce
HPOGENCOa 0BECMBENAING ROPLYKA (CAMO 6 MPUAONCHIINE CAYHAN) 6 CLOMGEMCHEHe ¢ 15D,
an. 6 om 3JIXM, koruyecmsama nekapemeeny RPOOYKIY CA N,
o [leruapayus  ceoboden mexkcm, e ApeoNodcenamd oM PHdcnukd yera e oxonyamena u
yenoobpazycanento e cvobpaseno ¢ usuckeanusma na Hapedbama 3a yciogusma, npaguiama i
pedd 3a peayaupane 1 Pezucmpupaie 1id Yenune na Jexapemeenunie npodykmu u Oeicmeaujono
& CHpAnania 3aKOHOOAMENCINGO.
CICJ, KOGTO HAMPABH [POBEPKA HA CLIBIKAHHETO HA TEXHHYECKOTO TNPCANONKEHHC CHoOpasHo
M3HCKBANIMATa Ha UPOLCAYPATa U YCTAaHOBH, YC JOKYMEHTHTC HA YUaCTHHKA OTTOBAPAT HA H3HCKBAHHATA
Ha IPOICAYPATA H 3aKOHA.
VUacTHHKDT € UPEATIOKHI CPOK 38 H3NBIANCHHE Ha JOCTABKHTE H OCTATHYUCH CPOK HA MOAHOCT Ha

o(pepupaHHTe NIEKAPCTBERH MPOAYKTH OTIORAPAIIH HA MUHUMAIIIATE M3UCKBAHHS Ha BB3IOKUTEA.

O¢epupanuTe ACKAPCYBEHH TPOAYKTH ca BiynodcHH B [lpunoxenuwe Ne2 ot llosuruniis
NeKapeTBeH eMHChK 1o w262 ot 3JIMIXM, akTyarieH KbM JaTata Ha OTBapsie Ha oyepTHTe.

Odepupangre JiekapeTBenu HMPOAYKTH CBOTBETCTBAT HA H3HCKBAHHATA HA TCXHHUCCKATA
crci(UKalya KbM ZOKYMEHTAIlHATA 3a y4acTHe B Ipouexypara no otHowenue Ha ATC koz, reepudno
HauMeHOBaHHe, JieKapeTBeHa (opMa M KOJMYECTBO aKTHBHO BEIECTBO, CJIHHUYHA MsIpKa H OKOHYATENHA
ONaKoBKa, HOAPoGHO omucanu To obocofbeHH mozuimu ¥ HoMmeHkmatypu B Ilpwnoskenne Nel xbm
HACTOAIIEHA TIPOTOKON C H3K/IIOUEHME HA CICAHATA IIOMEHKIaTy pa:

AHATOMO- Mexnyuaponio Koauuecreo Ha
. TepancBTHYLH HCIRTENTIO AKTHBHOTO OronyaTeana
Ne Jlekapersena gpopma
kon /ATC- HAHMEHROBANKNE JEeKAPCTREND ONAKOBKA
rog/ JINN/ BEINECTRO
391 MOTAELT Dexketoprofen Selution for injection 50mg/2 ml mg 5

OdeprioTo npevioxkende Ha "Tnpropexa jura - HAIM AJl, Dexketoprofen-Tchaikapharma
solution for injection 50mg/2ml x 100 He OTroBapst Ha M3HMCKBAHETO Ha BH3NOXKHTENS 3a Opoil B
onakoeka, zaure B llpuaokenue Ne2 mna ITO3UTHBHMA NEKapcTBEH CIUCHK, HyONMKYBaH Ha
HauponanHus c¢hBeT 10 1IEHM H peduMOypcHpaHe Ha JIeKapCTBEHHTE HPOJYKTH, MPOAYKTBT
Dexketoprofen-Tchaikapharma solution for injection 50mg/2ml x 100 ¢ npuTe:xaTen Ha paspeleHue 3a
ynotpeba ,,Yaikadapma Bucoxoxauectsenure Jlexkapersa”AJl € perucrpupa ¢ KOMMYECTBO B OMNAKOBKA
no 100 6pos, a ne mo 5 6pos B omakoska. KoMucuaTa mpejiara yyacTHHKELT Ja Obde OTCTpaHeH Io
HoMenknatypa 391 na ocHopanwe wi.107, 1.2, 6yxsa a) or 30II — npencrasun e odepra, KOITO HE
OTrOBaps Ha NpeBAPUTEIIHO 00SBEHUTE YCJIOBHA Ha OPLYKATA.

Ha 6a3a ropeH3/IoKeHOTO KOMHCHATA HAMIPA TEXHHYCCKOTO MPENIoKCIe HA YIACTHIKA
N0 OCTAHAJINTG HOMCHKJIATYpH B ofoco0eHATA MO3HIHSA 33 OTrOBAPANIO B NBJIHA CTelleH HA
H3HCKBAIMATA HA Bh3JIGKHTCIN, 3210KeHH B TeXHHYECKATA cuelH(PUKAINS HA JOKYMCHTANHATA.
C oraen na ToBa, KOMHMCHSITA €AHHOAYIIHO pemiy, Je jgonycka yvuacrhHuka "Teprosexa aura -
HAIL'" A/l j1o coeBatm eTan B mpoleypaTa — 0TBAPSIIE I1A ICHOBOTO MPEIIOKEHME 110 0CTAHAINTE
HOMCHKJIATYPH B 000c00eHATA TIO3HILH.

"Cohapma Tpeipmanr' AJX - Codusa




OIT Nel Xpanocmunanmenna cucmema i Memagoiuzom

KoMucusita yCranoBu, uU¢ y4acIHHKBLT B HpOLUEAypara ¢ JIPEJ/CTABHI BCHUYKH HM3HCKYCMM OT

BhH3IOMKHTEIS JIOKYMCIITH, 8 HMEHHO!

o [lonvinen Obpazey No 3 - Tpednooiceniie 3a usnwinenue ud ROPLUKAIN,

o [lpunoscenue Nol koas mexnuueckonio npediodicetiite - 1 Xapuuent i eAeKnIpoielt nocunel;

o Honvanen Oopazey Ned - Hexnapayist 3a cvenacue ¢ kAGYIUME 1A APUIOICEHIS RPOCKM 1Hd
Qoe08op,

o Honvanen Otpaszey Nod - Jexaapayust 3a cpoka na sanuonocm na ogepmama,

e Honvanen Qbpaszey Ne7 - Jlexnapayus, ue ogepupanume  gexapemsein npooyRmu  cd
pesucmpupany 3d yrompeba 6 cmpananid i npumeNcasam  paspewtumenny 3a  ynompeia,
cveracno XM, npumescasam — cepmuchuramu  yOOCMOGepasaujy  Kauecmeomo  na
nPOAYKINIIE, AUNCEAIN ouyuaniu crobuenus uii Opyai o2panuiumenn sepry 3a yrompeba
HAt peRapemaeen BpooyKm,;

o [lonvanen Obpazey Ne§ - jlernapajus, ye 6 cayuati na usiane nid CpoKa na paspeuienieno 3d
yrompetia i gerapemeeniist npodykn npes coomeemnume 20dunu (2017-2018), sa xoumo ce
npocesicdd 0OUfECTNBENAING ROPBYUKA (CAMO 6 RPUAOJICHING CAYNAN) ¢ cvomeemcmeue ¢ 4155,
an.6 om 3NMXM, koauvecmeama aexapemeeni npoOYKIY ca HaaudIi;

o Jleinapayus ceobo0en NIeKCm, ue Hpednodicenamd om YHACmHuKA ifelnd e oroudamenta u
yenoobpasysaneno e cvrobpaseno ¢ wauckeanuama na Hapeobama sa yerosuama, npasuiama u
Pedd 3a pecyaupane u PezHcmpupaie nd enuine nd iexapemeerine npodyKkmu i Qeticmeaiyomo
& CIPAHAMA 3aK0H0OAINENCIHEO.

CJIE/l, KOETO HAUpanu TMPOBEpKA HA CHABPIKAHHETO Ha TEXAHYECKOTO UpeUTOKeHHe Chodpasno
W3HCKBAHHATA Ha NPOIE/lypaTa U YCTAHOBH, e JIOKYMCHTHTE Ha yUaCTHHKA OTTOBAPAT I1a H3HCKBANMATA
1a nporeaypara 1 3aKona.

YyacTHHKST € MPeUIOPKUN CPOK 3a H3ILJIHECHHE HA JOCTABKUTE H OCTAThYEH CPOK HA TOAHOCT Ha

odepupatnTe JICKAPCTRCHH TIPOAYKTH OTTOBAPSILIH Hd MUHUMAJIHHTE U3HCKBAHNA Ha BBE3IOXKUHTCIA.

Odepupanure neKapcTREHH TPOOYKTH ca BKmoueHH B [lpunoxenue Ne2 ot [loznrHBHuA
JiekapeTBen cmuchK 1o w262 ot 3JITTXM, akryanch KbM jlaTaTa Ha OTBapsAHe Ha O()epTHTE.

Odepupanudre NeKkapcTBEHH MTPOAYKTH CHOTBETCTBAT HA M3HCKBAHHMATA HA TCXHHUYCCKATA
crenH(pHUKaUs KbM JIOKYMEHTAMATA 3a YUacTHe B IpolieaypaTa no otiomeiic 11a ATC ko, renepuyHo
HAMMEIOBaHHe, JekaperseHa (opMa U KONMHYECTBO aKTHBIO BCLICCTBO, GAMIIMYIIA MAPKA H OKOHYATCANA
onaxoska, 1moApobHo onucanu 110 060cobeHN MO3ULUMH ¥ HOMeHKNaTtypu B llpmmosxenne Nel kbm
HACTOSIIUSA [IPOTOKO € U3KIIOYCHHUE HA CICUHUTE HOMEHKIIATYPU:

Anaromo- Mesmaynapoano Komuucerso na
- TepaneBTiueH HCMATENTHO . AKTHBIOTO OxoHuaTeHA
Ne . Jlexapernena dopya
won /ATC- HAHMEHOBAIHE NEKAPCTRENO OHAKOBKA
Koa/ J/INN/ BCINECTIO
7 AQ2BC01 Omeprazole Powder for solution for infusion 40 mg 5

Od¢eprroTo npeoxerne Ha "Codapma Tpeiigunr' AJl, ECOMEIPA30JL ¢ 40mr x 106p
He OTroBapsl H4 W3HMCKBAHETO HA BBHIIOXKATENA 3a Opolt B omakoska, 3amoto B Ilpunoxenne Ne2 Ha
[To3HTHBHUS IEKApCTBER CHUCHK, NyONnMKyBaH Ha HaIllMOHANHMS CbBeT MO 1eHH U peuMOypcHpaHe Ha
nexapctBenuTe mpoayktd, npoaykrsr ECOMEITPA3OJL ¢u 40mr x 106p ¢ npuTexares Ha paspelicHIe
3a ymotpeba Pharmaceutical Works Polpharma S.A. (PL), Ilomma e permcrpupan ¢ KOIHYECTBO B
onakoska 1o 10 Gpos, a ve no 5 6pos B onakoska. KoMHcHSITa Dpeuiara y4acTHHKST Jia OBe OTCTpaHeH
110 HOMeHKJaTypa 7 Ha ocHoBaHme wi 107, 1.2, 6ykpa a) oT 3011 — npencrapun e odepra, KOATO HE
OTroBaps Ha MPESABAPHTEIHO 0OSIBEHHTE YCJIOBHS HA NOPBUKATA.

ANATOMO- Mexaynaponio Komueerso 1a
o TePANEBTHYCH HENATCHTHO Mexapersena dopsa AKTHBHOTO Oxonuarenna
koA /ATC- uanMenoBanie ACKAPCTBENO OIAKOBKA
xon/ /INN/ BCIECTBO
18 AQSBAO3 Silymarin Capsule, hard 90 mg 40
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Odepruoro npeyuioskente Ha "Codapma Tpeiigmm AJl,  KAPCHII xairc. 90Mr x 30 —
Cofapma e oTroBaps 1a M3UCKBAHETO 11a BBIIOKKTEIN 32 OpOH B O11AKOBKA, 3AlIOTO B [punoxenue
No? ua [T0o3WTHBHHA JIeKapcTBEH CIOMChK, nyOoaMKysan Ha Haipromaumis cbBeT 0o HCHH 1
peHMOypeHpalic Ha JlekaperseHate mpoykrd, mpoayktsT KAPCHIT xanc. 90mr x 30 - Codapnma ¢
upuTexare)n ma pazpenicune 3a ynorpeba Codapma All, beirapust € perucrpupan ¢ KORMIeCTso B
orrakoska 110 30 Opos, a we o 40 Opost B onaxopka. Komucuara npejyiara yHIacTHHKLT Jid oI
oreTpaneit o noMeriarypa 18 ma ochosanue wi 107, 7.2, oyksa a) ot 3011 - mpejicrarnil ¢ odepta,
KOSTO HE OTIOBAPS HA [IPC/ABAPUTENII0 00ABEHHTC YCIIOBHS HA IOPLYKaTa.

Ha 6a3a ropens/IosKeHOTO KOMHCHSTA HAMHPA TeXIHYCCKOTO NPC/LIOKCIIE 11 yHIACTITHK:A
110 OCTANAJHTE HOMCHKIATYPH B oGocobenara IO3HIMSL 33 O110BAPSI0 B IFLJIHA CTCUCIHE Ha
IBHCKBANHATA HA BH3IOKIITEIS, 30J0KellH B TCXHHUCCKATA cCIH(IKAIUL HA JOKYMCHTAIHSITA.
C orie) Ha TOBA, KOMICHNITA ¢AHHOAYLIIO peln, s¢ jonyexa yuacrouka "Codapma Tpeiigpnnr”
AJl 10 caeapau €TAI B NPOIELYPATA — OTBADHIE HA NCHOBOTO MPCUIOKCIHE TI0 OCTANAJITE
HOMENIKJIATYPH B 000cobenaTa mo3niisL.

OI1 Xe2 Kpve 1 KpbeomeopHu opeani
KoMucusta ycraHoBH, dYe YYacTHHKBT B LIPONCAypaTa ¢ MPCACTABHN BCHUKH H3HCKYeMU OT
BL3JIOKHATCIS JIOKYMSHTH, 8 HMEHHO!
e [onvanen Oopaszey Ne 3 — Hpediooicenue 3a U3nveNUe Ha NOPOUEAING,
e Ipunooicene Nol KoM mexnuyeckomo npeoiojcenue - 1id Xapmuen it eAekmponelt HoCUmel,
e [fonvanen Obpazey Ned - Hexnapayusn sa cvepacue ¢ KIAY3UMe Ha npuitodicenus npoeknt na
002080,
o [Tonvanen Obpazey No5 - Jexiapayus 30 cpoka 1a sanuonocm na ogepmama;
o Honvanen Obpasey Ne7 - Jexnapayus, ue ogepupanume — iekapcemeeny npooykmu cu
peaucmpupany 3d ynompeOa 6 CHpANAMA U RPUMEdcasam  paperumentiy 3a ynompeta,
cvenacno XM, npumescasam — cepmuchuxamu  yoocmogepssauj  Ka4ecmeomo  Ha
npodyKmume, AUNCCAM QuyHaniy Coolenus unl Opyy 0epanunennt Mepkit 3a yrnompebta
Hd ReKAPCMBeH NPOOYKM,
o HHonvanen Obpazey Ne§ - Jexnapayua, ve ¢ CAyHall Ha UIMUANE HA CPOKA 1A PASPEULENUemo 3a
yrompeba na nexapemeenus npodykm npes cvomeemuume 2oouny (201 7-2018), 3a xoumo ce
npogedcoa obuecmeenama nOPLUKa (CaMo 6 NPUROIICHUME CIYHal) 6 CHOMGEMCmeue ¢ w53,
an 6 om 3JIXM, xoruvecmeama nexapcmeen pOOYKIMU ca ARy,
o [Jexnapayus ceofoden mexcm, 4e HPEOAOIICENAma O YYACMHURG yena e OKoHwamennd u
yenooBpazyeanemo e coobpazeno ¢ usuckeauuama na Hapedbama sa yenrogusma, npagurama u
peda 3a pezyiupane u PeUCMPUPAne Nd YeHUMe Ha AeKapemeenume npooykmu u deticmaaujono
8 Cpanama 3aKeHo0amencmeo.
Ccllel, KOETO HaNpaBd TPOBEPKA N ChILPIKAHHETO HA TEXHHYCCKOTO TPEITOKEHHS CBOOpasHo
M3MCKBAHUATA HA IIPOLIEAYPATA ¥ YCTaHOBH, Ue JOKYMEHTHTE Ha yUACTHHKA OTrOBapAT Ha M3UCKBAHUATA
Ha NIPOLE/lypaTa ¥ 3aKoHa.
VYacTHHKBT € NPEUIOKUIT CPOK 33 H3IBJIHEHHE HA JOCTABKHTE U OCTATHUYCH CPOK HA IOJIHOCT HA

o()epUpAHUTE JIEKAPCTBEHH TIPOAYKTH OTIOBAPSIH Ha MUHHMAIIHTC H3NCKBAHHSA HA BR3NOKHTEIIA.

Odyepupanute JEKAPCTBCHA HPOAYKTH ca BKnoveHd B llpunoxenne Ne2 oT [MTo3uTuBHHA
JieKapeTBeH CNHCHK 1o wi1.262 ot 3JIIIXM, akryaneH KbM Jarara Ha oTsapsHe Ha odeprure.

O¢epupannTe JEKAPCTBCHH TPOJYKTH CHLOTBETCTBAT HA HM3HCKBAHMATA HA TCXHHYCCKATA
crnenH(HKALKsI KbM JOKYMEHTALMATA 38 YJACTHE B IIPOLCAYPaTa 110 OTIIOIEHHE Ha ATC xoJ, reuepu4iio
HauMeHOBaHie, lekapcTena PopMa H KOIHIECTBO aKTHBHO BEIUICCTBO, CAMHIYIIA MAPKA H OKOHYaTe)HA
OTIAKOBKA, [OJP0OOHO OMUcaHH 10 060co0eHM NO3WUMH M HOMEHKIATypd B IIpHIOKCHHE Nel xBM
HACTOSIIMSA IIPOTOKOJ ¢ U3KJIIOUEHHE Ha CIAIIaTa HOMEHKIATYpa:
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Meraynaposuo Kosmuectzo na
AHATOMO- )
. nenaTenTg ARTHBHOTO Oronuatesma
N TEPATICRTHUEH Jlewapersena dopya . . e
w0 IATC-xo/ HAHMEHOBAINE JICKAQICTREHD ONAKOBRA
’ ‘ {INN/ BENILETBO
e N N s 25%-10
62 BOSCX0I Glucose Solution for injection 11011 ml 5

Odreptitoro npeuioxketue Ha "Codapma Tpeiyjuar™ AJl, TIOKO3A awmu. 25% 10n1 x 50 e
OTTOBApS 113 M3HCKBANCTO 1A WLJIOMKHTCIR 3a Opoil B OmakoBka, 3aio10 B lIpHIIOKEHHC Ne2 pa
[TosuTHRIH JICKAPCTBCIT CHMCHK, HyONnuKyRaH Ha Hanuomamius CBbBCT 110 LEHH H peumMOypeHpane na
sekapeTnenyTe npoyKTH, npojykteT 1JITOKO3A amit 25% 10Mi1 X 50 ¢ mpuTexaresI Ha paspeilcHue
3a viorpeba Codapaa AJ[, buurapus ¢ perucTpupant ¢ KOJIHYECTBO B OHAKOBKA 110 50 Gpost, a ne 1o 3
6pos B ouaxonka, KomucHsita lUpemiara yUacTHHKbT Ja Objie OTCTPaHen IO HOMCHKATypa 62 na
ocnoparue wi.107, 1.2, Oykna a) ot 3011 — npegcranmr ¢ odepra, KOATO He 0TTOBApH Ha IPEABAPHTCINO
00sBEHMTE YCIOBHS HA JIOPLUKATA,

a 6a3a ropeHsJ0KeIOTO KOMHCISATA HAMHPA TeXUIYeCKOTO NPeJIoKene na yuacTHiKa
0 OCTAHAJNTC HOMCIKJATYPH B o0ocofcnaTa nosmiuy 3a OTTOBAPALIO B IIbJHA CTClCH HAa
M3HCKBAMIATA HA BL3TOKIITES, 3A105KeIH B TeXHIMCCKATA CleIMIIIRAIIST 1A JIOKYMeNTAIHA T,
C orsicA Ha ToBa, KOMICHSTA ¢IHHORYINIO pentH, e gonyeka yuacruuka "Codgapya Tpeiiunr”
AJ 0 cacaBam cTAIl B OPONEIYPATR — OTBAPHHC HA HEHOBOTO NPCMIOKENNHE 110 0CTalInTe
HOMEHKJIATYPH B 060c00eATA MO3MILHSL

OI1 Ne3 Cupoeudnio codosa cuchiema

KoMucusita ycTaloBH, 4e y4acTHHKST B IPOIEAYpata ¢ MPCACTABMII BCHYKH H3MCKYyCMH O

BB3AOKUTSIIA JOKYMEHTH, 4 HMEHHOQ!

o [Tonvanen Obpazey Ne 3 — I[Ipednodicenue 3a usnbanenue 1d ROPLYKAMA,

e lpunoocenue Nel xkwat mMexnuyeckomo npedrodcenue — nd Xapmuen i elexmponer 1Hocumel,

o [Tonvanen Obpaszey Ned - [exnapayua 3a cveigcue ¢ KAAy3ume nda npunodcelus npoexkm na
002060p;

o [onvanen Ofpazey Ne5 - Jlexnapayus 3a cpoka iia eaiuuonocm 1a ogepmana,

o [Jonvauen Obpasey Ne7 - Jlexiapayus, e ogepupanme — aexapcmeen Hpooykmu  cd
pesucmpupaiy 3a yrompeba 6 Cmpanama i APUmMescasan paspewiumentiu 3 yrompeba,
cvenacrho  SJIXM,  npumescasam — cepmuurany  YOOCHOGePAGAWU  KAYECMEONO  HA
npodykmume, TURCCAM OQUYUanHy Coobigenys Wik Opyeu Oepanuiumenny Mepki 3a ynompeba
A ReKApCmeen RpooOyKm,

o onvnen Obpazey No§ - Jlexnapayus, 4e 6 CAYHQU 1Q UIMULANE 1A CPOKA HA PAIPEUenuemno 3d
ynompeba na zexapemeenust npodykm npes cvomeemuume 2oouny (201 7-2018), 3a xoumo ce
nposedcod 0BUeCINGenama nopeuka (CamMo 6 MPUIOIICHUME CAYYGU) 6 ChOMGEMCMGUE ¢ wi.3),
a6 om 3TITXM, konugecmeama 1exapcmeeHy RPOOYKIIY Ca HARUYIN;

o Jlexpapayust ceoboden mexcm, He NPEORodCendmd Om YHACIMNUKG yend e oxonuamenna u
yenoobpasyeanemo e crobpaszeno ¢ usuckeanusma na Hapedbama sa ycroguama, npasuiama u
peda 3a pezyaupanie U PecUCMpUpane Ha yenume ia IeKapcmeenme RPOOYKmu u Oeticinsaujono
6 CINPANamMa 3aKoNno0amencmeso.

NG, KOETO HANPaBH NpPOBEPKA Ha CHABKAHHCTO HA TEXHHYECKOTO MpPEAVIOXeHne ChobpasHo
M3MCKBAHHATA Ha TIPOLIE/(ypaTa H YCTAHOBH, e JIOKYMEHTHTE Ha YYaCTHHKA OTrOBapaAT Ha H3MCKBAHUATA
Ha npolejypaTa 1 3aKoHa.

VYacTHHKBT € MPEUIOKIIT CPOK 33 H3NBJIHEHUE Ha TOCTABKATE U OCTATHYCH CPOK HA FOJHOCT HA

o)epHUPaHHTE JIEKAPCTBECHH TIPOAYKTH OTIOBAPAINY Hd MUHUMANHHTE H3HCKBAHUS HA BH3JIOWHTCIIS.
OQepupaHnTe NEKapcTBEHH NPOJAYKTH ca BKmouenn B Jlpunosxenne Ne2 or IoauTHBIHA
neKkapcTreH cnvchK mo wi.262 ot 3JIIXM, akryanen kLM AataTa Ha OTBAPSIHE HA odepTuTe.
Odpepuipannre JEKaPCTBEHH IIPOJYKTH CLOTBETCTBAT HA HM3UCKBAHMATA HA TeXNMYECKaTa
cretnQHUKaIMa K6M JIOKYMEHTAIUSTA 32 YIACTHE B IIpolleAypara no otHowexne Ha ATC Kox, TeHepHHO
HaHMeHOBAHHE, JiekapcTBena (PopMa M KOJIMUECTBO aKTHBHO BEICCTBO, CIHHUYHA MAPKA M OKOHYATE/IHA
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OTIAKOBKA, 110/(poblO onmMcann 110 ofocobenn MO3MUHK W HoMeHkIatypu B Jlpmioxenne Nel ko
IlElCTQ'HlIlI’ISI HPOTOKOJ ¢ UBKITIOYEHHE 11a CIIeTHHTE HOMCHKJIATYPH:

. Mekaynapoaio Koanueerno na
AHATOMO- .
. ) HEHATRNTHO AKTHBHOTO OroHuateana
Ne TEPANCBIICH KO Jlewapernera opsa . I
JATC ECO’[/ HAHMCHOBAIINC JCKADCTBLING QHAROBRA
i = " -
TINN/ REHICCTHO
. . . S 20 mg/ml-
72 NOIBRO2 Lidocaine Solution for injection 10%{“ mg 10

Odrepraoro npesutoneaue na "Codapma Tpeijuur™ AN, JTUJOKAWH amir. 200Mr/10xm1 x 50
[IC OTroRAps HA WIUCKBAIICTO I BB3NOKMUTCIS s3a Opol » omakopka, sauoro 8 [Ipunoxcnue No2 1a
Llo3HTHRHNS JIeKkapeTBell CNHChK, nybnuKkysan na Hanuouaniing chBCT 110 ICHH B PeHMMOypeHpatie 11a
sekapersennre  npojayktu, npojykrer  JIMJIOKAMIL amm. 200mr/10smin x 50 ¢ mpureskarel 1ia
paspenrente za ynorpeoa Codapma A)l, Brirapus e perscTpupail ¢ KOMHUCCTBO B o1akoBKa 1o 50 6pos,
a 11e 1o 10 6post 1 onakopka. KoMucHsTa npe/yiara y4acTHHKLT Ja OB/C OTCTPAHCH 110 HOMCIKarypa 72
ua ocrnopanue w107, 1.2, 6yksa a) or 30ll — upeacranmn e odepra, KoaTo He OTropaps Ha
IpeIRAPHTEIO O0SBCHATE YCIIOBHS HA MOPBUKATA.

. Meaxaynapoano Konnsecrno na
AHATOMO- " -
. HCNATCHTHO ARTHBHOTO Owxonuarénna

Ne TEPANCB THUEN KO Jlekaperacna fopma N o

JATC RO'I:" TMAHMEHOBAHHE JCRAPCTRCHO OCHAKORKA

i G

/INN/ BEHIECTRO

83 CO3AAQS Hydrochlorethiazide Tablet 25 mg 20

OdeprroTo npeanoxenne Ha "Codapma Tpeijanur" A, JEXUAPA3W]L 16. 25mr x 30 ne
OTTOBApA HA W3MCKBAHETO 1A BL3JOkUTeNs 3a Gpoidl B onaxoska, samoto B llpunoxenne Ne2 na
[TO3MTHBHHMS JIEKApCTBEH CITMCHK, MybnukyBan Ha HallMoHAJIHHA CLBET MO LelH H peuMOypcupase Ha
nekapereenmre npoaykra, npoaykret JEXWMIPA3UN 16. 25Mr x 30 ¢ npurtexaten na paspenieHHe 3a
ynotpedba Codapma AJl, Brirapust e perucTpupan ¢ KOJMHYeCTBO B omakopka 110 30 Gpos, a ne no 20
6bposa B omakopka. KoMucusita mpejurara ydqacTHHKGT Ja ObAe OTcTpaHeH MO HOMEHKmarypa 83 mHa
ocHosanue ui.107, 1.2, 6yksa a) or 3001 — npencrasmi e odepTa, KOATO HE OTroBapst Ha NPeABAPHTEITHO
00sMBEHHTE YCIOBHA Ha [IOPhYKATA.

Mesayn: oot
ARATONO- Mesayn lppnllo Koanuecrso na
. . HENAT¢HTHD B AKTHBHOTO Oxonaarenna
Ne TePANEBTHMICH KO/ Jekapersena gopma S
JATC-Kox! HAHMENOBALHE HCKAPCTBEHO ONAKOBRA
: JINN/ BEIIECTBO
87 CO3CA0] Furoseniide Tablet 40 mg 12

Odepraoro npemnoxenue na "Coapma Tpeiuar” AJl, ®VYPO3ZEMHI 16. 40mr x 20 ne
OTroBaps Ha M3HMCKBAHETO HA BLANOKHTEII 3a Opoil B orakoBka, 3aworo B Iprnoxennc Ne2 ma
[To3sHTHBHUA JieKapCTBEH CMUCHK, TYOMHKyBaH a HanuoHanHus cbBeT mo LeHW W peHMOypcupaHe Ha
nekapeTBeHnTe poaykTH, npoayxtseT PYPO3EMHU]L 16. 40Mr x 20 ¢ nputexare) Ha paspelnicHue 3a
ynorpeba Codapma AJl, Bearapus e perucTpipal ¢ KONIHYECTBO B omakobka 1o 20 Gpos, a me no 12
Opos B omaxoBka. KomucHsTa npejara y4acTHUKGT Aa ObJe oTcTpaHeH IO HoMeHnkigarypa 87 ma
ocuoBanue w1.107, 1.2, 6yksa a) oT 3011 — npencrasui € odepra, KOSTO He OTIOBAps HA IPEIBAPHTEIHO
00sMBEHUTE YCIIOBHS Ha MMOPBYKATA.

AL TOMO- Mekaynaponuo Kojmsecrso Ha
Ne TepaneTHNeN Ko HENATCHTID Jexaperaena dopya alfT[lB-f.lOTO O}couua're:uua
IATC-10V HAWMeEHOBAlIIE JIEKAPCTECHO OMAKOBKA
JINN/ BEIECTRO
117 CO8DB01 Diltiazem Prolonged release tablet 60 mg 30

Od¢eprooro npeioxkernue na "Copapma Tpeiipuuar” AJ, HWITHA3EM 16. 60Mr x 50 —
Codapma He OTrOBapsi Ha W3UCKBAHETO 1A BBIJIOMKUTENA 3a Opolf B onmakoska, 3amoTo B [Ipunoxenue
No2 ma [lo3uTHBHHS JEKapeTBeH ChOUchK, nyOnHKyBaH Ha Hamuonanuust ©bpBeT MO LEHH H
peuMOypcHpaHe Ha JekapeTBeHuTe IpoayKTH, npoaykTsT JWJITHUA3EM 16. 60Mr x 50 — Codapma ¢
npuTexaren na paspemenue sa ynotpeba Codapma AJl, bbirapus ¢ perucTpHpaH ¢ KOJHYECTBO B
omakoBka 110 20 6pos, a ue no 12 Opos B omakoBka. KomucHsaTa npeinara yyacTHHKBT Ja Obnae
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orerpancn o noMenknarypa 117 ua ocuopatine wi.107, 1.2, 6yksa a) ot 3011 — upeactanm ¢ odepra,
KOSITO HE 01roBaps Ha [PC/IBapUTCAIO O0sMBCHUTE YCITIOBHSA Ha IophUKaTa.

Ha 6a3a ropeHsIosKeHOTO KOMUCHATA HAMHIPA TEXHIYCCKOTO HPE/IOKENNe Ha yHaCTHHRA
10 OCTARAMITC HOMEHKIATYPH B 000COOCHATA [O3HIIBL 32 0TIOBADSING B NMBJIA CTENCH HA
IBHCKBAIIGITA 1A BL3JIOKITE/ 31, 3AM0KCHH B TEXHHYCCKATA eNelpHKALHA HA (OKYMCHTALHSTA.
C oruie/ Ha TOBA, KOMICIITA eIHIOAYIIIO peiir, de gonycka yuacranka "Codapaa Tpeiiapnnr"
AJl 0 cacapany erai B UPOUCAYPATA — OTBAPSIIC 1A HCHOBOTO HPCUIKEHNe 10 ocraHaanre
noMenKaaTypu 3 obocobenara o3,

OIT Xed Anmuaiichekiuioniin npoeOyKRm 3d CHCIeMIL0 npriodiceriie
KoMucuara ycranons, ue YYaCcTHHKLT B UPOLEHAypara e NpC/CTaBHil BCHUYKH H3HCKYCMIT OT
BB3IOKHTEN JOKYMEHTH, 8 HMEHHO!
o [Tonvinen Obpasey Ne 3 - Hpednooicenue 3a usnvaienie Ha HOPLURama,
o [punooicere Nel kuat mexnuveckomo npednodcenie — na Xapmueit i enexmponen Hocumen;
o [onvanen Qopazey Ned - Jlekaapayust 3¢ coaldacue ¢ KRay3ime nd Bpuiodicenius npoexnt 1d
002060D,
e [lonmvanen Obpazey Ne3 - [exnapayus 3a cpoxa na eainonocn iia ohepmama;
o [Honvanen Obpasey Ne7 - Hexaapayus, we oepupaniime — aexapemeent  npooyKing cd
pezucmpupany 3a  ynonipeda 6 Cmpanamd u npUmedlCasam  paspewiumenny 3a  ynompeba,
cvenacno  3HHXM,  npumencasam — cepmudburamu  YOOCHOGEPAGAWY  KAYECHIBOMO  1id
NPOOYKIUMe, NURCGAamM OQuyUWI Coobugens win Opyau ozpanusumeny Mepky 3q ynompeba
Hd IeKapemeen nPoOYKm;
o [Tlonvanen Obpazey Ne8 - Hexnapayus,, ve 6 cAy«ait na umuiaie ia choxa nd paspeuteniemo a
ynompeba na nexapemeensi npodykm npes cvomgemnume 200uny (2017-2018), 3a xoumo ce
ApoGesicoa 0BUjeCMBEHAMA NOPBYKA (CAMO 6 APUAOICHUME CAYHal) 6 cvbomeemcmeue ¢ 4155,
an. 6 om 3JTTXM, konwuecmeama nexapemeeii npOOYKMU ca Hanuqnu,
o [lexnapayus ceoboden mexcm, Ye npediodceHama Om YYACMNUKA yend e OKonuamena u
yenoobpasyeaemo e cvobpaseno ¢ usuckeanusma na Hapedbama 3a ycrogusma, npasurama u
peda 3a pezyiupane u peucmpupane na yenume 1a 1eKapcmeeHume npooykmu i Oeucmeaujomo
& CIPanama 3aK0H00amejNcmeo.
¢el, KOCTO IIANPaBH NPOBEPKA HA CHIBPIKANHETO Ha TEXHHYECKOTO HPEUIONKEHHE CLOOpasuo
W3HCKBAHMATA Ha IPOLICAYPATa ¥ YCTAIOBH, Y€ JIOKYMEHTHTE HA YYacTIMKa OTIOBApAT Ha H3HCKBAHHUATA
Ha Mpole/ypara U 3aKoHa.
VYacTHUKEBT ¢ NPEUTOKHT CPOK 38 U3IIBIHEHHE HA AOCTABKHTE M OCTATHYECH CPOK 1A TOJIHOCT Ha

opepHpaHnTe JIEKAPCTBCHH IIPOIYKTH OTTOBAPSLIIH HA MHHHMAIHHTE H3HCKBAINA HA BL3TTOMKHTEII,

OdiepupannTe JexkapeTBeHd NpoAyKTH ca BiioueHH B [Ipunoxenne Ne2 or IlosutHBrms
NeKapeTBel cnuehK no w262 ot 3JIITXM, akryanen KbM JaTaTa Ha OTBapsie Ha oepTHTE,

OdrepupannTe NEKAPCTBEHH IIPOJYKTH CBOTBETCTBAT Ha H3HCKBAHHATA Ha TEXHHYCCKATA
cnemdUKAUMs KHM JTOKYMENTALHATA 33 YYacTHe B IpolleAypaTa no otnomenne Ha ATC xon, reHepuyHO
HaHMEHOBAHHE, JIEKAPCTBCHA (POpMa U KOJIMUYECTRO AKTHBHO BENECTBO, EJIMHHYHA MAPKA M OKOHYATEIIHA
OTAKOBKa, 110JpobHo ommcanu 110 060cobeHr MO3MUMH U HoMeHkatypu B Ilpunosxenne Nol KoM
HACTOALIHSA MPOTOKOJ ¢ U3KJIHUYEHHE Ha CIICAHHTE HOMCHKIATY PH:

MexayHAPOUNO v 1
Anarono- nﬁll:"fcnpn:lo KZJE[[':::::: . Oxonyarenna
Ne TCPANCBTHUCH KOA JexapcTneua opaa ¢ ATen
HAHMENHOBANHE JeKAPLTBCHO OHAKOBKA
JTATC-xop/ ;
/INN/ BEILCCTRO
136 JO1DCO2 Cefuroxime Powder for solution for injection 1500 mg 5

Odeprioro npemnoxenne Ha "Codapma Tpeiignnr' A, AKCETHH ¢n. 1.5rp x 100 ne
OTIOBAPA HA M3MCKBAHETO HA BB3NOKMTCHS 3a OpoH B onakoska, zamoto B llpunoxenne Ne2 na
TTo3UTHRHHS JIEKAPCTBEH CIHCHK, nybnukysan Ha Harmuonamnug ceser 1o HeHd 0 peMOypcupaHe Ha
nekapersennTe npoayktH, npoaykrsT AKCETHH ¢u. 1.5rp x 100 ¢ npurexates Ha paspeilcHie 3a
yrmorpedba Medochemie Ltd., Kunnp e pernerpupan ¢ KoJnuecTso B omakopka no 100 Opos, a He 110 5
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6pos b omakopKa. KomucnsTa mpeuiara yuacTHHKLT Jia Objle OTCTpanen Io Homeuxuarypa 136 Ha
ocrionanne w107, 1.2, Oykpa a) o1 3011 - npenctanuit ¢ odepra, KOATO HC OTTOBAPS HA MPS/IBAPHTCAHO
00sBCHUTE YCIIOBHA 11 TOPDUKATA.

Meaaymapono KonutecTrno na
Anartoso- N N - N
No TeDANCRTHAEI 150, HENATCHTHO Jlow popma AKTHBHOTO Orongarenna
No ' 1 204 PCTREIN M
| TATC-xon/ ! HAHMEHOBUNIE pCERe f NEKAPCTBEHD OUAROBK:
AT /INN/ BEIECT B0
137 01102 Celuroxime Powder for selution for injection 1500 mg 10

Ogeprnoro npejnoxcine na "Codapaa Tpeiinme™ AJl, AKCETHH dut 1.5rp x 100 #e
OTroBaps HA M3HCKBAHETO HA BL3NOMKTCHS 3a OGpolt B omaxopka, samoro » lpunosxenwe NeZ a
[To3HTHUBHHA JIEKAPCTRCH CUMCHEK, nybGnukysan Ha Hamponasiius ¢bBCT MO el 1 peHMOypcHpaHe Ha
siekapersenute npoayktH, npojaykrst AKCETHH ¢n. 1.5rp x 100 ¢ npurekaren Ha pasperniciue 3a
ynorpeSa Medochemie Lid., Kuibp € perncrpupan ¢ KOJHUCCTRO B onakoBka no 100 6pos, a ne no 10
Gpos B onakoska, KOMHCHATA IIPEiUTara YUacTHHMKLT jla Ob)e oTCTpalell 10 HoMeRKnaTypa 136 na
ocnopanne w107, 1.2, 6yksa a) or 3011 — npeactapui ¢ odepra, KOSITO HC OTrOBaps Ha IPCABAPHTCIHO
0OsABeHHTE YCIIOBHS Ha MOPLYKATA.

Mesayaapoano Komnuecrso na
AnaroMo- o ) )
. neuaATen NG AKTHRHOTO Orouvareana
Ne TEPABCBTHUCH KO Jlewapcrpena dopaa X I
.".‘\(r(‘-l'()‘l." HAHMCHOBANHE JERAPCTBCHO ONAKGRREA
T JINN/ BCUICCTBO
145 I161DDO4 Celtriaxone Powder for solution for injection 2 g 5

Odepruoro npeyuioxenne Ha "Codapma Tpefinnur' AJl, MEJAKCOH ¢n. 2rp x 50 ne
OTrOBaps HA HM3UCKBAHETO HA BH3JIOXHTCHT 3a OpoH B omakoBka, 3amjoto B Ilpunoxenwe Ne2 na
TTo3UTUBHHS NIEKAPCTBEH CMUCHK, nyOnMKyBan na HauuoHanHus CbBET MO LEHH U peuMOypcHpaHe na
nexapcerBenute mpoayktH, npoayktst MEJIAKCOH ¢u. 2rp x 50 ¢ npurexaren Ha paspelleHHe 3a
ynorpeba Medochemice Ltd., Kunbsp e perucrpupat ¢ komudecTso B onakoska no 50 6pos, a ne o 5 6pos
B omakoBKa. ICOMHCHSTA Ipeaara yJacTHHKBT Jia Obje OTcTpanel o nomenwiatypa 145 na ociopanne
wi, 107, 1.2, 6yksa a) o 3011 - npeacTaBun ¢ odepra, KOATO He OTrORAPS. Ha NPEIBAPUTCIHO 00ABEHUTE
YCIORUA 1a TIOPBHUKATA.

Ha 06a3a ropeHsiioKeHoTo KOMHCHITA HAMHPA TEXHHYCCKOTO MPCAJI0MeHHe HAa YUACTHHKA
0 oCTAana/JIrre HOMEHKJIATYpH B 00ccofcHara me3sHIpisd 3a OTroBapsie B IbJHA CTCICH Ha
H3HCKBAHHATA HA BB3J0IKHTENs, 3a10KeHH B TeXHHYMCCKATA crelH(pKranisg Ha JOKYMCHTAIHATA,
C ornie Ha TOBA, KOMHCHSITA CAMIOAYINIIO per, ve jionyceka yuacrmuxa "Codapma Tpefiguur"
Al oo ciacABAIN CTAaH B NPONEAYPATA — OTBAPHIC HA NCHOBOTO TPELIOKEHHe M0 OCTaHAJITE
HOMEHKJIATYPH B 00ocobe1iaTa mo3nisi.

OIT Ne5 Hepena cucmema
KoMucusara ycTaHOBH, Y€ YYACTHHKBRT B NPOLEAypaTa € NPEACTABHI BCHYKH H3HUCKYEMM OT
BLITOKUTENS JOKYMEHTH, a MMEHHO:

o [Honvanen Obpasey Ne 3 — Hpednooicenue 3a usnvanenue va ROPLYKAMaA;

o [Ipunoowcenue Nel KoM mexuuyeckomo npeonodiceniie — Ha xapmuen 1 eneKmponell Hocumen,

o [Tonvunen Obpazey Ned - Jlexaapayua 3¢ cvenracte ¢ Kiaysume Hd APURONCEHUS NPOEKM Ha
002060p;

e [lonvanen Obpaszey Ned - [exnapayus 3a cpoxa na 6anuonocm na ogepmama;

o [lonvianen QObpazey Ne7 - Jexiapayus, ue odhepupanume  Rekapemeeny npooykmu ca
pesucmpupary 3a ynompeba & cmpanamda H NpUmescasam paspewiumenny 3a ynompeoa,
cvenaco  3JTIXM,  wmpumesxasam  cepmupuxamu  yoocmogepasauf  Kauecmeomo  Hd
nPOOYKINUIME, AUNCEAN OUIHATHY CLODIENYs UnY Opyer o2panuyumeniiu Mepku 3a ynompeba
1a 1exapemee npooyKm;,
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o [Honvuen Obpazey Ne§ - Mexnapanus, ue ¢ cayuaui Ha uspmuaie 1d cpora nd paspeientieno sa
yROMpEHA 1A AeKapcmsents apodykm npes cvomgeemnume 2oduny (2017-2018), sa xoumo ce
APOBENCOT OEUIECMGENUING NOPLYKA (CANMO ¢ HPWIOJICHUNE CAYYaU) 8 CLOMGENICHGUe ¢ 4153,
a6 om IHIXM, konuvecmeama aekapemeenit NPOOYKMu CA HARW4i;
o flexaapayus ccododen Merent, 4e npeorodcenamd Om YHAcnuiuka end e oxendamennd u
yerioobpasysanemo ¢ cvobpazeno ¢ wuckeanusma na Hapedbama sa ycaosusma, npasuiama u
Jpeda sa pezyaupaite i PESUCTIPUPANe 1A Yenume Nd AeKapemeenime npOOYKIIT i OeHCmGaujono
& CINPALIING 3AROIOOAMEHCINGO.
eIC/, KOCTO HAlPaBH [POBEPKA 1A CHABPKALHCTO HA TEXHHUCCKOTO IPC/UIOKCHNC CHoOPasHo
M3HCKBAHHSITA HA HPOTIC/YPATA H YCTAHORH, HC JIOKYMEHTHTC 11d yUACTIIHKA OTIOBAPAT 118 H3UCKBAIHATA
HA HpOLEAYpaTa B 3aK0HA.
VyacTivgnt e HPEIPIMKHT CPOK 23 UIILIICIIHE HA JOCTABKHTE M OCTaTBLUCH CPOK Ha IOAHOCT Ha

o()epUpalHTeC JICKAPCTBEHH TTPOAYKTH OTIOBAPSIIIH 11a MUHUMAJIIH ¢ HAHCKBAIHS 1A BB3JIONKH TSI

OdepupanuTe NeKapereny MpoAykTH ca BrimoueHu B [Ipwioxenne Ne2 or llosntHBius
neKapeTBeH cuehbK no w262 or 3JITTXM, akTyanen KoM Jlarara Ha oTBapsaHe Ha o(CpTaTe,

Odepupanure JICKAPCTBCHH  [POJIYKTH CHOTBCTCTBAT Ha HM3HCKBAHMATA 114 TEXHHUCCKara
CHCI(UKAIMA KbM JIOKYMEHTAIIHATA 33 yYacTue B Ipolenypata no otHomenue Ha ATC ko, reHepHuno
HAUMEHOBAIIKC, JICKAPCTBEHA POPMa U KOMMUECTRO aKTHBHO BELIECTBO, SANNHYHA MIPKA U OKOIYATENHA
ONAKORKA, 110,(poOHO omMcand no 060cobeHH Mmo3umuu W noMmeHknatypu B [Ipunoxenne Nel KoM
HACTOSIIMS 1IPOTOKOJN ¢ U3KIIIOUCHHE Ha CIIEJIHUTE HOMEHKIIATYPH.

Mesiyuapoano Komueerno 1a

AHATOMO- .
. HENnaTeHTHO AKTHBHOTO Oxomuate/na
Ne TEPAMEBTHHLIN KO/ Jlewapersena gopma )

N HAHMCHOBAKNE REKAPCTBEHO OLAKOBKA
JATC-won/ i
/INN/ BLUIECTBO
. . s . 20 mg/ml -

167 NOLAXI10 Propofol Emulsion for injection/infusion 50g1]1!1l ml 1

O¢eptoto npeanoxenue Ha "Codapma Tpeiignur'' AJX, [1POITIODOI ¢n. 10mr/vr 50Mi
x16p ne orrosaps Ha W3HUCKBAICTO HA BB3JIONKHMTCIA 3a KOJNUYECTBO AKTHBHO BEIIECTBO, 3a0TO
odepuparustT npoayktst [TPOIO®OI du. 10mMr/mn SOmi x16p ¢ upomssoguten Fresenius Kabi
Deutschland GmbH, ['cpmanus € ¢ KOMHUeCTBO akTHBHO Berectso [Omr/mur 50mi, a ne 20 mg/ml - 50
ml,. KomucHsTa nipejuiara yuacTHHKLT 1a Gbie OTCTPaHeH 1o noMcikiatypa 167 Ha octiopanune w107,
1.2, 6ykpa a) ot 3011 — npeacrasui ¢ oepTta, KOATO HE OTFOBAPs HA TIPEABAPHTCIHO 0OABCHATE YCIIOBHS
Ha MOpPBUKATA.

Mexaynapoano KonnyeerBo ua
Anarono- . .
. HENATEHTHO AKTHBHOTO Oxonuarenna
Ne TEPANEBTHICH KO Jekaperpena gopma . P
JATC-1on/ HANMEHOBAHNE JIEKAPCTBEND ONAKOBKRA
{INN/ BCHICCTRO
168 NOIAX10 Propofol Emulsion for injection/infusion 20;8%};;111] ) ml 1

Odepraoto npejuoxkenne na "Codapma Tpeiyguur” AJl, TIPOITO®OJI ¢ 10mr/mn S0mi
x16p He OTroBaps Ha H3HCKBAHETO Ha BBL3TOKHUTENS 33 KOJIMMECTRO AKTUBHO BELUIECTBO, 3AIOTO
oepupannsaT npoaykTsT T[TPOIIODOJ dur. 10mr/mi 50Mn x16p ¢ npoussomuren Fresenius Kabi
Deutschland GmbH, I'epManus € ¢ KojuuecTso akTHBHO Beectso 10mr/mn 50mi, a ve 20 mg/ml - 50
ml,. KoMuicusTa npe/iara yYacTHHKET ga Oble OTCTpaHeH o Homenkiatypa 168 na ocnosanue 4. 107,
1.2, 6yksa a) ot 3011 — npejicTaui e odepTa, KOATO HE OTIOBAPA HA IIPEIBAPHTENIHO OOABEHHTE YCAOBUS
Ha HOPHUKATA.

ANATGMO- I\'f(:}l(fl)’llla[jlﬂjlliﬁ Konmecrso na
. HENATEHUTHO . ARTHBHOTO Oronuarenna
Ne TCPANCBTHYICH KOJ Jexapersena dopya N
IATC-xon/ HAHMECIORAHHE JIEKAPCTRENO 0NaxoBRA
/INN/ BEINECTRO
. . . mg/ml-
172 NOZAAOL Morphine Solution for injection 20 T 10
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Ogeprooto npejuioxkenie na "Codapma Tpeiiamur” A)l, MOPOUIL amr, 20Mr/a s x 100
lle OTroBaps Ha H3MCKBAHETO HA BHIJIOWKHTENS 3a Opoil 3 omakoska, 3amoroe B [punoxenne NeZ 114
TTo3MTHEINS JICKAPCTREH CIMCHK, 1y6imKkyBan Ha Hanmonaniust chser 110 Heny H peuMOypenpane na
JIeKAPCTBCHHTE TPOAYKTH, 1pojykrst  MOPOMH amm. 20mr/mun Ima x 100 ¢ npurexaren ma
paspetierue 2a yuotpeba Codapma AJl, Bearapusa ¢ persncTpupan ¢ KOJIHYECTRO B OUAKOBKA 110 100
Gposs, a me no 10 Opos B onaxoska. KomucHsTa npejUIara YYacTMKeT Ja ObIC OTCTPAHCI 1o
noseniciarypa 172 na ocnopamue wil07, 1.2, Gyxsa a) ot 3011 - npejcranun e odepra, KoATo He
OTrOBAPS Ta HPSARBAPHTCIHO O0ABCHHTE YCIOBHA Ha HOPHUKATA.

MexnyHapoiuLe Komiuecrso Ha
Anaroyo- o - i .
\s - HELIATENTIO Hewkapersena gopma ARTHENOTO OkoHuaTenna
- ! ", ATC-ro/ o BANMEBORANHE wiewip L pop JNEKAPETRCHO MIAKOBRA
’ ’ JINNS BCUICCTBO
178 NOZABO2 Pethidine Solution for injection 100 mg/2ml 50

Odeprroro npeanoxernc na "Codapaa Tpeiymnr' AJl, JIMJOJT amn. SOmr/mm 2y x 10 ne
OTrOBAPS WA M3MCKBAHETO HA BHLANONKMTENs 3a Opoil B omakoska, 3amoTto B ITpuioxennc Ne2 na
TTosuTHRHKS JICKAPCTBCH CIMCHEK, NyonnkyBan Ha [launoHanHms ChBCT 110 LEH H peuMOypcupane Ha
NEKAPCTBCHUTE [IPOAYKTH, 1pojtykrbT JIMJIOIN amm. 50mr/mi 2min x 10 ¢ npuTeKaTe! Ha pazpelleine 3a
yriorpeba Codapya AJl, brarapus e perucrtpupar ¢ KOXHYCCTBO B onakopka mo 10 Opos, a ne no 50
6pos B omakoBka. KoMucHaATa mpeaiara yuacTHMKET Aa 6BAC OTCTpaHeH no Homenxiarypa 178 Ha
ocuoranue wr.107, 1.2, 6yksa a) oT 3011 — npejcrasui € odepra, KOATO HE 0TroBaps Ha NPejBapHTCIHo

o0sreHHTe YC/IOBUS Ha MOPLUKATA,

MesyHapoano KosmisuecTno 1a
AHATOMO- B
. HCNATCHTHO AKTHDBIOTO Oxonvarenta
Ne TEPAUCBTHYCH KON Jlekaperreua gopya N .
JATC-roa/ HAHMCHOBANING JEKAPCTREND ONAKOBKA
JINN/ BELECTRE
179 NO2AX02 Tramadol Capsule, hard S0 mg 30

OdepruaoTo npeioxkenne na "Copapma Tpeiignur' AJl, TPAMAJIIHH xanc. 50mr x 20 ne
OTroBaps 11a H3MCKBAHETO Ha WBH3NOKUTEAS 3a Opoil B ollakoBka, 3amoTo B [lpuioxenue Ne2 Ha
[TosuTHBHUS JCKAPCTREH CHMCHK, NyonukyBan Ha Haumonannui cbBeT No Iend U penmbypedpane Ha
JNICKAPCTBEHUTE TIPOAYKTH, HpoaykTsT TPAMAJIIMH xarc. 50Mr x 20 ¢ npuTe:KaTe HAa pazpemiciue 3a
yrotpeba Yaudapm AJl, Brirapus ¢ perucTpHpall ¢ KolIHyecTso B onaxoska 1o 20 Gpos, a e 1o 30
6post B omakopka. KoMHCHATa Tpejyiara y4acTHAKBT Aa OBJAe OTCTpaHeH No HOMeHKnarypa 179 Ha
ocuopanue 4i1.107, 1.2, Gyxsa a) ot 3011 — upesncrasun ¢ odepra, KOATO HE OTIOBAPS HA MPEABAPATENHO
obsiBerHTC YCIOBUA Ha IIOPBYKATA,

) Mesaynapyino Kosnrectso na
AHATOMO-
. HEeNATeNTHO AKTHRHOTO Oxonuareana
A TCPATERTHUCH KO/ Jlexapersena dopya ) .
IATC-xon/ HAHMCHOBANHE JIEKAPCTRCHO OIIAKOBKA
TN/ BELIECTRO
199 NO3AGOL Valproic acid Gastro resistant tablet 500 mg 44

Odeprroro mpemnoxenne na "Copapma Tpeitannr' AJl, KOHBYJIEKC kanc. 500mr x 100 ue
OTroRaps Ha M3HCKBAHETO Ha BL3JIOXMTENda 3a Opoit B omaxoska, 3amoro B [lpmnoxenne Ne2 na
ITo3HTHBIMS JieKapCTBEH CIHCHK, nybumuKysaH Ha HanuoHanHHs ChBET 1O IEHH H peMMOypCHpaHe Ha
nexapersennte npoayktH, npoaykrst KOHBVYIIEKC xane. 500mr x 100 ¢ nputexaresn Ha paspereHie
3a ynotpeba Yaudapm AJL, Brarapus ¢ perucTpHpaH ¢ KOJIMYECTBO B onaxoska no 100 6pos, a He 1o 40
Gpos B omakoBka. Komucuara fpeara y4acTHHKBT xa Obje oTCTpaHeH [0 Homeniiarypa 199 Ha
ocHomanxe w1107, 1.2, 6yksa a) ot 30I1 — npencrasni € odepTa, KOATO HE OTTOBaps HA NPEABAPHTETHO
ODSIBEHUTE YCIIOBMS! HA TIOPBUKATA.

MeskayHADOAHO HYECTHO HA
Anaromo- ncligreurﬂln K?m‘ileucu 1("'0 Oxonuatenua
Na TePANCRTHICH KOI Jewapersena gopya o
. HANMCHOBANHC JICKAPCTREHO ONAKOBKA
/ATC-rop/
/INN/ BCOIECTRO
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‘ 30 ‘ myg ‘ 28 J

Odeprroro npepoxenne Ha "Copapma Tpeijunnr AJl, ENATPHIKHUIL 16. 50mr x300p ue
OTTOBAPA Ha H3MCKBAHETO HA BLIMOKUTENs 38 Opoit B onakoska, 3auioro B IIpmiocHHC Ne2 wua
[To3HTHBHMS JICKAPCTBEH CIIHCTK, NYOIHKyRaH Ha Haruouainng CLBCT 110 UCHH H penmOypcHpane Ha
AcKaperBenuTe nposykTd, nponykrnT BIATPHKMH 16, 50Mr x300p ¢ upHToKarell Ha PaspeiicHue 3a
yrorpeGa Akrasne 13AJ], BBATapHS ¢ PCrHCTpHpan ¢ KOMHYECTEO B onakoska mo 30 6pos, a He 10 28
Opos » omaxopka. KomucusTa npejulara yuacTUHKeT Ja ObJIe OTCTPAHNCH 110 HOMEHKIArypa 207 na
ocnopanne w107, 1.2, 6yksa a) or 301[ — npeacrasiir e opepra, KOSTO HE 0TIOBaps 11 NP/ BAPHTEIHO
o0gRCIMTe YCITOBHS Ha 1IOPhYKATA.

| 207 ‘ NOIAXOY L.amotrigine | Tablet

AnaTono-

Memayuapoiuo

HENATRIFHG

Koauaecrso na
AKTHBHOTO

OronuarTennig

Bt TC[):}II\FII‘!E:II"NVI;KO,T R — Jlerapersena dopasa ACRAPETBCNG onaKonKRa
AdhokoA /INN/ BEINECTBY
281 NOSAHO3 Olanzapine Film coated tablet 10 mg 28
|

Odiepraoro npeanoxenue na "Codapaa Tpeiiannr'' AJl, OJHAH3AIIMH AXTABUC punm
tabn 10Mr x 30 He oTroBaps Ha M3HCKBAIETO0 Ha BLINIOKUTCAS 32 Opoil B OMakonKa, 3alloTO B
Hpunoxenue Ne2 na TTo3HTHBIIHSA JeKAPCTBEN CIUCHK, MyOnHMKysal Ha Harnuosanius ChBeT 110 NCHH 1
perMOypeHpane Ha JIEKapeTBenuTe UpoAyKTH, mpojykrT OJIAHBAIIUH AKTABUC ¢y rabn 10Mr
x 30 ¢ npurekarten ua paspemennc 3a ynorpeda Actavis Group PTC ehf,, Menanjus e peraerpupai ¢
KOJMHYCCTRO B omakopka 1o 30 6pos, a He mo 28 Opos B onaxoska, KoMucusaTa Npejulara y4acTHUKBT Aad
Grjle oTeTpancn 1o Homenkaarypa 281 ma ocnosamue w107, 1.2, Oyksa a) ot 3011 ~ upeacTasun €
ofcpTa, KOSTO HE OTroBaps Ha IIPCABAPHTEHO 00ABEHHTE YCIOBHA HAa MOPBYKATa.

Meaaynapoane HKonwtecrno na
AUATOMO- o . )
. HEITATCHTHO ARTHBHOTC Orongaresna
hi TePANCBTHYCH Ko Jlexaperpena dhopya N S
IATCoxon/ HAMMCHOBATIIE JEKRPCTRENQ onaKopRa
) {INN/ BEILCCTRO
282 NOSAHO3 Olanzapine Iilm coated tablet 5 mg 28

Ogepraoro npeoxerne 1a "Codapma Tpeitanur' AJl, OJIAH3AIIMH AKTABUC dmm
tabn SMr x 30 He orrosapsd Ha H3MCKBAHCTO Ha BL3NOXKHTENs 3a OpoH B OMAKOBKA, 3alOTO B
Ipunoxenne Ne2 na [Mo3nTUBHUS NCKAPCTREH CIMCHK, NybmuKysan Ha Harnnonajmus chBeT 110 Nl |
penMOypenpane Ta nexkaperBenute NponykTH, mpojykrsr OJIAH3ATIMH AKTABHC ¢ tadn Smr x
30 ¢ mpuTexaren Ha paspeutenne 3a ynorpeba Actavis Group PTC ehf., Wcnanius e perdctpupan ¢
KOJIMYECTBO B onakoBKa 1o 30 Gpos, a ne o 28 6pod B onakoska, Komucusra npeanara y4acTHHKBT Ja
6LOe OTCIpaHeH 110 HoMeHknaTypa 282 Ha ocuosanue w107, 1.2, Oykea a) or 3011 — npencrasun €
oyepTa, KOATO HE OTTOBApS HA PEABAPHTENHO 00ABEHATE YCIOBH Ha MOPLUKATA.

ANATOMO- I\'lemuyual.ap,'um l{omwccmo Ha
. - HETEATEHTHG ) AKTHRIOTO OxoHuareata
Ne TCpANEETHHEH KO/ Jlexkapereeta gopma . )
IATC-kon! HANMEHOBANHE JIEKAPCTBEHO OHAKOBKA
JINN/ BCUICCTBO
294 NOSAX08 Risperidosie Film coated tablet 2 mg 20

Odeprroto npeanoxenne na "Codapma Tpeitmunr' AJl, PHUCIIOJIVKC 16. 2mr x 30 He
OTTOBapsl Ha M3HCKBAHETO Ha BB3NOKUTeNs 3a Opolf B omaxoka, 3amorto B IMpunoxenne Ne2 na
[lo3UTHBHUA NEeKapcTIBEH CHHMCHK, NyONUKyBad Ha HaluoHaHMs ChbBET 1O LEeHH M peumOypcHpaHe Ha
nekapcrsenute nupoaykru, npoaykrsr PHUCIHOJIVKC 16. 2mr x 30 ¢ npurexaten na paspelieHic 3a
ynorpeba Sandoz GmbH, ABcTpus e perucTpypan ¢ KOJNHYECTBO B onmakopka o 30 6pos, a ve mo 20
Gpost B onmakopxa. Komwmcusita mpejuiara yYacTHHKBT Aa Obje OTCTpaHeH MO HOMeHxnarypa 294 Ha
ocropanue wi.107, 1.2, 6yksa a) or 3011 — nmpeacTaBui e ofepra, KOKTO HE OTTOBAPS Ha MPE/IBAPHTEIIHO
0OsIBEHHUTE YCIOBHS Ha TIOpBUKATA.
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Mewpyuapoino Komueerso na
Anarovo- )
. HCHATCHTHO AKTHBHOTO Owronuatenua
Ne TCPATLEBTHULH KO/ . Jlekapersena gropma L e
IATC-Kon/ HAHMCHOBANNEE JCKAPCTRCHO OBAROBKA
’ JINN/ BEHIECTBO
295 NO5SAX08 Risperidone lFilm coated tablet 1 mg 20

Odepruoro npeuioxenne ua "Codapma Tpeiygum™® AJI, CIIEPUJIAH 16.1 Mr x 30 e
OTrOBAPS. HA H3MCKBAICTO Ha BBAIOKUTENS 33 Opoil B onakomka, 3ainoro B lpunoxerue No2 na
ozurusius nexapersen Clnetk, mydiHkyBa va HalmoHaiuug ChbBCT U0 nend ¥ peHMOypeHpanc va
nexaperpenute npodyktH, npojyrrst  CHEPHMIAH 16.1 mr x 30 ¢ npurexarcn na paspeuieHHe 3a
yiorpeda Axrasuc EAJl, Brarapus ¢ peructpupart ¢ KOJTHUCCTRO B otakoska 1o 30 6pos, a ne no 20
6post B onakoska. KoMucusita npegara yUacTHHKLT fia GLAC Or¢TpaHeH 110 Homenknarypa 295 na
ocHosaHue w107, 1.2, 6yksa a) or 3011 — npeactapui ¢ ofyepra, KOSTO HE OTI0BApS Ha UPE/IBAPHTCAHO
00SBEHNTE YCIIOBHS HA TTOPHYKATA,

Mesrynaponito Konrsecrso na
AHaToMO- ] ]
. HENATENTHO ARTHBIOTO OxouvaTesa
N repanmesTHYe KOIL Jlekapersena gopma .
IATCoreon/ nAMMeIoBaHie JeKApCTREND ONAKOBKA
’ JINN/ BCIECTBO
297 NO5AXO08 Risperidene Film coated tabtet 3 mg 60

Odeprioro upeynokeinie na "Codapma Tpeiinnur' AJll, CIHEPHJIAH 10.3 mr x 30 ne
OTroBapsd I1a M3HCKBAHCTO Ha BEB3NIOKATENS 3a Opoilf B omakoBka, samoto B [Ipwmioxenue Ne2 na
[lo3uTuBHNA NeKapCTBEH CIHCLK, MYONHKYBaH Ha llanmoHannus chLBET MO LEHH U peuMOypcHpaHe Ha
nekapeisenure npoiayktd, npoaykrst CIIEPUJAH 16.3 Mr x 30 ¢ nputeskare)r Ha paspelleHUe 3a
ynotpeba Axrasuc EAJ], Brirapus e percTpupan ¢ KOJHUECTBO B onakoBka o 30 Opog, a #e mo 60
Opost B onakoska. Komucusra npeinara yyacTHHKBT Jia OFBjle OTCTpaHeH MO HOMeHKnatypa 297 na
ocuosanue wi.107, 1.2, 6yksa a) ot 3011 — npenctaBun ¢ odiepra, K0ATO HEe OTTOBAps Ha MPEIBAPHATEIHO
00sABEHUTE YCIIOBHS Ha MOphUKaTa.

ANATOMO- Mexayuapoano Komiueetno na
. HERATENTHO AKTHBIOTO Oroisarenna
No TCPANCBTHUEH KOJl . Jlekapersena diopma X i .
IATC-ro/ HANMCNOBANNE JICKAPCTBCHO OHAKOBRA
/INN/ BCICCTRO
303 NOSAXI12 Atipiprazolc Tablet 15 mg 28

Odepraoto npepioxenne Ha 'Codapma Tpeiiqunr" A, APUITUIIPA30J CAHAO3 15Mr 1O
x 30 He oTroBaps Ha M3UCKBAHETO Ha BLANOXKUTENT 3a Opoil B onakoska, zauoro B [Ipunoxenne Ne2 Ha
losuTuBHus nekaperBen cnUebk, NyOnuMKyBaH Ha Hauuonannus chBeT 1o HeHH W peuMOypceHpaHe Ha
nexapcTeeRuTe NpoAyKTH, npoaykrsT APHUITMIIPA3OJ CABJIO3 15Mr 16 x 30 ¢ npurexaren Ha
pazpewenue 3a ynorpeda Sandoz GmbH, ABcTpus e peructpupan ¢ KOMHUSCTBO B onakoska 1o 30 Gpos,
a me no 28 6pos B onaxonka. Komucusara npeanara y4acTHUKET Ja OhAe OTCTpatieH 110 HOMEeHKIaTypa
303 na ocuoBauue w107, 1.2, Gykea a) or 301 — npencrarun e odepra, KosITO He OTroBaps Ha
IPEABAPUTENHO OOSBEHUTE YCIOBHS HA HOPBHUKATA.

Ha 6aza ropemn3/jioiKeHOTo KOMHCHAITA HAMHPA TeXHHYCCKOTO NPELIOKEHHE HA YUACTHHKA
M0 OCTAHAJINTE HOMEHKJIATYPH B o00ocofeHATA MOZHUMA 32 OTrOBAPSII0 B IBJIHA CTEHEH HA
H3HCKBAHHMATA HA BB3HOKHTENs, 3a/0KeHH B TEXHHYECKATA clenHPUKAIMA HA JOKYMEHTAIHATA,
C oryiex Ha ToBa, KOMHCHITA EHHOAYIIHO Pelld, Ye Jonycka yuacTHHka ""Codapma Tpeiinunr'
A/l o caeaBan eran B IPoReAypaTa — OTBAPHHEC HA IEHOBOTO MpeIJIo:KeHHe M0 OCTAHAIHTC
HOMEHIKJIATYpI B 06ocoferaTa mo3isi.

OIT Xe6 [Tuxamenrna cucmema
Komucuiara ycraHosy, uYe yYacTHHUKLT B IPOLEAYpaTa € MpejICTAaBMII BCHUYKM H3UCKYEMH QT
BB3JIOKUTENS JOKYMCHTH, 8 UMCHHO!
o lHonvanen Obpasey No 3 — [Ipednoaicenue 3a usnvinenue Ha nopvukama;,
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o [punosiceriie Nel Kot mexnieckomo npediodceie — na Xapmuen i e1exmponen nocumel;
¢ [Jonvanen Obpasey Ned - Jlexnapayus 3¢ cveracue ¢ KAGQY3HING g APUAOJICEHUS. APOCKN Htd
Q02060D,;
o [lonwvanen Obpazeny Ne§ - Jleriapaus 3a cpoxa nd eanudiocn na ogepmama;
o [lonvanen QObpasey Ne? - Hexaapayus, ue ogepupaime  aexapemgent BpoOyKmu  cd
pecucmpupanit 3a YRompedba 6 Cpanama u npumedscacam  paspeuiineni 3a  ynompeoa,
cveiacio  3MAHUXM,  npumeocasam  cepmmughuramu yoocmosepsieaug KAUecmeomo  nd
RPOOYKINLING, ALACCAN OMUUNAIIY COOBURIN UNL OPYaU O2PANLNUMCANY MEPRY 3¢ ynompeba
1A ACKUPCHIGEH RPOOVEM,
o [lonvanen Obpasey Ne§ - Jexnapaius, we ¢ ciyuatl na uzmitddne 1d CPORA Hd pasperieneno 3a
vrompeOa na rexapemsenis ApoOVKm npes cvomeemnme 200uny (2017-2018), 3a koumo ce
HposeNcOd OBUeCmBENama NOPLURA (CAMO 6 APULOJICHUNE CAYUAN) & cLOMEememene ¢ 4133,
ain, 6 om 3JTIXM, konuvecmeama aexapcemeent nPOOYKNu ¢d Hauudi,
o Jlexnapayust cgobodell MeKCH, ue Rpediodcenamd Om YHudachiuKd yend ¢ OKONYGmentHa u
yenoobpazyeanemo e cvodpaseno ¢ uzuckeanusma na Hapedbama s3a ycaosusma, npasuiama
PeOU 30 PESYIUPAILe U Pe2UCMPUPAINE T HeNme Hd ReKapemeenume RPoOYKg ¥ 0eUCmeaiyfomo
6 CIPAanamad 3aKoi00amencingo.
cliejl, KOETO HAIPABH HPOBEPKA Ha CHIBPIKAHHETO Ha TCXHHHYECKOTO IPCUIOKEHHE choOpasno
M3HCKBAHMSTA HA HPOLEILYpaTa U YCTAHOBH, He JOKYMEHTHTC I1d YUACTHHKA OTrOBapAT Ha H3HCKBAHHATA
114 IPOLCAYPATa ¥ 3aK0Ha.
YUacTHHUKGT € NMPEAIOKHII CPOK 3a H3MLIANCHUE Ha JIOCTaBKHTE H OCTaTh4ell CPOK HA TOAHOCT Ha

o(pepHpaHUTE ICKAPCTRCHH IPOJYKTH OTIOBAPAINY Ha MAHHUMATHHTE H3UCKBALHS Ha BB3JIIOKHTE/IA.

OdeprpaHnTe NEKapcTBEHH NPoOAYKTH ca Briuouenu B llpmnosxenne Ne2 ot IlosurHBHHA
JIEKAPCTBEN CIIHCHK 110 w262 ot 3JITIXM, akryareH KbM jlaTaTa Ha OTBAPAHE Ha OQepTHTe.

Oepupanute JNEKAPCTRCIH MPOAYKTH ChOTBETCTBAT HA H3HCKBAllHATA Ha TEXHHYECKATa
crielH$HKAIHA KBM TOKYMEHTALHATa 34 YJacTHE B NPONE/ypaTa 1o oTHoieHHe Ha ATC Koy, reHepHuno
HauMeHOBaHKeE, JieKkapeTBena (opMa H KOMMUECTBO aKTHBIIO BENICCTBO, G/IIHUYHA MIPKa M OKOHYATCIHA
OmakoBKa, Nojpodio onucanyu 110 060coOEHH MO3MIMM M HOMEHKNatTypu b [Ipunoxenue Nel kbM
HACTOSIIMS TIPOTOKOJT,

IHa 6a3a ropen3J/ioiKeHOTO KOMHCHATA HAMHPA TEXHHUCCKOTO IIPENJIOKEHHEe HA YYACTHIKA
32 OTrOBAPSNIO B NMLJHA CTelel HA H3HCKBAIHATA HA Bb3JI0KHTEIA, 3AT0KCHI B TEXHHYECKATA
cern kA Ha JokyMeHTannaTa. C orjiea na Tosa, KOMHCHITA ¢/IHOAY IO Pellll, He JonycKa
yuactanka "Codapma Tpeiiqgnar' AJl no caeasam eTan B nponegypara — 0oTBapsie Ha MeHoBOTO
HPEUI0KEHIE 110 HOMEHKIATYPH B 000colenara mo3uiHsl.

OI1 No7 Paznu Meduxamenni
Komucusita ycTalloBH, uYe YYacTHHKBT B JIpouejypara € IPEACTABUII BCHUKH H3HUCKYEMH OT
BBL3MOKUTEIS JIOKYMEHTH, a HMERHO:

» [lonvanen Obpazey Ne 3 — IIpednooicenue 3a usnvanenue na nopvikama,

o [lpunoocenue Nel kva mexnuveckomo npeonodicenue — 1d Xapmuen u eAieKmponen 110cumen,;

o [lonwanen Obpazey Ned - [fexnapayua 3a cveadacue ¢ KAAY3WME HA NPUTAOICENUS NPOEKm HA
002060p,

o [Honvanen Obpaszey Ne§ - [lexnapayus 3a cpoxa Ha GarudHOCH 1 ohepmamd,

o [lonvinen Qbpaszey Ne7 - [Hewiapayus, e odepupanume — aexapcmeéenu Hpooykmu cd
peaucmpupany 3a yhompeba ¢ cmpanama U npuinedcagam paspewwumennu 3da ynompeoaq,
cvenacno  3MXM,  npumescasam — cepmuuxamu  yoocmogepasawu  KQuecmeomo  Ha
RPOOYKIMUWINE, JUNCEAM OMUYUAITY CHOOWEHUS. UAL OPY2U 02PAHUNUMeNt MePKY 3a ynompedd
Ha JIEKAPCIGEH RPOOYKIN,

o [onvanen Obpaszey Ne§ - Jlexnapayus, we 6 chyuati Ha u3muyane Ha CPOKA Ha paspeuieHuemo 34
ynompeba Ha jexapcmeenus npooykm npes cvomgemuume 2odunu (2017-2018), 3a xoumo ce
HPOBECOa 0OUECMBEHAMNA NOPBLYKA (CAMO 6 NPUNOJICHUME CAyYau) 8 cvomeememaue ¢ 433,
ai.6 om 3MIXM, koruuecmeama nexapcmeeriu RPOCYKMY Ca HARUMH,
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o [lexnapayust ceoboden mexkcm, ue npeoiodcenamd om YHACHMHUKG Wend ¢ orRondamenna u
yenoobpasyeanemo ¢ cvobpaseno ¢ usuckeaiusima na Hapedbama sa ycrogusima, npaguaamda i
peda 3u pe2ynupaiie i pezucCmpUpaie nd YeHme ia AeKapcmeenime npodykmi i QeHcmeaujomo
¢ CIIPANAING 30KOHOOUMENCINGO.

Clejl, KOETO HATIPaBH 1IPOBEPKa Ha ChLALPKAHMETO Ha TCXHHYECKOTO 1PEIIOKEHUC CchobpasHo
N3HMCKBAHUAITA [ [IPOLS)iyPaTa U YCTAHOBY, YC JIOKYMEHTHTE 114 YUACTHHKA 011'0BapsiT Ha H3HCKBAIIHATA
14 HPOTEIYPATA H 3aKOMHL,

YUacTHUKBT € HPCJUIOKHIE CPOK 38 MIIIBIICHHC HaA JIOCTABKNTE H OCTATLYCH CPOK Ha roanocT 1a

O ePUPATTHTC JIEKAPCTBEHH TIPOJYKTH OTTOBAPSIIH [1d MUITHMAIHATC H3HCKBARHS Ha BL3NOKHTEN.
Odepupannte JekapcTBeHH HponykTtH ca praodeny B lpunoxenne Ne2 ot Hoswrmsmms
JEKAPCTBCI CIIHCHK 10 WE262 ot 3JTTXM, akTyancn Kb jiarara Iia orBapsiHe Ha oiepTUTE.
OdrepHpaniTe  JICKapeTBEHW  TPOJYKTH ChOTBCICTBAT 1A M3UCKBAHHATA Ha TCXHHUYCCKATA
cricnu(prkalig KoM JOKYMCUTALHATA 38 YUactue B rporeypara ifo otiowciue Ha ATC ko, renepuyno
HAMMEHOBAHME, JTIeKapcTRela hopMa H KOTHUECTRBO aKTHBHO BCINCCTBO, €AMIIMYHA MAPKA X OKOHYATENHA
OlAKOBKA, 1IOAPOOIIO OMHCAIH To 060co0eHH 103KIMH ¥ HoMeHKmatypu B IMpunoxcune Nel knM

HACTOALIMA IIPOTOKOI ¢ H3KNOUCHME Ha CIEHHUTE HOMEHNKIIATYPH!
l Mewsaynapoito
NEIIATCHTHO

Kosmuecrso Ha

Anaroso-
AKTHBHOTO

OrouuaTesna

Ne TEPALCBTHICH KO/, ) Jlekaperpena dopyia . N
/i-\fr(ﬂ‘-l\'(]‘]/ HaHMeHOBaANHE JIeKa DCTBC]IO QNIAK0OBRA
e JENN/ BCHICCTRO
376 HO2ABO2 Dexamethasene Solution for injection 4 mg}’]’;}ﬂ -1 mg 10

Odepruoro npemioxenue Ha "Copapma Tpeiipunr” A, JEKCAMETA3OH amn. 4mr/mn
1M X 25 11¢ OTroBaps Ha M3UCKBAHETO HA BBIIOKUTEIT 32 6poii B omakosKa, 3amoTo B [paioxenne No2
na [103UTUBHAS NCKAPCTREH CUMCHK, MybmuKyBan na Harnuonauugg chbBeT o el U peuMOypeHpane Ha
sexapersenute npoayktd, npoaykteT JIEKCAMETA3OH amn. 4mr/mn Imm x 25 ¢ npurtexaren Ha
paspeienuc 3a ynorpe6a KRKA D.D. e peruCTpHpaK ¢ KOJIMYECTBO B OIIAKOBKa o 25 6pos, a He 1o 10
6post B omakopka. KoMHcHaTa npejyiara YYaCTHUKBT Aa Obje OTCrpaHeH mo noMeHknaTypa 376 Ha
ocuopanue un. 107, 1.2, 6yksa a) or 3011 — npeycrarnn e oepra, KOATO 11€ OTIOBAPA HA NPCABAPHTCITHO
oOsBeHHTEe YCTOBHS HA MOPTLUKATA.

ANATOMO Mexayuapoano Kostruecrso na
- o HCHATCHTHO AKTHRIOTO Oronuatenia
Ne TEANCBTHICH KOA e Jlekapersena gopa A L
IATC-xon/ HAHMCHOBANNE JERAPCTBEHO ONAKORKA
’ /INN/ BELICCTRO
. Powder and solvent for solution for
378 HO2ABC4 Methylprednisolone injectim? solution fo 15.78 mg 5

O¢epraoro npemnoxenne mna "Codapma Tpeiiqnur' AJl, METHIIPEIHM30JIOH aMmn.
15.78mr+p-p lmn x10 He oTropaps Ha H3MCKBAHETO Ha BB3NOXKUTENA 3a Opoil B ONaKoBka, 3allOTO B
[Ipuioxenne Ne2 Ha ITo3uTHBHES JieKapcTBEH CIIHCHK, NyONuKyBaH Ha [HanuoHanHus ChBET 110 LEHH H
peumOypcupane Ha JekapeTeHuTe npoaykry, npoaykrst METHWITIPEJHW30/O0OH amn. 15.78Mrp-p
Imn x10 ¢ npuTexkaten Ha paspeureHde 3a yrnorpeba Codapma AJ] e perucrpupaH ¢ KOIHUECTBO B
omaxoska 1o 10 6pos, a He 110 5 6pos B onakoska. KomucuaTa npeanara y4acTHHKBT Jla Objle OTCTpaHeH
1o HoMeHKnatypa 378 na ocrosanne w107, 1.2, 6yksa a) ot 3011 — npencrasun e odepra, KOATO He
OTrOBaps Ha NMPEABAPHTEIIHO 00ABEHUTE YCIIOBHSA Ha MOPLYKATA.

Memaynaposo Konuuecrso na
AHATOMO-
. HeNATeN T ) AKTIBROTO Oxonuarenna
Ne TepanerTHYCH KO Jlexapernena dopua - )
JATC-xop/ ANMEHOBANNE JIEKAPCTBENO OIIAKOBKA
JINN/ BELUCCTBO
381 1[02AB04 Methylprednisolone Suspension for injection 40 111,;;]{1[111 -2 mg 1

Odepraoto npemiosxkenne Ha '"'Codapma Tpeitpur' AJ[, METWIHIPEJHWU3OJION amm.

40Mmr + p-p Imur x 10 He oTropaps Ha H3UCKBAHETO HA BB3JIOXKUTENI 32 Opoil B OIlaKOBKa, 3all0TO B
IMpunosxenne Ne2 Ha [To3uTHBHUS JleKapcTBEH CITHCHK, NyOIMKyBan Ha HanuoHanHHus ¢BbBET IO LEHH H
permOypcHpane Ha nexapcTBenute mpogykKTH, npoaykrsT METWIITNIPEIHM30JI0OH amn. 40Mr + p-p
Imin x 10 ¢ mpurexaren na paspeiuenue 3a ynotpeba Codapma AJl € perHcTpupan ¢ KOJHYECTBO B
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onakopka 1o 10 Gpost, a He 110 1 6poit B onakoska. Komucusira 1pejuiara yuacTHHKET Jia Ob/ie OTCTpaHeH
110 Homenkiarypa 381 ua ocnosaune w107, 1.2, 6ykpa a) or 3011 — upeacrasun ¢ odepra, KOATO Jie
OTTOBAPST HA TIPCABAPUTEIRO O0ABSIIHTE YCAOBHS Ha MOPhLUYKATa.

. Mekayuaposno Koantecrno na
Anaromo- .
, HENATCHTHO ARTHBHOTO Oronuarema
Me TCPAITCRTHICH K1 Jiewapereena gopma ) o
rpers HARMCHOBANHE JTIERAPCTBENO OIAKOBKA
IATC-wo/ i
fINN/ BEMECTEO
[ 303 MO3BXO2 Tizamidine I'ablet 2 | mg 30

Odepraoto npesutonerue na "Copapma Tpeiypun AJ[, TU3ATIWJIMH 16, 2mr x 50 e
OTrOBAPS HA M3MCKBAIICTO 11a BBAIONHTER 3a Opoit B ouakoBka, sauoro B lIpunoxkenne Ne2 na
[ToRHTHBHKMA JTEKAPCTRCN CHHCHK, nyOnukynan na Haugomanims ¢hbBeT 10 nenu M peumOypeupatie Ha
nekapeTBeHuTe npojykry, tponykrst THUIAHWJKMIL 16. 2mr x 50 ¢ npHreskaTea 1a pa3peuicHie 34
ynotpeba TEBA ®APMACIOTHUKBIIC BhJIIAPHS EOOJ] e perncrpupad ¢ KOJIHIECTBO B OIIAKOBKa
no 50 Opos, a ne no 30 Opos B onaxonka. Kommenara mpeasiara y4acTUHKBT Ja Opje OTCTpaHeH Mo
noMenkyarypa 393 Ha ocmopanue un. 107, 1.2, 6yxksa a) ot 30Ll — upexncranmn e oepra, KOsTO IiC
OTTORAPS Ha 1PEBAPHTEIHO 00JBCHUTE YCIOBHA 114 TOPHLUKATA.

Ha 6a3a ropeHsJIoKcIoTo KOMHCHSITA HAMMPA TEXHHYCCKOTO NPeNIOKEHe Ha yIacTHIKA
33 OTTOBAPHINOG B NBLANA CTEMEH Ha HIMCKBAHNATA HA BL3I0KUTCIN, 3AJ0KCIIT B TEXHHUCCKATA
cneriKanust ua jlorkysMenrannsarTa. C orjica Ha ToBa, KOMHCHSITA ¢AHIIOYILIO0 PCINI, ‘[e JI0TYCKA
yuactimra "Codapsa Tpeiiaunr" A/l o cacasam erai B poHexypara — 0TBapiie HA EHOBOTO
HPE/UIOKEHIE 110 HOMEHKIATY DI B 06ocofenaTa 1103 HIUISL

"Daproa'AJl - Byprac
OIT Nel Xpanocmunamenna cucmema i Memadontsom
KoMucHaTa ycTaHoBH, 4e YYACTHHKBT B TIpoLEayparta ¢ IpelCTaBH/l BCHYKH MH3HCKYEMH OT
BB3AOIKUTENSE JJOKYMEHTH, & HMMEHHO:

o [lonvanen Obpazey Ne 3 — Ipednoowcentie 3a usnvinene ud ROPLUYKana;

o [Ipunoowcere Nel koat mexnuueckomo RPEORONceHue ~ Hd XApmuen 1 CACKMPoNeH HoCUme;

o [lonvanen Obpazey Ned - Hexnapayus 3a cveiracue ¢ KAAY3UMe HA APUIONCCHUS npoexm na
002080p;

o [Tonvinen QOfpazey Ne5 - [lexnapayus 3a cpoxa Ha GanUOHOCH Ha Odepmama;

o Honvinen Qbpazey Ne7 - Jlexnapayus, ue ogepupanume — Aekapcmeeny nPoOYKMu cd
peaucmpupanu 3a ynompeba 6 CHIpanama U RPUmedcagam paspewiumennu 3a ynompeda,
cveracino  3ATIXM,  npumeoscasam  cepmugpuxamy  YOOCHOGEPASAUWU  KA4eCMEOMO  HA
APOOVKMUINE, AURCEAM OPUYUATHY CooDWents Wit Opyau 02panudumeniy Mepku 3a ynompeda
1A AEKAPCBEN NPOOYKM,

o [Tonvanen Qopasey No8 - [lexnapayus, e 6 CAVYQU 11a u3muyane ud cpoxa Ha paspeuienuemo 3a
yrhompeba Ha Aexapcmeents npodykm npes cvomeemnuine 2oduny (2017-2018), 3a koumo ce
nposesicda obuyecmeenama ROPYUKA (CAMO 6 RPURONICHUME CRYNAU) 6 cvomeemcmeue ¢ 4A.55,
an. 6 om 3JIIXM, koruvecmeama nexapemaen RPOOYKMU Ca HATUYH,

o [lexnapayus c60boden wekem, 4e Npeorodcenama om YHACWIUKA YeHd € OKOHYGamenHd U
yenoobpazysanemo e cvobpaszeno ¢ usuckeanusma na Hapeobama 3a ycioguama, npaguwiama u
peda 3a pezyrupane u pe2ucmpupane Hda yenume Ha IeKkapemeenume npooyKkmu U Oeicneaujomo
8 CIMPaHama 3aK0100ameNcmeo.

cllefi, KOETO HalpaBH IpoBEpKa Ha CBADLPKAHHETO HA TEXHHUECKOTO TPEe/UIOKCHHE CHOOpasHo
U3HCKBAHUATA HA IPONE/lypaTa ¥ yCTaHOBH, 4e JOKYMEHTHTE Ha YUacTHHKA OTIOBAPAT HA M3MCKBAHUATA
Ha MpolleypaTa 1 3aKoHna.
YUacTIHKBT € IPEAIMKHI CPOK 32 HU3IIBIHEHHNE Ha JOCTABKUTE M OCTATBYEH CPOK Hd NOJHOCT Ha
o(pepupanuTe JISKAPCTREHH IPOAYKTH OTIOBAPAUId HA MUHUMATHHTE H3HCKBAHHS HA BL3IOXKH TSI,
OQepupanure JieKapcTBeHH NPORYKTH ca BkmioueHn B Ilpumowenue Ne2 ot IlosutubHus
AeKapcTBen CHHChLK o w262 ot 3JIMTXM, akTyanen KbM AaTaTa Ha OTBApAHE Ha OepTHTC.
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Odwepupanute  JNICKapCeTREHH  HPOJYKTH CBOTBCTCTRAT 1I& H3HCKBAHMATA na  Texiiveckard
CTICTH(PMKATIHS KTM JIOKYMEHTATIHSITA 38 yUaCTHC B Ipoue/lypara no otaomenne na A'TC Koll, reHepHHHO
HAHMEHOBAHUE, JieKapcTBena (hopMa H KOUHUECTBO aAKTHBIIO BEIIECTRO, SHHUIHA MIPKa B OKOHYATena
onaxkonka, mojApoOHo onHcanu 110 obocobcHH MO3MIMH KU noMerimarypu B lpmioxkenwe Nel KoM
HACTOSIIMS 1TPOTOKOL,

Ha 6a3a ropensiomenoTo KOMHCHITA HAMUPA TeXHINCCKOT0 NPE/VIOKCHNE Ha YUac T
38 OTIOBAPIING B OLJIA CTCHEH HA H3NCKBAHMSATA HA BL3J0KHTCAA, 3AJ0KCIH B TCXITCCKATA
CIICIIIHI)HK}IIHHI Iad JTOKRYMCIITAIHIHTA, C O1IC/L HA TOBA, KOMHICHITA C/ABILOYITHO ])Clli!l, qe IlO!lyCl(ﬁ
yuacrnura "@apros” AL o caeasan erai B HpoieAypaTa - OrBApsiHe Ha NCHOBOTO HPELIOKeNHe
110 ]l(IMCHKJIH'I‘_\’]HI B nﬁncoﬁcua'm TITO3HITHH.

OH Ne2 Kpve 1t Kpveomeopiin opanu
Komuensara ycraHoBd, 4C YYaCTHHKLT B TPOLCAYPATa € IPEICTABHI BCHUKH H3HCKYCMH OT
BL3JIOIKUTCIS JIOKYMCHTH, & HMCHIIO!
o Honovnien Obpasey No 3 -~ [ipeonoocenue 3¢ usnvinenue nd HOpLyrana,
o [punooiceniie Nel kbat mexnuueckomo npeoiodicenie — na XApuiient i eieKmponen Hocumei,
o Jonvanen Obpazey Noed - Jlexnapayus 3a cveiacue ¢ KAAYIUNE N4 APUROICEIUS UPOCKI Tid
002060p,
o [lonvanen Oopasey Ne5 - Jlexnapanyust 3a cpoxa na 6anuonocm 1a ogiepmama,
o [lonvanen Obpazey Ne7 - Jlexnapayus, ue oepupanume — ReKAPCcmGent nPoOYKmH  ca
peaucmpupan 3a yarompeba 6 cmpanama u APUIMeNCasam pPazperiumennt 3a ynompeta,
cveracno  3ANIXM,  wnpumeocasam  cepmupuicamu  yoocmogepseauu  KAyecingomo  Ha
APOOYKMUING, RUNCEAN OMOUYUARIU CoOOUeHUS unl Opyeu 0Zpanuyumeniiy Mepku 3a ynowmpeoda
N AeKAPCmBeH APOYKm,
o [{onvanen Obpasey Ne§ - [lexnapayus, ve ¢ cayyail na usmuuane Ha CPOXA 1a pasperienuemo da
ynompeta na rexapemagentist npoOyKkm npes cvomeemiume 2oduny (2017-2018), 3a xoumo ce
npoGedcda oduecmaeenama NOPLYKA (CAMO 6 RPUROJCHWNE Cayiau) 6 cvhomeemcmeue ¢ 4153,
an. 6 om 3JAUXM, konuvecmeama nexkapemeeinu nPoOYKmMY ¢q HAAUYHY,
o Jleknapayuss ceoboden mekcm, de npeoiodIcendng 0m YUACINUKA yeld e OKONYameaHa i
yenoobpasyeanemo ¢ cvobpaseno ¢ usnckaanuama na Hapedbama 3a ycaosusma, npaguiamd u
peodd 3a pezyaupdiie U PeUCIpUpaNe N YeHUne 1A Jekapemeeniime npooykmy u 0eticmeauiono
& CMpanama 3aronodameicingo.
clel, KOETO HAIpasH lIPoBEpKa Ha CHLALPIKAHMETO HA TEXHHHUCCKOTO lPEIoKeHHe choOpa3Ho
H3HCKBAHMATA HA TPOIICAYPATA H YCTAHOBH, Y€ HOKYMENTHUTE 11 YYACTHHKA OTTORAPAT HA H3HCKBAHMATA
Ha I1pOLIE/[ypaTa U 3aKoHa.
YYacTHUKBT € TIPe/UICKKI] CPOK 3d H3I'BJIHEHHE Ha JOCTABKHUTE H OCTATBYEH CPOK Ha I'OJHOCT HA

oepupaHuTe JEKapCTBEHH MPOAYKTH OTFOBAPALIN HA MUHRMAJIINTE H3NCKBAHHUS HA BE3IOKHTEIS.

Odpepupannte nekapcTBEHHM IPOAYKTH ca BKMoueHH B llpwioxenne No2 or [losuTuBHES
JEeKapcTBEeH CIHCHK Mo w262 or 3JIIIXM, axTyanen KbM JaTata a otsapsie na ogeprure.

Odeprpannre JNekapeTBEHH HNPOAYKTH CLOTBETCTBAT HA H3HCKBAHHMATA HA TEXHHUYECKATa
CrelU(HKAIMA KM JIOKYMEHTALMATA 33 YUACTHE B [Ipole/aypara o otHoiexne Ha ATC Koz, reHepryHo
HAMMEHOBAHHE, IeKapceTeeHa GopMa I KOIHYECTBO aKTHBIO BEHIECTBO, SIMHHYHA MApKA M OKOHYATEHHA
OIAKOBKa, MOApobHO omHcanH 110 000cOOCHM TO3MUHAM M HOoMeHiyatypu B [lpuioxense Nel kbM
[ACTOSIIIHA TPOTOKOI.

Ha 6a3a ropcHsnoKenoTo KOMIICHITA HAMHPA TeXIHYECKOTO lIPE/UIOJKeIHe HA YHACTHIIKA
32 OTrOBAPSIIO B MBJAHA CTeMeH HA H3UCKBAHHUITA HA BL3JOKHTEIS, 32)I0KEHH B TEXHHYCCKATA
cnerguranHa Ha JokyMenranuata. C oryeq Ha 108, KOMICHSITA €IIHOAYIIIHO PENH, Y¢ JOHYCKA
yuactHka "@apron"AJl no caeasam eran B NpoLeaypaTa — 0TBapsie Ha HCIOBOTO MPeII0KCIIe
M0 NOMEHKJIATYPH B 060cofeHATA MO3HIHA,

OIT Xo3 Copoeuro cvoosa cucmema
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KomucHATa yCTaMOBH, 4€ YYACTHHKET B IPOUAypara ¢ UPEACTanHll BCHYKH H3UCKYCMH OT
BL3JOKHTEIIS JIOKYMEHTH, 2 HMCTHIO!
o [lonwaien Qbpaszey Ne 3 — Hpeduooicene 3a usnvanenue Hd ROPLURGIG,
® ]I[)HJ’I(L)I('CHHC Nel woar mexnimeckono ]?])@()./I().?ICGHHG = HQA XAPHIHEH U CAlekmpolicH Hocuen,
o [onvunern Obpazey Ned - Jlexaapayus 3a coendacie ¢ KAAYIUNIE 1 BPUIONCCHUS NPOCKIL 1d
GO2060D,
o [Tonvuaien Obpasey Ne3 - Jlexrapayus sa cpoka na saudnoen na ogepnamd;
o Honvanen  Obpasey Ne7 - Jexaapayust, we  ogepupanume  Aekapemeeiitt. Apooysni. cd
PCRHCIHPUPANY 3¢ YHORMPEOd ¢ CMpanama i Apumedcasam  paspewiumen 3a  ynompeba,
cveracno  IHUXM, npumescasam — cepmughuramu  yoocmogepsasauu  KaUecHeono  na
RPOAVRMIME, JUACEAM ouuaniy CoOGens Wil Opyau 02panismei Mepkit sa ynompeda
I AeRAPCHGEN TIPOOVEIN,
o Honvanen Obpazey Ne8 - Jlexnapayua, we ¢ cayuati Ha usmuyane 1d CPOKA 1 paspenienieno 3a
yrompefa na aexapemeenus nPOOYKAl npes cvomeemuyme 200uny (2017-2018), sa xowmo ce
npoGeNcta OHBUfECINGENAmA ROPLHKA (CAMO 6 APUIONCHUME CAYIAN) 6 CLOMGENICINGUe ¢ 41,55,
an. 6 om XM, konuuecmeama nexkapemsenu pOOYKMU ca Hanuyii,
o [lexnapayust ceoboden mexcm, e NpeoNodCeHUng Om YYACHNUUKA Held e ORONYamennd u
yenoobpasysaieno ¢ chobpazeno ¢ usuckeanusma na Hapedbama 3a ycrosusina, npaguiama u
peoa 3a pe2yiupane U pe2ucmpupane nd yenne Ha Aexapcmeenime npooyKing i Oelcmeaniomo
6 CIPUHAma 30K0100AIMEACINGO.
clejl, KOETO HallpaBd 1IPOBEPKA HA ChJLIKAHHETO HA TEXHMYECKOTO IPC/UIOKEHUE ChoOpasHO
H3HCKBAHDATA HA UPOLELYPATa U YCTAHOBH, Y€ JOKYMEHTHTE Ha YUACTHHKA OTrOBAPAT HA H3UMCKBAHHATA
Ha Mpole/lypaTa U 3aKoHa.
YYacTHUKBT € NPEUIOKKUI CPOK 3a U3ITBJIHEIHE HA JIOCTABKUTE W OCTAThUEH CPOK Ha TOANOCT Ha

ohepUpalluTE ICKAPCTRCHH TIPOAYKTH OTIOBAPSIIM HA MHEUMAIHATE H3UCKBARUS HA BB3IOKUTEIIA.

OdepupannTe NeKapcTBEHH MPOAYKTH ca Bkmouenu B [lpusioskenue Ne2 or TlozutunHus
AEeKapCTBEH CITHCHK 110 w262 or 3JTIXM, akTyanen KbM faTata Ha OTBapsHE 11a OhEPTHTE.

Od¢epupanute nexapcTBEHH MNPOAYKTH CHOTBETCTBAT Ha M3UCKBAHUNTA Ha TEXHHYCCKATd
CHCIM(UKALINS KBM JIOKYMEHTALUITA 3a yyacTHe B npoueaypara ro otHowenue na ATC ko, renepuino
HAHMEHOBAHHE, JIEKAPCTRCHA (OPMa ¥ KOMMUYECTBO aKTHRHO BEINECTRO, €jIHHUYHA MAPKa M OKOHYATeNHa
OIIAKOBKA, MOjpoOHO omucanH no ofocobeHuW nO3uIMM H HoMeHKJNarypH B Ilpwnosxkenwe Nel koM
HACTOSIIHS NPOTOKOJI C H3KIIOUCIING 11a CNEIHHTE HOMEHKIIATYPH:

AHATOMO- Memaynapoano KomtueeTso na
- TCPATCBTHYCH HCMATEHTHO AKTHBHOTO Oxonuaresa

Ne g JlekapeTrena opya

Kkoa /ATC- HARMEIOBAHHC JICKAPCTRCHO OMAKOBKA

roa/ /INN/ BElIlecTBO
Triamtercne

93 03EAQ] S Tabl Sm ng

€03 Hydrochlorothiazide ablet 23mg/l23mg | mg >0

Odeprioro npeiokenue Ha "®apronAJl, VASCOTASIN 35 MG MODIFIED-RELEASE
TABL.X 60 He oTroBapsi Ha H3UCKBAHETO HA BBATIOMKHUTENS 32 Opoil B OIAKOBKA, 3a10TO B [IpuiioxkeHue
No2  wna TIO3WTHBHHA JIEKApCTBEH CUHCHK, nNyOuMKyBaH Ha HanwoHamuus CLBET IO ILEHH U
peuMOypcupane Ha JICKApCTBEHUTC NPOAYKTH, nponykrsT VASCOTASIN 35 MG MODIFIED-
RELEASE TABL.X 60 c¢ nputexxaten na paspeluenue 3a ynorpeba bamkaudapma- Jynuuua AJl e
PETHCTPHpPaH ¢ KOJIH4ecTBO B onakoska 1o 60 6pos, a ne no 50 6pos B onaxorka. KoMucuara npejuiara
YYACTHHKBT Jla Ohjle OTCTpaneH Mo HoMeHKIaTypa 93 Ha ocHosanme wi.107, 1.2, 6ykea a) ot 30II -
NPEACTABUN € ohepTa, KOATO He OTTOBApA Ha IPEABAPUTCIHO O0SIBEHHUTE YCIOBHS HA TIOPBUKATA.

AuaTomo- Mexaynapoano KoautecTso Ha
. TEPRUCBTHYCH HENATeNTHE AKTHBHOTO Oxounuarenna
No ) o JlekapeTrena dropma )
koa /ATC- HAHMEHOBANHE JIEKAPCTBEHO OHAROBKA
won/ JINN/ BELIECTBO
106 CO7ABO2 | Metoprolol Prolonged release tablet 50 mg 30

24



Odepraoro npejutokenne ma "MapronAJl, SUCCIPROIL ER Tablets 47.5 mg x 00 me
OTTOBAPS 114 M3MCKBAHETO HA BLAIOKHTCHA 3a Opoii b onaxoska, sauioro B llpunoxennc Ne2 wa
Ilo3uTHBBHA ACKapCeTBEIl CIMCLK, Hydaukysan na Halonaniug ¢LBCT 1o 1lenH ¥ peumbypcupaHe na
ACKAPCTREHHTS 1poykTH, npoaykesr SUCCIPROIL R Tablets 47.5 mg x 60 ¢ npurtexaren ua
paszpernerue 3a yiuorpeGa Merckle GmbH, ['epMatis € perderpupan ¢ KoIHYCCTBO B ollakopka 1o 60
Opost, a ne 1o 30 Opost B omakopka. KoMmucHsTa Ipeayiara YHACTHUKLT jla OBJIC OTCTpAIICH 110
nonertigiarypa 106 na ocnosarue w107, 1.2, 6yksa a) ot 3011 - upejerasiil ¢ ofepra, Koa1o 1¢
OTrORAPSE Ha UPESJBAPHTEAHO 003MBCHWTC YCIOBHS 118 TOPLUKATA,

Anaromo- MO HADOHO [Komiiectno na
No repanenTHeHy HENATCHTED Jlerapcriscka (I)O ™A ARTHBIOTO Oronuaresna
o roA IATC- HaHMCHOBAHNE <t i JIEKAPCTEEND ONAROBKA
o/ FINN/ BCLICCTBO
107 CO7ABO2 Metoprolol Prolonged release tablet 100 mg 28

Ogepriioro npejuosxenne ma "Maproa’ A, SUCCIPROI. Oral Extended Release (ER) Tablets
95 mg x 60 He oTroBaps Ha M3HMCKBAIICTO 11a BLITOKHUTCHS 3a Opoii B oakoBKa, 3amoroe B [punoxcnue
No2 ma llozuturums JieKapcTIBCH CHHCBK, OyOaukyBall na HanumoHanHusa CLBCT 1O IEHH U
PeHMOYPCHPAIIC 11a NCKApCTBeHTe npoaykTH, npoaykTst SUCCIPROIL Oral Extended Release (ER)
Tablets 95 mg x 60¢ nputekaten Ha pa3pemerue 3a ynotpeba Merckle GmbH, T'epmanus ¢ perucrpupan
C KOJIMYCCTRO B OIAKOBKA o 060 6pos, a ne mo 28 Opos B onaxoska. [KoMHUCHATa Lpe;Ulara yUacTHHKET J(Q
Onie oTeTpanen no nomenknarypa 107 va ocnosanue w107, 1.2, 6ykea a) ot 30II — npencrasun ¢
oepTa, KOATO He OTroBaps Ha LPe/IBAPHUTEIIHO 00ABEHUTE YCIORHS HA LHOPHUKATA.

Anatomo- Mexaynapoano Koaunteerno na
. TCPRUCBTHUCH HENATEHTHO ARTHBIOTO OwroivaTeana
Ne g Jlewapereena dopaa
Ko /ATC- HAHMCHOBAHIC JERAPCTBEHO OMAKOBKA
Ko/ /INN/ BCUICCTRO
112 CO7ABO? Bisoprolol Film coated 1ablet 3 mg 50

Odeprnoro npeanoxenuce na "Maproa’’AJl, BLOKBIS 5 mg tablets x 30 He oTrosaps na
H3HCKBAHETO Ha RBIMOKUTCIA 3a Opoit B onaxonka, zamoro B IHpunoxenue Ne2 na TlozutuBuus
JIEKAPCTREH CNUCHK, MyOTHKyBaH Ha Hanuonanius CLECT MO ICHKA H peuMOypPCHpalie Ha JIEKAPCTBEHUTE
poJiykTH, mpoaykteT BLOKBIS 5 mg tablets x 30 ¢ npuTekaten Ha paspeiucnuc 3a ynorpeda Niche
Generics Ltd.,Mpnanaus; Actavis Group PTC enf, Iceland ¢ perictpupan ¢ Konu4ccTBo B ONAKOBKA IO
30 Opos, a e mo 50 Gpos B omakopka. KoMmMucHATa mpeyiara y4acTHHKBET Aa OBAe OTCTPAHEH IO
nomenkmatypa 112 ma ocnosanue un.107, 1.2, Oyksa a) ot 30I1 — npenctagun ¢ odepra, KOATO HE
OTrOBaps HA IPCABAPUTCIIO OOSBENHTC YCIOBHS HA MOPHYKATA.

Anarono- MeRaynapoano Koanueerso na
. TepanesTHIen HCIATCHTHO - AKTHBIOTO OKoHYATOTHA
Ne i . Jleraperecna hopma
Kof /ATC- HAHMEHGBAINNE ACKAPCTREID OIAKOBKA
Ko/ JINN/ BCHICCTBY
117 C08DBO1L Diltiazem Prolonged release tablet 60 nmg 30

OgeptoTo npeanoxkenue Ha "@apron"AJ, DILTIAZEM ACTAVIS TAB. 60 MG. X 50 ue
OTroBaps Ha M3HCKBALETO HAa BBINIONKHUTENS 3a Opod B orakosxa, szamoto B [punoxenue Ne2 Ha
1lo3WTHBHUS JIEKAPCTBEH CNUCHK, MyOJMKyBaH Ha Hanmonamnusa ChBET N0 1IEHW H peuMOYpCHpaHe Ha
nexaperBenuTe npoAaykTd, npoaykTeT DILTIAZEM ACTAVIS TAB. 60 MG. X 50 ¢ npuTtexaren Ha
paspelnenue 3a ynmorpeba bankandapma- Hynnuna AJl e peructpupan ¢ KoJMuecTso B onakoska mo 50
Opos, a He no 30 Opos B onakopxka. Komucusita npejyara y9acTHHUKBT Ja ObJie OTCTpaHeH IO
noMenkyarypa 117 na ocrosanue wi.107, 1.2, Oyksa a) or 30l[ — mpenactaBun ¢ odepra, KOATO He
OTrOBaps Ha npeABapuTe/HO 00SBEHHTE YCIOBKS Ha MOPBUYKATA,
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AHATOMO-
TepAteBYHYe

N rojt /ATC-
Ko/
118 COOAAD2

Mesmyuapoano
HENLATEHTHO
HAHMCHOBAHHE
JINN/

L:nalapril

Tablet

Jlexaperrena opya

Komauueerso na
ARTHBIOTO
JEKAPCTBEND

BEIHECTRO

5 mg

Oronuareana
OIMAKOBKA

30

Odrepriroro upejuioxenne na "dOaproi” Al RENAPRIL TAB. 5 MG X 28 ne orrosaps na
H3HCKBAHETO NHa BLIIOKHTICHS 3a Opol B omakomka, samoro B Upmiosxenye No2 wa TosuTni
JIEKapCTBEIl CIMCHK, HYOIHKYBan 1a Harnuonanuis ¢bBET 110 11l H PEUMOYPCHPANC HA JICKAPCTRCHATC
Hpo)yKTH, 1pojyisT  RENAPRIL TAB. 5 MG X 28 ¢ upurexareli a paspeiicHHe 3a ymorpeba
baskandapma- Jlynmuna AJl ¢ perueTpupan ¢ KoIHUcetBo B oliakoska 1o 28 6pos, a e 110 30 Opost B
ofakorka. [KoMucHsra Upe/iilara yuacTHHKLT zia Objie oTeTpariet 1o romeraiarypa 118 1a ocrosanne
wr. 107, 1.2, Gykna a) o1 3011 — upejictanui ¢ odepTa, KOATO He 0TIOBAPI Ha HPEABAPHTCALO 00ABCHRTC
YCJIOBIS 1A IOPLUKATA,

Anatozo-

No TepaneprHIcH
RALY

MeanyHapoano

HenmErenring

Jlerapernena dopsa

Koaneetno na
ARTHBHOTO

ORomaTe g

woa IATC- HAHMCHOBAINC JIERAPCTBENHO ONAKOBKA
oA/ INN/ BCILCCTRO
1 CO9AAD2 F:nalapril Tablct 1G mg 30

Odeprroro npemnonenne ua "®apkoa' AJl, RENAPRIL TAB. 10 MG X 28 ne otrosaps na
M3MCKBAICTO HA BRAUIOKHTCHS 3a Opoil B omakoska, sautoro B Ilpunoxenne Ne2 ma IlozurHBHHA
NeKapeTBEH COMCTLK, nyOnukysan na HaunoHAMIN ¢hBET 110 IEHH 1 peUMOypcupaHe 11a JISKapCTBCHHTE
npoaykTH, npoaykrsr RENAPRIL TAB. 10 MG X 28 ¢ npurexarel Ha paspelnenue 3a yrnorpeda
Bayxanapma- Jlymiuna AJl e perucrpupan ¢ KOJHYECTBO B olfakoBKa 1o 28 6pos, a ve no 30 6pos B
onaxosxa. KoMHcHATa Ipeanara y9acTHHKLT jga OhJe OTCTpatcH 110 Homenxknarypa 119 na ocHopainie
w1107, 7.2, 6yxpa a) or 3001 — npeactanui e oepra, KOATO He OTroBaps Ha IPEABAPHTENIO 0OsIBEHUTE
YCIIOBHS HA 1IOPBUKATA.

Aunartoso- Mezxayuapoano Komueerno ua
. TePAiEBTHYCH HEITATENTIO AKTHRHOTO Oxonuarte/ma
N Jewaperena dopya
Ko JATC- HAMMEHOBANNE JCKAPCTBEHO ONAKOBKA
o/ JINN/ BELLECTRO
120 CO9AAD2Z Enalapril ‘Tablet 20 mg 30

Odepraoro npemnokenne Ha "@aproa AJl, RENAPRIL TABL, 20 MG X 28 e otrosaps Ha
M3HCKBAIECTO HA BB3IOKUTENA 3a Opoll B onaxkorka, 3amoTo B [lpwroxenue Ne2 pa [losuTHBHES
JNEKapeTBCIl CHUChK, Nyonukysan #a Hanmronannus ¢hBET 10 LelH H peuMOypeHpanie Ha JIeKapcTBEHHTE
npoaykTy, npoaykTkt RENAPRIL TABL. 20 MG X 28 ¢ mputesxatesn Ha pa3pellenue 3a ynorpeda
Bajyxangapma- Jlynuana AJ] ¢ pericTpupal ¢ KONH4ECTBO B ofakoBka 1o 28 6pos, a ve no 30 Opos B
onakonka. KompcuaTa npejyiara y4acTHHKBT A2 OBIe OTCTpaHEH 1o noMenknarypa 120 Ha ocHoBanme
unm. 107, 1.2, 6yksa a) ot 3011 — npeacTaBril ¢ odepta, KOSTO He OTIOBapA Ha MPEABAPHTENNO O0IBEHHTE
YCJIOBUS Ha TIOpBUKATA.

Anaromo- Me:xaynapoano Konuuecrso Ha
N TepancBTHCH HCHATCHTHD Jlexapernena gopma AKTIHBHOTO Oxonuatenia
h ron FATC- HAHMCHOBAHHE P m JEKAPCTBCHO ONAKOBKA
Ko/ JINN/ BEICCTBO
125 C09CADI Losartan Film coated tablet 50 mg 28

Odeproro npemnosxenue na "Maproa’AJl, RASOLTAN 50 mg film coated tablets 30 ne
OTroBaps Ha H3UCKBAHETO Ha BBANOXKHTENs 3a Opod B onakoBka, 3amoto B [lpnioxkenne Ne2 ma
[To3UTHBHHMA JIEKApCTBEIl CNHCHK, nyOmikyBad Ha Halmonaniug chbBeT o LEHH M peumMOypCHpaHne Ha
nexapeTBenutTe npoiykTy, npoayktsT RASOLTAN 50 mg film coated tablets 30 ¢ npmrexarern Ha
pazpeinenne 3a ynotpeba Banikandapma- Jlynuuna AJl e perucTpupaH ¢ XOJNHYECTBO B OIaKkoBKa 110 30
Gpos, a He mo 28 Opos B omakoska. KoMHcHATA IIpejulara yUacTHHKBT Ja Obae OTCTpaHen Mo
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HOMEHKIATYpa 125 Ha ocnopanne w107, 1.2, 6yksa a) ot 3011 — upejctanmi ¢ ohepra, KOATO HE
OTTORAPH 1A 1PEABAPHTCIHO OOSIBEHUTE YCIIORHS HA TTOPTLYKaATA.

ITa 6a3a ropensioKeloTo KOMICIIMTA HAMIPA TEXIHYCCKOTO NPEAI0KEIINE Ha yUacTHIKA
110 OCTAHAINTE HOMENKIATYPH B ofocofecuara HOZMOHS 33 0TIOBAPHINO B ILJIA CUCHCH 114
IMBHCKBAINIATA HA BL3TOKIITEI, 32107KCHH B TEXHHYICCKATA CHEINKDPHKANN 1A JIOKYMCITAIHATA,
C omie)l a ToBa, KOMHCHSITA COHIOAYMIIIO PCIHI, ‘[C JONYCKA YUACTUHKA "Mapron"All o
CACABAII  CTAIl B HpPOIE/AypATa - oTBAPSAHC HA HCHOBOTO MPC/LIDKEIIC 110 OCTAHAMITE
HOMCIKAATYPI B 060C00CHATA 11031,

OIT Xod Anmuundberquonnn RpoOYKR 30 CHCIIEMO NPIIOIICCHIIE
Komucusra ycTanoBH, 4e yuyacTHHKLT B IIpouedypaTa ¢ IPC/ICTABHII BCHUKH H3HCKYCMH 0T
RL3NGIKITE) 5] TOKYMCHTH, @ HMEIHO:

o [Tonwanen Qbpazey Ne 3 [pednooicenite 3a usnvanene ud HOPLURAING,

o [punogicenie Nel Kb\ mexnuneckomo npedroscenue — na Xapuiuen U eAexmponen Hocumen;

o [onvanen Q6pasey Ned - Jlexnapayua 3a cvenacue ¢ KAAY3UMe nda APUIONCENUSs RPOCKAL 1
002060p,

o Jfonvinen Obpasey Ne5 - Jlexnapayust 3a cpora na 6aiuonocin nd oepmana;

o [Tonvanen Obpasey No7 - [exaapayus, ue ogepupanume  gekapcmeent  npooyKmiy ca
pecucmpupany 3a ynompeba 6 cmpanamd u APUMENCasam  paspemumenny 3a  ynonpeda,
cveracno  3AITXM,  npumesicagant  cepmuuramu  YOoCmoGepasaufu  Kauecmseomo  na
APOAYKIIIINE, NUACGANT Ogungraniy coobugenust Wil Opyau 02panudument Mepku 3a ynompeoa
na Rerapemsen npooyKm;

¢ [lonvanen Obpazey No§ - Hexnapayusa, e 6 cayuail na usmuvane na Cpoxa 1a paspeuienueno 3d
yrompefa na aexapcmeens RpoOykm npes cvomsemuume 200uny (2017-2018), 3a koumo ce
nposedcoa 0bueCmEenama NOPvuKa (Camo 6 RPUROICHUINE CAYYAY) 6 Cbomeemcmeue ¢ 4i.3J,
an. 6 om 3JHIXM, komwuecmeama nexapcmeeny RPOOYKMu ca HAAUYHU,

o Jlexnapayus c6o000en MeKeH, de npeonodicendind oM yHacmIuKa yenda e oxonudamenia u
yeroobpazyeaiemo ¢ cvobpaseno ¢ usickeanuamad na Hapeobama 3a ycaosusmd, npasuiama u
peda 3a pesyiupaiie v PecucMpUpane g yenume Ha Aexapcmeentme npooyKmy u Oeucmeaujomo
& CIMPANama 3aroNO0OaMencmeo.

CIIC/, KOCTO HANpaBH IMPOBEPKA HA CLALPKAHHETO HA TEXHHUECKOTO MHPEJUTOIKEHHE ChoOpasHo
WU3UCKBAHWATA HA IIPOLECHYPaTa H YCTAUOBHK, Y€ JOKYMEHTHTE Ha YYaCTHHKA OTTOBAPST 1ia H3UCKBANKATa
Ha npoLeaypaTa U 3aKoHa.

VYacTHHKLT € OPEAIONKHI CPOK 32 H3ITBIHEHHC I1a JOCTABKHTE M OCTATLYCH CPOK HA IOJNHOCT 1a

O(pepPHPAHKTE JICKAPCTBCHHU ITPOAYKTH OTIOBapPAIM Ha MHHHMATHUTC H3MCKBAHMSI 118 BB3NOKHTEIA.

Odepupanire JIEKapeTBEHH NPOAYKTH ca BKmodeHH B Ilpunoxenue Ne2 or llosuTHBhMA
JNeKapcTBEH CUCHK 1o Y262 ot 3JITXM, akryaneH KeM JaTaTa Ha OTBapsHe Ha OBepTuTe.

OQepupanuTe JNEKapCTBEHH MPOJYKTH CLOTBETCTBAT Ha H3MCKBAHMATA Ha TCXHHMYECKATa
crienu(pUKaIUs KbM JOKYMCHTAI[HATA 33 YYacTHe B mpoleaypara no ornomenne na ATC ko, renepadmno
HAMMEHOBAHHE, JIEKapCTBEHa (popMa M KOTHUIECTBO AKTHBHO BELIECTBO, EAMHHYHA MAPKA U OKOHYaTeNHa
OIIAKOBKA, IOAPOOHO oumcaHu no o6ocobenn no3unmu M HomeHknatypu B [lprmoixenne Nel koM
HAaCTOSIHA [IPOTOKOIL.

Ha 6a3a ropeizioikcenoTo KOMHCHATA HAMHPA TCXHHYCCKOTO NPEII0KCINEe HA yUACTHNKA
32 OTFOBAPSIIIO B NMLJAHA CTCHEH HA HIHCKBAHNHATA 11a BL3JIOKHTES, 3AM0KCIH B TEXHIIECKATA
cnenudukanus na gokyMedtannara. C oryen na Tosa, KOMHCHATA eHIIOAYINHO PEIIH, Ye K0MYyCKa
yuacrHika "®aprona' AJl go caejpalr eTan 3 NPOReAypaTa — 0TBAPSINE 1A HEHOBOTO MPCAJIOKEHHE
110 HOMCHIJIATYPH B 060cebeHATa MOZHIIHIL

OIl Xe5 Hepsna cucmema
Komucusra yCTAHOBH, Ue YUACTHHKBT B IIpolle/lypaTa € IpeACTABHJI BCHUKH H3HCKYyeMH OT
BB3JIOXKHTENS JIOKYMEHTH, 2 HMEHIO!
o [onviien Obpazey Ne 3 — Ipednoscenue 3a usnvineiiue Ha NOpouYKama,
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o [Ipwnoscenie Nel KAt MEXHUieckono nPeOAoJICenie - Hd XAPIUeN 1 CAeRKmPONen IHOCUMEeL,
o [Honvaen Qopasey Nod - Jexnapayus 30 coeracue ¢ Kidy3uwe na ApUIOdCeis npoexin itda
A0206op;
o [Tonvanen Qbpazey Ne3 - Hexaapaust 3a cpora nd 6anuonoch! 1a othepmama;
o ITomen Obpazey Ne? - Jlewaapayus, e ogepupaiime  AeKapemeenu nPOOYKE
pesucmpupaind 3d ynompeba 8 crpanama ¥ RpUmMedcdeant  paspetuunieanit d yronmpedad,
coenaeno  3JIXM,  npumescasam  cepmuduranni YOOCMOGEPAGAMY KaUecingomo  id
RPOOVRIMIAIE, AUACEAMN OPUIan Chofuens uin Opyen 02Panuyumesie Mepry 3a ynompeta
H AerRdpaingen! f?])()().}/‘]\'iﬁ.'
o [Tonvanen Qopaszey Ne§ - Jlexaapaugus, ve 6 cydais wd WNUHane g CPORA 1d paspeitienieno sd
yrompeba 11a Nexapemeeniiss. BPOOYKN NPe3 CoOMEEmIne 200U (2017-2018), sa rouno ce
npOseHCOd OBIYECNBENama ROPLYRA (CAMO 6 APUTOACHUNE CAYHAU) 6 CLOMGENICNIGHE ¢ w153,
a6 om 3NHTIXM, koruuecmeama 1erapcmeeny RPOOYKRIL Cd HARHYIN,
o flexaapayia ceofoden mexcm, ‘e RPeQUOdCEnamd oM YHAcmnuRa yend e ORonvamennd u
yenoobpasyaaieno e cvobpaszeno ¢ usuckeanusima na Hapeobama sa yerosisind, npasuiama u
peda 3a pezyrupaiie 1 pecuCpupane 1d YeHwne 1d Kekapemeenme npooyki i 0eicmeauyomno
6 CPAHAMA 3aK0H00AIMENCIIGO.
ciex, KOCTO Halpasd MPOBCPKA HA CL/LPKALMETO 1Ha TEXHHUCCKOTO NPCITOKEHHC cHOoOpasHo
M3MCKBAHMATA HA HPOLCAYPATA U YCTAHOBHK, YE JOKYMCHTMTE 1@ YHAaCTIIHKA OTTOBAPAT 114 H3UCKBAIIUATA
I1a ApolledypaTa 1 3aKoHa.
YUACTHHKDLT € NPEAIONKHIT CPOK 33 M3ITBbIHEHHE Ha JIOCTABKATC H OCTaThuel CPOK HA rOJOCT Ha

od)epupanuTe JEKapCTBEHK MPOjLYKTH OTFORAPSIIM Ha MHIHMAITHHTC H3UCKBALIMS Ha BH3IOMKUTEIIA.

OdepHpanuTe JEKApCTBEHH MPOAYKTH ca BKIOUeHd B llpuiroxenne Ne2 ot llosuTHBHUA
NeKapeTBeH ernuchbk 1o wi.262 or 3JIMIXM, akryanen KbM JaTaTa Ha OTBAPAHC Ha opepruie.

Odepupanure JCKAPCTBCHY TPOAYKTH CLOTBETCTBAT HA M3UCKBANMATA Ha TEXHHUHUCCKATA
crenU(UKalyg KbM JOKYMCHTALUATA 3@ YIACTHE B TIPOLIE)LypaTa 0 OTHOUICHHE Ha ATC xoj, renepu4Ho
HaMMeNOoBaHMe, JeKapcTBeHa (JopMa H KOIHYECTRO aKTHBIO BEUECTBO, CAMHIYHA MAPKA H OKOHMATe/IH]
ONaKoBKa, NOIPOGHO ofmcanu 110 060cobeHH MO3UUHM M HOoMeHknatypu B [Iprnoxerne Nl xbM
HACTOAIIHS IPOTOKON ¢ H3KIIOUCHHE HA CIEAHUTC HOMEHKIIATYPH:

AHaroMmo- Mexaynapoano Koanueerno na
. TEpANeBTHICH HENATCHTINO ' ARTHBHOTO Oronyarenna
Ne ™ Jlewapernena gopma )
roy /ATC- HAHMCHOBANHE JIEKAPCTREHD OIIAKOBKA
o/ /INN/ REMIECTBO
289 NOSAHO04 Quetiapine I'ifm coated tablet 200 | mg 30

Od¢epruoro npemtoxenne na "®aproa"All, Hedonin Film coated tablet 200 mg X 60 ne
OTroBaps Ha W3MCKBAHETO HA BLAIOKHTENs 3a Opolf B omakoska, samoro B lIpunoxenne No2 Ha
TIo3MTUBHUS JCKAPCTBEN CIUChHK, nyONuKyBaH Ha Halmonanua cheeT 10 UEHH H peuMOypenpane Ha
NeKapeTReHuTe NpostykTH, npoykrst Hedonin Film coated tablet 200 mg X 60 ¢ mpurexaren Ha
paspeiuciue 3a ynorpeba G. L. Pharma GmbH, Apcrpus e perrctpupal ¢ KOJIH4ECTBO B ONIAKOBKA 110 60
Gposs, a me mo 30 Opos B omakoska. KoMHcHATa Tipejuiara y4acTHHKDT Ja Obje OTCTPaHEH 1O
HoMeHK/IaTypa 289 ma ocwopanue w107, 1.2, 6yksa a) or 30I1 - npenctasun e ogepra, KOITO He
OTroBaps Ha mpeaBapHTelio 00ABEHHTE YCIOBHA HA HOPBUKATA.

Anaroso- Merayuaponso Konmueerso a
N TepatenTH en NCHATCHTHO Jlexaperacna dopma AKTHBROTO Oronuarenna
roa /ATC- HAHMCHOBAHHE NEKAPCTBCHO 0IAKOBKA
won/ /INN/ BEHIECTHO
290 NOSAIG4 Qucliapine Film coated tablet 100 mg 30

Ogeprioro npemnoxenue Ha "®aprona”AJl, Hedonin TFilm coated tablet 100 mg X 60 ue
oTropaps Ha HM3HCKBAHETO 11d BH3IOXKHTENA 3a Opoil B omakopka, 3amoro B Ipunoxenue NeZ ma
[To3uTHBIMS JIEKAPCTBEH CHMCHK, MyOnuKyBaH Ha HalyOHaNTHMA CBBET IO IEHH M peuMOypcHpaHe Ha
nexapcTBenuTe IpoAykTH, npojaykrsr Hedonin Film coated tablet 100 mg X 60 ¢ mputexaren 1a
pazpetnenue 3a ynotpeba G. L. Pharma GmbH, ABcTpust e pernctpipaH ¢ KOIMYECTBO B OTIAKOBKA I10 60

6pos, a He mo 30 Gpos B omakoBka. KoMHCHsTa TNpejlara YYacTHHKLT Aa Obje OTCTpameH I0
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nomenriarypa 290 ua ocHoramue w107, 1.2, 6yxkna a) or 3011 — upejcrannn e oepra, KosTo He
OTroBaps Ha 1PeABAPHTC/IHO 00ABCHHTE YCIIOBHS 11a LIOPhYKaTa,

Anavromo- Meynapoano Kopuucerno Ha
b TEPALEBTHYCH HenaTenr o JleADeIReH; - AKTHBIIOTO ORonTaTCIE
o RO JATC- HAHMCHOBA N KAperRena Gopra JICKRPETBENO ONAKOBKA
Ko/ INN/ BEHICCTHO
34 NOSBBOI I Hydroxyzine TFilm coated tablet 25 \ mg 25

Odeprinoro npeanoxenne ma "@aproaAJI, NEUROLAX 25MG X 50 me orrosaps ua
HAHCKBAHCTO HA BHYAOKHTCIHH 3a Opol B omaxoska, 3amoro B IIpmioxenne NeZ na lloswrusings
NCKAPCTBREH CIIHCEHK, 1TyOiHKynan na Harponasus ¢hBeT 1o 1elH 1 peuMBypeupalie Ha NeKapeTBCHHTE
mpoiykrH, upoyiykrsT NEUROLAX 25MG X 50 ¢ upureskarell Ha paspeureniue 3a ynorpeba G. L.
Pharma GmbH, ABCIpus ¢ perucrpupan ¢ KONHUCCTBO B onakoska 110 50 6post, a 1c uo 25 6pos B
ouaxoska, KoMHCHs 12 itpejpara yqacTIuKsT Ja 6bje orerpaien 110 Homenkaarypa 314 na ocnoBanue
wi. 107, 1.2, Gykia &) ot 3011 - npeacrasun ¢ odepra, KOSTo HC OTTOBAPS HA Npe/iBApHTEIHO 00IBEHUTE
YCHOBHS! A MOPBUKATA.

O X7 Paznu meduramenmu
KoMucuaTa ycTaHOBH, uU¢ YYaCTHHKBT B NPOLEAYpPATA ¢ IPEUCTABHIL BCHUKM H3MCKYEMH Of
BLAMKATECIE IOKYMEHTH, @ HMEHHO!
o [lonvanen Qbpasey Ne 3 — [lpednooicenue 3a u3nviaHenue Ha nopuurama.
o [pwiosicenue Nel KoM IMEXHUYCCKOMO NPEONOCENUE — NG XAPIMUEH U eNCKMPOILel] HOCUME
ciell, KOGTO HAlpaBH HPOBEPKA HA CLALPMKALIHMCTO HA TCXHHUECKOTO IIPEAIONCHHE CLOOPA3HO
H3HCKBAHUATA HA HPONEAYPaTa H YCTAHOBH, Ye JIOKYMCHTHTE Ha YUacTHHKA OTTOBApAT Ha H3UCKBAHUATA
a npoueaypata H 3aK0Ha.
VYacTHHKET € NPeUIoKHI CPOK 3@ H3IIbJAHEHHE Ha AOCTABKHTE K OCTATHYEH CPOK Ha FOAHOCT Ha
odeprpanuTe JICKAPCTRBEHH IPOJAYKTH OTTOBAPSIA HA MHHAMAJIHHTE H3HCKBAHUS 1A BH3/IOMKHTCIIA.
OdepupanuTe JeKapCTBEHH IIPOYKTH CHLOTBETCTBAT HA M3HCKBAHMATA HA TEXHUUYECKATA
CrcHM(HKAIHSL KbM JJOKYMEHTAIMSITA 38 YUacTHe B mpoucaypara 1o oraotiienne na ATC Koji, reHepHyHo
HaHMEHOBAHHE, JICKapCcTBeHa GOpMa H KOJTMYCCTBO aKTHBHO BEIECTBO, EAHHUUHA MIPKA H OKOHYATCIIHA
onakoBxa, 1oApobHo oincany 1o obocobGeH Mo3unMH W HoMenkiaTypu B [lpunoxenne Nol Kb
HACTOSILIHMS IPOTOKOJL.
O¢epupannTte nexapcTBeHH IHpoAYKTH ca BKmoucHd B [lpunoxeswe Ne2 ot loswrnsnus
JEKapeTReH CTHChK o w262 o 3JTXM, akryanen kpM fataTa na oTBapsHe Ha odepTure.
Ha 6a3a FOPCH3M0KCHOTO KOMHCHATA HAMHPA TEXIIHYCCKOTO NMPEUIO/RCHHC HA YyHaCTHHRA
32 OTTOBAPIIO B OLJI& CTCHCH HA H3NCKBANHATA NA BLIJIOKHTEIN, 3JAM0KEHH B TCXHHYCCKATA
crrenuprranusg wa goxymenrauusaTa, C orse/ Ha ToBa, KOMUCHATA ¢IHIIOAYIIHO PENIL, e IOy CcKa
yuacrauka " @aproa Al 10 caeaBant eTan B npoieayparTa — 0TBapsiie HA UCHOBOTO HPEJIOKCHHC
110 o6ocobeHATA NO3HLNS,

C TtoBa Ha 17.07.2017 r., Ha3gayeHaTa OT BLAOKHUTEIS KOMUCHS TIPUKIIOYM CBOATA padoTa 110
pasriexjane Ha TEXHHUECKUTE MPEIONKEHHUS HA JMONYCHATHTE YUACTHUHM B [POIEAYpaTa M ChCTaBH
ITporokos Ne2.

Ha ocroBauue wi. 57, an. 3 ot IIII30IT komucusita onpeneny gara, 4ac ¥ MsACTO Ha OTBApPSHE Ha
neHosHTe npeuioiends - 25.07.2017r, or 12:00 vaca, B 3acefiaTennaTa 3ana Ha JIedebHOTO 3aBEICHHC,
38 KOETO lIpellipue JeHcTBHS 32 YREIOMSIBAHE Ha YUACTIIUIIMTE B IPOLCIYPaTA.
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