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JTOKJIAJ

Ha ocHOBaHue 4. 67, an. 6 oT IlpaBuiHHKa 32 npujaraHe Ha 3akoHa 3a ODLeCTBEHHTE
rnopbuKHU 3a paboTaTa Ha KOMHCHATA, Ha3HaYeHa Cbe 3anoBen Ne P/1-11-218/25.07.2017 r. Ha
wmar. apm. JInaus HeliueBa, 3aM.-MHHHCTBD Ha 37paBeONa3BaHeTo (Bb3A0KNTEA, CHIIACHO
3anosen Ne PJ1-01-208/13.06.2017 r. Ha MMHHCTBPA Ha 3/IpaBeONa3BaHETO), 3a POBEXKIAHE Ha
fpolieaypa Ha JoroBapsHe Ge3 NpeaBapHTENHO OOSBICHUE 3a Bb3/1araHe Ha ob1uiecTBeHa
rnopbuka ¢ npeamer: .. JocTaBka Ha AeKapcTBEHH NpoayKTH 3a 2017 r., OTNyCKaHH MO pejia Ha
Hapenda Ne 34 ot 25.11.2005 r. 3a penia 3a 3anjamane 0T penyOAHKaHCKHS OIOJUKET 3a
fleYeHHeTo Ha GbArapcKH rpakiiaHy 3a 3a0onsBanNs H3BbH 00XBaTa HA 3aIbKHTENHOTO
37paBHO OCHIYpABaHe, 3a jeueHue Ha nauuentH cbe CITMH. TyGepkynosa, ncuxuyHH u
NOBeAEHYECKH Pa3sCTPOHCTBA, ABIKALLH C€ Ha ynotpeba Ha OMMOKIHN, CHHAPOM Ha

3aBHCHMOCT, 10 NpeKpareHa o6ocobeHa No3uuHs™

Ilpouenypata Ha joroBapsHe 6e3 nNpeaBapHTENHO OOsABACHME 32 Bb3flaraHe Ha
ob1ecTBeHa NopbyKa ¢ npeamer: .. JlocTaBka Ha 1eKapCTBEHH MPOAYKTH 32 2017 r., oTnyCKaHH
no pena ua Hapenda Ne 34 or 25.11.2005 r. 3a pesa 3a 3anflaliaie ot pen)'6nnxaﬂckuﬂ
BIO/UKET 3a JEUEHMETO HA OBIrapckH rpa¥aaHd 3a 3abonsBaHHs M3BbH 00XBaTa Ha
3aB/HKATENTHOTO 3APaBHO OCHUTIYPSBAHE, 3a JeUCHHE Ha NMALHCHTH cwe CITHH, Ty6epkynosa, .
MICHXHYHH M TTOBEAICHYECKH pa3CcTpOHCTBa, nw;xamu'ce Ha ynotpeba Ha OMNHOHAHN, CHHAPOM Ha
3.3BHCHMOCT, Mo mnpekpaTeHa obocodeHa MNO3uUHMA™ € OTKpuTa ¢ Peulenue Ne PH-11-
206/13.07.2017 r. na mar. ¢apm. Jluaus HeiiueBa, 3aM.-MHHHCTBD Ha 3paBeONa3BAHETO
(BB3NOXKHKTEN, cpraaco 3anosex Ne PJ1-01-208/13.06.2017 r. Ha MHHHCTBpPA Ha

3/1paBeOIa3BaHETO).



I. CbCTaB HA KOMHCHSTA,

lpencenarten:

a-p Henn Tapuncka — HauaiHHK Ha oTaAen . JIeKapCTBEHH NMPOAYKTH H MEAHLUHHCKH

M3ZeAHd H KOMHCHU™, IMpeKUH ., JleKkapcTBeHa MOANTHKA™

Ynenose:

smar. ¢apm. Tans FepruxoBa — r1aseH ekcrept B OTAeN ,.JIekapCTBEHH MPOAYKTH M
METHLIMHCKH H3AeAUs ¥ KOMHCHH®, AUpeKIH .. JlekapcTBeHa NOAUTHKA";

BaHs MuTKOBa — AbpXaBeH ekcrepT B otraen ,,O0LIeCTBEHH MOPBYKH™, AUPEKUHSA
..HopmaTHBHO peryanpane H 06L1eCTBEHH HOPBYKH B 3PABEONa3BaHeTo

Illenait EmuHOBa — cTapimiy IOPUCKOHCYAT B oraen ,,OOmecTBEHH TNOPBYKH,
nupeKiHs ,,HopMaTHBHO perynpaHe ¥ 0OLIECTBEHH HOPBYKH B 3/IpaBeonia3BaHeTo";

Xatumke CTuxapivesa — TrHaBeH e€KCnepT B oOTAen ..brojxer”, aupexuus
.. ®OHHAHCOBO-CTOMAHCKH ACHHOCTH H YIIPaBACHHE Ha coOcTBEHOCTTA™,

Pesepsen npencenaret:

Epenuna BacunkoBa — mabpkaBeH ekcnepT B oTraen ,.O0mecTBeHH MOPBUKH®,
nupekuns ,,HopMaTHBHO perynupane 1 o611eCTBEHH NOPBUYKH B 3/PaBEOa3BAHETO™;

Pe3epBHH YieHOBE:

Credka XﬂeGapona ~ CTapLIX IOPHCKOHCYAT B otaen ,,O6IIecTBEHH MOPBUKH™,
mupexuus .. HopMaTHBHO peryinpane W 0OLIECTBEHH NOPBYKH B 31(PaBeONa3BaHETO"™;

Mean Byuos — rnaseH OPHCKOHCYAT B oTzei . OfwecTBeHH NOPBYKH™, AHPEKIIHS
..HopmartusHo peryanpane U o0LecTBEHH MOPBHKH B 37paBeona3BaHeTo .

11. Hazna4yaBaHe HAa KOMHCHS: CPOKOBE, 3212'H H CbCTaB:

KomMucHsTa HasHaueHa cbc 3anosea Ne PI-11-218/25.07.2017 r. Ha Mar. dapm.
Jiuans Heftuepa, 3aM.-MHHHCTBLP Ha 3/PaBEONa3sBaHETO (BB3AOXKHTEN, CBIACHO 3anoBen Ne
PJ1-01-208/13.06.2017 r. Ha MHHHCTbpa Ha 3[{paBEONa3BaHETO), € CBC 3ajaya Ja 3anouyHe
cBosiTa paboTa ¢ TMyONHYHO OTBApAHE HA MOCTBLIMAHTE MPE/UIOKEHHA M MPOBEXAAHE Ha
Xpebui 3a [OPEJHOCTTa Ha [POBEAAAHE HA MNPErOBOPHTE, Aa pasriela MOAAACHUTE
- Mpeaa0KeHHs 3a YYacTHE M [a [pOBele NpPEroBOPH ¢ y4aCTHHLMTE TOOTIENHO, Karo ce
NPHABPKA TOUHO KbM ITBPBOHAYAIHO OMPEIeNCHHTE YCAOBHS H H3HCKBAHMUA 32 H3IBIHCHHE Ha
nopbYKaTa H Kjacupa nojalneHure oeprd B cpok m0 10 (aecer) paOOTHH AHH OT Jarara Ha
#37aBaHe Ha 3aMOBEATA.

11l. Kpatko onHcanHe Ha padoTHHs npouec. YuacTHHIH B [poUHexypara.
JleiicTBIS, CBLP3aHH ¢ OTBapANe, pasrieklaHe H OLUEHABAHE HA 3asBICHHATA 32 y9acTHe
H MpoBejleHHTe NPEroBOpH.

KOMHCHSTa B PEIOBHHS CH CbCTaB, 3alloyHa paboTaTa CH Ha 25.07.2017 r. ot 13:00

yaca B crpajarta Ha MHHHCTEPCTBOTO Ha 31PABEOTa3BAHETO, L. .Ceeta Henenst™ Ne 3.



C npoTokon, mpejcenaTeNs Ha KOMHCHATA MOJYYH IIONAJEHHTE NPEATOKEHHS 33
V4acTHe:

1. ITpeanoxenue ¢ Bx. Ne 26-01-1268/24.07.2017-r., nonaneHo B 14:42 yaca ot pupma
sMenerc* OO0 Hd;

2. Tpenaoxenue ¢ Bx. Ne 26-01-1268/24.07.2017 r., noz[aﬂe}gb B 16:33 gaca C;T pupra
s@Dapmuer* AJL

[peay HayanoOTO Ha 3aCEJAHMETO H Cilei MOMYYaBaHE HA CNUCbKA C YYACTHHLHTE B
oOlIeCTBEHATa MOpPbYKa, MpeAceAaTeNsT H BCHUYKH UJIEHOBE 'Ha KOMHCHSTA [OAMMcaxa
nexiapannu 1o 4n. 103, an. 2 ot 3akoHa 3a obmecrsennte nopwuxy (30I1). Tlpean orsapsue
Ha oQepTHTe, CHABPXKALIM NpPEATOKEHUATA Ha YYACTHALUMTE, KOMMCHATA Ce 3aMo3Ha C
VIBBDAEHATa OT BB3AOKUTEA JOKYMEHTAUMs 33 y4yacTHe B NpOUEAypara 3a Bb3JaraHe Ha
oOLuecTBEHATa NOPbUKA.

Ha ocHoBarue un. 54, an. 2 or [lpaBuinHuka 3a MNpuiraraHe Ha 3akoHa 3a
obmectBenute nopbuky ([MII30I1), mpu nybaMYHUTE JEHCTBHS HAa KOMHCHSATA, MPHCBHCTBAXA
CHe/IHHTE TIPEACTABATENN Ha YYACTHHLHTE: ’

1. Esmun Jlanes — ynpasuten Ha ,.Meaekc™ OOJL;

o

. Jlunn Pumkancka — YIbAHOMOILEH NIPEACTABUTEN Ha .Dapmuer™ AJl;

3. BecenuH MapeLikH — YABAHOMOLUCH ApeacTaBuTed Ha ., Papmuet™ ALl

HpencenaTénﬂT Ha KOMHCHSTA 3all03HA TPUCHCTBAIIMTE CBC ChABPKAHHETO HA
3anosen Ne P/I-11-218/25.07.2017 r. na Mmar. Qapm. Juaus Hejtuesa, 3aM.-MHHHCTBD Ha
37paBeONa3BaHeTO  (BB3IOKHTECN, CBIIACHO 3anosen Ne PJ1-01-208/13.06.2017 r. Ha
!\iHHHC:I'bpa Ha 31paBeonasBaHeto). KoMHcHATAa OTBOpH MO pela Ha TAXHOTO MOCTHABAHE,
NpenoKeHHATa Ha YYAaCTHHIIMTE, ChAbPAALIN CE B 3aneYaTaHUTE, HEMPO3pAYHH ONMAKOBKH H
OTIOBECTH TAXHOTO ChAbPKAHKE, KAKTO H LEHOBHTE MPEUI0KEHUS HAa YHaCTHHLHTE.

C ToBa mNpHKiIo4H nyOnHuHATa HacT OT paboTara Ha KOMHCHSATA. Komucudra
NpOALIKH paboTaTa Ci B 3aKPUTO 3aCE/IAHHE B ChIMA CHCTAB C PA3rEKIaHE HA JIOKYMEHTHTE
nmo un 39, an. 2 ot [M[130I1 3a cLOTBETCTBHE ¢ M3HCKBAHUATA KbM JIMYHOTO cscmxﬁne H
KpHTEpHHTE 3a moadop:

1. PasrnexiaHe Ha 3adBACHHETO 33 VYACTHE H NPHIOKEHHUTE KbM HEro AOKYMCHTH
npezacraent ot .Mezekc” OO]J] 3a CbOTBETCTBHE C H3HCKBAHHATA KbM JTHYHOTO CLCTOSHHE H
KPHTEPHHTE 3a [ON60P, KOMHCHATA YCTAHOBH CTIEJHOTO:

VYACTHHKBT ,,Menekc“ OOJ1 e mpencraBui KbM 3adBICHHETO CH 33 YYacTHEe
[onbAHeH EiMHEH eBPOMEHCKH AOKYMEHT 33 OOLIECTBEHH NOPBYKH (EEAOII) u omnuc Ha
NPHIOKEHHTE AOKYMEHTH.

MoruBH 3a n‘onycp:aue: KoMucusitTa He YCTaHOBH JIMIICA, HENBAHOTA WK

HECBOTBCTCTBHE HA nmbop.\iauuma C M3UCKBAHHUATA KbM JIHYHOTO CBLCTOSIHHE H KPUTEPHUHTE 3a



HOﬂﬁOp nocoyeHH o1 Bu3noxuTend. C oraem Ha FOPCH3NOKCHOTO KOMHCHATA HAOITYCKa

yuacTHHKa ,,Meaekc™ OO]] 10 pasriexaaHe Ha TEXHHYECKHTE NPEIOKEHHS.

KoMHcHATa NpHCTBIIH KbM pasriexaaHe Ha mnoxageHute or . Meaexc® OO/

TEXHHYECKO MPEATOKCHUE H NPEATOKCHHE 34 H3NBJIHEHNE HA obuiecTBeHaTa [IOpBYKaA.

YYacTHUKBT € HaIlTpaBUI CA€ZHOTO NPEATOKEHHE 3a H3ITBIAHCHHC!

3aboazs Moo” | ATC Mexynzpono Teproscxo Jesaperne Kausecrso Oxonsatesna | Koawwetrno MKEB xoa
ane pea (35 ‘wenavenTHO HaKWEHOBAHH ua $opua H2 INTHBHOTO  DHZKOBXE ao
HANMEHOBAKHE ¢ aemecTno
T | 27 | JO4A | PYRAZINAMID | PYRAZIN Tabl. 500mg | 100 238 200 AITAIS0AISLAI
on Kol E AMIDE 000 o oy
iy 6,A15.7,A158,A15,
KRKA, 9,A160,A16.1,416.2
Tablet, LAL63,A16.4,A165,
500. mg. A16.7,A168,A169,
Al70AIT.1LALTS,
Pack: 100 AI7T9.AI80,A18.1,
Al82AIB3 A8,
AlB.5.A186.A187,
Al8.8,A190,A19.1,
Al9.2A198,A199,
B90.0,890.1.8%0 2B
90.8,890.9
MoTuBH 3a aonmyckaHe: KomucHATA NPOBEPH TEXHHUYECKOTO TMPEANOKEHHE HaA

VYaCTHHKA M KOHCTATHpA,

ye HalpaBeHOTO [MMPCJIOKEHHE HaIlbAHO

CHOTBETCTBA Ha

NpeaBapuTCIHO 0DSIBEHHTE YCNOBHA Ha BBITOKHUTENA, ¢ OMICAd HA KOETO FO IOMycKa 1o

pasrie’kiaHe Ha IEHOBOTO MY IPE/TONKEHHE.

KoMmucusra APUCTBIHN KbM pa:;r.fiemaﬂe Ha LIEHOBOTO NPEANTOKCHHE HA YYaCTHHKA.

VYyacTHUKBT € HATPaBHJI CAEAHOTO LIEHOBO NpPeoKEHHE:
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"3 - : s . 3
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7 e D E R ena Ges A7 Henasa BT L o 1lenn 38 B
© tapomyky o | T T e | s NICERNE Y TS AN na cToHHOCT
INN V1 e L AACHa C s RAC3al, | -.onaxoska G¢37 | omawoBka-c; |- % JC 1o
Fope A S L mg/midtabl. mgfmltabl:- | . ACTE aae - M S
> HaHMeHOBaHHe: [ g ) ) 4 <, L o B B T
o - ST * . A -1 e L Fhedn -
84 32280 8.
0.000293 as. 0. 000354 as. 14.75 18 17.70 nB. (ocemaecer u
PYRAZINAMIDE (vyrausno. [ (uyaa usno. (ueTH i u}ie'mécer (cenesmHaneceT | HETHPH XHILAH
Pyrazinamide | 500mgablets x | Hyia nyaaHyna | Hyda Hy&a P neBa TPHCTa aBazeceT
‘ . : - - - neBa W ceAeMAeceT
100 aBe A€BeT NeT | HyAa TpH neT cepemaecer W 1Ba €Ba
M W NET CTOTHHKH)
neBa) YeTHPH 1€Ba) CTOTHHKH) ocemaecer
CTOTHHKH)
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MoTuBH 3a nomyckaHe: KOMHCHATA KOHCTaTHpa, 4Ye YYaCTHHKBT € fiofall HEHOBO

npennomeﬂne, KOETO HEe HAJIBHILIABA OMNpeacieHHs OT BB3JIOKHTEI MAaxKCHMAJICH pa3nofaaracm

(bHHaHCOB pecypc H CbHOTBETCTBA Ha H3HCKBAHMATA HA BDL3JOKUTENS, C Orficil Ha KOETO IO

AOMYCKA IO MPOBEXIaHe Ha IPETrOBOPH.

2. PasrnexnaHe Ha 3asABIEHHETO 3a YYaCTHE H MPHIOKEHUTEC KbM HEro AOKYMEHTH

npeacrasesy ot , Papmuer” AJl 3a CbOTBETCTBHE € H3MUCKBAHHATA KbM JIMYHOTO CHCTOSHHE H

KPUTEPHHTE 3a HO)lﬁOp, KOMHCHATA YCTAHOBH CIA€RHOTO!

VuactHukbT .Papmuer™ AJl e npencTaBul KbM 3afBICHHETO CH 3a y4aCTHE

nonbiHeH EJHHEH eBpONEHCKH JOKYMEHT 32 001leCTBEHH IOPbUKH (EEIOI).




MoTuBn 3a jgomyckaHe: KOMHCHATA He yCTAaHOBM JIHACA, HENBAHOTA MIH
HEeChOTBETCTBHE HAa HHPOPMALUATA C H3HCKBAHMATA KbM AHYHOTO ChCTOAHHE H KPHTEPUUTE 3a
noa0op MocoYeHH OT Bb3AOkHTEeds. C Orflead Ha TOPEH3IOKEHOTO KOMUCHATA HAOMYCKA
vyacTHHKa ,, PapmHer™ AJl 10 pasriexaaHe Ha TEXHHUYECKHTE HPELI0KEHHS.

KoMHcHATa NPHCTBIIK KbM pasriexiaHe Ha mnojaneHute o1 . Dapmuer™ AJl
TeXHHUYECKO NPELIOKEeHHE U MPefIOKEHHE 3a U3NTbJHEHHE Ha 0OLIeCTBEHATA OPbYKa.

Y4acTHHKBT € HalpasH.l C/ICAHOTO NMPEAOKEHHE 32 H3ITbIIHEHHE!

Jabarga Mno ATC Mexaynapoino Tuproscxo Jdexaperee KoauaecTno Oxouvatens | Koamdectso MKE xaa
aNHe pea KO3 HEOATEHTHO HEMMEHOBINN Ha wp\'l M2 EKTHBHOTO pazNoBKa ao
HAYMMCHOBAHNKE € semeciso
Trbepsy.s 27 JO4A PYRAZINAMID PYRAZIN tabletes 500 mg 100 238 200 AISAI5.0,A15.1.A1
P . 5.2,A15.3,A15.5,A15
KO1 AMIDE . Y !
E e 000 SAI5TAIS,ALS,
KRKA. 9,416.0,A16.1,A16.2
tabl. 300 LAL63,A164,A165,
Al6.7,A16.8,A169,
oy 2 - i
mg x 100 AI7.0,A17.LA17.8,
Al79.A180,A181,

AlIB 2 AIS3AIRS,
Al8.5.A186,A18.7,
AlB.8.A19.0A19.1,
Al9.2,A19.8,A19.9,
B%0.0,890.1,8%0 2B
90.8,B90.9

Mot 3a aonyckade: KoMHCHATa MNpOBEpH TEXHMYECKOTO NPEATOXKEHHE Ha
VYaCTHMKa M KOHCTaTHpa, Y€ HAMpPaBeHOTO MpEII0KCHHE HAMBAHO CHOTBETCTBA Ha
npeﬂBépnTenuo 06SBEHUTE YCAOBHS HAa BB3NOXKHTENA. ¢ OrJICJl HA KOETO FO AOMYCKa 10
pasriexaaHe Ha LEHOBOTO My MPETOKEHHE.

KoaHcHATa DPUCTBITH KbM pasriekiaHe Ha HEHOBOTO MPEAT0KEHHE HA yUacTHHKA.

Y4acTHHUKBT € HAIMpPaBui CAEAHOTO HEHOBO NpEANOKEBHUC!

T PRI N Ty IS B ’ 3:9‘4;5&"‘ " e TR L
o -_'»J'Igl(_apcfaeli_ " . I . o :a,-.v ey . §
T e | S rmpoaykT o "éE,?'~'"ev"a=6c3-. Edf, entsy ue.na 32 "1 Oguia cToiiwoct
NN e eseko . | AnC3a =+l HAC3a ONAaKOBKA C . ¢ JUIC fio
| T TRPIOBCKO . o/mijtabls | mg/mlftsbl. ; =l uFie
;| nanmetoBamme T S T S . - -
¥ | T d i ;,1" ioompt dE0 : e n e
PYRAZINAMIDE N . ,
Pyrazinamide | KRKA, tabl. DE2RS 0003 42 17.88 85 180.32
500mg x 100

MoTusH 3a aonyckaHe: KOMHCHATA KOHCTaTMpa, Y€ YHMACTHHKBT € NOJal HEHOBO
[peIoKeHHE, KOETO He HABHIIABA: OTPEAENEHHS OT BH3IOKHTEINR MAKCHMATEH PasTIONarae
¢duHaHCOB pecype H CHOTBETCTBA HA M3UCKBAHMATA HA BB3JOKHTENA, C OTAEA HA KOETO ro
A0MYCKa /10 POBEXKIaHe Ha [IPETOBOPH. ’

JlorosapsHeTo 1o npoueaypara 3arovHa Ha 25.07.2017 r. ot 15:00 uaca, B crpazata Ha

MHHHCTEPCTBOTO Ha 3[paBeona3BaHeTo, Il .Ceera Hemens™ Ne 3, B 3anata Ha npH3EMHHSA

€TaxK.




B joroBapsAHETO B3exa VYYaCTHE KOMHCHATa Ha3HaueHa cbc 3amosea Ne PJI-11-
218/25.07.2017 r. na mar. dapM. Jluaus HeiiueBa, 3aM.-MMHHCTBD Ha 34PaBEONA3BAHETO
(Bb3noxkuTen, cbrnacHo 3anosex Ne PJ1-01-208/13.06.2017 r. na MuHuCTBpa Ha
37paBeoIa3BaHeTo), B HEMPOMEHEH ChCTAB, @ HMEHHO!

Mpeacenaren:

a-p Henn TapuHcka — HayamHMK Ha OTaed ..JIEKapCTBEHH MPOAYKTH H MEAHLHHCKH
H3ACAHS U KOMHCHH®, nupeKuus . JlekapcTBeHa noauTuka™

Yaenose:

Mar. ¢papm. Tans ['epruHoBa — riaBeH €KCNepT B OTAEN ..JleKapcTBEHH NMPOXYKTH H
MEAHUHHCKH H3AeAUS H KOMHUCHH™, AUPEKLIHA ,,ﬁel{apcheHa MOJIUTHKA™;

Baus MutkoBa — AbpikaBeH ekcnepT B oraeid ,,O0ECTBEHH MOPBYKK, ANPEKUHS
..HopmaTHBHO perynupaHe H 00LIECTBEHH NOPBYKH B 3[[paBeOa3BaHETO™;

lilenait EMHHOBa — cTapild IOPHCKOHCYAT B oraen ,OOImecTBeHH NOPBUKH™,
nupekuus ,,HopMaTHBHO peryinpane u obLIeCTBEHH OPBYKH B 3APABEONa3BaHETO™;

Xatnmke CrwkapaveBa — T7aB€H €KCOEPT B OTAeA .Bromxer”, aupekuus
- PHHAHCOBO-CTONAHCKH AEHHOCTH H YIpaBieHHe Ha cOOCTBEHOCTTa™

| CEHHUTE NPEACTABUTEAN HA YUACTHHIIMTE!

1. Emun Jlanes — ynpasuren Ha . Meaekc™ OO/L;

2. Jlunu Pumkancka — yIbaHOMOIIEH npencTaButen Ha ,,Dapmuet™ AJL

Ha ocHosanue wi. 67, an. 1 ot [M[130I], B mpUCHCTBHETO HAa NPEACTABHTENHTE HA
ABaMaTa TOKAHeHM YYacTHHKA, KOMMCHSTA Ofpeiaeln upe3 KpebMH MOpEIHOCTTa Ha
fPOBE;KAAHE HA IPErOBOPHTE.

.Oapyuer™ AJl Geme H3TErfeH 3a NPbLB MO pell YYACTHHK, C KOHTO KOMHMCHATA Ha
npoBejie MPEroBOpH, cboTBeTHO . Meaexc™ OOJ] bewre onpejieNieH 33 BTOPH 110 Pell YYACTHHK,
¢ KOHUTO KOMHCHATA J1a POBEJI€ MPErOBOPH.

Caen M3TerfisiHe Ha xkpeOHs KOMHCHSTA TpOBeje TPEroBOPHUTE € BCEKH YHaCTHHK
NOOTAENHO, KaTo Ce NpHEbPAA TOYHO KbM MBHPBOHAYAIHO ONpPEACACHHTE YCIOBHA H
M3MCKBAHMS 33 H3MTbIHEHHEe Ha Mopbukata. '[loCTHTHATHTE JOTOBOPEHOCTH Ca OTPAa3€HH B
OTAEAHH [POTOKONH, MOAMHMCAHH OT KOMHCHATA H npencmgmen;ne Ha YYaCTHHUMTE Ha
25.07.2017 r. KoMucHsaTa npoBeje NMperoBOpuTe ¢ BCEKH OT yqac*muu'me 0O €IHH ¥ CBHUH
HAYMH, BKTIOUUTENHO KATO MM C€ NpEJOCTaBH €jHaKBa HHGOOPMALMi H C€ 3aanoxa eiHH 1
CBHIIM BBIPOCH, 6€3 1a 0NI0BeCTsBA NOCTHIHATHTE Bete AOFOBOPEHOCTH C APYTHTE YHACTHHIH.

[1pH NIPOBEAEHOTO AOTOBAPSAHE, 110 KOETO YHACTHHIHKTE Ca MOAATH oepTH, ce MOCTHIHA
CIeAHOTO ChriacHe MEXKIY CTPaHUTE!

1. Tlpk npOBENEHO NOrOBAPSHE, H3BBPILCHO OT 15:00 yaca na 25.07.2017 r. B crpanara

Ha MMHHCTEPCTBOTO HA 34PaBEONa3BaHETO, IP. Codus. . ,,Csera Henens™ Ne 3, ce nocTurua



CbriacHe MEKAY CTpaHHTE 3a M3NbJAHEHHE Ha [OpPbYKATA, CBIIACHO MPEABAPHTEAHO
OOSBEHHTE YCIOBHA K H3HCKBAHHA 3a H3MTbIHEHHE HA NOPbYKATa, ChABP/KALIY CE B PEIIEHHETO
3a OTKPHBAHE Ha TPOLEAYpATa, B NOKAHATa 3a V4YaCTHE M CBITIACHO KAay3WTe HA MPOEKTA Ha
J0TroBOpa.

KoMmHcHATa mpeanoxku Ha r-xa Pumkancka — yIbJAHOMOLUEH UpPEACTABHTEN Ha
.Dapmuer® AJl ga HamaiM odepupaHaTa eAHHHYHA LI€Ha 32 JIEKAPCTBEHHMS [MPOAYKT
.PYRAZINAMIDE". Cbiuata 3adBy, ue npe/ioxKeHaTa HeHa € Bb3MOKHO Hal-HHCKATa, KOATO A
MOXKe€ Aa Ce MPEeATOKH U HE MOKe fa NPEII0KH APYra, NO-HHCKA OT Hesl.

HorosapsiHeTo ¢ yuacTHHKa ,,@apyueT™ AJl npukirodn Ha 25.07.2017 1.8 15:09 u.

2. Tlpy mpoBemeHO AOroBapsiHe, H3BBPIHEHO OT 15:10-_ yaca Ha 25.07.2017 r. B
crpagara Ha MHHHCTEPCTBOTO Ha 3ApaBeONa3BaHeTo, Ip. Cdd)uﬂ_. ni. ..Ceera Heaens™ Ne 3, ce
MOCTHIHA ChIAACHE MEKIY CTPAHHTE 33 U3MbAHEHHE HAa MOPbYKATA, ChITACHO NPEABAPHTENHO
00ABEHHTE YCIIOBHS H Hsnchaﬁns 3a U3MbAHEHHE Ha NOPBYKATA, CHABPKAIIH CE€ B pEUICHHETO
3a OTKpHBaHE Ha IpPOLE/ypaTa, B NIOKAHATA 3a YYaCTHE U CHINACHO KIAy3HTE Ha NPOEKTa Ha
JoroBopa.

KomucusTa npeanoxu Ha r-H JlaHeB ~ 3aKOHeH mpejcTaBuTen Ha ,Menekce™ OO]] na
HaMany odepupaHata €IMHHYHA LeHa 3a AekapcTBeHHs npoavkT ..PYRAZINAMIDE®,
ChbuMaT 3asBH, 4Y€ NPEIOKEHATa HEHAa € Bb3MOKHO Hal-HMCKATa, KOATQ MOKE 1a ce
HPEVIONRH H HE MOKE Ja NPEATOKH APYTa, N0-HHCKA OT Hed.

Horosapszeto ¢ yuacTHHKa ..Meaexc” OOJ] npuxaoun Ha 25.07.2017 r. B 15:20 u.

. 3a pe3yATaTuTe OT MPOBEICHHTE JZOTOBApSHHA- C€ CHCTAaBHXa MPOTOKOAM, B M0 ABa
€NHOOOpa3HH €K3eMIUIApa. MO €AMH 3a BCAKA OT CTPAHHTE, €K3EMIAAPH OT KOHTO ca
IPHI0XKEHH KbM HACTOSILHA JOKAAR.

IV. Knacupane Ha yuyactHHuMTe. IlpeanoxkeHns 3a crirouBaHe Ha J0roBep ¢
KAaCHPaHHA HA MbPBO MACTO VYACTHHK

KnacupaHe Ha y4yacTHMHUMTE €€ HM3BbLPLUIM Ha 3aKPHUTO 3acelaHHe IPOBEACHO Ha
26.07.2017 r., OT KOMHCHATA B PEAOBHHS H ChCTAaB!

KoMucusita U3BBPIUK KIaCHpaHE HA VHACTHHHMTE B CbOTBETCTBHE C IPEABAPHTENTHO

00SBEHHS OT BB3NOKHTENS KPUTEPHH .. Hal-HHCKA 11eHa”, KAKTO ClieBa:

Ne ) EanHnyna
ATC Tuproscko Eannnyna .
no uena be3 Y4YacTHHK KaacupaHnero
(NI HaHMeHOBAHHE uena ¢ JJC
pea aAac
JOSAKOI PYRAZINAMIDE
1 KRKA, Tablet, 500. | 0.000295 ns.. 0.000354 aB. .Meaekc™ 001 1-80 MACTO
mg. Pack: 100
JOSAKO PYRAZINAMIDE
2 KRKA, tabl. 500 mg | 0,000298 nB. 0.000358 aB.. ~Dapmuetr™ AJ{ [1-po mscTO
x 100




Cnen H3B1>pmeﬁor.o‘ Knacupaﬂé,lxomucnma npeiara Ha Bb3/0XKUTENs Aa ONpejeny 3a -
H3ITBIHMTEN Ha OOLIECTBEHATA NOPHYKA K1aCHPaHHAT Ha ITbPBO MACTO YYaCTHHK, c KOMTO 11a
6bae CKIIOYEH AOTOBOP.

C H3BbLPMBAHETO HA TOPHOTO KJAacHpaHe, pafoTaTa HA KOMHCHATA NPHKIIOYH Ha

26.07.2017 r.

IIpunaoxeHue: -

1. JIpycTpaHHO nommcaH NpPOTOKOJ Ha OCHOBaHHe Wi. 67, ain. 2 ot IIII30I1 ot
[POBECHO HA 2) 07.2017 r. norosapsHe ¢ yqacmnxa Dapmuet™ AJl;

2. L[ByCTpaHHo nommcaﬂ NpPOTOKOA Ha OCHOBaHWe wWi. 67, am. 2 oT HH3OH oT
NpoBEEHO HA 25.07.2917.r. zxoronap;me ¢ yyactHHKka ,,Menekc” OO/;

3. [lbnHaTa JOKYMEHTALHA 10 Mpolieypara.

HbencenaTeJI:

a-p Henu Tapumucka — HayanHUK Ha oTaen ,JlekapCTBEHH MPOXYKTH H Me TULIHHCKH
M3JieIHs H KOMHCHH, IMpeKLns .. JIeKapcTBEHa MONUTHKA ™ v

Ynenone: ' -

Mar. Q)apM Tans TepruHoBa — riaBeH €KCHeEpT B OTAEN , Hexapcmenu nponvmn H
MEIMIHHCKH H3/IETHA K KOMHCHH ™, THPEKLHA ,,JIexapcTBeHa NMONHTHAKA ™, ” )

Baus MHTKOBa — IbpXKaBeH ekcrepT B oTaen ,,ObumecTBeny népx,;rjm“,‘ JHPEKUHS
..HopmaruBHO peryaupane u oﬁmecme}m noleﬂm B 3ﬂpaBe0na33aHero

11lenas EMHHOBa - crapnm IOPHCKOHCYJIT B OTAEA O6[II€CTBCHH nopwmy‘

.

Y

Xaruixe mecapmieaa _ raaBeH eKCIepT B OTAeN 7 IghmeT . HAHpPEKLHs

AUPEKIIHS | HOpMaTHBHO perympane 1 OOHIeCTBEHH MOPBHYKH B 3[paBEONa3BaHETE.,

’

| | o)
Do XEWD WA DR~ 2 \q 4 Jow 23037

(DHHHHCOBO CTOMaHCKH BCHHOCTH H yNpaBJjIEHHE Ha cOOCTBEHOCTT



il
'

ITPOTOKOJI

Ha OCHOBaHHe 4. 67, an. 2 ot I1I130T1
OT NPOBEAECHHU MPErOBOPH [0 NPOLEypa Ha N0roBapsHe 6e3 npeBapHTeNIHO OOSBIEHHE 32
BB3J/laraHe Ha obmecTBeHa NOpbUKa ¢ npeameT: ,,JlocTapka Ha jleKapCTBEHH MPOAYKTH 3a 2017
r., omycxa}m no peaa Ha Hape,u6a Ne 34 o1 25.11. 2005 T. 33 pela 3a 3afAanane oT
peny6nm<aﬂcxxm BIOJIKET 3 JIEYEHHETO Ha BBArapcKH rpaaaHy 3a 3abonsBaHNS H3BBH
obxBaTa Ha 33Jb/IKHTEIHOTO 3IlpaBHO OCHIypsBaHe, 3a Ne4eHue Ha nauneHTH cbe CITHH,
Tyﬁepxynosa [ICHXMYHM H TIOBEACHYECKH pa3CTPOHCTBA, IBJIKALIM CE€ HA ynorpe6a Ha

OIMHOHIH, CHHAPOM Ha 3aBHCHMOCT, IO NPEKpaTCHA 060C06€H3 MO3ULMUA™ -

Ha 25.07.2017 r. ot 13:00 waca B rp. Codus, B crpagata -Ha MHHHCTEPCTBOTO Ha
3/[paBeOTIa3BaHETO HA aJIpeC:: . .CBera Hepens™ Ne 5, ce npbBené‘ npoLeaypa Ha AOroBapsiHe

6e3 mpeaBapuTeNHO OOsBIEHHE 3a Bb3jlaraHe Ha oblnecTBeHa MOpPbYKa C mpeaMer: , JlocTaBka

_ Ha JIEKapCTBEHH ﬁpo,uyxm 3a 2017 r., otnyckanu no peaa Ha Hapen6a Ne 34 or 25.11.2005 .

3a pejia 3a 3allallaHe OT pemyDAMKaHCKHA GIOKET 3a JIeUCHHETO Ha GBIrapcKku TpaXkiaHy 3a
3abonsBaHAA H3BbH 00XBaTa Ha 3aMBJDKMTENHOTO 3JpPaBHO OCHIYpsSBaHe, 3a JeYeHHE Ha
naineHTH cbe CIIMH, TyGepkyno3a, NCHXKHYHH M MOBEACHYECKH Pa3CTPOKCTBA, ABKALIH ce

Ha ynoTpeba Ha OTHOMAHM, CHHAPOM Ha 3aBHCHMOCT, IO NpeKparTeHa 000co0eHa MO3MHMA™.

(ObiecTsenara nopbyKa € OTKpHTA ¢ Pemnenne Ne PH-11-206/13 7.2017 r. na mar. dapm.

Jlnnua Heliuesa, 3aM.-MHHHCTBD Ha 3npaaeona33aﬂero (anommen ChIIIaCHO 3anoee;1 Ne
PJ1-01 -208/13.06.2017 . Ha MHHHCTBPA Ha 3ﬂpaBeona:sBaHeT0)

B npouezrypara Ha JOrOBapsHE B3€Xa YYacTHE KOMHCHS olpeneneHa cbe 3ar|oaen No
PII-11-218/25.07.2017 r. " na sar. ¢apm. Jluaua Heiiuesa, 3aM.-MHHchp Ha
3ApaBeona3BaHeTo (BB3NOKHTEN, cbraacHo 3amosead Ne PJI-01-208/13.06.2017 r. ua
MHHHCTBpa Ha 3paBeoNa3BaHeTO), B ChCTAB!

Ilpeacenares: |

n-p Henu TapuHCKa — HayanHuK Ha oTAeHh ,JIeKapcTBEHH MPOAYKTH H MEIHLHHCKH

. H3aeAMA U KoMHCcHH", aupekuus .. JlekapcTBeHa NOAUTHKA™

Ys1eHoBe:

mar. ¢apm. Tans [eprusoBa — raaBeH excrepT B otaen ,.JlekapcTBeHH NpoAyKTH u .

" MEOHIHHCKH M3/IENIUS U KOMHCHH", TUPEKLU ,.JlekapcTBeHA HOMHTHKA™;

Bans MuTkoBa — AbpxaBeH ekcnepr B oTaen ,,O61ecTBEHH MOPBYKH™, AMPEKLHs
.. HopMaTHBHO peryaupaHe H o0MeCcTBEHH NOPBHUKH B 3PABEONa3BAHETO™;
Illenait EmMHHOBa — cTapHid IOPHUCKOHCYAT B oTaen ,,OO0LNeCTBEHH MOPBYKH™,

aupeks ., HopMaTHBHO perynupane ¥ 0011E€CTBEHH NOPBYKH B 3/IpPABEONA3BAHETO



Xatumxe CrHxapaueBa — T/laBeH ekcnepT B oTaen BrojkerT”, nupekums
..OHHAHCOBO-CTOMAHCKH AEHHOCTH W yHpaBieHHe Ha CODCTBEHOCTTa™,
w Jlnng Pumxancka — npeicraButen Ha ,Dapmuer™ AJ[, B KayecTBOTO W Ha

NbAHOMOIOHHK, YIBAHOMOILECH 0T Becka Mapemika — H3NbAHKHTeNEH QUpeKTOp Ha ,, DapMHeT™

AL ¢ IIBJIHOMOHIHO‘peF. Ne 2538 na notapuyc Snuo HectepoB ¢ per. Ne 011 u paiion Ha

nencteue Ha PC Bapna.

Kato ce nﬁnnbpma TOYHO KBbM [FbPBOHAYATHO ONPEACNCHHTE YCIOBHA H H3HCKBAHH 35
M3MBIHEHHE HA HOPBYKATA, C€ NPOBEAOXa 'nperéeopu C YYaCTHMKA 3a CKTIOYBAaHE Ha LOFOBOP,
KaKTO CIIeABa:

1. Vuactauxsr ,@Papmuer™ AJ]l e nopan mpeokeHHe ¢ BX. Ne 26-00-
1268/24.07.2017 r., noxaneHo B 16:33 yaca. »

OcHoBa 3a BOJCHE Ha ﬁperosopme ca MOKaHa 3a y4acTHe, IPHIOKEHHS KbM Hes
MPOEKT Ha JOr0BOP M NPE/CTABEHHTE OT yYaCTHHKA TEXHHYECKO H [IEHOBO MpPEJIIOKEHHE.

C nokana Ne 26-00-1268/13.07.2017 r. na Mar. ¢apm. Jluaus HeffueBa, 3am.-
Mmmcﬁ,p Ha 3npaBebna38aHeTo (BB3A0KHUTEN, CHIIACHO 3anosen Ng P-01-208/13.06.2017 r.
Ha MHHHCTBPA HA 3[pAaBEONA3BAHETO) € OMpeJeseH CACOHHAT Maxcnﬁa.nno paanonaraéM

)HHAHCOB pecypc:

% ™M S— - Maxcxmaina
a6 e a0 AfC cox nmtimo Jlexapcreena Mapra cTolnocY no wa.7 na Kaausecrse ~ Dma croiinocy| MEKE roa
pex HapRdEE dopua Hapeata Nb - a0 s as. ¢ IIC
3472005+,
Al5,A150,A15.1,
Al5.2,A153,A15.
5,A15.6,A15.7,A1
5.8,A159,A160,
Al16.1,A16.2 A16.
3,A16.4,A16.5,A1
. . . . 6.7,A16.8,A169,
o 3 Al70,A1721,A17
TySepxyaora 27 JO3AKO! PYRAZINAMIDE nepop TR Gopua mg. 0,000360 . 238 200 000 85 752,00 SAI79AIS0AL
8.1,A182,A183,
Al8.4,A18.5A18.
6,A18.7 AI18.8,A1
90,A19.1,A19.2,
Al9.8,A19.9,B90.
0,8%90.1,890.2,B9.
0.8 B9
ancrﬂuxm € Hanpasuj CACTHOTO MIPECANIOKEHHE 3a H3IIBIHCHHE!
3aboans M ae ATC Mexayrapoano Teproacxo Jexapcrne Koaunecreo Oxonwzreins | Kawnuecrso MKE xox
ane pex xan HeNATEHTHO HRUMEBOBARK 1a dopma HA AKTHENOTO  DORKOBKS a0
RAKMEHOBaRHE . semecTno
Tybepny 27 JO4A | PYRAZINAMID | PYRAZIN tabletes 500 mg 100 238 200 Al5,A15.0,A15.1.AL
ma - . 5.2.A15.3,A15.5.A15
N K E A'M[DE . 00 . SAI5T,AIS8ALS.
: }\R_K_A 9.A160,A16.1,A16.2
tabl. 500 - Al63,A16.4,A16.5,
Al67,A168,A169,

mg x 100 A17.0,A17.1,A17.8,

AI79,A180A18.1,
Al82,A183A184,
Al85A186A187,
AIR8AI190,A19.1,
Al19.2,A19.8,A19.9,

B90.0,890.1 85028

90.8,8%0.9




ancmumr € HalpaBHJI CHCI{HOTO HEHOBO NPCIUIOXKECHHUE! '

SOOmgx lOO

Hpu MIPOBEAEHO ﬁoroaapsme 'H3BBPIIEHO OT 15:00 wdca na 25.07.2017 r. B crpanara
Ha Mnﬂncrepcmoro Ha 3,upa3eona33a}1eTo, Ip. Codnm . ,,CBeTa Henens” Ne §, ce mocTurHa
: csrnacne Mexo:ry cmanme 32 H3ObIAHEHHE. HA nopun(aTa, CBITIACHO npem;apmenﬂo '
- 0bsaBeHHTE YCHOBHA H nsucxsamm 3a U3MBbIHEHHE HA nop"btncara cmbp)xamn e B PELICHHETO -
32 oncpuhaﬂe Ha nponenypa-ra, B [I0OKAaHATa 3a YYacTHE H CBIVIACHO K.rlaysme Ha IPOEKTa Ha |
‘,r_loroaopa : | ‘. 7 ‘ |
. KoMHCHSATA npennoxcn Ha yqacmnxa na Hamanu od)epupaua'ra €IMHAYHA lieHa, 3a
nexapcmeuwl nponym ,,PYRAZINAMIDE“ Hpencrasmnamwl yqacmmca ‘3asBH, . ue
npejLIoXeHaTa ueHa e B'LSMO)KBO Hafi-HHCKATa, KOATO MOXe 1a ce npennoxca H HE MOXe a
' (PEIUIONH ApYTa, M0- anxa OT.Hes.
. Iloronapﬂﬂem ¢ yuacTHHKA ,,DapMueT™ Al npmcmoqn Ha 25.07. 2017 r.e 15:09 4.
3a. pe3y.rrra'ra 0'r npoaenenom JOroBapsHe ce CECTaBH HACTOSILHA nporoxon B msa

ennooﬁpazlm emcmnnxpa, Mo €IMH 3a BCAKa OT CTPAHHUTE. '

3A BB3JIOXUTEI, 3A THUKA:
KOMHCHS B CHCTAB: il

“BIJIACHO WI.2 OT 33JI]1



I[NPOTOKO.JI

Ha ocHoBaHHe Wwi. 67, an. 2 ot [M13071
OT NIPOBE/ICHH NPETOBOPH M0 NpoueNypa Ha j1oroBapsHe 6e3 npeBapuTeNnHO obsBIeHHE 3a
BB3TAraHe Ha obLiecTBeHa MOpbUKa ¢ peaMeT: ., J0cTaBka Ha IEKapCTBEHH NPOAYKTH 3a 2017
I.. OTIIyCKaHH 110 peja Ha HapenGa Ne 34 ot 25.11.2005 r. 3a pexa 3a 3annamase ot
.pen}'ﬁﬁnkaﬂcxuﬂ OlomKeT 3a NeYeHHETO HA GBArapCKH rPaxIaHH 3a 3a60NABAHHS H3BBH
06XBATA HA 3AXBIKHTEIHOTO 3/IpaBHO OCHIYpsiBaHe, 3a JieyeHHe Ha nauueHTH cse CITHH,
TyOepKyno3a, ICHXHYHH H NOBEAeHYECKH pa3crp6ﬁcmé, AbIDKAUM Ce Ha yrorpeba Ha

OMMHOMIH, CHHAPOM Ha 3aBUCHMOCT, 110 IpeKpaTeHa 060co0eHa No3uuus ™

Ha 25.072017 r. oT 13:00 waca B rp. .Codus, B crpamata Ha MUHHCTEpPCTBOTO Ha
3npaaebna33auer6 Ha azpec: 1L ,,Ceera Henens™ Ne 5, ce mpoBezie npotiefypa Ha AoroBapsiHe
6e3 npeABapUTENHO OOABICHHE 3a BBINAraHe Ha obiiecTBeHa NopwuKa ¢ npeamer: . Jloctaska
Ha NIEKapCTBEHH NPOAyKTH 3a 2017 r., otniyckanu no pena Ha Hapena Ne 34 ot 25.11.2005 .
3a peda 3a 3alniaiiaHe ot penyﬁnnxaﬂcknx'GiomKer 3a JIEYEHHETO Ha OBATAPCKH IPakKIaHH 3a
3a60/sBaHMA M3BbH OOXBATA HAa 3aNbIKHTETHOTO 3/PaBHO OCHIYPABAHE, 3a JICYEHHE Ha

nauueHtH c¢b¢ CIIMH, TyGepkynosa, ncuXHYHE U NTOBEAEHYECKH Pa3CTPONHCTBA, IBJDKALLHA CE

Ha yrmoTpeba Ha ONHOMIM, CHHAPOM Ha 3aBHCHMOCT, MO npekpareHa o0ocobeHa MO3MLUL®.

ObmectBenata nopbuka € OTKpuTa ¢ Pemenne Ne PJI-11-206/13.7.2017 r. Ha Mar. apm.
Hmms‘ Heituesa, -3am.-mnmécﬁp Ha 37paBeona3BaHeTo (BB3A0KUTEN, ChIVIACHO 3amosex No
PJ1-01-208/13.06.2017 r. Ha MHHACTBPA Ha 31PaBEONA3BAHETO).

B npouenypaTa Ha IOroBapsHE B3eXa yuacTHE KOMHCHS onpeneneHa cue 3anmoeen Ne
PI-11-218/25.07.2017 r. w®a Mar. ¢apM. Jluams Heituesa, 3aM.-MHHHCTBD -
3/IpaBeona3BaHeTo (BB3NOXKHTEN, CBIAAcCHO 3amoBej Ne PJI-01-208/13.06.2017 r. Ha
MHHUCTBpaA Ha 3ApaBeONa3BaHETO), B ChCTAB! ) -

Ipeacenaren:

a-p Henu Tapuscka — HayanHuk Ha oraen .JlexapcTBeHH MPOAYKTH M MEIMIMHCKH
H3IeAUS H KOMHCHH", AMpeKLHs , JIekapcTBeHa moauTUKa™ ' ‘

YneHose:

mar. ¢papm. TaHs l"eerHosa — TfaBEH €KCNepT B OTAeN ..JIeKapcTBEHH NPOAVKTH M
MEIUIHHCKH U3AeIUS U KOMHCHHU®, AUpeKuus , JlekapcTBeHa nonuTuka®; 7

Baus MP_{TK(;Ba = AbpKaBeH eKCrepT B oTAen ,,O0LIEeCTBEHH MOPBUKH™, Anpekuus; ‘

..HopMaTuBHO peryiinpane ¥ 0OLIECTBEHH MOPBYKH B 3/IpaBe0Na3BaHeTo ™ ;
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lllenaii EmuHOBa — CTapuiH FOPHCKOHCYAT B otaen ..O6uwectseHH -nopvum“,
aupexums ,,HopmaTuBHO perynnpaHe H 061LeCTBEHH OPHYKH B 3ApaBeONa3BaHeTO™; '

Xatuake . CTHXapiaMeBa — TjaBeH eKkcrmepT B oraen ,.Biomxer™, AMPEKLIUS
..DHHAHCOBO-CTONAHCKH JCHHOCTH M yTpaBAEHHE Ha COBCTBEHOCTTA™,

u Emun JJanes — ynpasuTen N NpeACTABIIABALI YYACTHHKAE B npoueaypara ,.Meaekc™
00Aa.

KaTo ce npuabpxa TOYHO KbM ITBPBOHAYATHO ohpeneneﬁme YCIIOBHMS H M3HCKBAHHA
3a- mmmﬂeuué Ha MOpBbYKaTa, ce MpPOBEAOXa NpPEroBOpH ¢ yqac-mﬁké 3a CKJIIOYBaHE Ha
JIOFOBOP, KaKTO ClIeABa:

1. Y4acTHHKBT ,,Menexc‘.‘ O0JI e mnogan npenﬂoxceuﬁe ¢ BX. Ne 26-00-

A1268/24.O7.2017 r., mogageHo B 14:42 yaca.

OcHosa 3a BOZIEHE Ha NpPEeroBopuTe ca MOKaHa 3a yqac:"me, NPUIIOKEHHS KbM Hes

MPOEKT Ha AOTOBOP H NpPEACTABEHHTE OT YYaCTHHKA TEXHHYECKO H IIEHOBO MpeAIOKEHHUE.
| C noxaxa N9'26--00-12_68/vl3.07.2017 r. Ha mar. ¢apMm. Jluaus HeiiueBa, 3am.-
MHHHCTBP Ha 3ApaBeorna3saHeTo (Bb3A0XKHTEN, ChrIacHO 3amoBed Ne PZI-(_)]-208/ 13.06.2017 r.
HAa MHHMCTBpPA Ha 3]paBEONa3BaHETO) € ONpefeNeH CAeAHHST 'MaKCHMa/IHO pasriofiaraeM

¢unancoB pecype:

% i ™M poaso Maxenumanna
3a60aanane ae ATC woa HETATCHTHO 2::::‘"““ Mapxa :at:ﬁuonxn'o e ::'“‘u-.:u, ?::‘:;J?m MEE xaa
pea HauMenoBanse 24 r;m' oy
Al5,A15.0,A15.1,
AlS.2,A15.3,A15.
5,A15.6,A15.7,A1
5.8,A159,A16.0,
Al6.1LAN62,AN6.
3,A16.4,A16 5,At
. 6.7.A168,A169,
z . o = Al17.0A17.1,AI7.
Tybepxyaol 27 JOIAKO PYRAZINAMIDE DEPOPAINS GopMa mg. 0,000360 238 200 000 85 752,00 . 8.A17.9.A18.0,A1
£ 3.1 AI82A183,
Al8.4A18.5A18
6,A18.7,A18.8,A1
9.0,A19.1,A19.2,
Al9.3.A19.9.B90.
0,890.1.890.2,B9
0.8.890.9
Y4acTHHKBT € HarpaBHi CACAHOTO OPEAAOKEHUE 32 HINMBIHCHHE!
3abousnp Ne o ATC MexTynapoans Tuproscxo JlexapcTe KaanvecTso Oxonusreana | Koawuvecrso MED xoa
ane pex =03 HeaTenTHO HIAMERORANE ns dopxa K2 IKTHBEOTO [pAaxosKa a0
HABwMEHOBAARE e | wemecTao
Tybepsya 27 JO4A | PYRAZINAMID PYRAZIN Tabl. 500 mg- 100 238 200 ;\;5“"1‘;5]:’]‘;55;’:;
wa Kol |- E . AMIDE 000 6,15 7,A15 8 AlS.
KRKA, . 9,A16.0,A16.1,A16.2
Tablet, A16.3,A16.4,A16.5,
2 Al6.7,A168,A169,
500, mg,

Al7.0,A17.1,ALTS,
Pack: 100 <1 AITSAIBOAISE,
’ AIB2A183,A184,
AIBSAISGAIRT,
AI88,A190.A19.1,
Al19.2,A198 A19.9,
B%0.0,850.1,890 2B
90.8,890.9




- YYaCTHUKBT € HamnpaBHJ CIIEAHOTO UEHOBO NpPEIOXKCHHE!

O
{2 Bfew,

prorc e
Pyrazinamide 84 322 80 ne.
. = : . (ocevMaecer u -
| . 0,000295 5B. 0, 000354 nB. HETHPH XHUMAIH
. . (#yna usno, (Hyna nano, 14,75 an. (cenemmanecer | TpucTa ABaznecer
PYRAZINAMID | uyna uyna uyna Hyia Hyna (veTMpHHanecer |-  AcCBA K W AB4 1€B2 H
500mg tablets x | nBe AeBeT MeT | HYAA TPH NET | /ieBa M CEEMAECET |- CexeMmAeceT oceMaeceT
) AeBa) . H MET CTOTHHKH) CTOTHHKH) CTOTHHKH)

100 9ETHPH JIeBa)

Hpﬁ IPOBEJICHO AOTOBapsiHe, H3BbpINeHO OT 15:10 t_mca Ha 25.07.2017 r. 6 crpé.uaTa B
Ha MHBHCTépcmdro Ha é#paBeonasaai{e'ro,‘rp. Codus, nn. ,,Csera Henena* Ne 5, ce noctrrua :
carnacx;xe' Mexény'_ _ci‘pa&ime’ 3a ' M3MbJIHEHHE HA [IOpBYKATa, CHIIACHO npénnapﬂfenﬂo
‘0GABEHHTE ycnoanx- H M3MCKBAHHS 33 M3NBIHCHHE HA NIOPHUKATA, ChABPKALIM CE B PEMIEHHETO .
‘ 33 OTKpHBAHE HA npoﬁe,uypa‘ra, B NOKAHATA 32 y4acTHE H CBITIACHO KJiay3HTe Ha npdekra Ha
JoroBOpa. ' : o | ‘ | _ | | '
' Komncma‘npénnbxm,'ﬂa yuaCTHHKA na HamarH odepupasara enﬁﬂn;ma meHa 3a
nélgapcmeﬂwl IPOAYKT _-,,PYRAZINAMIDE.“. [MpencrapnsABaus . ydacTHHKa 3asdBH, Y€
IpeUIOKEHaTa LieHa e“B"b_BMO)KHO Hall-HMCKaTa, KOATO MOXe [a Ce MpPENOKH H He MOXE Ia ‘
TIPE/IOKH ApYTa, nb-nuéxa OT Hes. ' ” _ 7
JlorosapsHeto ¢ yqacTHHKa ,Menekc” OO]l npuxmoun Ha 25:07.2017 r. B 15:20 1.
3a Pe3y/ITaTa OT INPOBEAEHOTO ﬂorqBapmé”cg CBCTaBH Hacmxm}m. NpOTOKON B ABA

eIH006pa3HA EK3EMIIAPA, IO eAMH 32 BCAKA OT CTPAHMUTE.

3A BB3JIOXUTEILA,
KOMHMCHUS B ChCFAB:

“BIJIACHO YJ1.2 OT 33J1/]



