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JTIOKJIAJT

Mo un. 103, an. 3 ot 3011, eb8 Bpw3ka ¢ 41.60 ot [II130I1, BBB BpB3IKA ¢ MPOBEKAANE HA
BLTPEILCH KOHKYPEHTEH M300p M eJleKTPOHEeH TBHPr 3a Bb3/araHe Ha O0IMECTBEHA NOpPbYKa ¢
npeaMeT: ,3akynyeane Ha JlekapcrBend NPOIYKTH OT AHATOMO-TepaneBTH4a rpyna B
"KpbE H KpLBOTBOPHH OpraHu" H ARaToMo-TepanepTn4ya rpyna L "AHTHHEONIACTHYHH H
HMYHOMOJY IHpaili cpeactea’ 3a Hyxaute Ha YCBAJIO EAJl mo PaMkoBo cmopasymeHine
P/1-11-24/18.01.2021r.%, oT feiHOCTTa Ha KOMHCHS, HazHaueHa cbe 3amoBen Ne 3-56/11.03.2021r,
U3M, ¥ JIOIL ¢BC 3anoseq Ne 2-56#1/29.04.2021r, na Uzmeanurensus pupextop va YCBAJIO EAJT
ChC 3a4aua 1a NPOBEJAE KaTo pasrnega M Kiacupa MNoiyderuTe odepTn B OTFOBOP HA NUCMEHA
nokaua ¢ per. Ne 10-00-91/25.02.2021 r.

1.LKOMHCHS B CbCTAB :

Ipeacepaten: 1.Teogopa Tpudonopa-HalizenoBa — ropuckoncyar, oraen ,lipabeH u
0011ecTBeHH NOPBUKK™

Ynenone:

2. Penn CtounoBa - MarucTsp - (papMauceT, ppKOBOIUTE HA BOJTHMYHA anTeKa;

3. MUpuHa MeHeBa — KOPHCKOHCYIT, 0TI ,[IpaBeH M 001IeCTBEHH MOPBUKHY”
2. YYACTHHULH B IIPOUEYPATA:

1) ®apmuer EAJL - Ne 03736 or aata: 09-03-2021r., 09:14 u.

2) "CODAPMA TPEHUHI" AJl- Ne 03877 ot aata: 08-03-2021r., 10:534.

3) "ObOHWKC ®APMA" EOO/- Ne O41240t para: 01-03-2021r., 11:34u,

4) "AJITA ®APMACIOTHUKBIIC" EOO- Ne 04183 or gara: 26-02-2021r., 13:18u.
3. KIACUPAHE HA YYHACTHHIUWUTE B IIPOOHEAYPATA:



3.1. Ha eran mojasaHe Ha odeprd, cUCTEMaTa HalpaBU BPEMEHHO KIacUpaHe, MogpobHO
onucaHo B lIpunoxkenne Nel xbm [porokon Nel o110.05.2021r.

3.2.Cien npoBeleH €IEKTPOHEH THPT 1o pejia Ha 4. 89 u cneasawure ot 3011, cucremarta
Hanpasy OKOHYATENHO KJacupane Ha y4acTHHLMTE, NoApoOHo onucaHo B [Ipunoxenue Ne2 Kbm

[Tpotoxon Nel ot 10.05.2021r.

B13 ocHoBa Ha kputepus no 4. 70, an.2 , T.1 ot 3011, kxoMHcHATa NMpeAnara Ha BB3J0XKUTENSL
Na CKIIOUM JOTOBOP 3a M3MBJHEHHE Ha OOINecTBeHa Nopbuka ¢ MpeAMeT ,,3aKyMyBaHE Ha
JlekapcTBeHH MpOAYKTH OT AHaTOoMO-TepanesTHya rpyna B "KpbeR W KpbLBOTBOpHM OpraHu" u
Anaromo-tepanesrdya rpyrna L "AHTHHEONNACTUYHM M WMYHOMOIYJNMpallH cpeacTsa” 3a
Hyxaute Ha YCBAJIO EAJT o Pamkoso criopazymenue PII-11-24/18.01.2021r. 3a cboTBeTHUTE
HOMEHKJIATYPH ¢ YYACTHULIMTE KIMACHPAHH Ha MbPBO MACTO, cbriacHO [lpunomenue Ne2 kbm

Iipotokon Nef ot 10.05.2021r.

B xo0ha na paboraTta Ha KOMUCHATA HE ¢ YCTAHOBH OTCTPaHSABAHE Ha YYaCTHHK, IPEKpaTiBaHe

Ha npodeaypara W npelcTaBaHe Ha MOCTPH.

Hacroammst JoKnas € noanucad Or BCHUKH 4leHOBe Ha KOMHCHATa Ha aata 10.05.2021r,,
Karto chillMAT € npejained Ha gata 10.05.202 1 r.r 3a yrepeKaaBaHe OT Bb3J0XKUTEIN BEAHO C LAIIATE

AOKYMEHTAIIHA M3TOTBEHA B X0/1a Ha pa60Ta Ha KOMHUCHATA.

Ilpunoxenust:

[Iporokon Nel ot 10.05.2021r.

[punoxeure Nel - pe3ynraT oT BpeMEeHHOTO KJlacHpaHne, el OTBapsHe Ha HICHOBUTE
ApEATOKESHHUS;

HpHJ’lOH{eHHB Ne2 - pe3ynTatT OT OKOHYATCITHO KNACHPAHE, CAe NPOBCACH CNCKTPOHCH THPI,

Hpence)é’re)l:
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ITPOTOKO.JI

OT 3acenaHusTa HA KOMUCUA Ha3zHadeHa ¢be 3amosen Ne 3-56/11.03.2021r. u3M. cbe 3anosen
No 3-56#1/29.04.2021r. na Usnbauurenuua aupektop Ha ,,YCBAJI no onkonorus® EAJL, ¢be 3a1aua
Ja TpoBeje MpOoLEeRypa Mo BbTpeLteH KOHKYPEHTEH M300p M eIEKTPOHEH THPT 3a BB3JaraiHe Ha
obecTBeHa TMOpBbUKA C NpeaMmet: ,3akynyBaHe Ha JleKapcTBEHM TIpOJAYKTH OT AHATOMO-
tepanestiua rpyna B "KpbB W KkpbBOTEOpHM oOpraHM” U AHaTomo-TepanesTuda rpyna L
" AHTMHEOIIACTUYHY ¥ UIMYHOMOAYIHpaIlK cpeactea” 3a Hyxante Ha YCBAJIO EAJL no Pamkoso
cnopasymenue PJI-11-24/18.01.2021r. B wn3nbinenne Ha Pamkoso cmopasymenue PJI-11-
24/18.01.2021r, kaTo pasrieaa u KliacHpa rmoay4eHuTe oepTy B OTIOBOP HA NMCMEHA ITOKaHa C per.
Ne 10-00-91/25.02.2021 .
Ha 11.03.2021 r. or 13.00 uaca, B M3MBJIHEHHE Ha TOPENOCOYEHATa 3arMoBel], ce chOpa
KOMHCHA B ChCTAaB:
Mpeacenaren: 1.Teogopa Tpudonosa-HalizeHosa — ropuckoucynt, otaen ,Jllpasen u
OO LLUECTBEHH NMOPbUKU”
Yraenose:
2. Penu CToMOBa - MarucTobp - hapMalerT, pbKoBOAUTEN HA boaH#HYHA anTeka;
3. Mpuna MeHzgeBa — IOpUCKOHCYNT, 0TAeN ,, JIpaBeH v o0mecTBeHr NOPBYKKH”
ChC 3371244 J1a POBe/ie IPOLEAYpa MO BETPELIEH KOHKYPEHTEH H300D M eJIEKTPOHEH THPT 3a Bh3jlarane
Ha ofulecTBeHa NopbYKAa C TNpeaMeT: ,,3akynyBaHe Ha JlekapcrTseHW TIPOAYKTH OT AHATOMO-
TepanegTuua tpyna B "KpwBE W KpBBOTBOpHM opranu” M AHaTOMO-TepamneBTH4a rpyna L
" AWTMHEOMIACTHYHM ¥ MMYHOMOAyAMpaliy cpeacta” 3a Hyxute Ha YCBAJIO EAJl mo PamkoBo
cnopazymenye PJ1-11-24/18.01.202ir.", kato pasrieaa ¥ Kiacupa roJiy4eHUTE O(EPTH B 0TIOBOP HA
nrcMena nokaxa ¢ per. Ne 10-00-91/25.02.2021 r.
O6uiecTBeHaTa NOPbYKA Ce NPOBE/IE eNEKTPOHHO Upes eNIEKTPOHHATa CHCTEMa 33 3aKyTyBaHe
Ha JIeKapcTBEHH TIPOAYKTH 33 HY)KAWTE Ha JeueOHuTe 3aseienns B Penybnuka bwnrapus / nap. 3a
kparkoct CucTeMara/, Hammpaiua ce Ha agpec: https://cop.mh.government.bg/.
Jlo o6sBeraTa gata v yac B nmokana Ne 10-00-91/25.02.2021 - 10.03.2021 r. o 23:59 yaca B
cHCTeMara ca nocTbNUIK 4eTHpH odepTH, KakTo ClielBa:
1) “dapmuer” EAJ] - Ne 03736 ot parta: 09-03-2021r., 09:14 u.;
2) "CO®APMA TPEMJIUHI™ AZl- Ne Q03877 ot nara: 08-03-2021r., 10:53u.;



3) "®bOHHUKC ®APMA" EOO/I- Ne 041240t nara: 01-03-2021r., 11:34u.;

4) "AJNTA ®APMACIOTHKBJIC" EOOM- Ne 04183 ot nara: 26-02-2021r., 13:184.

Cnen Karo ce 3anosuaxa ¢ Y4acTHHIIMTE NOJANM CNeKTPOHHH o(epTH, NpeiceaaresiaT
4JIeHOBETE HA KOMUCUSATA TIOMLITHIXA U OANHCcaxa AeKnapaunu 3a obcrogrencTeara no ua. 103, an.2
ot 3011 1 un.51, an.13 ot [IpaBuannka 3a npuiarate Ha 3aKoHa 3a 001UECTBEHH MOPBYKH.

L PASIJIEKTAHE HA ITIOJAAEHUTE O®EPTH OT YYHACTHUIIUTE.

KoMucusTa npuerhbnd KbM OTBapsAHE Ha TOJ3jieHHTe OdepTd, 1O pesa Ha TAXHOTO
noctbnBane B Cuctemara. C OTBApPAHETO HA MOA3JEHHTE O(EepTH NPUKIIOYH NyOnMYHaTa 4acT oT
3ace]aHHUETO Ha KOMHCHATA.,

Komucusita Ha 3aKpHUTO 3aceJaHHe B ChIMA JeH MPHCTBIK KbM H3BbPIIBAHE HA NTPOBEpKa 32
HANMMYHMETO W CHOTBETCTBHETO HA MPEICTABEHUTE NOKYMEHTH U MH(OPMALMA ¢ U3MCKBAHMATA Ha
BB3.JI0KMTENA, KATO YCTAHOBH CNEIHOTO:

1. Pasraexxaane odeprarta Ha “@apmuer” EAJL:

Odeprara Ha y4yacTHHKA ¢ noamicana eiaexkTpoHno ot Ceerocnasa TepsusnoBa —
YI'BJIHOMOILEH MPEACTABHTEN, ChIIIACHO NPHIOKEHO KbM 0(hepTaTa KOHHe HAa HOTAPHAIHO 3aBEPEHO
TBLJIHOMOIIHO ¢ npasa [Ja TO0JaBa W MOANKMCBA BCUYKM EEKTPOHHH INOKYMEHTH OT MMETO Ha
APYKECTBOTO KbM MMHMCTEPCTBOTO Ha 3/4PaBEONA3BAHETO BbB BPB3KA C YyUACTUE B NPOLEYPH 110
pena Ha 3001 1 33 PaMKOBH ClIOpasyMeHHs OT LICHTpPANEH Opran B cexTop"3apaBeonassaue”, upes
e/eKTPOHHATa CUCTEMA .

B paspen ,,3agBnenue 3a yyacTue® YYaCTHUKBT € MPUNOKKI AeKiapaLus no wi 54, an.2 u
an. 3ot 3011, Ka10 € NPUKAYK MOMBIHEH CHIIACHO M3HCKBAHMATA Ha BB3A0XKHTENS eEEJIOII no
oOpaszeu, kato cbuuatT (EEJJOIT-a) e noanucas ¢ eNEKTPOHEH NMOAMKUC OT HAICKHUTE JHlA 1O YL
40 ot ITH3OIL

Cnen pasrigexiadHero Ha npeactasenns EEJIOIL, xomucusaTa npueMa, ue ydyacTHHKa €
AekapHpan nurcata Ha ofcTosTencrsa no wi.54, an.l ot 30I1, 8 choTBeTCTBHE C pasnopeadHTE Ha
un. 54, an.2 ot 3011 1 4. 40 u un. 41 ot [IN30IL

BB BpB3Ka ¢ rOPEU3N0KEHOTO W Bb3 OCHOBA Ha MPEACTABCHUTE OT YY4CTHHUKA JIOKYMEHTH,
KOMMCHATA KOHCTATHPA, Y€ CBHUIMAT OTrORApd Ha W3UCKBAHWATA HA BBL3JIOKWTENS M JONYyCKa
yuactHuka “@apmuer” EAJl o pasriexiaHe Ha TEXHMYECKOTO MPEIUT0KCHHE.

2. Pasraexiane odeprata na "CO®APMA TPEAJVHT " AXl:



O¢eprata Ha yyacTHMKA € MOAMUCAHA €NEKTPOHHO oT WeaH [1aBioB — ymeaHOMOLLEH
NpeacTaBuTen ¢ npasa Aa npejctasissa ,Cogapma Tpeiinnar” AJl mpel BCeKH M BCHUKH
Bb3ioxurenn Ha OOLIECTBEHM TIOPBUKM 33 JOCTABKA HA NEKAPCTBEHM TPOAYKTH, GHONPOLYKTH,
MEOHUMHCKHE H3/161MA H KOHCYMATHUBH W/MJIM XPaHH -BKIFOUHTENHO, HO HE caMo MHHHCTEPCTRO Ha
3[paBeona3BaHeTo, 1euebHUTE 3aBejieHus 3a OONIHMYHA NTOMOLL, Ne4eOHH 3aBCACHHA 110 YI. 5 1 ulL.
10 or 3akona 3a 1euebHure 3apeaenus, Llentpanen OPTaH 3a NOKYMKH B CEKTOP ,,3ApaBeonassane”
M Ap.. K4TO MMa NpaBo /ia HOJINKHCBA JOTOBOPY 33 Bh3jlaraHe Ha oOIUECTBEHH MOPBYKH, CLINIACHO
AOKYMEHTAUWATA 33 y4acTHe, OT UMeTo M 3a cMeTKa Ha ,,Codapma Tpeiiauur” AJl. Bee spb3ka ¢
FOPHOTO Aa HOITB/IBA, NOAMUCBA, NO/ABA H N0J1y4aBa (BbE Beika HeoOXoanMa GopMa, HOTAPHATHO
3aBEPEHa WM HE, BKIIOYMTENHO M MO €NeKTpoHeH ubT, upe3 Enekrponuara miatdopMa na
leHTpaneH opra 3a MOKynKku B CEKTOp ,,3/ipaBeora3Bane”™) oT UMETO W 33 CMETKa Ha »Cotapma
Tpeitnuur” AJT odeprn, neknapanuy, cnpaBKy, MOJIGH, IPOTOKOMH, KaNn0H, BL3PAKEHUS 1 IpYyru
AOKYMCHTH, KAKTO H Ja M3BBHPLUBA BCUUKM APYTH HEOOXOAMMU NpaBHU U (akTHuecKn neHcTBUs,
CBBP3aHM ¢ MM HeOOX0AUMH 32 yuacTHeTo Ha ,,Codapma Tpeitannr” Al B npoLieAypH 3a DOCTABKA
Ha NeKapCTBEHH NPOAYKTH, GHONMPORYKTH, MEAULMHCKA M3I€M H KOHCYMAaTHBHM WUITH XPaHH 0
3akoHa 3a OOIUECTBEHMTE [OPBUKH ¢ Bb3nokuTean 'MUHUCTEPCTBO Ha 3IpaBe0na3BaHeTo,
neuebnuTe 3aBesieHns B PentyGnuka Buirapus, nevebHuTe 3aBefenns 3a 60HUUHA rnomoir, JeueOHU
3aBENEHMA 10 UMl 5 u un. 10 or 3akona 3a neveGunTe 3aBenennus, LleHTpanen opraH 3a NOKYIIKH B
CEKTOp ,,3ApaBeonassane” u BeekH Jpyr Branoxuren na ofmectsenn nopuuku, Jla BOXM OT MMETO
H 3a cmerka Ha ,Codapma Tpeitounr® AJl usnata KopecnOHAEHLMS ¢ BL3loXKUTENMTE Ha
06LIECTBEHM MOPBYKH MO CMUCHIA Ha 3aKOHA 3a O0LIECTBEHHUTE NOPhUKH.

B pasnen ,.3asBneHne 3a yyacTHe y4aCTHUKBT € MPWIOKMN AeKaapauus no @i, 54, an.2 u
ar. 3 or 30I1, xato © NPUKAYWIT NONBIHEH CBIIACHO H3UCKBAHMATA HA BH3NOKHTENS eEEJOII mo
npunoxeuns obpasew, karo culuust (EEJOI1-a) e noanucas ¢ €JICKTPOHEH MOANUC OT HAAJIEHKHNUTE
auua no wi. 40 ot I[I130T11.

Cnen pasrnexpanero Ha mpeacrasenus EEJIOIT, komucusta NpHEMa, Y€ YJYacTHHKA e
AeKIapupan aancara Ha odctosaTenctea no 4a.54, an.1 ot 3011, B chOTBETCTBYE ¢ pa3noOpeOHTE Ha
. 54, an.2 ot 3011 u un. 40 u un. 41 ot MI130I1.

BB BPB3Ka C rOPEM3IOKEHOTO H Bh3 OCHOBA Ha NPE/ICTABEHHTE OT yYaCTHUKA JOKYMEHTH,
KOMHCHATE KOHCTATMPA, Y€ CHUIAAT OTIOBAps Ha W3UCKBAHMATA HA BLANOXKHTENS H AONMyCKa

yuactHyka "COOAPMA TPEUIUHI™ ATl xo pasrnexjiaHe Ha TEXHUYECKOTO MPeaoKeHHe.,



3. Pasrrexnane odeprara na "O@hOHHUKC ®APMA" EOO]]

Odeprara Ha yyacTHHKA € NO/JNHMCAHA eNeKTPOHHO oT Jlanuena Huxonosa - perucrpupan
MOTpeOUTEN B €AEKTPOHHATA CUCTEMA, CHITIACHO 0A06PEHO 0T MUHKCTEPCTBO HA 3/PABEONA3BAHETO
fIHCMO 33 NOTBLPKAaBaHe Ha noTpebuten. [oTpeSUTenIT ¢ YIBIHOMOUIEH 1A M3BBPLIBA BCAKAKBH
MpaBHH M QaKTudecku AEHCTBHA, cebp3aHd ¢ ydacTHero Ha "®BOHHMKC ®dapma” EQOJ B
00lileCTBEHATA NOPBUKA.

B passen ,3agpreHnme 3a yuactue® YYACTHHMKBLT € DPUKAUMT INOMBIHEH CHLINIACHO
H3ucKBanuaTa Ha Bw3noxkurens eEEJJOIT nmo obpazen, kato cbuuar (EEJIOM-a) e moanucan ¢
€JIEKTPOHEH MOANNHC OT HaJIeKHUTE nuua no uia. 40 ot [1130I01.

Cnen pascnexianero Ha npexcrasenuss EEJIOT], komucusTa IpHEMa, He yYacTHUKET €
AeKnapupai auncara Ha obctosrencrea no un.54, an.l or 3011, B chOTBETCTBHE ¢ pasnopcadvre Ha
ui. 54, an.2 ot 3011 1 un. 40 u un. 41 ot [MI130IT.

BBB BpE3Ka C rOPEM3NOKEHOTO U Bh3 OCHOBA Ha NPCIACTABEHHTE OT YYACTHHKA JOKYMEHTH,
KOMHCHATA KOHCTATHPA, Y€ CHIIMAT QTIOBAps HA M3UCKBAHMATA HAa BBINOKATENA H AONycKa
"®bOHUKC ®APMA'" EOOJ 10 pasriexjane Ha TEXHHUECKOTO PEANOKEHHE,

4. Pasraexaane ojepraTta Ha “AJITA ®APMACIOTHKBJIC" EQOOJ

Otpeprara Ha yyacTHUKa € NOANKCAHa e1ekTpOHHO oT Becka Konera - yirbaHoMoueno nue
Ha AuTa apmaciotikeiac EOOL ¢ npaBa 12 M3BbPLIBA OT UMETO Ha APYIKECTBOTO BCHYKH IPABHH
M (PaKTHYCCKM JEHCTBHS, KOUTO CE HAJAraT BbB BPB3Ka C Y4ACTUETO HA APYKECTBOTO B npoueaypH
no 3011, BkA. na npe/cTass M MoAnKUcea OPEpPTH, KAKTO U BCHUKH HEOOXOIMMH JIOKYMEHTH, 10 CBOR
MPEUEHKA W ChIIACHO ycnoBuaTa Ha Beanoxutens; /la npeacrasngba apykecTBOTO BbE BCHYKH
€TaNl OT LPOLEAypaTa, B TOBAa YWCIO MPH TIOAABaHE, PasreKAaHe, OLEHKA M KIacupaHe Ha
o(epTuTe, KAKTO H NMPEABAPHTENCH TOAO0P HITH BOJEHE HA NPETOBOPU 33 ONPEACIIAHE K1ay3uTe Ha
AOTOBODA, KATO M3BLPLIBA BCHUYKH HCOOXO MMM ISHCTBYSA 3 y4acTHE B MPOLEAYPATa, B TOBA UHCIO
Aa nostyvaBa v MOANKMCBA OT HMETO Ha JIPYKECTBOTO MPOTOKOJM, PELICHHA M APYTH JOKYMEHTH 34
yuyacTue Ha Bb3noxurens.

B pasnei ,,3assncHue 3a yuacTHe” y4aCTHUKET € IPUNOKHN ASKTapalus o €. 54, an.2 u
an. 3 ot 3011, kaTo e NPUKAYKI [IOMTBJHEH CHIAACHO M3HCKBAHMATA HA BBH3JIONKUTENS eEEJIOII no
obpasel, karo cbiuar (EEJIOfI-a) € noanucan ¢ eneKTpOHEH MOAMUC OT HANJIEKHNTE JIMIIA [0 .

40 or TIT3011.



Cren pasrnexcpanero wa npepctasenns EEJIOTT, koMucHATa npueMa, ue y4acTHMKA e
Aeknapupan nurncara Ha oGerosTenctsa no un.54, an.1 or 3011, B cboTBeTcTBYE ¢ pa3nopeaduTe Ha
4. 54, an.2 ot 3011 1 wn. 40 u wr. 41 ot IIIT3OIT.

BuB Bph3ka ¢ ropeysnokKeHOTO H Bb3 OCHOBA HA MPSACTABEHNTE OT YHACTHHKA JOKYMEHTH,
KOMHCHATA KOHCTATMPA, Y€ CBIMAT QTTOBAPA HA W3HCKBAHMATA H4 BB3NOKUTEIA W JONycKa
yuactinka "AJITA ®APMACIOTHUKDBIIC" EOOH a0 pastiekiaHe Ha TEXHHYECKOTO

pe/LIoKeHHE.

II. KOMUCHATA IIPEMUHA KBM PA3TJIEXIAHE HA TEXHUYECKHTE

HPEJJTOXKEHHUS HA YYACTHHIUTE
1. Texuumuecko npegnoxenne Ha “@apmuer” EAJ]
B TexaH4ecKkoTO CH NpeNsIokKEHHE YHACTHHKDLT:

L. Rexnapupa, ue e B CECTOAHHE 1@ H3ITBIHY KAUYECTBEHO MOPBYKATA M B IThIHO CHOTRETCTBHE
C TeXHHUYECKaTa cnequduKaLus 1 U3UCKBAHHATA HA BB3JIOKUTENS.

2. llexnapupa, 4e KbM AaTaTa Ha BCAKA OCTABKA A0 NeueGHHUTE 3aBefeHMA - BB3TOKUTENH
OCTATBUHHAT CPOK HA FGAHOCT HA TPEANOMKEHUTE JIEKAPCTBEHH NPOAYKTH LUE € HE TO-KPaThK 0T 40
% 0T 00ABEHHS OT NPOU3BOIUTEI.

3. Hleknapupa, 4e KbLM Aatata Ha BCAKA JOCTABKA [0 CHEGHMTE 3aBEACHNUS - Bh3NOKHTCIN
OCTaTBYHHMAT CPOK HA FOHOCT HA MPEATOKEHUTE OHONPOZYKTH H/HIH GHONOAOGHM NPOAYKTH 1IEe €
He Mo-KpaTbK OT 20% oT 00sABEHH OT NPOU3BOAUTENS.

4. punara aeknapauys OT NPUTEKATENA Ha PA3PELLIEHHETO 3a ynoTpeba/ Mpou3BoMTENs HA
MeKapCTBEHUA IMPOAYKT, Y€ € 3afI03HAT C H3UCKBAHMATA KbM JICKAPCTBEHUTE MPOJYKTH, C TOCOUECHUTE
B NpOLELYpaTa KOMMYECTB2 32 TO3W NeKAPCTBEH IPOAYKT, KAKTO M Y€ € ChLJIACEH JIeKapCTBeHHS

NpoayKT Aa Obje odepHpaH OT y4acTHHKA B NpoleIypaTa.
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BbB BpB3Ka ¢ ropeusnoKeHOTO KOMHCHATA CUMTA, Y€ TEXHHYECKOTO TIPE/IIOKEHHE Ha

yuacThuka “@apmuer” EAJ] o1roBaps Ha H3UCKBAHMATA Ha BLAIOKHTENS U IO AOIYCKA 710 OTBapsHe
Ha LICHOBOTO MY NpeLI0KCHHC.

2. Texnuiecko npenaoxenne na "CO®APMA TPEHTHHI™ AJ]



B TexnuvuecKoTo ¢ npeloKeHHe YMACTHHKET:

1. Jleknapupa, ue € B ChCTOSHHE /|2 H3MTLIHM KAYECTBEHO MOPLUKATA H B IThJIHO COTBETCTBHE
C TEXHMYecKaTa crielH(prKaLKsa H M3UCKBAHUATA HA BB3JOKHTENA.

2. Jlexitapupa, 4e KbM JiaTaTa Ha BCAKA JOCTaBKA A0 NeyeOHUTE 3aBEJSHUS - BBIIOKUTENH
OCTaTBUHUAT CPOK HA IOJHOCT HA NPEANONKEHNTE IEKAPCTBEHH NPOLYKTH LIE € HE TI0-Kparbk oT 40
% 0T 00ABEHUS OT MPOU3BOAUTENS,

3. [leknapupa, e KbM faTaTa Ha BCAKA JOCTAaBKA A0 JieueGHUTE 3aBeICHYS - Bb3IOKUTEH
OCTaTBYHHAT CPOK HA FOJHOCT Ha MpeaNioKeHnTe DMONPOAYKTH W/HIH OHONO00HH TIPOAYKTH 1IE €
He no-kpathK 0T 20% oT 00ABeHMs OT NPOU3BOAUTEIIS.

4. Ilpunara aeknapauus OT IPHUTEKATENA Ha pa3pelieHueTo 3a ynotpeba/ MPoM3BOMTENA Ha
JIEKapCTBEHUA NPOJYKT, Y€ € 3a1103HAT C H3UCKBAHUATA KbM JIEKAPCTBEHHTE MPOAYKTH, ¢ [IOCOUYEHHTE

B npoueaypara KOJIMYECTBA 3a TO3M [ICKAPCTBEH NPOJAYKT, KAKTO W 4Ye € ChriiaceH JNIEKapCTBEHHA

NpoAyKT Aa 6be odepUpal OT YUACTHHKA B NPOLELyPATa.

= LIPS TN . T = o o F——
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LOIXE23 Da;:rafem n-ep;panv 1391180mg 14 Banuped pa ﬁ;;ar;mEh&p;‘/fecfa}islg; -'% —~ mg 120 Haj‘;‘v.r;eus'rb"lcw
Bbe Bpb3Ka ¢ rOpeMsNoNEHOTO KOMHCHSATA CYMTA, € TEXHMYECKOTO MpEeIOKEHUE Ha

yuactayka "CODAPMA TPEHIHHI™ AJf otroBaps Ha W3KCKBAHWATA HA BL3JOKHTENR U IO

AOMyCKa 10 OTBAPAHE HA IEHOBOTO MY NPEANOIKEHHE,

3. Texnnuecko npemnoxende na "O®bBOHUKC GAPMA" EOO]1

B TexnnueckoTo cu npeanoKeHHe YYACTHHKBT:

1. Jeknapupa, ue € B CHCTOSHUE 42 M3ITBIHH KAUECTBEHO MOPBLYKATA U B TBJIHO CHOTBETCTBHE
¢ TCXHUYECKATa CMeLUPHKALINS U UBHCKBAHHUATA HA BB3JIOMKHUTES.

2. Jlexnapripa, 4€ KbM JAaTaTa Ha BCAKA JOCTABKA 10 NeyeGHUTE 3aBEACHHA - BB3JIOKHTENN
OCTAaTBYHMAT CPOK HA FOJIHOCT HA IPEAIOMKEHHUTE JIEKaPCTBEHH NPOAYKTH LIE € HE N10-KpaThK oT 40
% 0T 00ABEHHS OT IPOH3BOTHTENA.

3. Mexnapupa, ue KbM JaTarta Ha BCSKa JOCTABKA 0 JleueOHUTE 3aBeICHHS - Bh3JIOMKUTCIIH
OCTaTLYHUAT CPOK HA TOAHOCT HA NPEIOKERUTE CHONPOLYKTH W/ UK GHOMIOAOOHM NPCAYKTH LIE €
HE No-kpathk 0T 20% OoT 004BeHHs 0T NPOU3BOAHTENL.

4. llpurara neknapanps oT npuTeXaTels HA PapeLieHueTe 3a ynoTpeta/ MPOK3BOIHTE N Ha
JIEKAPCTBEHHA MPOJYKT, Y€ € 3a103HAT C H3MCKBAHWATA KbM JEKAPCTBEHUTE NIPOAYKTH, C I0COYEHUTE
B MpOUEIYypaTa KO/IMYECTRA 38 TO3H JIEKAPCTBEH MPOAYKT, KAKTO U Ye € CBIIAceH JIeKapCTBECHHA
NpojyKT na 6bae olepupaH OT yYacTHHKA B NPOIEXYPATA.
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LOIXE23 Dabrafeni nepopans 1391280 mg
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Hanuued s NMAC

e Nakartis Emttps/JecTafinkae. 75 g
BbB Bpb3Ka ¢ TOPEU3NOKEHOTO KOMMCHATA CHMTA, Y€ TEXHHYECKOTO MPELIOKEHHE Ha

ydacTHuKa "®bBOHUKC PAPMA" EOQ/| otroeaps Ha M3MCKBAHHATA Ha BLINOMXKHUTENS M TO

IOIYCKa 0 OTBApSHE HAa LIEHOBOTO MY NIPEANOKEHHE.

4. Texunvecko npegiaoxenne Ha "AJITA ®APMACIOTHKBJIC" EOOA

B TexHH1eCKOTO CH MPeJJI0iKeHHE YUACTHHKBT;

1. llexnapupa, 4e € B CHCTOSIHUE a W3IIb/IHA KAYE€CTBEHO MOPBUKATA U B ITHIHO CHOTBETCTBUE
¢ TeXHHUecKaTa cnelnpuKaLns U U3MCKBAHUATA HA BB3JIOKHTENS.

2. Mexnapupa, 4e KbM JjlaTaTa Ha BCAKa JOCTaBKa [0 JeYeOHHTE 3aBEAEHUS - BBINOKHTENM
OCTaTbUHHUAT CPOK HA TOAHOCT HA NPEAIOKEHHUTE NEKapCTBEHW NPOAYKTH 1IIE € He Mo-KpaThK oT 40
% OT 0DABEHMA OT MPOM3BOAUTEA.

3. Hdexnapupa, ue KbM JaTara Ha BCAKA JOCTABKA A0 JedeOHUTE 3aBEAESHHS - Bh3NOKUTENH
OCTaTBUHUAT CPOK HA FOJAHOCT HA NPENIOKEHUTE OHONPOAYKTH /UK 6MONOAOGHK NMPOYKTH LUE €
He no-kpatbk OT 20% oT 00SABEHUA OT IPOH3BOAUTEA.

4. Tpunara aexnapaLys oT NPUTEKATENS HA PA3PELICHHETO 38 YHOTPpeOa/ IPOU3BOIHTENS HA
AEKapCTBEHUA NPOAYKT, Ye € 3a1103HAT ¢ M3NCKRAHMATA KbM JICKAPCTBCHHTE NPOYKTH, C IOCOYEHUTE
B OpOLEAypaTa KOJMYECTBA 32 TO3M JIEKAPCTBEH TIPOAYKT, KAKTO W Y€ € ChIaceH JIEKapCTBEHMA

NpOAYKT Aa Obe odyepupaH OT yHacTHHKA B MpoLEypaTa.
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LOIXE23 Dabrafen nepopanH' 1391280 mg Banwpen ,aa NovannsEh&ps JfecTafinlar s mg

Boe Bpb3ka ¢ ropensnokeHOTO KOMHCHATA CUMTA, Y€ TEXHHUYCCKOTO MNpeIoKeHHe Ha
yuactiuka "AJITA ®APMACIOTHKBJIC" EQOJI otroBaps Ha M3UCKBAHUATA HA BL3NOKUTENS

H Iro J0nyCcKa A0 OTBAPAHE HA NEHOBOTO MY INPSAJIOXKCHHL.

III. PA3TVIEXKJAHE HA NEHOBUTE NPEAJOXEHHS HA JOIIYCHATHUTE
YYACTHHIIA, OT KOMUCHATA B PEJOBHUS il CHCTAB.

CbriacHo noAroTBeHUs rpadMK LEHOBUTE NPEIOKEHMS HA JONYCHATHTE YYACTHHUMU
cranaxa BuauMy Ha 11.03.2021 r. B 13.10 gaca (cucteMHo Bpeme) B moa mewio ,,IIpeanaraHu

LIEHOBH oepTH".

1.IlenoBo npemoxkeHue Ha “@apmuer” EAJ]
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geM  49,997416 59,996899

L0IXC18 Pembroliznap HTep. mg Banu

2.IMenoeo npeasoxkenue Ha "CODAPMA TPEMJIUHI " AJT
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LOIXE23 Dabrafeni nepopank

c EAiny B Hauvn Rl 3a6enchd B8 Craryc B8 o e £ uen M
LOIXE23 Dabrafeni nepopann mg Bannpen 1,042330 1,250796,
4.lenopo npenaokenne a AITA PAPMACIOTHKDBJIC" EOOJ]
LO1XE23 Dabrafeni nepopanu mg Banugen 1,

Cren TAXHOTO pasrieiaHe KOMHCHATA KOHCTATHpa, 4€ NpeAcTaBeHMTE OT YUACTHULUTE
HEHOBW NPEINOKEHUSA Ca B IThilHO CLOTBETCTBHE C HU3UCKBAHHMATA HA BB3JIOKHTENS, KATO LEHUTE HE
HZ/BHILIABAT CBOTBETHUTE LIEHH, MPEATOKEHA B MPEACTABEHUTE OT YUACTHHIHTE LEHOBH OQEpTH B
npoleaypara 3a CKIrouBaHe Ha PaMkoBo ciiopazymenne PI1-11-24/18.01.2021r.

B pesynrar Ha mpeicraseHuTe LEHOBH MpPEANONKEHMs CHCTEMAaTa HAIpaBH BPEMEHHO
krnacHpaHe — [lpunoxkenne Nel kbM HacTOSIIUS MPOTOKOL
IV. Hiposexaane Ha eIeKTPOHEH THPT, CHIVIACHO H3HCKBAHUATA HA 1. 89-91 ot 30I1.

CrieJi KaTo NPUKIIOYN ¢ MbPBOHAYA/IHATA OLEHKA Ha O)ePTHTE KOMHCHUATA TIPHCTBITH KbM
U3NPAIZHE YPEe3 JIEKTPOHHATA CHCTEMA Ha NIOKaHK 10 BCHUKH YUACTHHLY 32 YYCTHE B €IEKTPOHEH
THPI.

Hauanuna aara 1 yac Ha eiekTpoHHUS Tupr: 17.03.2021 r. 09:004. go 22.03.2021r. 09:004.
KomucuaTa nocoum B nokaHaTa CTHIKA 3a POMAHA Ha LieHata oT 0.05 %.

Ha 22.03.2021 r. B 12:30 4. ce cbeTOA 3acenadye Ha KOMUCHSTA B PEIOBEH CHCTAR, HA KOETO
Clell NPUKIH0YBAHE Ha KpaHUA CPOK 3a NPOBEKIAHE HA eNEKTPOHHMS THPT, KOMHCHATA OTBOPH
KNaCUPaHETO H3BLPUICHO OT €EKTPOHHATa CUCTEMa H C€ 34mo3Ha ¢ OKOHYATE/IHUTE 1IeHH Ha
ydyacTHunure — [punoxenue Ne2 kbM HACTOALLMS IPOTOKOIL.

KomHCHSTA KOHCTATHPA, Ye He £ HAJIMLE LEHOBO NPeioKeHHe € neeede oT 20 Ha ¢1o
Mo GJaronpHATHO OT CPeJHATA CTOHHOCT HA CHOTBETHHTE HPEIOKEHHS B OCTAHAIMTE

ogepTH.



KomucusaTa KOHCTaTHpa €IHaKBM LEHOBM NpeanoxeHus 3a yuacTHHuute "OBOHHUKC
PAPMA" EOOA u "AJITA ®APMACIOTHUKBIIC" EOQOJ| xnacHpaHM Ha BTOpPO MACTO IO
OTHOIIEHKE HA JeKapcTBeH npoaykr ,,Dabrafenib®, /ATC-xo/ LO1XE23, Hauwn Ha TpuMIOkKEHNE-
fepopanHa TBbpaa

Cornacno um. 58 ot INI30I1, koMucuATa KiacHpa y4aCTHHIWTE I10 CTENEHTA HA ChOTBETCTBHE
Ha OQepTHTe C TNpPEeIBAPUTENHO OOABEHUTE OT BBHINOKHMTENA yCnosus. KomucuaTa npoex/a
nybnHYHO xpebuil 32 onpeaensHe Ha U3MBIHUTEN MKy KIaCHPaHUTe O(epTH, aKO KPUTEPUAT 34
Bb3/laraHe ¢ ,Hal-HMUCKa [[eHa™ W Tasy 1ieHa ce mpejjara B Jse UK nosede odepru. [Topanu Tasu
npuurHa KomucHsaTa ¢ ITucmo Ne 10-00-124/27.04.2021r. u3npareHo Ha yyacTHHUMTE "O®HOHHUKC
DAPMA" EOOJ u "AJITA PAPMACIOTHUKBIIC" EOOJT 06sBu 4e Ha 05.05.2021 r. or 09:15 B
zacenarenHa 3ana Ha YCBAJIO EAJl me nposese ny6nuuno xpebuil 3a onpejieasHe Ha BTOpUS
TPETH KiacHpaH YUYacTHMK 10 OTHOLIEHHE Ha JekapcTBeH npoiykt ,Dabrafenib®, /ATC-kon/
L.O1XE23, HauMH Ha NpuIlokKeHKe- TepopalHa TBbpA.

Ha 05.05.2021 r, ot 09:15 yaca B 3acenatenna 3ana wa ,,YCBAJI no oukonorua® EAJ], er.6, Ha
ocroBande 4i.58, an.3 or ITII30Il xoMucmara ce cw0pa W NpoBese OTKPHTO 3aceiaHHE 3a
onpeiensiHe Ha BTOPUA M TPETH KJIaCupaH yYacTHHK [0 OTHOLICHHE Ha JIEKApCTBEH MPOJYKT
»Dabrafenib®, /ATC-kon/ LO1XE23, HauuH Ha MPUIOKEHWE- MEPOPATHA TBBHPAA, Upe3 MyOnHueH
Kpebuid, ChbriIacHO OMMCAHOTO NO-TOPE, 38 KOETO YYACTHHIMTE 6iXa ITMCMEHO YBEJOMCHH.

Ha 3aceaanneTo He npUcheTBaXa NPEACTABUTENH HA Y4ACTHHIIMTE.

Ternenero Gewe w3pbpiieHo oT Mar. ¢apm. Penu Crounosa — peKoBoguTesl ,,BoTHHUHA
anteka” koM YCBAJIO EAJl, kakto cneasa: Ha iBa Genu mpasHd nucTa ¢ HanMcaxa UMeHaTa Ha
YUACTHUIIMTE H CbOTBETHATA 000cobeHa nozuima. ChLUMTe Ce 3aNeuaTaxa B /isa HEMPO3pauHy TUTHKA.
Komucusita pewn, ye MbpBUAT M3TErNeH MUK, PECNEKTUBHO — YYACTHHMK, ine Obae KiacupaH Ha
BTOPO MACTO, @ BTOPUAT M3TETNICH IUIMK, PECTIEKTUBHO — YYACTHHK, Lie OBAC KIACUpaH HAa TPETO
MSICTO.

ITspBHAT W3TErICH MUK Gelle nucTa ¢ UMeTo Ha "®bOHHKC ®APMA" EOOJ, kato BBPXY
NMCTa ce Hamuca ,,knackpaH Ha 2-po macto®. TlpeaceaaTenar Ha KOMMCHSTA OTEOPH BTOPHS ILTHK; B
Hero Ge mucra ¢ umeto Ha "AJITA PAPMACIOTHKBJIC" EOQOOJI - Bbpxy JMcTa ce Hamuca
,KJIacupaH Ha 3-To MACTO®,

C M3BbPINBAHETO HA FOPHUTE AEHCTBUA NPUKIIOYK paboTara Ha KomucuaTa B CHeTemaTa.



CBrIacHO MOMYYEHHTE Pe3y/ITaTH OT M3BBPLICHOTO OT CHCTEMATa KJIacHpaHe, KOMHUCHATA
Mpeaiara 3a H3MBIHUTEN Ha 00UIECTBEHATA MOPLYUKATA C NPEAMET: ,,3aKynyBaHe Ha JlekapcTBCHHU
NpoAYKTH OT AHaTOMoO-tepaneBTiua rpynia B "KpuB u kpbBOTBOpHM oprau” W AHaTOMO-
TepaneBTHya rpyna L "AHTHHEONNACTMUHM U MMYHOMOAY/IMpAilld CpeicTBa”" 3a HYXAWTE Ha
YCBAJIO EAJT no Pamkoso cnopasymenue PJ-11-24/18.01.2021r.“ 1a Gwuar OnpeaeeHU
YUaCTHHLIUTE KNAaCHPaHW Ha MBPBO MACTO 32 M3MBIHATEIM, KATO CbC CBHILHTE ObIEe CKIOUEH
AOTOBOP 3a U3MBJIHCHHE HA NOPHYKATA.

C Taka u3BBpUIEHHTE ACHCTBHA HA KOMUCHATA, ChINIATA IPUKIOYH paboTata ci. HacTodmus

NMPOTOKOJ ¢€ CheTaBu M noanuca Ha 10.05.2021 r.

Hepasaenna yacr ot HacTOAIIHA MPOTOKOJ Ca.

IMprnoxenne Nel - pesynTaT o BpeMEHHOTO KIACHPaHe, ClIEA OTBAPAHE Ha 1[EHOBUTE NPCITOKEHNS;
[Mpunosenue No2 - pe3yn1ar oT OKOHUATETHO KIAACHPaHE, Ciie/l IPOBE/IEH eNIEKTPOHEH Thr;

IIpencegarean: .,

Teonopa WOHOBaya/ﬁz{eHOBa -
\ /

Yaenppe: 3anunyeHn NMYHM JaHHM Ha ocHoBaHue Pernament 2016/679

............................ .-0‘...."........---
i{g{lyffoﬁm‘ﬁaa Hpuna Menniena
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Mpurioxenue Nel - Pesyarar oT BpemeHHoTO KAacHpane, ciie/l pasriieixiane Ha NPeJCTABEHUTE UEHOBH NMPE/LI0KEHHS 110
001IeCTREHATA [IOPBLUKATA ¢ npeamet: ,3akynypaue Ha JlekapcTBenu NPOIYKTH 0T AHATOMO-TepaneBTH4a rpyna B "Kpbe n
KPBEBOTBOPHH OPTaHM'" H AHATOMO-TepaneBTHYA rpyna L "AHTHHeONacTHYHH 1 HMYHOMOIYJIHP2IIH CpecTBa' 3a Hy:KIuTe
Ha YCBAJIO EAJI no Pamkoro cniopasymenne PA-11-24/18.01.2021r.

06.no | AnaTtom MemxayH | Haumn Ma | 3aben | MKB Pedep | Heobx | Knacu | YuactHuum En, En
3MLMA | o- apoaHo Ha pKa | exKa €HTHa | oguMm | paHe LeHa | LeHa
Ne Tepane | HenaTeHT | npuao | /fm cToiiHo | 6poi 3a 3a
BTMMEH | HO WeHHe g, cr3al | mapkmn eanH | eauu
Kog HaKMEHO tabl 6p. uua [PHTF]
JATC- BaHue " MApPKa MADK | MAPK
koa/ JINN/ ml. cbraac abes |ac
/ HO Aac | oac
nnac

2 LOIXC1 | Pembroli | napent | mg €34.0, 60,968 | 72600 1.®apmrer | 49,99 | 59,99
8 zumab epanHa C34.1, 200 EALQ 7416 | 6899

C34.2,

C34.3,

C34.8,

C34.9,

C43.0,

C43.1,

C43.2,

C43.3,

C43.4,

C43.5,

CAa3.6,

C43.7,

C43.8,

C43.9




LO1XE2
3

Dabrafen
ib

napopa
fiHa
TBbpAa

mg

C43.0,
C43.1,
C43.2,
C43.3,
C43.4,
€43.5,
C43.6,
C43.7,
CA43.8,
C43.9

1,2507
99

13912
80

1."®bOH#A
KC
DAPMA"
EOOA
L"ANTA
DAPMACHO
TUKBAC"
EOOA
2."CODAP
MA
TPEMONHT
" AL

1,042
330
1,042
330
1,042
332

1,250
796
1,250
796
1,250
7598




Ilpunoxenne Ne2 - Peaynarar ot oxonuarenno KJacHpaHe,
npeIMer: .,

Pamrkoro enopasymenue PJI-11-24/18.01.2021r.%

CJIEA MPOBEACH CJIEKTPOHEH ThPI 16 00IECTBEHATA NOPLYKATA C
3akynyeane Ha JlekapcTBeHH IPOAYKTH OT Anaromo-tepanesTaya rpyna B "Kpus u KPLBOTBOPHH oprasu’ u

AHaToMo-TepaneBTHqa rpyna L "AHTHHeONIACTHIRE U UMYHOMOAYAHpally cpegcTBa’ 3a nysaute Ha YCBAJIO EATl no

C43.6,

06.no | AHatom Memxayn | Haumn Ma | 3aben | MKBE Pedep | Heobx | Knacu | YuactHuum En Eg
3MuMa | o- apogHo Ha PKa | eXKa eHTHa | oAauMM | paHe ueda | ueHa
Ne Tépane | HeNaTeHT | NpuUAOXK | /m CTOiiHO | 6poif 3a 3a
BTMYEH | HO eHue g, ¢cr3al | mapkn eaMH | eaMH
Kop, HanmeHo tabt 6p. uua uuya
JATC- BaHHe o mApKa MAPK | MAPK
Koa/ JINN/ ml. cnraac abea [ac
/ HO aac | pac
nnc

2 LO1XC1 | Pembroli | napeHT mg C34.0, 60,968 | 72600 |1 DapmHeT 49,99 | 59,99
g zumab epanHa C34.1, 200 EAL 7416 | 6899

C34.2,

C34.3,

€34.8,

C34.9,

C43.0,

€431,

C43.2,

C43.3,

C43.4,

C43.5,

C43.6,

C43.7,

C43.8,

€439
2 LO1XE2 | Dabrafen | nepopa | mg C43.0, 1,2507 | 13912 |1 "CODAPMA | 1,041 | 1,250
3 ib fHa C43.1, 99 80 TPEVAMHI" | 811 173

TBBPAA €43.2, AN

C43.3,

C43.4,

C43.5,




C43.7,
C438,
C43.9

LOIXE2
3

Dabrafen
ib

nepopa
NHa
TBLPAA

mg

C43.0,
C43.1,
C43.2,
C43.3,
C43.4,
C43.5,
C43.6,
€437,
C43.8,
€439

1,2507
99

13912
g0

"®bOHMKC
PAPMA"
EQOA

1,042
330

1,250
796

LO1XE2
3

Dabrafen
ib

nepopa
fHa
TBbpAa

mg

C43.0,
€43.1,
c43.2,
€43.3,
c43.4,
C43.5,
C43.6,
c43.7,
C43.8,
€439

1,2507
99

13912
80

"ASITA
®APMACIO
TUKBAC!
EOOA

1,042
330

1,250
796




