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NPUJIOXKEHUE Ne 2 - METOAUKA 3A OLIEHKA U KIIACUPAHE HA
O®EPTU
(xbM IMokana m3x. Ne 1611/09.10.2026 r. na YMBAJI ,,Ilapuna Moanna — UCYJI“ EAJI)

Konconuoupan mexem na pedaxyusma om 12.10.2026 2. (paiin ,, [punoscenue-2-Memoouka-pedaxyus-track-
changes.docx “ ¢ npuemu npomenu) * ako nyOIUKY6AHUAM HA UHMEPHEM CIMPAHUYAmMa MeKCm ce paiuiasd, ce
npunaza nyoauKyeanusm

I. [IpaBHO OcHOBaHMe U 00XBAT

MetonukaTa onpeness NpaBuaTa 3a OLECHIBaHE U KJIacupaHe Ha oepTH 3a JOCTaBKa Ha JICKAPCTBEHU
npoayktu nmo Hapenba Ne 10/17.11.2011 r., BB Bpb3ka ¢ wi. 266a 3JIIIXM, u ce mpuiara ot
oueHuTenHaTa KoMucus. OIEHKaTa M KJIACHPAHETO Ce€ HM3BBPIIBAT 3a BCsKa 000COOEHA IO3MIUS
MOOT/EIHO.

I1. Iloxa3aTeyin M TeXKeCTH

IT1 — Lena (40 %); 112 — Cpok 3a noctaBka (20 %); 13 — KauectBo/HagexmHocT (20 %); 114 —
Keanuduxanus/onut (20 %).

1. Nepuaunun ( 3a HyKIMTEe HA OLICHSBAHETO)

—,JleKIapupan cpok — CPOKbT 3a TOCTABKA B IIEITH ACTPOHOMHYECKH YaCOBE, CYUTAHO OT H3MPAIAHETO

Ha YBCAOMJICHHUCTO Ha Bub3noxurens 3a KOHKpPETHATa JOCTAaBKa, MPCAJIOKCH OT YHaCTHUKA B IInuk Ne
2.

— ,,Kopurupasn cpok*‘ — mo-rosiMata CTOHHOCT MeXAy 24 4aca U IeKJIapupaHusi CPOK (CpokoBe moxa 24
9. ce IpUpaBHABAT Ha 24 4.).

— Jleknapupan cpok 3a 3aMsiHA“ — TPEUIOKEHUSAT OT YYaCTHHKA B TEXHHYECKOTO MPEUIOKECHUE
(O6pasery Ne 12) cpok B 1€/ acTPOHOMUYECKH YacOBE, B KOMTO TOW ce 3aabiDKaBa Ja 3aMEHU
JICKApCTBEHUTE POJYKTH, IPEIMET Ha MPHETa PeKIIaMaIlis 3a KAa4eCTBO, CYMUTAHO OT TOTy4YaBaHETO Ha
peKIaManusra.

— ,,Kopurupan cpok 3a 3aMsHa* — mo-rojsiMaTa CTOMHOCT Mexay 48 daca U JeKIapupaHusd CPOK 3a
3aMsHa.

— ,,CpIiocTaBUMa CTOWHOCT — cOOPBHT OT IMPOU3BEACHHATA HA eauHNYHATa 1eHa 6e3 JI/IC B eBpo (3a
MEpHaTa €IWHUIIA, B KOATO € IMOCOYCHO MPOTHO3HOTO KOJUYECTBO) U MPOTHO3HOTO KOJIUYECTBO MO
[punoxxenue Ne 1 kbM MOKaHATa 3a BCHUKHU JICKAPCTBCHH MTPOAYKTH B 000COOCHATA MO3HUITHUS.

Cpok, Moco4eH B THH, C€ CYUTA 3a TIOCOYEH B KaJIEHAAPHU JHU U C€ NIPUpABHABA Ha 24 daca 3a BCEKU
JIeH; CPOK, IOCOUYEH B paOOTHHU AHU HJIU IO APYT HAYMH, CE CUUTA 3a Heroco4yeH. Kopurupanure cpokose
CIIy>KaT caMoO 3a OLICHSBAHETO U HE IPOMEHSAT JICKIapUPAHUTE CPOKOBE.

IV. ®opmyiu u 3aKpbIiIABaHe

— 111 (Llena) = (Hali-HHCKA CHIIOCTABUMA CTOMHOCT / CHIIOCTABUMA CTOMHOCT Ha yyacTHHKa) X 100.
— 112 (Cpok) = (Hail-KpaThK KOPUTUPAH CPOK / KOPUTHPAH CPOK Ha yyacTHHKaA) X 100.

— Kommiiekcna onenka (KO) =I11 x 0,40 + [12 x 0,20 + 13 x 0,20 + I14 x 0,20.

— 3akpbIasBaHe IO BTOPHUS 3HAK CIICI JeceTHYHATa 3ameTas; npu paBau KO: mo-HuUCKa I1IeHa — T10-
KpaTbK KOPUTHPAH CPOK — TO-BUCOK [13.
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—II3=1I13.1 +I13.2 +I13.3: 114 =114.1 + [14.2 + I14.3 — o pa3zen V.

— Haii-HucKaTa CBIOOCTaBHMA CTOHHOCT M HAH-KPATKHAT KOPHTHPAH CPOK CE OMPEIEAT H3MEXTY
JomycHATHTE O(EPTH 3a CHOTBETHATA 060COOCHA TTO3HITHAL

V. Hoaxputepun Ha 113 n 114 u npaBr/a 3a NPACHXKIaHEe HA TOUKHTE

Oo0mu npaenia. [To IT3 u [14 TOUKH ce NPHCHKAAT CaMO 110 €IEMEHTHTE, H3UEPIIATEIHO OIPECICHH
B TaOIHIUTE IO-A0ITy. 3IbIHEHHETO Ha KPHTEPHHTE 3a JOIIYCTHMOCT 110 pa3zaen IV oT mokaHaTa H Ha
H3HCKBAHHATA KBM BCsAKA JOCTaBKa 110 pas3zen VII oT mokaHaTa He ce oleHABa. TOUKH ce IPHCHX AT
CaMo 3a 00CTOATENICTBO, KOETO YIaCTHHKBT € 3aJBHI B TEXHHUECKOTO IpeuioxkeHHe (O6pazen Ne 12) u
— KOraTo 3a HEro € II0COYEH JOKYMEHT — € IOJKPEIHI C TO3H JOKYMEHT, KOMHCHATA YCTaHOBSBA
HAIHYHETO Ha H30POCHHTE B €IEMEHTa OOCTOATENCTBA, O3 Ja OIEHABA IIBIHOTATa H HAauHMHA Ha
H3noxeHue. [14.1 ce H3uHCIgBa 10 JaHHHTE OT CIpaBKaTa-JAeknapanus mo Oopasenm Ne 11, 6e3 fa ce
3asBfBa B TEXHHUYECKOTO NPEITOKEHHE. TOUKHTE 3a BCEKH €IeMEHT ca (PHKCHPAHH — IPHCHXKAAT Ce
H3IUI0 HIH HE ce€ IPHCHXKIAT, OCBEH KOraro 3a eleMEHTa € IpeJBHIcHA GopMylIa HIH IPHCHKIAHE
cnopex 6pos (I13.2, Gyksa ,,a“; [14.1; I14.2, 6yksa ,,B*; I14.3). ITlepromuTe ,,ipe3 nociaegHuTe 3 (TpH)
TOIHHHA" ce GpOAT Ha3a] OT KpaHHHA CPOK 3a IojlaBaHe Ha odepTH. 3a nenute Ha [14 | J0cTaBKa IO WL
266a 3JIIXM® e mocTaBKa 10 JIe4eOHO 3aBEICHHE 3a OONHHYHA IIOMOII Ha JIEKapCTBEH IPOIYKT,
BKIIFOYEH KBM JjaTaTa Ha JOCTABKATa B CIIHCHKA I10 Wi 266a, ai. 2 3JIIIXM, H3BbpIIcHA Bb3 OCHOBA Ha
IIPOTOKOII 32 KOHKPETEH IAllHEHT 110 4. 5, ail. 1 BB Bph3Ka ¢ Wwil. 17 oT Hapen6a Ne 10. JlTokyMeHT Ha
Uy €3HK C€ IPEJICTABS C IIPEBOJ Ha OBJITrapCKH €3HK — JOKYMEHT O3 IIPEBOJ He Ce B3eMa IIPE/IBHI; B
JOKYMEHTHTE C€ 3a/IM4aBaT JIHYHHTE JaHHH, KOHTO HE Ca HEOOXOJHMH 3a YCTAHOBABAHE Ha 3a1BEHOTO
00CTOATENCTBO. 3aBEHHTE B TEXHHYECKOTO IIPEIOKEHHE aHTAXKHUMEHTH ca OOBBP3BalIH 3a YIaCTHHKA
H Ce BKIIOYBAT B I0r0OBOPA.

113 — KagectBo/BagexanocT (7o 100 1., Bmociaencrene npereriasan 20 %)

IloaKkpHTEpPHH H eJleMeHTH Touxkn JoxasBa ce ¢

I13.1. To6pa nacTprbyTopcka npakraka (GDP) u koBETpo Ha 10 40

ycaoBHATA

a) HAOIIIOZICHHE B PEallHO BpeMe Ha TeMIIepaTypaTa, IpH KOATO 15 JIOTOBOP HIIH YAOCTOBEPEHHE OT

JIEKapCTBEHHTE NPOAYKTH CE TPAHCIOPTHPAT A0 Bh3noxuTend, ¢ JIOCTaBYHKA Ha CHCTEMATa HIH

aBTOMATHYHO H3BECTABAHE HA YUACTHHKA IIPH OTKIOHEHHE OT yeIyraTa, OT KOHTO € BHIHO, Ue

OIpEeIEICHHA OT IPOH3BOIHTENA TEMIIEPATYPEH PEKHM YYaCTHHKBT A IIOI3Ba IPH
TPAHCIIOPTHPAHETO HA ICKapCTBEHH
MIPOXYKTH H 9e TA HaOIoaaBa
TeMIIepaTypaTa B PEalHO BpeMe ¢
aBTOMATHYHO H3BECTABAHE

6) nocTaBKHUTE 10 BB310KATENA Ce H3BBPIIBAT AUPEKTHO OT 15 mocousa ce B Obpaser Ne 12;

TIOMEINEHAATA 3a ChXPAaHEHHE HAa yJaCTHHKA J0 OOMHHYHATA alTeKa H3IOBIHEHHETO CE YAOCTOBEPABA C

Ha Bp310:kHTe1 — O3 mpeToBapBaHe B APYTO MPEBO3HO CPEACTBO H JOKYMEHTHTE 3a TPAHCIIOPT IPH

0e3 MeXKIHHHO ChXPAaHCHHE BCAKA JOCTaBKa

B) BBHIICH OJHT 3a ChOTBETCTBHETO HA ACHHOCTHTE Ha yYacTHHKA o | 10 JIOKIa] HIH YAOCTOBEPEHHE OT

ChXpaHEHHE H TPAHCIIOPTHPAHE Ha IEKapPCTBEHH IPOAYKTH ¢ Jlobpara OIHTOPA, OT KOHTO Ca BHIHH

HMCTPHOYTOpPCKA IPAKTHKA, H3BBPIICH Mpe3 Mocae HuTe 3 (TpH) NPeAMETHT H JaTaTa Ha OIHTA H U

TOIHHH OT OJHTOP, KOHTO HE € COY’KHTEN Ha YJaCTHHKA, H He ca KOHCTaTHPAaHH KPHTHIHH

TIPHKTIOYAT 0€3 KOHCTAaTHPAHH KPHTHYIHH HEChOTBETCTBHA: HECBOTBETCTBHA

uHcneknuuTe Ha MAJI, npoBepKHTE Ha IPYTH KOHTPOJIHH OPraHH H

cepTH)HKAIHOHHUTE H Hax3opHHUTe oxuTH 1o ISO 9001:2015 min

€KBHBAICHTCH CTAHJAPT HE CE CYHTAT 33 TAKbB OJHT

I13.2. Pexi1aManHaH H OPOCJIeTHEMOCT 1o 30

a) CPOK 3a 3aMsHA HA JICKAPCTBEHH IPOXYKTH, IPEMET Ha IIPHETa 1o 20 mocousa ce B Obpaser Ne 12

peKIaMaIus 3a KauecTBo — 1o opmymata: 20 x (240 — xopurapas

cpok 3a 3aMAHA) / 192, cbe 3aKpBITIABAHE JO BTOPHA 3HAK CIEX
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€IIEKTPOHHA IIOINa B CPOK 10 24 Uaca OT H3IPAINAHETO My,
BK/IFOYHTEIHO B IOYHBHH H IPa3HHYHH JHH, C IIOCOYBAHE Ha
OYaKBAHHTE JaTa H 9ac Ha JOCTaBKaTa

IloaxpHTEpHH H eJleMeHTH Touxn JloxasBa ce ¢

JleceTHYHATA 3aIleTad; IIPH HEMOCOYEH CPOK HIIH IIPH cpok oT 240 mmm

TOBeYe Yaca TOYKH HE € MIPHCHKAAT

©0) 3a BCsAKA IpHETA peKIaMalyi 3a KAYeCTBO YUACTHHKBT IPEJOCTaBa | 5 mocousa ce B O6pazer Ne 12

Ha BB3m0KHTENA NHCMEH JOKIAT 32 YCTAHOBEHATA IPHYHHA H 3a

NpeINpHETHTE KOPHIHPAITH H IPEBAHTHBHH A¢HCTBHA — B CPOK 10 15

(meTHAzmeceT) KaICHIAPHHA JHH OT IPHEMAHETO HA PEKIaMAIHATA

B) TeneOH 3a PeKIAMAIHH H CHTHAIH 32 KAa4eCTBOTO HA JOCTABEHHTE | 5 mocousa ce B Obpasen Ne 12

JIEKapCTBEHH IPOAYKTH, Ha KOHTO C€ OTroBapA ACHOHOIIHO,

BKJIFOUHTEIHO B IIOYHBHH H NPa3HHYHH JHH

I13.3. HempexbcBaeMOCT H yOpaBJieHHe Ha PHCKa 1o 30

a) aITEpHATHBEH KaHAT 3a CHAOABaHE — 3a BCEKH JICKapPCTBEH 20 JOKYMEHT OT aITepHATHBHHA

TIPOAYKT OT 000COOSHATA IO3HIHA B TEXHHYECKOTO IPEUTOKEHHE ca JIOCTaBYHK (ZOrOBOP, IHCMO 32

TIOCOYEHH OCHOBEH H AITEPHATHBEH JOCTABYHK, KOHTO Ca Pa3IHIHH HaMepEHHE HIIH MOTBBPKICHHE), C

IHIa; aTTEPHATHBHHAT JOCTABYHK € OT JbpikaBa WICHKA H IIPHTEXKABa KOHTO TOH HOTBBP:KIABA, Y€ MOXKE Ja

pa3peIleHHe 3a IPOH3BOACTBO, BHOC HIH THPIrOBHA HA €IPO C JIOCTaBH ChOTBETHHA JICKapCTBEH

JIEKapCTBEHH IPONYKTH TIPOXYKT, H KOIIHE OT Pa3pelIcHHETO
My

0) BCAKO YBEZOMICHHE 33 JOCTABKA C€ MOTBBPIKaBa IIHCMEHO 10 10 mocousa ce B Obpazer Ne 12

114 — Keanndukamusa/onnat (10 100 1., BHocaeacTBHE npeTerignn 20 %)

JOKYMEHT 3a o0ydeHHe 1o J[oOpa AHCTpHOYTOpPCKA IPAaKTHKA,
TPOBEZICHO Ipe3 mocIeaunTe 3 (TpH) TOIHHH OT 00ydJaBama
OpraHH3alHA, PA3THYHA OT YJaCTHHKA: OTTOBOPHHA MAarHCThp-
(apManeBT H JIHIETO, TOCOYEHO IO OYKBa ,,0° — HE3aBHCHMO JAITH [0

IloaKkpHTEpPHH H eJleMeHTH Toukn JokasBa ce ¢

I14.1. ToctaBka mo wi. 266a 3JIITXM — 06 6poii (mocaexan 3 1o 60

OPHKIIYHEIHE (HHAHCOBH FOXHHH)

o Qopmynarta: 60 x (6poif 1oCTAaBKH Ha ydacTHHKA / HaH-roiaM Opoit | mo 60 copaBKaTa-feKIapanui mo Odpasen

JIOCTaBKH CpeJ JOIMyCHATHTE YIACTHHIIH 3a ChOTBETHATa 000c00eHa Ne 11 (xomoHa ,,Bpoii mocTaBKE) cbe

MO3HIMA), ChC 3aKPBIIIABAHE 10 BTOPHA 3HAK CIIE] JeCETHIHATA CIIHCHKA HA JOCTABKHTE H

3anerad. OT4uTa ce OOmMAT Opoi Ha JOCTaBKHTE IO wi. 266a JoKa3aTelIcTBaTa KbM Hed

3JIIXM, #3BBPIIECHH OT YUAaCTHHKA IIpe3 mocineaHuTe 3 (TpH)

MPHKIIOYHIH (HHAHCOBH FOJHHH, O3 OIIC HA JICKapCTBEHHA

TIPOAYKT — KaKTO € IIOCOYEH B CIIpaBKaTa-Aeknapanud mo Oopasem Ne

11 1 e mozKpeneH ChC COHCHKA HAa JOCTAaBKHTE KBM Hed; 3a €IHA

JOCTaBKA C€ CYHTA KOJTHYECTBOTO IO €IHH IIPHEMATETHO-

TpefaBaTelIeH IPOTOKOIT

114.2. Ki1ro9oB mepcoHaJx 1o 30

a) KbM KpaifHHA CPOK 3a II0JjaBaHe Ha O)ePTH OTTOBOPHHUAT 10 JOKYMEHT 3a TPYJOBHA CTaX

MarucThp-hapMaleBT Ha yJaCTHHKA HMa Haii-Maiko 3 (TpH) roauHu

TPYJOB CTaX B THPrOBHATA HA €JIPO C JIEKAPCTBEHH NPOIYKTH

©) B TEXHHYECKOTO IPEATOKEHHE € IIOCOYEHO JIHIE, KOSTO e 10 JOKYMEHTH 3a IIEPHOJIa H BHIA Ha

OTroBapA 3a H3MBIHCHHETO HA JOCTABKHTE IO JOTOBOPA H KbM JeHHOCTTa — TPYAOB HIH

KpaHHHA CPOK 3a IoJaBaHe Ha oepTH HMa 00O Hal-Mauko 3 (TpH) Tpa’kJaHCKH JOTOBOP, AThKHOCTHA

TOWHH OIIHT B JOCTAaBKH IO WwI. 266a 3JITIXM XapaKTEPHCTHKA HIIH yIOCTOBEPEHHE
OT 1e4cOHO 3aBEICHHE HIH OT
MIpeHIIeH paboTomaTe

B) IO 5 TOYKH 3a BCAKO OT CIEIHHUTE JIHIA, 32 KOESTO € IPECTaBeH o 10 YAOCTOBEpEHHE HIIH CEPTHGHKAT OT

oOyJaBamiaTa OpraHH3aIHA
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IloaxpHTEpHH H eJleMeHTH Touknm JoxasBa ce ¢

HCA ca IIPHCHIACHH TOYKH, KOraTO ABCTC KAvUCCTBa CC ChBMCCTABAT OT
€IHO THIE, CC IPHCHXKIAT 5 ToukH

I14.3. PejpepeHIEE OT BB3I0KHTEH 1o 10
[0 5 TOYKH 3a BeAKA pepepeHIHA OT PasiIHIHO ICUEOHO 3aBEACHHE, 1o 10 pedepernnH (mHECMa,
KOATO YIOCTOBEPABA, Ue Ipe3 mocaeanuTe 3 (TpH) roauHA YAOCTOBEpPEHHA)

Y9aCTHHKBT € H3BBPIIBAII 32 TOBA JICICOHO 3aBeICHHE JOCTABKH IIO
1. 266a 3JIIIXM 0e3 3a0aBa H 0€3 OCHOBATEIHH peKIaMAallHH; HE
noBede oT 10 Touxn. Pedepernna Mozxke Ja 6b¢ H yAOCTOBEPEHHE OT
IeueOHO 3aBeICHHE, MpHIokeHO KbM Obpasen Ne 11, ako cpappxa
Te3u naHHH. Jluncara Ha pedepeHIHH He € OCHOBaHHE 3a
OTCTpaHABAHE.

VI. lokymeHTHpaHe

KomucHATa H31013Ba OLEHbUHH KapTH (OG6pa3uu Ne 6 H 7) H TallIHIa 32 OLEHSABAaHE H KIacHpaHE II0
o6oco6ena mo3umuA (O6pazen Ne 13).

W3ITBJIHUTEJIEH JUPEKTOP: ... .. ...,
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