Cnyx6eH BecHuk Ha PCM, 6p. 18 oa 22.1.2021 roanHa

20210180256
ATEHILIMJA 3A JJEKOBU U MEJIUIIMHCKHU CPEJICTBA

Bp3 ocnoBa Ha uneH 42 ox 3akOHOT 3a JIEKOBUTE M MEIUIIMHCKUTE cpeacta (,,CiyxOeH
BecHUK Ha PemyOmmka Makenonuja“ 6p. 106/07, 88/10, 36/11, 53/11, 136/11, 11/12, 147/13,
164/13, 27/14, 43/14, 88/15, 154/15, 228/15, 7/16, 53/16, 83/18, 113/18 u 245/18), nupexTopoT
Ha AreHlujaTa 3a JICKOBU U MEIULIMHCKU CPEJICTBA JOHECE

ITPABUJIHUK 3A U3BMEHYBAIBE HA IPABUJIHUKOT 3A COAPKMHATA HA
BAPAIBETO/M3BECTYBAIBETO U HAYUHOT 3A U3BECTYBAIBE UJIN
OJOBPYBAILE HA IPOMEHUTE BO OJJOBPEHUETO 3A CTABAILE HA JIEK BO
MPOMET WUJIM HA BEKE IIOJHECEHATA JOKYMEHTALIMJA HA JIEK IIITO
NMA OJJOBPEHMUE 3A CTABAILE BO ITPOMET (%)

Unen 1
Bo [IpaBuIHHKOT 3a COJp)KMHATA HA 0apameTo/M3BECTYBAHETO W HAYMHOT 32 U3BECTYBAHE
WM 0700pyBamke Ha MPOMEHUTE BO OJIOOPEHUETO 3a CTaBame Ha JIEK BO MPOMET WIIM Ha BEKe
MoJHECeHaTa JJOKYMEHTaIlHja Ha JIEK IITO UMa oj00peHune 3a ctaBame Bo nmpomeT (*) (,,Cioyxoen
BecHUK Ha Pemybnuka Makenonuja“ Op. 42/18), IIpunosute O6p. 1 u 2 ce 3ameHyBaaT co HOBU
[Tpuno3u 6p. 1 u 2, Kou ce JaieH! BO MPUJIOT U CE COCTaBEH JIeT Ha OBOj MPABUITHHK.

Unen 2
OBOj MpaBUJIHMK BIIETYBa BO CHJIAa OCMHOT JIeH OJ JEHOT Ha 00jaByBameTO BO ,,Ciy:KOEH
BecHHK Ha PeryOnnka CeBepHa Makenonuja‘.

bp. 03-353/1
15.1.2021 ronuna B.11. [lupekTtop,
Ckomje M-p dapm. criert. Jlupum adanmu, c.p.

(*) OBOj NpaBUIHKUK HE € IPEAMET Ha YCOIIacyBarbe co EBPOIICKOTO 3aKOHOIABCTBO

1o0n 87



Cnyx6eH BecHuk Ha PCM, 6p. 18 oa 22.1.2021 roanHa

Mpunorep.1
A0 ArEHUMNJA 3A NEKOBU U MEOVMLUMHCKWU CPEACTBA
¥a. ,Ce. Kupun u Metoguj” 6p.54, Ten.: + 389 (0)2-5112-394
e“;i;oj Ha BapareTo: Mpumun/a:
[atym Ha GapateTo: Latym Ha 6apatbeTo 3a

[AononHUTENHa fJokyMeHTauuja:

[LONONHUTENHa JoKyMeHTaLmja:

[atym Ha fobusare Ha [atym Ha notnonHo dapame :

MomnonHysa AzeHuyujama 3a nexkosu u meduyuHcku cpedcmea - Ckornje

BAPAHE /N3BECTYBAHE 3A BAPUJALIMJA

[l nek 3a ynorpefba Bo xymaHnaTta meguumHa

BAPWUJALINJA (aa ce o3Haum coogBeTHOTO)

T!n 1Ay [0 noeauHeuna Bapujaumja
T!n I1A [0 rpynupame Ha Bapujauum
T4n IB [] BxnyuyBajiu ,,npowmpyBate”

Tun IB Hen pe,D,BM,qua Ha O,D,OGPEHHETO 3a cTaBakw€ Ha nek Bo npomeT

Tun ll

O 0O0O0O0O

MpomeHaTa(Te) BKkNyyyBa(aT) (camo 3a tun IB v Tun Il, 4a ce oaHadar cute NPOMEHM, aKo € NPUMEHNMBO):

UHaunkaumja

MepujaTpucka nHoUKauuja

Be3begHocT

WTHN MepKkKn Ha orpaHuM4YyBake of 6e36e4HOCHN NPUYUHN
Keanutet

MNopuwiHa Bapujaumja Ha BakUMHa NPOTUMB MHNyeHUa
Apyro

I o o

HOCWUTEN HA OOOBPEHMETO 3a cTaBake Ha Nek Bo NpoMeT

Hme: |

Appeca: |

OAroBOPHO INULE Bo noctankaTa 3a gobveawe Ha ogobpeHune

MMe M npesume: |

CTeneH Ha o6pa3oBaHue: |

Tenedon: | | Bpoj Ha dake: |

E-mail: | |
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Cnyx6eH BecHuk Ha PCM, 6p. 18 oa 22.1.2021 roanHa

NEKOBW HA KOW CE OOHECYBA OBA BAPAHE/N3BECTYBAHKE 3A BAPUJALIMJA
(axo oBaa nucTa e MHory Aonra, NoBeke of eAHa CTpaHa, Moxe Aa 6uge JafseHa Bo npunor)

Wme Ha nek AKTUBHA dapmaueBTcka FonemnHa | Bpoj Ha goBueHo OpobpexwneTo 3a
(npu rpynuparse Ha cynctaHumja(n) | posupaHa Ha opobpeHue 3a cTaBatbe Ha JIeKOT BO
BapujaLure ce cdopma n nakyeawe | cTaBahe BO npomeT Baxu [o:

HaBeAyBaaT cUTe NeKoBU .
o rpynata) JavyuHa nNpoMeT U gaTym Ha

n3naBaH-e:

(ako oBaa nucTa e MHory fonra, noseke of eAHa cTpaHa, Moxe Aa buae nageHa Bo npunor)
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Cnyx6eH BecHuk Ha PCM, 6p. 18 oa 22.1.2021 roanHa

BAPUJALINJA(MN) TUM (pa ce o3Haum cooaseTHO)

[] Da ce npunoxw konuja oa coonseTHaTa cTpaHa(v) on Hacokute 3a osa/oBue npomeHa(u) v
Ja ce 03Ha4aT coOABETHO MNOMMH-aTa 3a YCrnoBuTe U A0KyMeHTauujaTa (3a ageete, Tun IA n Tun IB)

NMPOMEHW KOWU CE BKNYYEHU BO OBA BAPAHE/U3BECTYBAHE 3A BAPUJALINJA:

Bpoj u ume Ha BapujaumjaTa, cnopea knacucpukauumjata Bo Hacokurte Twun Ha nocTanka

O a [a ce HaBene BapujaumnjaTa 3a Koja ce cnpoBeaysBa nocrarnka,

; ™n
cnopea knacudmkauujata Bo Hacokute

(Oa ce odbepe u exknyyu so 08oj desl sapujayujama(me) wmo odzoeapa crioped fnucmama 0adeHa Ha
kpajom 00 o0soj obpasey (noznedHeme 2u demanHume ynamcmea HaeedeHu 60 nucmama). FopHuom
npumep mpeba Oa ce cnedu u nped da 6ude nodHeceH nononHemuom obpasey mpeba da ce uszbpulue
nucmama dadeHa Ha Kpajom.

KPATOK ONC HA NPUYUHATA 3A NPEONOXEHATA BAPUJALIUJA, ONPABOAHOCT HA
rPYNAPAKLETO HA BAPUJALIMUTE WU KINNACU®UKALUJA HA NMPOMEHWUTE KOW CE
HEMNPEOBWOEHW (ako e npuMeHn1Beo)

(Bapujayujama mopa da 6ude jacHo onuwaHa. Bo criydaj Ha noseKe nocnedoeamernHu eapujayuu ce dasa
onuc Ha npuYyuHama u rnosp3aHocma co efiasHama seapujayuja. Bo criydaj Ha epynupame Ha sapujayuume
Mopa Oa ce Oade onpaesdaHocm 3a moa, 8o nocebeH Oen. AKO sapujayujama sKkriydysa fpoMeHa Koja e
HenpedsudeHa Mopa 0a ce dade onpasdaHocm 3a nNpedrioxeHama Knacudbukauyuja).

MOCTOEYKU TEKCT NPEONOXEH TEKCT

lNocmoeukuom u npedroxeHUOM mekcm ce onuliysaam rnpeyu3Ho. 3a npoMeHa eo 3bupHuom ussewmaj 3a
ocobuHuUme Ha JfleKkom, ynamcmeomo 3a rfayueHmom U fakysawemo npoMeHemume OJenosu ce
nomupmyeaam usu Hazfacyeaam U ce docmaesyea KoMIiemHama KopeaupaHa eep3uja Ha mekcmom,

NMPOMEHA HA LWN®PATA 3A UOEHTU®UKALIMJA HA NEKOT (EAN-kop, BAR-kop)
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Cnyx6eH BecHuk Ha PCM, 6p. 18 oa 22.1.2021 roanHa

Tun |l Bapmjaummu-HoBa MHANKauuja:
(da ce usbpuwe osoj des1 OoKONKY sapujayujama He e nnospsaHa co Hoea uHouKayujfa)

-NNEKOT E HAMEHET 3A PETKWU BOINECTHU

[J He
O] Aa

- Bpoj Bo EY Perucrapot 3a Orphan medicinal products: |

] (Oa ce npunoxw konwja og ognykata)

MogaTtok noep3aH CoO eKCKNy3NBHOCT BO NMPOMETOT Ha NeKoT: |

[okonky e ga, nanun NekoT uma aobrneHo oaobpeHne 3a ctaBawe BO NpoMeT Bo EY?
[0 He
O Aa

[a ce HaBepe:

*  Wwme, jaunHa, dhapmaLeBTcka chopma Ha o4oOpeHMoT nek:
*  MMme Ha HocuTenoT Ha ofoBpeHneTo:

*  bpoj n gatym Ha ogobpeHue:

Tun Il Bapujauuum — bapara 3a NeKoBu Kou ce ynoTpebaar Bo neaujarTpuja:

(Osoj den da ce nonofiHU camMo 3a sapujayuu Kou ce o0Hecysaam Ha Hogsa UHOUKaylja unu 3a sapujayuu Kol
rnosp3saHu co sogedysar-e Ha nnaHom o0 nedujampuckomo ucmpaxysare Ha nekom (PIP- paediatric investig:
plan)

-NEKOT E HAMEHET 3A YNOTPEBA BO NEAUJATPUJA

] He
O] Aa

H BapareTo ce ogHecyBa Ha HOBa WHAMKaLuWja BO negujaTpucka ynotpeba 3a
04,06pPEHNOT fek:

(da ce page kpaTok onuc)

[] Osa 6apatse Bknyuysa PIP:

[] He
O fa

Hokonky e aa, aa ce o6esbenmn TabenapeH npernea Ha pesyntatute og PIP.
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Cnyx6eH BecHuk Ha PCM, 6p. 18 oa 22.1.2021 roanHa

Tun 1l Bapujaumja — NpumeHa Ha oapendaTta 3a eKCKNy3MBHOCT Ha nogarouute/ BO

NMPOMEeTOT:

(La ce usbpuwe oeoj den GoKoMKy 3a sapujaytjama HasedeHama odpedba He e npumeHnusa)

EKCKNY3MBUTETOT:

[0 Eawraroguna, 3a eKckysMBHOCT BO NPOMETOT 3@ HOBA MHAMKaLMja

D EarHa roguHa, 3a eKCKy3smMBHOCT Ha nogaTtouuTe 3a HoBa MHAUKauuja

- BAPAHETO CE OOHECYBA HA OPEOBUTE O[] 3SAKOHOT CO KOWU CE YPE[TYBA

0 EfHa roguvHa, 3a eKCKny3MBHOCT Ha NogaTouuTe Ha NEKOT LWTO ce npeknacudukaumja
BO Ha4MH Ha nsgasame BP

CnepHuBe npeanosn 3a pgononHyBake Ha WHdoOpmauuuTe 3a rnekotr ce obesbefeHu BO
cooaBeTHUTE AenoBu Ha aocueTo 3a nekot Bo EU/CTD copmaToT, Kaae € npumeHnmBo:

CTD gocune
(4a ce 03Ha4YM coogBETHOTO):
Mpernen
Mpomexn Bo Mogyn 1 |:|
M3BewwrTaj
Mpomenn Bo Mogyn 2 |:| AoKypMpaH
Mpomenn Bo Mogyn 3 |:|
Mpomern Bo Mogyn 4 |:| [ononHet
Mpomexn Bo Mogyn 5 |:|

I I I O I

EU pocue

(0a ce 03Ha4Yu COOABETHOTO):

Mpomenwn Bo Oen |

[

Mpomenn Bo Hen I

Mpomenn Bo Len Il

[Mpomenu Bo fen IV

OO O

Ekcneptcku
U3BeLLTaj

AxypupaH

Hononxer

O
O

O3HavyBane

OO0

MakyBare

YnaTcTBo 3a ynotpeba

36vpeH n3BeLwTaj 3a 0COBMHNUTE Ha NekoT
OpobpeHune 3a cTaBare Ha NekoT BO NpoMeT
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Cnyx6eH BecHuk Ha PCM, 6p. 18 oa 22.1.2021 roanHa

M3jaBa Ha HoOCUTenoT HaA oaobpeHneTo:
WsjaByBam aeka ([a ce o3Ha4m coogBETHO):

] Hema apyru npomeHn, OCBEH OHME KOW LUTO Ce HaBefdeHW Bo oBaa Gapare (Co
WCKNY4YOK Ha OHWe OpYyru Bapujauun Kom ce nogHecyBaaT BO WCT Nepuog co Apyro
Oapar-e/n3BecTyBame);

[] kane e npumeHnuBo cuTe yCroBW HaBedEHW BO OBaa Bapujaumja(i) ce UCoMHeTH;

(] sa tun IA useecTysara: noTpebHUTE [JOKYMEHTH LUITO Ce HaBeAeHW 3a cooBeTHaTa
NMpoMeHa ce NPUNoXeHW;

[] HauvoHanHuTe TpoLLOLWM BO NOCTankaTa ce NnaTeHu;

[] osa Gapare/ssecTysare € MOAHECEHO WMCTOBPEMEHO A0 HAfMeXeH opraH BO
3emja 4YneHka Ha EY;

[] oea 6apare/n3secTyBare e NofHeceHo McToBpemMeHo no Espornckarta AreHuvja 3a

nekosu (Europian Medicines Agency - EMA),

(] npu rpynuparwe Ha Bapujaumm Tun A Kkaj noseke of efeH oaoGpeH nex:

opobpeHujata 3a cTaBake Ha NeKkoBuTe BO MPOMET npunaraat Ha WCT HOCUTEn;

M3jaByBam Jeka HaBefeHMTe nogatoun Bo obpaszeuloT ce WAEHTUYHW CO OHWE BO
AocTaBeHaTa AOKYMeHTauuja, 3a npeanoxeHarta sapujaumnja(un)

MpomeHata (uTe) ke buaaTt BoBeaeHN of;:
(ce nononHysa camo 3a Bapujauuun Tun 1B 1 Bapujaumm tun |l)

[] CneaHoTo Npoun3BoAcTBO ke 3anoyHe/CrneaHoTo neyarere

O patym:

I/Ime, npe3mme U CTpy4Ha nogroToBka Ha OAroBOpHOTO nuue

Jdatym MoTnuc 1 nevyaT Ha OAroBOPHOTO NuLe

1 HokymeHTauujaTa 3a NnpejnoxeHaTa Bapujaluja ce M3roTeysa BO COrMMacHOCT co ynaTtcTearta Ha EspornckaTa komucuja fafeHu BO
BonymeH 2 Ha [paBunara 3a nekosu Bo EY, - Hacoku 3a nogHocuTenute Ha Oapamarta, 3a NeKoBW 3a xymaHa ynotpeba,
(MHTepHeT cTpaHuua:http://ec.europa.euwhealth/documents/eudralex/vol-2/index_en.htm) v nogetanHuTe ynaTtctea Ha pynata 3a
KoopavHaumja Ha nocTankata Ha MerycebHO npusHaBake W AeleHTpanusvMpaHa nocranka (MHTepHeT cTpaHuua:
http//heads.medaagencies.org).
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Cnyx6eH BecHuk Ha PCM, 6p. 18 oa 22.1.2021 roanHa

JINCTA HA BAPUJALIUW (pa ce 6p1we no nononHyBakwe Ha obpaszeLoT)

[a ce opbepe coopBeTHaTa Bapwvjauuja (M) og nuctata gajeHa noHatamy U ga ce BKIy4Yu BO
Jenot HaeedeH Kako ‘BAPUJALUUJA(W) TUN - NMPOMEHWM KOW CE BKNYYEHM BO OBA
BAPAHE/M3BECTYBAHE 3A BAPUJALIMJA” BO COrMACHOCT CO CITEQHWTE YMNATCTBA!

Tpeba O0a ce Hagede caMo 2/1lagHLUOM HaC/08 Ha eapujayujama 3a Koja ce crposedyea rnocmarika, crioped
Kknacughukayujama eo Hacokume. AKO eapujayujama He e 8KiyyeHa crioped Knacugukayujama eo
Hacokume, Hocumenom Ha o0dobpeHuemo mpeba 0Oa ja Oeknapupa oeaa npomeHa rod (,z") Opyau
sapujayuu. Toa mpeba Oa ce o3Hayu 80 keadpamyemo 3a HenpedsudeHa sapujayuja.

3a sapujayuu mun IA mpeba da ce Hagede damymom Ha eosedysar-e Ha eapujayujama o0 cmpaHa Ha
Hocumesiom Ha 000bpeHUemo 80 03Ha4YeHomo Mecmo Ha obpaseyom.

Tpeba da ce Oade jaceH onuc co yenocHu nodamoyu 3a eapujayujama 3a Koja ce crposedysa
rnocmarikama U moa 80 oenom: ,KPATOK onuc HA MNMPUYUHATA 3A MNPEONOXEHATA
BAPWUJALIUJA, ONPABOAHOCT HA FPYNMUPAHKETO HA BAPUJALUUTE N KNACUDPUKALIMJA HA
NMPOMEHWTE KOW CE HENPEOBUDOEHW”, 0adeH go o8oj obpased.

lMpumepu 3a moa Kako eapujayujama(me) Ke mpeba O0a 6bude npukaxara eo Oergom “BAPUJALWNJIA(N)
TUN - NIPOMEHU KOWU CE BKITYYEHU BO OBA BAPAHE/M3BECTYBAHE 3A BAPUJALNJA” dadeH
80 080j 0bpasey

lp. Koea ce nodHecysa 080j obpa3sey 3a npomeHa Hadeop 00 odobpeHume epaHuyu 80 crieyucghukayujama
Ha akmueHama cyrncmaHyuja:

B.l.b.1 MpomeHa BoO napameTpuTe W/WMNK AO3BOMIEHUTE FPaHULIU BO
cneuudMKaumnjaTa Ha akTUBHa CyncTaHuuja, NojaooBHA cyncTaHuuja,
MefrynpoM3BOA WM HA peareHc WTo ce ynotpeGyBaaT BO NPOLECOT Ha
NPOM3BOACTBO Ha aKTMBHaTa cyncraHuuja

Tvn Ha nocTanka

3 9 MNMpomeHn HagBOP oA 0Q0GPEHNUTE rPaHULM BO crneuudukaumumTe I
Ha aKTMBHAaTa CyncTaHumja

[p. Koza ce nodHecysa 080 obpasel 3a MpPoOMeHU Wmo ce HenpedsudeHu a ce oOHecysaam Ha
epaHuyume 80 crneyuchukayujama 3a akmusHama cyrcmasuyuja:

B.l.b.1 MpomeHa BO napameTpuTe W/MNu AO3BOMIEHUTE FPaHULIM BO
cneuudmKaumnjata Ha akTUBHa CyncTaHuKja, NojaoBHa
cyncTaHuuja, Mefynpou3Boj UMM Ha peareHc WTO ce Tun Ha nocTanka
ynoTpebyBaaT Bo NpoLecoT Ha NPOU3BOACTBO HA aKTUBHATA
cyncTaHuuja

1 2z [Opyrasapujaumja A TEB [ O | [0 venpeneugena

p. Koaa ce rnodHecyesa 0eoj obpa3sey 3a npoMeHu Wmo ce HeripedeudeHu a ce o0Hecysaaam Ha
KoHmMpoiama Ha akmueHama cyncmaduuja:

B.l.b) KoHTpona Ha akTMBHa cyncTaHuuja Tun Ha nocTanka

Cd 2z [Opyraeapujaunja 1A [ 318 | OO | [ nenpeasugena

L{enama niucma Ha sapujayuu mpeba da ce usbpuwe o0 rononHemuom obpasey rnped nodHecysam-e.
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Cnyx6eH BecHuk Ha PCM, 6p. 18 oa 22.1.2021 roanHa

A. AODMUWHUCTPATUBHW NMPOMEHU Twun Ha nocTanka

O 2 Opyrasapvjaumja i | O | On

[J Datym Ha
BOBeayBaHe:

Tun Ha nocTanka

* daTtym Ha
[1iB BOBeAyBahs€e:

0O A1 MpomeHa Ha UMe W/unNK agpeca Ha HOCUTENOT Ha A
"~ opobpeHWeTo 3a cTaBakse Ha feKk Bo NpoMeT IN
* AKO efieH of} YCMOBUTE HE € UCMONHET U NPOMeHaTa He & NoefUHeYHO HaBefeHa Kako Tun I

A.2 [lpomeHa Ha MMe Ha NeKoT

Tun Ha nocTanka

- OaTtym Ha
OB BOBeAyBak-€:

[0 a) 3anekosu pericTpupaHi co LIEHTPANN3NpaHa nocranka O 1An
[l b) 3anexosu peructpupaHii o HALUMOHANHa nocTanka 1B
* AKO efieH o[, YCIOBUTE He € UCMOMHET U NpoMeHaTa He e NoefuHeYHo HaBeaeHa Kako Tun I

Tun Ha nocTanka

D A.3 TlpomeHa Ha UMe Ha aKTMBHATa CYNCcTaHLUMja UMK HA eKCLIMNUEHC

O 1A

0 B Oatym Ha
BOBefyBak€:

* AKo enieH of, YCINoBUTE HE € UCNIONHET U NpoMeHaTa He e NoeguHeYHO HaBejeHa

kako Tun I

TWn Ha nocTanka

MpomeHa Ha nme n/unu agpeca Ha NPoOU3BOAUTENOT
BKNy4YyBajKku rm MecTaTta Kage ce BplUM KOHTpona Ha
KBanUTeT); UNTM HOCUTENOT Ha AOKYMeHTalKja 3a aKTUBHaTa
cynctaHuuja (Active Substance Master File, ASMF) unu
pobaByBayvyoT HA aKTUBHaTa CyncTaHuMja, NojaoBHa

O Aa CyncTaHuMja, peareHc Mnu Mefynpouseop, LWTO ce
ynotpeGyBaaT BO NPOM3BOACTBO Ha aKTUBHaTa cyncTaHuuja
3a Koja He nocTou cepTUdMKAT 3a COOABETHOCT CO
MoHorpacpunTe Ha EBponckarta cpapmakoneja; nnm
npouM3BoauTen Ha HOB eKCLMNUeHc (kora e cneuMcpuumMpaHo
BO TeXHHYKaTa JOKYMeHTauuja)

Oia

+ | Datym Ha
L. BOBefyBate:

* Ako eneH op, YCNoBUTE HE € UCNONHET U NpOMeHaTa He € NoeguHEYHO HaBeaeHa

kako Tun I

A.5 [lpomeHa Ha ume u/mnun agpeca Ha NPOU3BOAUTENOT/YBO3HUK Ha
roToB nek (BKNy4yBajKkn rm MecTaTa kafe ce BpLUM NylITake Ha cepuja Ha
JieK BO NpOMeT UJIM KOHTpOsa Ha KBanuTeT)

Twun Ha nocTanka

I:l ) AKTWBHOCTWTE 3a Kou I'IDOVIBBO,FIVITGHOT/VBOE)HVIKOT € o4rosopeH D 1A D IB* D,a'ryM Ha
BKIyYyBaaT nylwTake Ha cepuja Ha Jiek Bo NpoMeT BOBeAyBaH-€:
I:‘ b) AKTWBHOCTWTE 3a Kou I'IpOVISBO,FIMTEHOT/\]BOBHVIKOT € 04rosopeH He D 1A D IB* ﬂaTyM Ha
BKIyvyBaaT nylwTake Ha cepuja Ha Jiek BoO NpoMeTt BOBeayBaH-e€:
* AKo egeH o, YCNnoBUTE HE € UCNONHET U NpOMeHaTa He € NoegUHEYHO HaBeAeHa KaKo Tun Il

TWN Ha nocTanka

[0 A.6 nMpomenaHaATC kop

Cia

0 B Oatym Ha
BOBepyBah€:

* AKo enieH of, YCNoBUTE HE € UCMNONHET U NpoOMeHaTa He € NoeguHEYHO HaBedeHa

kako Tun I
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Cnyx6eH BecHuk Ha PCM, 6p. 18 oa 22.1.2021 roanHa

Twun Ha nocTanka

a

A7

Bpuwere Ha HeKoe o MecTaTa Ha NPOU3BOACTBO Ha aKTUBHa

cynCTaHqua, MefynpouaBo,q WJIN Ha roToB NPON3BoOL4, MEeCTO Ha

nakKkyBake, NponssoauTen oAroBopeH 3a nywraHwe Ha cepuja

Ha cepMja Ha nek unu AoGaByBa4 Ha NojOooBHa cyncTaHuuja,
peareHc Unu ekcUuMnueHc (kora e HaBe4eHo BO
OOKyMeHTauujaTa))**

J aTyMm Ha
Ha NIeK BO NpPOMEeT, MecTa Kafe ce BpLUM KOHTPOJia Ha KBanuTeT OiA OB Aary

BOoBeAgyBate:

* AKO €ieH 0f, YCIOBUTE HE € UCTIONTHET U NPOMEHaTa He e NoeavHeYHo HaBeaeHa kako Twn |l
**3abenewwka: [loKkonky HaanexeH opraH Ma Hamepa Aa cnpoBefe WHcnekuuja, OpulereTo Ha COOABETHUOT CajT ce
BPLUM BeaHalLL.

Tun Ha nocTanka

] AsS NpomeHu Bo 4aTyMOT Ha oLeHKa 3a noTBpAayBake Ha GMP

COOOBETHOCT Ha NPOMU3BOOMTENIOT Ha akKTUBHA cyHCTaHLl,I‘Ija**

1A Hatym Ha
BOBegyBate:

=3abeneLuka: BapujaumjaTa He ce NpUMeHyBa kora uHpopmaupjaTa ce JocTaByBa A0 HAANEXHWTE OpraHn Ha Apyr
Ha4uH (Ha np. NpeKy TakaHapeyeHa “M3jaBa o oBnacTeHo nuue”)

[ B. TPOMEHM BO AENOT 3A KBANUTET

B.l

AKTUBHa cyncTaHuuja

Tun Ha nocTanka

a

z) [Opyra Bapujauuja O

Oe | O O pnatym Ha

BOBeAyBaH-e:

B.l.a) MpouszBoacTBO

B.l.a [MpomeHa Ha NPOU3BOAMUTESNOT Ha aKTUBHA CYNCcTaHUuja

Tun Ha nocTanka

a

z) [Opyra Bapujauuja 1A

Oe | On O pnatym Ha

BOBegyBaHe:

B.l.a.1 lpomeHa Ha npon3BoAUTEN Ha NOjAOBHA cyncTaHuuja/peareHc/

mMefynpoussof WTo ce ynotpeGyBa BO NpoLIECOT Ha
NpPoU3BOACTBO Ha aKTMBHA CYNcTaHLUuWja N1 NPoMeHa Ha
npousBoAuTen (BKNyYyBajku ru MectaTta Kafie ce BplUM KOHTpona
Ha KBanuTeT) Ha aKTMBHa CyNncTaHuMja 3a Koja cepTudUKaToT 3a
cooaBeTHOCT co MoHorpadmuTe Ha EBponckara cpapmakoneja He e

Twun Ha nocTanka

aen on ogobpeHaTa AOKYMeHTauuja

a)

MNpeanoxexHnoT Npou3BoaguTeEn € Aen og ucta dpapmavesTcka
rpynauuja kako u ogobpeHuoT

% Hdatym Ha
O 1A Llis BOBeAyBaH:€:

b)

BoBegyBatbe Ha HOB NPOW3BOAUTEN Ha akTUBHA CyncTaHuuja WTo
noceayBsa LOKYMEHTaUMja 3a akTvBHaTa cyncraHumja (Active
Substance Master File, ASMF)

I'Ipe,qnomeH MOT Npon3BOAUTEN KOPUCTU 3HAYUTENHO pasnnyHun
HAYUMHWN Ha CUHTE3a UK YCIoBM BO NPOU3BOACTBO, LUTO MOXAT Aa
npomMeHarT BaXXHW KapakKTepUCTUKX Ha KBaJTTETOT Ha akTuBHaTa
cyncTaHqua, KaKo KBanuTaTMBEH W/WMKW KBAHTUTaTUBEH I'IpOd)VIJ"I Ha
OHeYncTyBata Unu CbVI3VI‘-IKO-X9MVICKVI 0CcoBUHU LWTO BJ'WIjaaT Ha
6V|0paCI'IOﬂO)KVIBOGTa

Hoe npousBogmTen Ha matepujan 3a Koj ce 6apa npoueHka Ha
Be3bepHocT oa Bupycu n/vnu TSE pusuk

MpomeHa koja ce ogHecyBa Ha BMOMOLLKW akTUBHa CyncTaHuuMja unu
NojooBHA cyncTaHumja/peareHc/Merynponssos LWTo ce
ynotpebyBaar Bo NpoK3BOACTBO HA BGUONOLLKW/ UMYHOMOLLKUA NEK

npOMeHVI BO UCNWNTYBaH-€TO Ha KOHTpoNaTa Ha KBallUTET Ha
aKTUBHa Cyl'ICTaHLI,VIja-.’SaMEHa nnwn gopasake Ha MecTo Kage ce

BPLUM KOHTpONa/MCnUTyBake Ha cepuja Ha NekoT

A OiB*
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BoBepyBare Ha HOB NpoM3BOAWTEN Ha akTMBHA CyncTaHuwja WTo
He nocenyBa LOKYMEHTALMja 3a akTUBHaTa cyncrasuuja (Active
Substance Master File, ASMF) n 6apa axypupare Ha COOA4BETHUTE
[EernoBu o JOKYMeHTauujarta

BoBenyBatbe Ha anTepHaTUBHO MECTO 3a CTepunuaalumja Ha
aKTMBHa cynctaHuuja co Ph.Eur. meTtog

O

i [ Ome*

MpomeHn BO UCNUTYBaHETO HA KOHTPONATa Ha KBaNuTET Ha
BUOSOLLKM aKTMBHA CyncTaHumMja: 3aMeHa Unm gogasakke Ha MecTo
Kafe ce BpLUM KOHTpOona/MCnuTyeare co GMONMOLLKM /MYHOMOLLKMU
/MMYHOXEMUCKN MEeToq

Hoeo mecTo 3a yyBarwe Ha Master Cell Bank un/wnu Working Cell
Banks

O
O
[0 i) Boeenysawe Ha HOBO MECTO 32 MMKPOHM3aLMja
0
O
O

z) [pyra Bapwvjauuja

Chia | O | On

* Ako efieH og YyCrnoBute He e UCMOoJTHeT U NpoMeHaTa He € NoeJUHEYHO HaBeleHa Kako Tun |l

B.l.a.2 [pomMeHU Ha NpoLecoT Ha NPOM3BOACTBO Ha aKTUBHAaTa
cyncTaHuMja

Tun Ha nocTanka

O a Manu npomeHuM Ha NPOLLECOT Ha NPOU3BOACTBO Ha akTUBHaTa
cyncTaHuuja

Cia OiB*

3HauuTenHa NpoMeHa Ha NpoLecoT Ha NPOM3BOACTBO Ha aKTWBHATa
[0 b) cynctaHumja WTo MOXe Aa MMa 3HAYAjHO BRVjAHNE Ha KBANUTETOT,
Be3begHOCTa UNK ehUKACHOCTa Ha JIEKOT

[NpomeHaTa ce ogHecyBa Ha bMonoLLKa/MMyHOMOLLKa CyncTaHumja
unu Ha ynotpeba Ha cyncTaHLuuja - XeMWUCKWU AepuBaT BO

[0 c¢) npoussoacTeoTO Ha BUONOLIKA/MMYHOMOLLKA CYNCTaHUMja, LWTo
MOXE Aa MMa 3Ha4yajHO BNMjaHne Ha KBanuTeToT, be3begHocTa unu
eduKacHOCTa Ha NeKOT M He ce OAHecyBa Ha NPOTOKONOT

MNpomeHa wTo ce ogHecyBa Ha xepbaneH MeaMLIMHCKM NPOW3BOZ, 1
[0 d) 6uno koja npomeHa LWTO ce ogHECYBa Ha reorpadpCKoTo NOTEKMO 1
HaYMHOT Ha MPOU3BOACTBO

O e Mana npomeHa Koja ce ofHecyBa Ha JeNnoT CO orpaH1yeH npucTan
Of, JOKyMeHTauujaTa 3a akTuBHa cynctaHumja (ASMF)

1B

0 =2 Apyrasapujaumja

Oia | O | On

* AKO eieH 0f YCNOBUTE HE e UCMOMHET U NPOMEeHaTa He e NoeAWHEYHO HaBedeHa kako Twn |l

B.l.a.3 MpomeHa Ha ronemMnHa Ha cepuja (BKNy4yBajkM npomeHa Ha oncer
Ha rofieMMHa Ha cepuja) Ha akTMBHa cyncTaHUuja unu
Mefynpou3Bop, WTO ce KOPUCTH BO MPOU3BOACTBOTO Ha aKTUBHaTa

Twun Ha nocTanka

cyncTaHumja
[0 a) [Ooamecetnatv Bo ciopen6a co ogoGpeHaTa rornemMmHa Ha cepuja Oia O iB*
[ b) Hawmanysatse Ha ronemuHa Ha cepvja oo 4ECET nNaTt [11A [11B*
O o MpomexaTa Gapa npoLeHKka Ha cnopeanuBocTa Ha I
OuonoLKka/vMMYHONOLLKa aKTWBHA cyncTaHumja
Moeeke og aeceT natu BO cnopenba co ogobpeHarta ronemuHa Ha
O aq . IB
cepuja
[onemuHaTa Ha cepujata Ha OMonoLKa/MMyHOMNOLWKa aKTUBHA
[0 e) cyncraHumja e sronemena/HamaneHa 6e3 NPOMEHN BO MPOLIECOT Ha 1B
NPOW3BOACTBO (Ha NpuMep, Aynnvpake Ha NnHujaTta)
O =2 Apyrasapwjaumja OO | On

* AKO eileH of YCNoBUTE HE € UCMOMHET U NPOMeHaTa He e NoeAWHEYHO HaBedeHa kako Twun |l

O oarym Ha
BOBeJyBatse:

Hdatym Ha
BOBeayBaHe:

O BatymHa
BOBeayBaHse:

OaTtym Ha
BOBeayBatbe:

[ Batym Ha
BOBeOYBaH-e:
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Cnyx6eH BecHuk Ha PCM, 6p. 18 oa 22.1.2021 roanHa

B.l.a.4 NpomeHa BO ucnUTyBawaTa BO MpoLecHaTa KOHTpora unu Ha
[03BOJIEHUTE rPaHMLIM BOCNOCTaBEeHU BO NPOM3BOACTBOTO Ha Twvn Ha nocTanka
aKTMBHaTa cyncTaHumja
[0 a) Crechysare Ha [O3BONEHUTE rPaHULIMTE BO MpOLIECHaTa KOHTpona 1A O 1B* Batym Ha .
BOBeAyBaHe:
O b [opasate Ha HOBO UCMUTYBaH€ U [O3BONEHN FPAHULM BO 1A 1B
npouecHaTa KoHTpona
[0 c) Bpuiere Ha He3HAYajHO UCNUTYBAKE BO NPOLIECHATa KOHTpona 1A Jis*
MpowmpyBake Ha of0bpeHUTe rpaHnLy BO NpoLecHaTa KoHTpona
[0 d) wromoxaT Aa MMaaT 3HAYajHO BNMjaHNE Ha CEBKYMHUOT KBanuTeT Il
Ha aKTMBHaTa cyncTaHumja
Bpuwwete Ha ucnuTyBame BO NpoLecHaTa KOHTpona LUTO MOXe Aa
[0 e) wma 3nauajHo BAMjaHMe Ha CEBKYMHUOT KBANUTET Ha aKkTUBHATA Il
cyncTaHumja
[opasake unn 3ameHa Ha MCNUTyBar-e BO NpoLecHaTa KoHTpona
[0 f) «kaxo pesynTtaT Ha npalLara LITO Ce ogHecyBaaT Ha besbegHocTa 1B
WK KBaNMTETOT 0
g . Hatym Ha
O 2 [Opyrasapujaumja Chia | Oml. | On HCREEy R}
* AKO efieH of yCroBuTe He € UCMOMHET U NPOMEeHaTa He e NoeauHEYHO HaBedeHa kako Tun I
B.l.a.5 NpomeHun BO akTMBHaTa cyncTaHuuMja Ha Ce30HCKa, npe-
naHaeMMUcKa Unm naHaeMMucka BakuMHa NPOTUB XyMaHa Twun Ha nocTanka
MHcpnyeHua
O a 3ameHa Ha coj (coeBuW) BO CE30HCKa, Npe-NaHaeMUCcKa unn Il
naHgemMucka BakumHa NpoTUB XymaHa uHdnyexua 0
. . Hatym Ha
[0 2 [Opyrasapujaumja O | Ome | Oun HOR ey
* AKO efileH of yCroBUTE He € UCMOMHET U NPOMEeHaTa He € NoeauHeYHo HaBedeHa kako Tun I
B.l.b) KoHTpona Ha akTMBHa cyncTtaHuuja
B.l.b NMpomeHa Bo KOHTponaTa Ha akKTUBHaTa cyncraHuuja Tun Ha nocTanka 0
. . Oatym Ha
0 2 [Opyrasapujauvja Oia [Oml. | On BoBeyBatbe:
B.l.b.1 lpomeHa BO napamMeTpuTe U/UNKU AO3BONEHUTE rPaHULK BO
cneuudmKaumjaTa Ha aKkTUBHa cyncTtaHuuja, NnojaoBHa
cyncTaHuuja, MefynpouM3BO4 UNKU Ha peareHc WTo ce Twun Ha nocTanka
ynotpebyBaaT BO NpoLECOT Ha NPOM3BOACTBO HA aKkTUBHAaTa
cyncTaHuuja
CTecHyBak€ Ha rpaHuLMTe Bo cneuudmkaumjata 3a MequLMHCKA
[0 a) npomussoan wro ce npeamet Ha Official Control Authority Batch O1An Ois* Hary i .
Holsese BOBeAyBaHe:
[0 b) CrechyBate Ha rpaHuLMTE BO cneundmkalmjaTa [11A [11B*
O o [onaBate Ha HOB napameTap Bo cneunduKkaumjata co CooaBeTeH 1A 1B*
METOA 33 UCMUTYBaHE
O d bpvwere Ha He3Ha4YaeH napamMeTap Bo cneyudmkaumjaTa (Ha 1A 1B
npumep, Gpullier-e Ha 3acTapeH napameTap)
Bpuvwwetse Ha napameTap BO cneundukaumjaTa LUTO MOXe Aa uMma
[0 e) 3nauaeH edbekT Ha CEBKYNHMOT KBANMTET Ha aKTMBHaTa Il
cyncTaHumja wwuiv Ha roToBMOT NPOU3BoA,
O f Mpomern HagBop of 9,qo6peHv1Te rpaHvum BO cneundnkaummTe Ha I
aKTMBHAaTa cyncraHuumja
MpowwmpyBake Ha ofobpeHuTe rpaHnym Bo cneuudmkaumute 3a
O o NOjAOBHMTE CYNCTaHLuMK/ Merynpon3Boan, LUTO MOXaT Ja umaat I
3HavaeH eeKT Ha CeBKYNHMOT KBANMTET Ha akTWBHaTa
cyncTaHumja wuim Ha rotoBMOT NPoU3BoA
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[opasate unu 3aameHa (Co MCKMY4oK Ha BronoLuka unu
O h MMYHOJSIOLLIKA CyNncTaHuMja) Ha napameTap Bo cneuudrkaumjaTa B
KaKo pe3ynTaT Ha npaluaka LTo ce ogHecyBaar Ha 6e3begHocTa
WK KBaNWMTETOT CO COOABETEH METOA 3a UCNUTYBake
Kora aktvBHaTa cyncraHuuja Hema MoHorpadmja Bo Ph. Eur. vnu
O BO HaUMOHanHaTa hapmakoneja Ha 3emjaTa 4YneHka, NpomMeHa Ha B
napaMmeTap o4 MHTepHa cneuudukaumjata cnopeg He-ocuumjanHa
chapmakoneja unv chapmakoneja Ha TpeTa 3emja
L [J Oatym Ha
z ra sBapujauuja 1A 1B I}
O ) Opy pujauv) O O O BOBefyBaH-e:
* AKO efeH of yCroBuTe He e UCMOSHET U NpoMeHaTa He e NoeAuMHeYHO HaBeaeHa kako Tun I
B.l.b.2 MpomMeHa Bo nocTankara 3a UCNUTYBake HAa aKTMBHA cyncTaHuuMja
WNU Ha NojAoBHa CyncTaHuuja, MefynpoM3BoA UMK Ha peareHc
IA y unja, merynp A p Twvn Ha nocTanka
WTO ce ynoTpebyBaaT BO NpoLecoT Ha NPOW3BOACTBO Ha
aKTMBHaTa cyncTaHuuja
; aTyM Ha
a) Manu npomeHu Ha Beke ogobpeHa nocTanka 3a UCNUTYBaHe 1A 1B* A
u ) P i T O O BOBeAyBaH-€:
Bpuwetbe Ha nocTanka 3a MCNUTYBake Ha akTWBHA CyncTaHLumja
[0 b) winHa nojoosHa cyncTaHumja, peareHc nnm Ha MerynpousBsog, ako O OiBs*
anTepHaTMBHa NnocTanka e Beke ofobpeHa
[pyrn npomMeHn BO NocTanka 3a Ucnutysawe (BKy4yBajku 3amMeHa
O c¢) wnnponasake) Ha peareHc, LWTO HeMa 3Ha4aeH edekT Ha OiA Ois*
CEBKYNHWOT KBanuTeT Ha akTMBHATa CyncTaHumja
[MpomeHa (3ameHa) Ha BMONOLLKKM /MMYHOJSTOLLKKN /UMYHOXEMIUCKU
[0 d) wmeTon3aucnutyBare unu MeTos BO Koj ce ynoTpeGyea G1onoLukm I}
peareHc 3a 61onoLuKa akTMBHa cyncTaHuumja
[pyru npomeHn BO NocTanka 3a ucnutysawe (BKydyyBajkin 3ameHa
[0 e) wnuponasake) Ha akTMBHA CyNcTaHLMja UM HA NOjo0BHA 1B
cyncTaHuuja unu Ha mefynpoussog
. J Oatym Ha
z ra Bapujauvja 1A 1B Il
O ) Apy pujaun O O O BOBeayBah-€:
* AKO efeH of yCroBuTe He e NCMOSIHET U NPOMEeHaTa He e noeAMHeYHo HaBeaeHa kako Tun Il
B.l.c) KoHTejHep-3aTBOpYBay cuctem
B.l.c MpomeHa Bo cMCTEMOT Ha 3aTBapal-€ Ha aKTUBHaTa
2 Tun Ha nocTanka
cyncraHumja
o [1 Darym Ha
z ra Bapujauvja 1A 1B Il A
0 2 Apyrasapujauyi a O a RGOy EAlA:
B.l.c.1 [NpoMeHa BO KOHTAKTHOTO NaKyBaHk-€ Ha aKTUBHA CyncTaHuuja Tun Ha nocTanka
aTyM Ha
[0 a) KeanutatuseH n/unm KBAHTUTATUBEH COCTaB OiA Oie* Aavy
BOBefyBaH-e:
O b KBanutaTtveeH W/unu KBaHTUTATUBEH COCTaB 3a CTEPUNHA U I
He3amp3HaTH BUONOLLIKW MMYHOMOLLKW akTUBHM CyNCTaHLun
] c) Te4yHW aKTMBHU cyncTaHuuun (HecTepusHmu) 1B
o ] Oatym Ha
Z ra sapujauuja 1A 1B ] A
[0 2 Apyrasapujauui Il [l O HEE Ry BAIE:
* AKO efileH o[, YCIOBWTE He e UCMOJSIHET W NPOMeHaTa He e NoeJMHeYHO HaBeaeHa kako Twun I
B.l.c.2 NpomeHa Ha napameTpuTe UW/unu rpaHMuMTe Bo cneuudmukaymjaTa
p P P p u ey cpkaiiy) Tun Ha nocTanka
Ha KOHTaKTHOTO NaKyBaH€e Ha aKkTUBHa cyncraHuuja
; OaTtym Ha
a) CrecHyBawe Ha rpaHuLMTe BO cneuudukaumjaTa 1A 1B*
U ) Y BEHML LKLy u 0 BOBefAyBaH-e:
0 b [lopaBake Ha HOB NapameTap BO crneuncunkaumjata co coogBeTeH 1A [J18*
) METOA 32 UCMMTYBaHE
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O o Bpuwere Ha He3HayaeH napameTap Bo crneuudukaumjara (Ha 1A 1B
npumep, Gpuer-e Ha 3acTapeH napameTap)
[JogaBare vnv 3aMeHa Ha napameTap Bo crnieuudurkaumjata Kako

[0 d) pesynrarHa npawaa Wro ce ofgHecyBaar Ha GeabeaHocTa unm 1B
KBaNUTETOT
. (] Datym Ha
0 2 [Opyrasapvjauvja O { OB, | On LA, i
* AKO efleH Of YCNOBUTE HE € UCNONMHET N NPOMeHaTa He e NoeAnHeYHO HaseaeHa kako Tun ||
B.l.c.3 NpomeHa Bo noctankaTta 3a MICMUTyBake Ha KOHTAaKTHOTO
" Twun Ha nocTanka
nakyBake Ha aKTUBHA cyncraHuuja
; Hatym Ha
*
[0 a) Manu npomenn Ha Beke onobpeHaTa nocTanka 3a UCUTYBaE A O A
OcTaHaTh NpoMeHK Bo NnocTankaTta 3a UcnuTyBawe (BKITyYyBajkm
O b 3aMeHa Unv JoAaear-e) A O
O o Bpuwere Ha nocTanka 3a UCNUTYBatLe ako anTepHaTveHa 1A ] 1B+
nocranka e Beke ogobpeHa
. [ Datym Ha
O =2 nNpyrasapujaumja Oia | O | On L i

* Ako €EeH O yCrnoBuTe He € NCNOJTHEeT N NpoMeHaTa He € NoegnHevyHo HaBeaeHa Kako Tun Il

B.l.d) CtabunHocTt

B.l.d CtabunHocTt Tun Ha nocTanka
L ] parym Ha
0 2 [Opyrasapujaumvja Cha (O On L iy
B.l.d.1 lNpomeHa Bo peTecT nepuoaoT/nepuonoT Ha YyBaHe Unu
yCrnoBMTE HA YyBak-e Ha aKTUBHaTa cyncTaHuuja kora ogobpeHara
k Twun Ha nocTanka
AoKyMeHTauuja He coapxu CepTudmukaT 3a COOABETHOCT CO
moHorpadujata Ha Ph.Eur. wto BKNy4YyBa petect nepuon
a) Petect nepuoa/nepuon Ha YyBake
OaTtym Ha
*
O 1. Hamanysame Oia Oie EOREYERE:
2. T[popomkyBare Ha peTecT Nepuog Bp3 OCHOBA Ha
| eKkcTpanonauuja Ha nogaToum o cTabunHocTa LWTo He € BO Il
COornacHocT co HacokuTe Ha ICH sBoanyute**
3. [popomkyBare Ha nepuop Ha vYyBame Ha druonowwka/
| MMYHOMOLUKA akTUBHA CyncTaHuuja LUTo He e BO Il
COrMacHoCT co 0fo6peHMoT NPOTOKON 3a CTaGUITHOCT
4. lMpopomkyBake W BoBEdYBake Ha peTecT
O nepuoa/nepmnog Ha YyBawe NoALPXKaH CO NPUKaXaHuTe 1B
pes3ynTatu o ctyamjata Ha ctabunHoct
b) YcnoBu Ha yyBawe
0 1. TllpomeHa KOH MOCTPOTW YCNOBM Ha YyBatbe Ha aKTvBHaTa 1A 1B+ [(J parym Ha
cyncraHuuja BOBefyBaH-€e:
2. [lpomeHa Ha ycroBM Ha YyBake Ha OUOMOLUKN/MMYHOMOLIKN
0 aKTUBHM CYNCTaHLWKU, KOora CTYAUNTE Ha CTabUNHOCT He ce "
M3BeAEHU BO COrMacHOCT Co o400peHMoT NpoToKon 3a
cTabunHocT
O 3. TMpomeHa Ha yCcnoBu Ha YyBak€e Ha akTUBHATA CyncTaHumja 1B
MpoMeHa Ha 006peH NPOTOKON 3@ CTABUIHOCT « | L] HOatym na
O o 0Mp [0OpeH np Llia L. BOBeOyBaHe:
. J Datym na
O 2 [Opyrasapuvjaumja Oia | O, | On = o e g

* AKO eA€eH 0[] YCNOBUTE HE € NCMONHET U NPOMeHaTa He e NoeauHeYHo HaseaeHa kako Tun I
**3abenelwka: Pe-TecT nepmooT He ce ofiHecyBa 3a OMONOLUKa/MMyHOMOLLKa aKTUBHA CyncTaHumja.
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B.l.e) AuzajHupaHo nogpadje (Design space) n NpOTOKON 3a ynpaByBake CO NPOMeHU No AobuBake

Ha opgo6peHue

B.l.e) An3ajHupaHo nogpauyje (Design space) U npoTokon 3a
ynpaByBaHse co NpoMeHu no gobuBawe Ha ogo6peHune

Twvn Ha nocTanka

[0 =2 QOpyrasapujaumia Oia

O, |{On

B.l.e.1 BoeepyBaie Ha HOBO AW3ajHApPaHO Nogpayje Unu NpolMpyBame
Ha ofobpeHo AM3ajHMpaHO Noapayje 3a akTUBHATa cyncTaHuuja,
IITO Ce ogHecyBa Ha:

Tuvn Ha nocTanka

EfHa onepauuja Bo NpoLecoT Ha NPOM3BOACTBO Ha akTUBHATA
O a) cyncraHumja, BKIyyyBajkun 1M NPOLECHUTE KOHTPOMW W/WAM NOCTaNKK
33 MCNUTYBaHE LUTO Npou3neryBaar og HUB

MocTanku 3a ucnuTyBare Ha NojOOBHM
cyncTaHunw/merynpoussogu/peareHcu Wuin akTuBHa cynctaHumja

O b

O =2 Opyrasapujauvja

COia | O, | o

* AKo efeH o YCNoBUTE HE € UCNONHET N NPpOMEHATa HE € NoeaNHeYHO HaBeadeHa Kako Tun |l

Tun Ha nocTanka

B.l.e.2 BoBeayBaHi-e Ha NpOTOKOJ 3a ynpaByBaHe CO NPOMeHa

O no no6uBate Ha ofo6peHune, LITO ce oAHecyBa Ha aKTUBHa ]
cyncTaHuuja

0 2z pJpyrasapujauvja OiA | O | Cn

* AKo efeH og YCNoBUTE HE € UCNOJNTHET N NPpOMEHATa HE € NoeJNHeYHO HaBedeHa Kako Tun |l

Tun Ha nocTanka

0 B.l.e.3 Bpuiwwere Ha ogoGpeH NpoToKon 3a ynpasyBake co (1A [ 1B*
NpoMeHa, WTO ce ogHecyBa Ha akTUBHa cyncTaHuuja
0 2z p[pyrasapujauvja Cia | O | CIn

* AKo efeH og YCNoBUTE HE € UCMOJTHET N NPpOMEHATa HE € NoeJNHeYHO HaBedeHa Kako Tun |l

B.l.e.4 MpoMeHU Ha ogo6GpeH NPOTOKON 3a yrnpaByBake CO NpoOMeHa

Tun Ha nocTanka

O a lonemu npomeHu Ha ogobpeH NPOTOKON 3a ynpaByBake Co

npomeHa
O b

LUTO He ja MeHyBaart cTpartervjata gedonHnpada BO NPOTOKONOT

1B

Manu npomexun Ha ogo6peH NPOTOKON 3a ynpaByBake co NPOMeHa
O 2

[pyra Bapujauuja

Oia | OB

* AKo efeH og YCnoBuTE HE € UCMOJNTHET N NpOoMeHaTa He € NoeanHeYHO HaBeJeHa Kako Tun |l

B.l.e.5 CnpoBeayBake Ha NPOMEHU NpeaBUAEHU BO 0406GpeH NpoTokon
3a ynpaByBaH-€ CO NpoMeHa

Tun Ha nocTanka

O a (r.l‘,c:lposeqysarbem Ha npoMeHaTa He 6apa [ONONHUTENHU [11An e
JAaTOUM 32 NoaapXyBarke Ha NpoMeHaTa
O b CnpoBeayBareTo Ha NpoMeHaTta Gapa AONONHUTENHM NoAaToum 3a B
noAApXKyBake Ha NMpoMeHara
[0 c) Cnpoenysare Ha NnpoMeHa 3a GUOMOLLK/MMYHOMOLLKY TEK 1B
O 2 [pyrasapujauvja Cha | OB | OnN

* Ako eaeH og YCNoBUTE HE € UCMONHET N NPOMEHATa HE € NoeANHeYHO HaBeaeHa Kako Tun |l

O fAatym Ha
BOBefyBabe:

[J natym Ha
BOBeQyBaHh-€:

JDatym Ha
BOBeAyBatse:

[ Datym na
BOBeqyBatbe:

] Batym Ha

BOBeQyBaH-€:

Hatym Ha
BOBeQyBaH-€:

O parym na
BOBeAyBae:
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B.Il. FOTOB NPOM3BOA

B.ll NoToB NpousBsoa Twun Ha nocTanka

. [ fBatym Ha
O 2 [pyrasapyjaumja Cha | OB | O | e nyBame:
B.ll.a) Onuc mn cocTaB
B.ll.a NMpomeHa Ha ONUCOT M COCTABOT HAa rOTOBUOT NPOU3BOL, Tun Ha nocTanka

- [1 Datym Ha
O =z [OpyraBapujaumia O | O | On BoBe/yBatbe:
B.ll.a.1 TMMpomeHa unu aoaaBawse Ha BTUCHaATU UMK JPYrU O3HaKW UMK

nevyatTeHu O3HaKu Bmyquajl'(u W 3amMeHa unu aopaBak-e Ha bowm 3a

O3HayYyBaHh€ Ha rotoB Npou3eon

Twun Ha nocTanka

[0 a) nmpomeHu Ha BTUCHATM UMK APYrM O3HAKW UMM NEYATEHU O3HAKM Oian O1B*
O b MpomeHu Bo 3acek/pa3fenHu NUHWM HAMEHETU 3a nofenda Bo B

efHaKBu 403U
O 2 [Opyraeapujaumia Chia | OB | O

* AKo efieH og, YCNnoBUTE HE € UCNONTHET N NpOMeHarTa HE € NoEfNHEeYHO HaBejeHa KakKo Tun |l

B.ll.a.2 TlpomeHa Ha chopmaTa unNu guMeH3nuTe Ha hapmMaueBTCcKaTa

po3supaHa ¢opma

Tun Ha nocTanka

O a) TabneTn co KOHBEHUMOHANHO ocnobogyBatbe, Kancysnu, 1A, 18*
CYNO3WUTOPUM WK _BarmTopun
[acTpo-pesncTeHTHU, hapmaueBTCkM Jo3upaHn hopmu co

0 b) moaudrumpaHo unu npoaomkeHo ocnobogyeatse U TabneTn co 1B
pasgesiHa IvHuja HameHeTy 3a nogenba Bo eaHakBu 403N

O o [lonaBame Ha HOB KUT 3a paauodapMaLeBTCKK Npenapar co apyr m
BOJTYMEH Ha NOJIHEHE

O 2 [pyrasapujaumja Oia|{ O | On

* AKo efieH of, YCNnoBUTE HE € UCMNOJTHET N NpoOMeHaTa He € NOEONHEYHO HaBejeHa Kako Tun |l

B.ll.a.3 NMpomeHn Ha eKCLUMMUEHCH BO COCTAB Ha rOTOB NPOU3BOL

Tun Ha nocTanka

a) [lpomeHu BO KOMMOHEHTW Ha CUCTEMOT 3a Ooja unu 3a BKyc

O 1. [opasatee, BpulLere unu 3ameHa O 1AN O 1B*
O 2. 3ronemyBsare UNW Hamarnysambe A Ois*
b) OcTtaHatn ekcuMnueHcKn
1. bBuno koe mano npunarofyBake Ha KBAHTUTATUBHUOT
O COCTaB Ha roToBUOT NPOM3BOA, LUTO Ce OAHEecyBa Ha A J1B*
eKcuMnMeHcuTe
2. KBanutaTuBHW UNW KBAHTUTATUBHM NPOMEHN Ha edeH Uin
O noBeke eKCLUUNUEHCH LUTO MOXE Aa MMa 3Ha4yajHo BrinjaHue ]
Ha KBanuTeToT, be3begHocTa M edukacHocTa Ha NekoT
0 3. [pomeHa wWTO ce oaHecyBa Ha OUOMOLLKW/ UMYHOMOLLKA "
npoun3BoA
O 4. Buno Koj HOB eKCUMNUEHC LITO BKNy4yBa ynotpeba Ha

MaTepwujanu o4 XyMaHo UM XMBOTUHCKO MOTEKIO, 3a KON e
notpebHa npoueHka Ha 6e3beHocT of Bupycy unu TSE

pU3KnK

OaTtym Ha
BOBeAYyBak:e:

(] Datym Ha

BOBeQyBaH:€:

Hatym Ha
BOBeAyBaHe:

(] Darym na

BOoBeQyBaH:€:

[J Datym na
BOBEAYBaH-E:
(] Datym Ha
BOBeAyBaH:e:

(J patym ua
BOBeAyBate:
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O 5. [pomeHa 3a koja e focTaBeHa cTyavja 3a "
OuoekBuBaneHuuja
| 6. 3ameHa Ha efeH ekcUMNUEHC CO APYr Crnopeasne
E€KCLIMMUEHC CO UCTUTE PYHKLIMOHANHWN KapaKTEPUCTUKA U 1B
Ha CIUYHO HMBO
o [ bDatym Ha
0 =2 Odpyraeapujaumja Clia | Ol | On T g
KO €[,EeH o[, yCINOBMTE HE € UCMOSHET 1 NpoMeHaTa He e NoegMHeYHO HaBeaeHa Kako Tun
*A Tun Il
B.ll.a.4 NMpomMeHa Bo macaTta Ha CNnojoT 3a 06noXyBake Ha nepopasiHuTe TH 1 MEETaRE
no3vpaHu opMMU UNKM NpoOMEHA BO MacaTta Ha KancynapHoTo Teno
& Hatym Ha
[0 a) Uspcru nepopanku chapmalesTcku Ao3npaHu hopmm Oa OB EuEenyEmse:
[acTpo-pe3vncTeHTHU, hapmMaLeBTCKu A03upaHn hopmu co
0 ) MogucMuMpaHo unn npogormKkeHo ocrnobogysate, kage Il
06noxyBakeTO € KpUTUYEH haKTop 3a MEXaHU3MOT Ha
ocnobogyBaw-e
o ] Datym Ha
0 2 Opyrasapujauvja Cha | O | O R s
KO €4,EeH Of, YCINOBMTE HE € UCMOJSIHET 1 NpoMeHaTa He e NoegMHEeYHO HaBegeHa Kako Tun
A Tun Il
Tun Ha nocranka
B.ll.a.5 NMpomeHa Ha KOHLUeHTpaLuuja Ha eAHOA03HHN
0 napeHTepanHu NpPoM3BoAM, Kae KoNnM4yecTBOTO HAa aKTUBHA I
cyncTtaHuuja Ha eauHWLLA [o3a (Ha NpuMep, jayMHa) ocTaHyBa
UCTO
o [J batym Ha
O 2 OpyraBsapujauvja Oia | O | On BoBeqyEatbe:
Tun Ha nocTanka
0 B.ll.a.6 BpuweHe Ha KOHTEjHepOT 3a pacTBOpyBay4/ AUNYEHT of Il
nakyBalheTo
o O parym nHa
O =2 [Opyrasapujaumja Oia | O | On it
B.ll.b) NpounssogcTBO
B.ll.b lNpomeHa BO NpoU3BOACTBO Ha FOTOB NPOU3BOA Twun Ha nocTanka
o [J Datym Ha
O =2 [Opyrasapvjauvja Cha | O | O B e R
B.ll.b.1 3ameHa unu pofaBake HA MECTO Ha NPOU3BOACTBO 3a AenN Unun TWA Ha nocTanka
3a LenuoT npouec Ha NPoU3BOACTBO Ha rOTOB NPOM3BOA
s Hdatym Ha
a a) Mecto kage ce BpLIM HAABOPELLHO NaKyBakbe O 1An OB BoBeAyBaH:e:
Hatym Ha
*
[0 b) Mecro kage ce BPLIM KOHTAKTHO NaKyBatbe O 1AN OB EoRenyEmse:
MecTo kage ce BpLuaT ocTaHaTaTa/ute noctanka/v of NpPoLecoT Ha
NPOW3BOLCTBO, OCBEH NyLUTAHE HA Cepuja Ha NeK BO NPOMET,
C) KOHTpona Ha cepwja, N HaaBOPELLHO NakyBake 3a GUONOLLKM,
O ' 6 / Il
MMYHOMOLLKWN NEKOBU UNnu hapMaLeBTCKN JO3upaHu hopmu
npouv3BedeHn CO COXEHU NPOLECU Ha NPOU3BOACTBO
O J MecToTo 3a koe ce Bapa noyYeTHa MHCNEeKUMja UK UHCNekuuja I
nocebHo 3a AafeHNOT NPou3Bos,
MpomeHaTa ce ogHecyBa Ha MeCTOTO Ha NPOU3BOLACTBO BO KOE ce
€) BpLIaT ocTaHaTaTa/uTe nocranka/vl og NpoLecoT Ha NPOU3BOACTBEO,
O / / B

OCBEH NywTakeTo Ha cepnjaTa Ha JNIEKOT BO NPOMET, KOHTpO1a Ha

17 op 87



Cnyx6eH BecHuk Ha PCM, 6p. 18 oa 22.1.2021 roanHa

cepwja, KOHTaKTHO 1 Ha4BOpPELWHO Nakyeake 3a HECTEPUITHN
JNEKOBK

I'IpomeHaTa Ce oAHecyBa Ha MeCTOTO Ha NpPOon3BOACTBO BO KOe Ce
BpwaTt ocTaHaTaTta/ute nocranka/v og npouecoT Ha Npon3BoACTBO,

0o OCBEH MyLUTAHETO Ha cepujaTa Ha NEKOT BO NPOMET, KOHTpoma Ha B
cepvja, U HaABOPELUHO NaKyBaHe 3a CTEPUITHU JTEKOBU
npousBegeHun co ynotpeba Ha acenTuyeH MeTogd, CO UCKITYYOK Ha
BUONOLLKW/ MMYHONOLLKW JTEKOBU
O 2 [Opyrasapujaumja O | O, | On

* Ako efieH op YCNoBUTE HE € UCNONHEeT U NpoMeHaTa He € NoeANHEYHO HaBedeHa Kako Tun |l

B.ll.b.2 NpomeHa Ha YyBO3HMK, MECTO Ha NylUTake HAa cepuja Ha Nnek BO
npoMeT W Ha KOHTpona Ha KBarUTET Ha rOTOB NPOU3BO4

Twun Ha nocTanka

€4eH o4 MeToguTe WWTO ce n3seayesa Ha MeCcToTo € OunoLwku
/VIMyHOﬂOLIJKVI MeTo

O ) 3ameHa unu goaasare Ha HOBO MECTO kajie Ce BpLuM A O 1*
KOHTpona/McnuTysarke Ha cepuja
3ameHa unu goaasame Ha HOBO MECTO Kaje Ce BpLUM

O b KOHTpONa/ucnuTyBame Ha cepuja Ha DUONOLLKU/VMMYHOJIOLWWKN NEK U Il

3ameHa Ha npoussoguTen unu gonasake Ha HOB Npoun3BoanTEN OArOoBOPEH 3a YBO3 n/ivnu

O o 0 ;
yLUTaH€e Ha cepwja Ha NeK BO NpomMeT
O 1. TlpomMeHaTa He BKNy4YyBa KOHTpOna/uCnuTyBake Ha cepwja O1Ax OB+
O 2. [lpomeHaTa BKNy4yyBa KOHTpoOna/McnuTyBake Ha cepuja O 1A OB
3. [pomeHaTta BKny4yBa KOHTpONa/MCNUTyBake Ha cepuja Ha

O OMONMOLIKW/MMYHOMOLLKM JIEK U €4EH O METOAMTE LUTO ce Il

M3BeAyBa Ha MECTOTO € BUNOLKWA /MMYHOMOLLKKA /

MMYHOXEMWUCKU METOA
O 2z [Opyraeapujaumia Cia | O | On

* Ako efleH op YCnoBuTe HE € UCNONHEeT N NpoMeHaTa He € NoeANHEYHO HaBeeHa Kako Tun |l

B.ll.b.3 NpomeHa Bo npouecoT Ha NPOM3BOACTBO Ha rOTOB Npou3BoA,
BKNYy4yBajkn mefynpoussopg ynorpe6eH Bo Npou3BoACcTBOTO Ha
roTOBMOT NpPOU3BOA

Twun Ha nocTanka

| a) Mana npomeHa BO NPOLECOT Ha NPOU3BCOLACTBO Cia J1B*
3Ha4ynTenHn NPOMEHN BO MPOLIECOT Ha NPOM3BOACTBO LITO MOXeE Aa

[0 b) wumaar 3HauajHo BNUjaHue Ha keanuTeToT, GeabegHocTa u Il
edukacHocTa Ha NexkoT

O o [MponssogoT e BUONOLLKN/MMYHOSOLLKKM NEK U npoMeHaTa bapa Il
NpoLIEHKA HA CNopeanuBoOCT

[J d) Bosenysame Ha HecTaHAap/EH 3aBPLUEH METO/ HA CTepunusaumja 1l

O e Bose,qysal-.be WK 3ronemyBarse Ha BMLLOKOT Ha aKTMBHA m
cyncraHumja

O 9 Mana npomeHa Bo NPOLECOT Ha NPOU3BOACTBO Ha BOAEHa B
nepopanHa cycneHsuja

O =2 [Opyrasapujaumja COia | O, | On

* AKO efieH ol YCNOBUTE HE € UCNONHET U NpOoMeHaTa HE € NoeANHEYHO HaBeeHa Kako Tun Il

B.ll.b.4 NMpomeHa Ha roneMUHa Ha cepuja (BKkNyuyBajku npoMeHa Ha
oncer Ha rofieMMHa Ha cepuja) Ha roToB NpousBoq

Twun Ha nocTtanka

[0 a) /[opecernati Bo cnopeaba co ofoBpeHaTa ronemMuHa Ha cepuja

Oia

OiB*

O b

Hamanysawe Ha ronemuHa Ha cepuja go 10 natu

O

O+

[ farym Ha
BOBeAyBatbe:

Hatym Ha
BOBe/lyBak-€e:

Hatym Ha
BOBeAyBake:
Hatym Ha

BOBeAyBawe.

[J parym Ha
BOBeAyBaH:e:

Hatym Ha
BOBeAyBake:

Hdatym Ha
BOBeAyBaH€:

] Oatym Ha
BOBeAYBatbe:

Hatym Ha
BOBeAyBak:e:
Hdatym Ha
BOBeAyBake:
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BecHuK Ha PCM, 6p. 18 og 22.1.2021 rogunHa

MpomeHaTa Gapa nNpoLeHKa Ha cnopeaSIMBOCT Ha
[0 c¢) 6uonowku/MMyHONOLLKY NEK UMK NMpOMeHaTa Ha ronemMuHa Ha Il
cepuja bapa HoBa cTyaunja Ha BuoeksusaneHumja
O d MpomeHaTa ce ogHecyBa Ha cuTe apyru hapmaueBTcku hopMu Il
NPOV3BEAEHN CO CIOXEH NPOLIEC HA NPOM3BOACTBO
O e I'Ioseﬁe og noecet natu Bo cnopenba co ogobpeHara ronemMmuHa Ha B
cepuja Ha hopmu (NepoparnH4) co KOHBEHUMOHaNHo ocnoboJyBawe
[onemuHaTa Ha cepwjaTta Ha BUONOLLKK / UMYHONOLLIKW NEK e
[0 f) sronemena/HamaneHa 6e3 npoMeHa BO NPOLIECOT HA NPOM3BOACTBO 1B
(Ha Nnpumep, gynnnpare Ha NuHKjaTa) 0
. , Hatym Ha
O 2 QJdpyrasapyjaumja Chia | O, | On BoBenyBate:
* AKO e[leH Of, yCINOBWUTE He € UCTONHET U NPOMeHaTa He € NoefuHeYHo HaBeaeHa kako Twn I
B.Il.b.5 NpomeHa Bo ncnutyBawara Bo NpoLlecHaTa KOHTpona uinu Ha
[O3BONEHUTe rpaHULM BOCMOCTaBEHM BO NPOLECOT Ha MPOU3BOACTBO Ha Tun Ha nocTtanka
roToB NpousBoA
n Hatym Ha
O a) CrecHyBatbe Ha [O3BONEHUTE rPaHNLN OiAa OB BoBedyBatbe:
" Hdatym Ha
[0 b) [donasawe Ha HOBM UCMMTYBAA M AO3BONEHMN TPAHNLIA A OB BoBedyBatbe:
d c) bBpuwere Ha He3Ha4YajHO UCMMTYBaHE BO NpOLECHaTA KOHTpONa Oia OiB* RatyM oa .
BOBefyBaH-€:
Bpuwetse Ha ucnuTyBake BO NpOLECHATA KOHTPONA LUTO MOXE Aa
[0 d) wuma 3HauajHo BAMjaHUE HA CEBKYMHUOT KBANUTET Ha FOTOBMOT Il
npouseog,
MpowwpyBake Ha ofoOpeHUTE rPaHNULM BO NPOLECHATa KOHTpona
[0 e) wromoxar aa nmaaTt 3HauajHO BNMjaHNe Ha CEeBKYNHUOT KBanuTeT Il
Ha roTOBMOT NPOU3BO4
[Jonaeame Unn 3ameHa Ha UCNMTYBakE BO NpoLiecHaTa KoHTpona
[0 f) «kako pesyntaT Ha npallarba LWTO Ce ogHecysaar Ha 6eabegHocTa 1B
WK KBaNMTETOT Ha NPOM3BOAOT 0
. : Hatym Ha
0 2 QOpyrasapwjaumja Oia | Ome | On FOBSOYHAIES:
* AKO e[leH Of, yCNOBWUTE He € WCMOSTHET Y NPOMEeHAaTa He € NoefuHeYHO HaBeaeHa kako Tun I
B.ll.c) KonTpona Ha ekcuuNUeHcKn
B.ll.c NpomeHa BO KOHTpoONnaTa Ha eKCUUNUeHCHUTe Ha Tun Ha nocTanka
roToBMOT NPOM3BOA 0
. : Oatym Ha
O 2 Opyrasapwjauvja Cha | O | On BoBe/yBaHbe:
B.ll.c.1 MNMpomeHa Bo NnapameTpuTe U/UNKU AO3BONMEHUTE rpaHULU BO
: Twun Ha nocTanka
cneundmKaumjaTa Ha eKUMNUeHc
. " Hatym Ha
[0 a) CrecHypawe Ha rpaHULMTe BO cneludmkaLmjaTa Oa OB A
O b [Jonasame Ha HOB NapameTtap BO cneundukaumjata co CoogBeTeH 1A s+ OaTtym Ha
METOZ 32 UCNUTYBaHE BOBefyBaH-€:
O o Bpuwere Ha HeaHavaeH napameTap Bo cneuudvkauujarta (Ha 1A s Oatym Ha
npumep, Opulere Ha 3acTapeH napamerap) BOBedyBaH-€:
[ 1 d) MpomeHa Hagsop oa 040BpeHUTE rpaHULM BO cneludukalmjaTa 1l
O e Epmueu:e Ha napameTap BO cneunduKalmjaTa WTo MoXe fa uMa m
3Ha4ajHO BMWjaHWE HA CEBKYMHWOT KBANMTET Ha rOTOBMOT NPOU3BO4
[onaBake unu 3ameHa Ha napameTtap BO cneuudukaumjaTta (co
O 9 MCKITY4OK Ha BMOMOLLKM UK MMYHOSOLLKW NEK) CO COOABETEH B

METO[ 3a UCNUTYBaH-€, KAKO pe3ynTaT Ha npallaka WTo ce
oAgHecyBaaT Ha 6esbefHOCTa UKW KBANUTETOT
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Kora Hema moHorpadchmja Bo Ph. Eur. nnw Bo HaunoHanHara
O o chapMakoneja Ha 3eMjaTa 4YeHka, NpoMeHa Ha cneundukauvjaTa B
Ha eKCLMNWEHOCT 04 UHTepHa Bo He-oduuujanHa dapmakoneja unm
cdapmakoneja Ha TpeTa 3emMja
0 2 Opyrasapvjaumja Oia | O, | Cn

* AKO efileH of yCNOBUTE HE € UCNONHET M NPpOMeHaTa He € NoeanHeYHo HaBedeHa kako Twn |l

B.ll.c.2 NpomeHa BO NocTankaTta 3a MCMUTYBake Ha eKCLUMUEHC Tun Ha nocTanka

[0 a) Manu npomenn Bo Beke ogobpeHa nocTanka 3a UCNUTYBaHE Oia Ois*
Bpuilere Ha nocTanka 3a UCNUTYBake ako anTepHaTMBHa

O b 2P ] Ty P 1A s
nocranka e Beke cgobpeHa
3Ha4ajHa npoMeHa 1N 3aMmeHa Ha OUMONOLLKN /MMYHOMOLLKA

[0 c¢) /umyHoxemuckn METOA 3a UCAUTYBAK:E UMK METO/, BO KOj ce Il
ynoTpebysa GUONOLLIKA peareHc

O q [pyru npoMeHn BO NocTanka 3a UcnuTyBake (BKIy4yBajku 3ameHa B
wnu gofaeame)

O 2 [Opyrasapvjaumja Oia | Om,. | On

* AKO efileH of yCNOBUTE HE € UCNOMNHET M NPOMeHaTa He € NoeanHeYHo HasegeHa kako Twn |l

B.ll.c.3 NpomMeHa Ha NOTEKNO Ha eKCUUMHUEHC UMK peareHc BO OQHOC Ha

Tun Ha nocTanka

TSE pusuk
O a 3ameHa Ha NPOMU3BOANTEN WNM [10/1aBatbE Ha HOB NPOU3BOAUTEN OArOBOPEH 3a YBO3 nmnn
nyLITake Ha Cepwja Ha ek BO NpoMeT
1. 3a eKcuWnMeHcKn UK peareHcu WTo He ce ynoTpebysaar
O BO NPOU3BOACTBO Ha BMONOLLKa/MMYHONOLLIKA akTMBHA O 1AN O 1B*
cyncTaHumia unm 61MonoLk / UMYHONOLKNA Nek
2. 3a eKcuMNMEHCU UMK peareHcu WTo ce ynotpebysaar Bo
O NPOW3BOACTBO Ha BMONOLLKA/MMYHOMNOLIKA aKTMBHA 1B
cyncTaHumjia unu 61MonoLiki / UMyHONOLIKA Nek
MpomeHa unu BoBeaysBawe Ha matepujan co TSE puamk nnu
[0 b) 3amena Ha egeH matepujan co TSE pusnk co gpyr MaTtepwjan co 1}
TSE pwu3auk wto Hema cepudumkat 3a TSE cooaseTHoCT
O 2 [Opyrasapujaunja Cha | Ol | On

* AKo efieH o YCroBuTeE HE € UCMONHET N NpOMEeHaTa He e NoejuHeYHO HaBeaeHa Kako Tun |l

B.ll.c.4 NpomeHa Bo cuHTe3aTa UM NPMHOCOT Ha HedhapMaKonejckun
eKCLUMNUEHC (Kora e onuiuaHo BO AOKYMEHTaUuMjaTa) Mnu HoB eKCLMNUEHC

Tun Ha nocTanka

O a Mana npomeHa Bo cuMHTe3aTa Uy NPUHOCOT Ha HedapMaKonejcku 1A 1B
EKCUMNNEHC I HOB EKCLMMNEHC
MpomMeHa WTo Ma BrujaHue Ha cneundurkaluTe UM NnpoMeHa Ha

0 b) duanuko-xemuckuTe CBOjCTBA HA EKCLMMUEHCOT LUTO MOXE Aa Il
BMMjae Ha KBANUTETOT HA rOTOBMOT NPOU3BOA

[0 c¢) Excuuwnwencot e Guonouika/MyHONoLKa cyncTaHumja 1l

O 2 [Opyrasapvjaumja Oia | O, | On

* AKo efieH o YCroBuTE HE € UCMOJNHET N NpOMEeHaTa He e NoefuHEeYHO HaBeaeHa Kako Tun |l

B.ll.d) KoHTpona Ha roToB npousBoa,

B.ll.d NMpomeHa BO KOHTpOIa Ha rOTOB NPOU3BOA

TWn Ha nocTanka

a

2)

[pyra sapujaumja Oia

[J patym Ha
BOBedyBae:

Hdatym Ha
BOBeayBake:
Hatym Ha
BOBegyBak€e:

[ fatym Ha
BOBe[yBatbe:

Hdatym Ha
BOBefyBaHe:

[J Datym Ha
BOBedyBatbe:

Hatym Ha
BOBelyBaH-€:

[J patym Ha
BOBeAyBaHe:

Oi | O [0 fatym Ha

BOBeyBaH-€:
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B.ll.d.1 NpomeHa Bo napameTpuTe W/uNu Ao3BONEeHUTE rPaHuLM BO L [T
cneumdMKauMjaTa Ha roTOB NPoOU3BOoA4
[0 a) CrecHysate Ha rpaHuymMTe BO creumMduKkaumjaTa 1A O 1e*
CTecHyBatbe Ha rpaHuUMTE BO cnelvdukaLvjaTa 3a NEKOBU LUTO ce "
O b npepmeT Ha Official Control Authority Batch Release L1 1Aw 18
[lopaBake Ha HOB NapameTap BO cneuudukaumjata co COoaBETEH .
O < MeTo[ 33 UCMNTyBake CI1A m
Bpuwere Ha He3HavaeH napameTap BO cneuvdmkaumjata (Ha
[0 d) npumep, Bpuiuetse Ha 3acTapeH NapameTap Kako LUITO € MUPUC UMK Oia Ois*
BKYC Unu naeHTudmkalmja Ha cpeactso 3a 6oja unu 3a BKyc)
[1 e) TMpomenanagsop og oaobpenuTe rpaHuumM BO cneumdvkaumjaTa 1
0O Bpuweke Ha napameTap Bo cneundukaumjaTa WTo Moxe aa uma I
3Ha4YaeH eekT Ha CEBKYNHUOT KBANWUTET HA FOTOBMOT NPOU3BO4
oflaBatbe UNK 3aMeHa (CO UCKMYYOK Ha BUOMOLLKM Unu
O 6
0 ) MMYHOMOLLKW NeK) Ha napameTap Bo cneuundwmkaumjata co B
9 COOABETEH METOA 3a NCNUTYBaHE Kako pe3ynTaT Ha npallaka WTo
ce ogHecyBaaT Ha be36egHOCTa UK KBANUTETOT
Axypupare Ha JoKyMeHTaumjaTa ga ogrosapa co nponucuTe Ha "
O h axypvpaHa onwTa MmoHorpadmja on Ph.Eur. 3a rotos nek ** L1 1Aw [118
Ph.Eur. 2.9.40 (BoegHa4yeHOCT Ha [03UpaHn eQUHULN) Cce BOBeayBa
. [a ro saameHn ogodbpeHnoT metod, unun Ph.Eur. 2.9.5 "
O (BoegHaueHocT Ha maca) unu Ph.Eur. 2.9.6 (BoegHa4yeHocT Ha LA L.
coapxuHa)
z pyra Bapujauuja
O 2 &4 Cha | OB | O

* AKO eeH o/l YCIIOBMTE He & UCTONHET N MPOMEeHaTa He e NoeAMHEYHO HaBegeHa kako Twn ||
**3abenewka: He e noTpebHO Oa ce u3BecTaT HaANeXHUTE opraHu 3a axypupaHa moHorpadwvja Bo EBponckarta
thapmakoneja unu HauuoHanHaTa capmakoneja Ha 3emja YieHka BO Cryyaj kora kako pedepeHua Bo AOKyMeHTaumjaTa
Ha oJoOpeHKOT Nex e HaBeJeHa ‘Baeuko n3ganue’. OBaa Bapujauuja ce NPUMEHyYBa BO Crly4yan Kora TeXHU4KaTa
OOKyMeHTauuja He coapxu pedepeHua Ha axxypupaHaTa MoHorpadmja of chapmakonejata u Bapujauujata ce
npvjaByBa 3a Ja ce HaseAe pedepeHLa Ha axypupaHaTa Bepauja

B.ll.d.2 NpomeHa BO nocTankata 3a UCNUTYBaHe Ha FOTOB NPOU3BOLA Tun Ha nocTanka
[0 a) Manunpomenn Ha Beke onoBpeHa nocTanka 3a UCNUTYBaHe Oia Oie*
0 b) Bpuwere Ha rocTarka 3a UCUTyBatbe ako anTepHaTueHa JiA ] 1B*
nocrarnka e Beke ogobpeHa
3HavajHa npoMeHa unu 3ameHa Ha BUCNOLIKW /UMYHOIOLLKK
O o /MMYHOXEMWCKWN METO[ 32 UCMUTYBaE UMK METOS BO KOj Ce I
ynotpebyBa GUONOLLKW peareHc Unu 3ameHa Ha GUonoLLIKK
pedepeHTEH NPOM3BOJ LUTO He e ondaTeH co 0gobpeH NPOTOKOI
O 4 [pyrn npomMeHn BO nocTanka 3a UcnutyBame (BKy4vysajkin 3ameHa B
WNu nogasare)
Axypupare Ha nocTankaTa 3a NCNUTyBake Aa OAroeapa co .
O e . Oia OB
aXXypupaHa onwTta moHorpadwuja o Ph.Eur.
[a ce nspasn ycornackocT co Ph.Eur. n ga ce otctpaHu
[0 f) pedepeHua Ha 3acTapeHNOT MHTEPEH METOZ 3a UCNUTYBaHE W Oia O
BpojoT HA METOAOT 3a UCTIUTYBaHE **
O 2 [Opyrasapujaumja Cha | O | N

* AKO efeH o YyCINoBUTE He & UCMONHET ¥ MPOMeHaTa He € NoeJMHeYHO HaBegeHa kako Twn ||
**3abenewka: He e noTpebHO Aa ce u3BecTaT HaANeXHUTE opraHu 3a axypwpaHa moHorpadwja Bo EBponckaTa
chapmakoneja BO cny4aj kora kako pedepeHua Bo JOKyMeHTaLujaTa Ha o40OpeHNOT NeK € HaBeAeHa ‘BaXeuko

nsgaHue’.

OaTtym Ha
BOBeAyBahse:
Hatym Ha
BOBefyBahse:
Hdatym Ha
BOBeayBakbe:

OaTtym Ha
BOBeAyBaHse:

] Qatym Ha
BOBeAyBake:

Hatym Ha
BOBeAyBakse:
Hdatym Ha
BOBeAyBaH-€:

Hdatym Ha
BOBeAlyBaH-e:

Hatym Ha
BOBeAyBahse:

] parym Ha
BOBeAyBaHe:

21 on 87



Cnyx6eH BecHuk Ha PCM, 6p. 18 oa 22.1.2021 roanHa

TWn Ha nocTanka

B.ll.d.3 Bapujauun noBp3aHu co BoBeayBaHse Ha real/time
O nywTrake Ha cepuja Ha ek BO NPOMET UIKN NywTake No ]
napameTap oA NPou3BOACTBOTO Ha rOTOB NPOU3BOA
O 2 [Opyrasapujaumja Ol | O | On L] Rarym na

BOBelyBak-e:

B.ll.e) KoHTtejHep - 3aTBOpYyBay cuctemM

BOBelyBak-€:

B.ll.e NMpomeHa Bo cucTeMOT Ha 3aTBapake Ha roTOBMOT
Tun Ha nocTanka
npousBoa Ox
fo s aTyMm Ha
O 2 [Opyrasapujaumja Oia (OB | O B A
B.ll.e.1 MpomeHa BO KOHTaKTHOTO NaKyBaH-€ Ha rOTOB NPOU3BOA | Twunwuanocranka
a) 3ameHa Ha NPON3BOANUTEN UNK AO/aBa:E HA HOB NPOM3BOANTEN OATOBOPEH 3a yBO3 nivnn
nyLiTake Ha cepuja Ha Nek BO NpOMeT
O 1. LBpcTtu chapmanesTcku go3upanm dopmu Oia O 1B* Bavyw ua
0 2. [MonyuBpcTu 1 HECTEPUNHU TEYHU hapMaLIEBTCKU B
[03VpaHun opmu
| 3. CTepwnHu NekoBu W BUONOLLKMA /MMYHOILLIKW NEKOBMW 1l
4. [MpomeHaTa ce oAHEcyBa Ha NakyBake LUTO NOManky
d 3aWTMTYBa BO ClNy4yaw Kora uMa NMpoMeHW BO YCINOBUTE Ha 1l
YyBake W/WNN HaManyBake Ha POKOT Ha ynoTpeba
b) MpomeHa unu BoBeayeame Ha matepujan co TSE pusuk unv sameHa Ha eileH maTtepujan co
TSE pusuk co gpyr matepujan co TSE puauk wro Hema cepudiumkar 3a TSE coogseTHocT
O 1. LiBpcTu, NONyuBpCTU N HECTEPWITHU TEYHW (hapMaLeBTCKM
003upaHmn hopmu
(] 2. CrepwnHuW NEexKoBu 1 BUONOLLKM /MMYHOMOLUKA TEKOBM
3. bBpwvwwetse Ha KOHTejHep 3a KOHTAKTHO NakyBahe LUTO He
O BOAM [0 LIENOCHO BpuLleke Ha javuHa unv papmaueBsTcka Oia O e*
JosupaHa cdopma
O =z [Opyraeapujaumnja Chia | OB | O L] Rarym na

BOoBeQyBaH:€:

* Ako efieH of YCnoBUTE HE € UCNONMHET N NpoOMeHaTa HE € NOEQMNHEYHO HaBeeHa KakKo Tun |l

B.ll.e.2 NMpomeHa Bo napamMeTpuTe Ha cneuundukaymjata n/unu
[03BOJNIEHUTE rPpaHMLUM Ha KOHTAaKTHOTO NaKyBaHh€e Ha roTOB NPOU3BOA

Tun Ha nocTanka

[0 a) CrecHyBame Ha rpaHuuMTe BO cneumdukaLmjaTa A OiB* g:;z:yfame'

O b [opaBare Ha HOB NapameTap Bo creludukauujaTta co cooaBeTeH 1A s Hdatym Ha
METO/ 3a UCTIUTYBaHE BOBeAyBak-e:

O o Bpuwere Ha He3Ha4YaeH napameTap Bo cneuudukaymjarta (np. 1A s HdatyMm Ha
UCKy4yBaH€ Ha 3acTapeH napameTap) BOBeAyBaHe:
[opaBake 1nu 3ameHa Ha napameTpu Bo cneuudukaLmjaTa kako

[0 d) pesynrtaTHa npalara LITO ce ogHecyBaaT Ha BeabeaHocTta Unu 1B
KBanuTeToT

O 2 [Opyrasapujaumja A | OB | O []Rarym na

BOoBeQyBaH:€:

* AKo efieH of, YCNoBUTE HE € UCNOJTHET N NpoOMeHarTa He € NoefMHEYHO HaBe4eHa KakKo Tun 1l

B.ll.e.3 NMpomeHa BO NnocTankata 3a UCMUTYBake Ha KOHTAaKTHOTO
nakyBah.€ Ha rotoB Npou3eon

Tun Ha nocTanka

a

a)

Manu NpoOMEHN Ha BeKe o,uoﬁpeHa nocranka 3a UCnnutysawe

" Hatym Ha
Clia Ois BOBeAyBak:e:
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O b OcTaHaTV NPOMEHM BO NocTankaTa 3a UCIUTYBare (BKITyYyBajki A []18*
3aMeHa N1 [ofaBaHe)

0O o BpuLLetbe Ha NOCTanka 3a VCUTYBatbe ako anTepHaTUBHa 1A 18"
nocranka e Beke ogobpeHa

O 2z [Opyrasapujaumia OA | OB | Ou

* AKO efieH og, YyCnoBuTe He € UCNOJTHET N NpoMeHaTa He € Noe[NHEeYHO HaBejeHa Kako Tun |l

B.ll.e.4 NMpomeHa Bo chopmMaTa MM AUMEH3MN Ha KOHTEjHEPOT UK
Twun Ha nocTanka
3aTBOPYBavoT (KOHTAKTHO NaKyBaH-e)
(0 a) HecrepunHu nexosu Oia Oie*
MpomeHa Bo chopmaTa unu AUMEH3UUTE LUTO Ce OfHecyBa Ha
0 b OCHOBHMOT [en Of, MaTepujanoT 3a nakysBame, LUTO MOXe ja nmMa I
3Ha4vajHO BnMjaHne Ha ucnopakara, ynotpebara, 6e3begHocTta unm
CcTabunHOCTa Ha rOTOBMOT NPOVN3BOA
] c) CrepunHu nekosu 1B
O =z [Opyrasapujaumia Chia | OB | On

* AKo efieH of, YCNoBUTE HE € UCMNONTHET N NpoOMeHarTa He € NoefMNHEeYHO HaBejeHa Kako Tun |l

B.ll.e.5 NMpomeHa Ha roneMnHa Ha NakyBakbe Ha roTOB NPOM3BO4

Tun Ha nocTanka

a) [pomeHa Ha OpojoT Ha egvHUUM (Ha Np. OpojoT Ha TabneTu, aMmnynuv, MTH.) BO NaKyBaHETO

0 1. TlpoMeHaTa e BO pamku Ha Beke ogobpeHa roneMuHa Ha
nakysame

O 1AN O B+

2. [MpomeHaTa e HafBOP O PaMKUTE Ha Beke ofobpeHa
rofeMunHa Ha nakyBake

Bpulere Ha ronemmHa(un) Ha nakyBane(a)

A O 1e*

[MpomeHa Ha Maca Ha NoNHeH-e/BOlYMEH Ha NOMHeHE Kaj
CTEPUNHU NOBEKeno3HW (UK e4HOA03HU, AenyMHa ynoTpeba)
napeHTepanHu NeKoBK, BKNy4yBajkv BUONOLLIKA /MMYHOMOLLIKK
JIeKOBW

O
()
a

[MpomMeHa Ha Maca Ha NoNHeHe/BOSIYMEH Ha NONHEHE Kaj
noBeken03HM NPOU3BOAM KOU He Ce 3a NapeHTepanHa ynotpeba
(v egHOA03HW, denymHa ynoTpeba)

g o

a 2

Lpyra Bapujauuja

Ol | O, | On

* AKo efieH of YCNoBUTE HE € UCNOJNTHET N NpOMeHaTa HE € NoELMNHEYHO HaBeeHa KakKo Tun |l

B.ll.e.6 NMpomeHa Ha 6MNo Koj Aen op MaTepujanoT 3a KOHTAKTHO
nakyBakse WTO He goafa Bo KOHTaKT co chopMynaLujaTta Ha roToBUOT
npousBopa (Ha npumep, 60ja Ha 3aWITUTHOTO Kanaye, KOQOT Ha 6ojaTa Ha
nNpcTeHWTe Ha aMNyNUTe, NPOMEHA Ha 3alWTUTHUKOT Ha Urnara (pasnuyeH
TUN Ha NNacTuKa))

Tun Ha nocTanka

[0 a) pomeHa wro Bnvjae Ha MHdopMaLMjaTa 3a NPOU3BOAOT OiAan OiB*
[0 b) nMpomeHa wro He Brvjae Ha uHcopmaLmjaTa 3a NPOM3BOAOT Oia Ois*
0 2 [Opyrasapujauuja Chia | O | O

* AKo efieH og, YyCnoBuTe He € UCNOJTHET N NpoMeHaTa He € Noe[NHEeYHO HaBejeHa Kako Tun |l

B.ll.e.7 MpomeHa Ha po6aByBay4 Ha KOMMOHEHTU Ha NaKyBaH-E€TO UMK
nomaranara (Kora e HaBefieHo BO fIOKYMeHTauujara)

Tun Ha nocTanka

O

a)

Bpuwere Ha nobaByBa4

C11An

Oie*

a

b)

3ameHa vnu gogasakse Ha nobaBysay

Oa

OiB*

Hdatym Ha
BOBeAyBaH:€:
OaTtym Ha
BOBeQlyBaH-€:
[ Datym na
BOBeAyBaHe:

OaTtym Ha
BOBeAyBak:e:

J harym nHa
BOBeayBaHe:

HaTtym Ha
BOBeAyBatbe:

Hatym Ha
BOBeAyBaHe:

(] Datym Ha
BOBeayBate:

Hdatym Ha
BOBeAyBaH:€:
OaTtym Ha
BOBeAYyBak:e:
[ Datym na
BOBeAyBaHe:

HaTtym Ha
BOBeAyBaHe:
[atym Ha
BOBeAlyBaHse:
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Cel(oja npomMmeHa Ha ,quaByBaqw Ha nomarana 3a uHxanartopu co

* AKO efeH of YCNOBUTE HE € UCNONHET Y MPOMEHaTa He e NoeJnMHeYHo HaBegeHa kako Tun ||
** 3abenelka: Exkctpanonauujata He ce ogHecyBa 3a GUONOLLKW/UMYHOMOLLIKA NeK

O o oAMEPHU J03U i
o ] Datym Ha
O 2 DOpyrasapujauuia Oia | O, | On i, il
* AKO efieH of YCINOBUTE He e UCNONHET 1 NPOMeHaTa He e noeJnMHeYHo HaBegeHa kako Tun |l
B.Il.f) CrabunHocT
B.Il.f) CraGunHocT Tun Ha nocTanka
o [ batym Ha
O 2 [Opyrasapujauvja Ca | O, | On A i
B.II.f.1 MpomeHa Ha pokoT Ha ynoTpeba nnu ycnoeBuTe Ha YyBate Ha T ——
roToB Npou3sson
a) CkpaTyBatbe Ha pOKOT Ha ynoTpeba Ha roToB NPOU3BO4
. OaTtym Ha
O 1. Ha nakyBare LUTO € BO NpoMeT O 1A O Sprelpe e ogee
Hdatym Ha
*
O 2. MMocne npsoTo OTBapakke O1an O BoBeyBatbe:
. Hdatym Ha
*
O 3. MMocne pacTeapare WK PeKOHCTUTYLM]a O 1AN O EiTiey e
b) TlNpopomkyBake Ha poOKOT Ha ynoTpeba Ha roToB Npov3Bopq,
] 1. Ha nakyBatbe LUTO € BO NpOMET (NoaapKaH co pe3ynTaTu IB
NpuKaXkaHW BO CTyaujaTa Ha CTabunHocCT)
0 2. Tlocne npBOTO OTBapawe (NoaapXKaH co pesyntaTu B
npUKaXkaHW BO CTygujaTa Ha cTabunHOCT)
0 3. Tlocne pacTBapame Unn pekoHCTUTYUMja (nopap»aH co IB
pe3ynTaTu NpuKakaHu Bo cTyaujaTa Ha cTabunHocT)
4. [lpopomkyBate Ha POKOT Ha ynoTpeba Bp3 OCHOBA Ha
| eKcTpanonauyja Ha nogaToun o4 cTabunHocTa LTO He € BO ]
COrMacHOCT co HacokuTe Ha ICH Bogn4ure**
5. [popomkyBate Ha NepuoaoT Ha YyBake Ha
O GMONOLLKW/ MMYHOIOLLKW NEK LUTO € BO COTMacHOCT CO 1B
080BpeHNOT NpoToKoN 3a cTaBUNHOCT
lMpomeHa BO YCNOBMUTE HA dyBate 32 OWOMOLLKM
[0 ¢) nekosw, kora cryauure Ha CTaBUIHOCT HE CE N3BEAEHN BO Il
COIMAacHoOCT co 080BPEHNOT NPOTOKON 3a CTabunHOCT
O lMpomeHa Bo ycnoBuTe Ha YyBak-e Ha rOTOB NMPOW3BOA UMK IB
paspeneH/peKOHCTUTYMPaH NPon3Bo.a
Hdatym Ha
*
[0 e) nMpomeHa Ha 0g06peH npoTokon 3a CTabUMHOCT OiA O BoBeayBatbe:
. [J Datym Ha
0 2 Opyrasapvjauvja Oia{ O, | On 2 it

B.ll.g) OuzajHupano nogpauje (Design space) v npoTokon 3a ynpaByBaHe CO NPOMEHU No

pobuBame Ha ogobpeHue

B.ll.g) Au3ajHupaHo noapadje (Design space) u npoTokon 3a
ynpaByBaH€ CO MPOMEHU No gobuBaw-e Ha ogobpeHne

Tun Ha nocTanka

O 2 Apyrasapujaumja

A

O, | O

I ] fatym Ha
BOBeAyBatse:
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B.ll.g.1 BoBegyBawe Ha HOBO Au3ajHMpaHO NogpaYje Uiu NpolnpyBake
Ha ofo6peHo AU3ajHUpaHO NoApadje 3a roTOBUOT NPOU3BOA, LWITO ce Tun Ha nocTanka
ofHecyBa Ha:
EpHa vnn noeeke onepauum BO NPOU3BOAHNOT NPOLIEC HA TOTOBUOT
[0 a) npowusson BkNyuyBajk1 rM NPOLIECHUTE KOHTPOMM WU NOCTaNKKM 3a ]
MCNUTYBak-€ LUTO Npou3nerysaar og 1oa
O b) MocTanku 3a ncnuTyBake Ha EKCUMNUEHCU/MEFYN pOU3BOAN W/Mnn I
TOTOB NPOU3BOA
. (] Datym Ha
0 2 QOpyrasapwjauvija Oa{ OB | On BoBe/yBae:
Twun Ha nocTanka
B.ll.g.2 BoBeayBawe Ha NpOTOKON 3a ynpaByBake CO NpoMeHa
O no ao6uBarbe Ha ogoBpeHMe WTO ce oAHECYBa Ha roToB [}
npousBog
- (] Batym Ha
O 2 OpyraBapwjauvija O { OB | On EOEAnYEAE
Tun Ha nocTanka
0 B.ll.g.3 Bpuuwere Ha oaoGpeH NPOTOKON 3a ynpaByBake CO 1A 11B* [aTtym Ha
NpOMEeHa LWTO ce ogHecyBa Ha roTOB Npou3BoA i BOBeAyBase:
L [ Batym Ha
O 2 QOpyrasapvjaumja Oia | O | BOBERHEIEE:
* AKO efleH of1 yCNOBMTE He € UCMOMNHET 1 NPOMeHaTa He e NoeAWHeYHOo HaBedeHa kako Tun |l
B.ll.g.4 MpomeHu Ha ogoOpeH NPOTOKON 3a yNpaByBake CO NpoMeHa Tun Ha nocTanka
O a Fonemu npomeHn Ha ofo6peH NPOTOKON 3a ynpaByBake Co I
npoMeHa
O b) Manu npomeHun Ha ofoBpeH NPOTOKON 3a ynpaByBake CO NPOMEHa B
LUTO He ja MeHyBaaT cTpaTerujara geuHvpaHa Bo NpoToKONoT
o (] fatym Ha
O =2 [Opyrasapvjaumvja Chia { O | O lainel et
B.ll.g.5 CnpoBepyBate Ha NpoOMeHU NpefBUAeHN BO ofo6peH NpoToKon Tun Ha nocTanka
3a ynpaByBaHh-€ CO NpoMeHa
O a) CnpoBepnyBakeTO Ha NpoMeHa He Bapa AoNONHUTENHW NoAaToLM 1A s HaTtym Ha _
32 Nog4pXyBake Ha NpoMeHaTa BOBeAyBaHse:
O b) CnpoBeayBakeTO Ha npoMeHa 6apa AonNoNHUTENHM NogaToum 3a B
NOAAPXKYBaHEe Ha NpoMeHarTa
[] ) CnposenyBate Ha NpoMeHa 3a BUONOLLKA/MMYHONOLLIKW NeK 1B
. (J Aatym Ha
0 2 [Opyrasapwjaumja OO | On o il
* AKO efleH o1 yCNOBUTE HE € UCMOMHET 1 NPOMEeHaTa He e NoeAWHeYHo HaBedeHa kako Tun |l
B.ll.h Be36egHoCT 04 HEOYEKYBaHW areHCcun
B.ll.h Be36egHoOCT 04 HEOYeKyBaHHW areHcu Twun Ha nocTanka
o [J fatym Ha
O 2 [Opyrasapujauvja OO, | Odn e

HeoveKyBaHu areHcu” (gen 3.2.A.2)

B.Il.h.1 Axypupare Ha nHdopmauum 3a ,EBanyauuja Ha 6e36egHocT of

Twun Ha nocTanka

g a

areHcu

CTyﬂMM WTO Ce ogHecyBaaT Ha YeKOpH BO NPOU3BOACTBO
UCTPaXeHW 3a NPB NaT 3a e4eH UNu noBeke Heo4YeKyBaHHU 1]
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b) 3amMeHa Ha 3acTapeHM CTyMM WITO Ce OAHEeCYBaaT Ha YeKopyu BO NPOU3BOACTBO U
HeouYyeKyBaHW areHcu Beke NpujaBeHn BO AOKYMEHTaluuMjaTa
| | 1. Co mogudmkaumja Ha NPoLEHKa Ha PU3UK 1
|| 2. be3 mogudvkaumja Ha NpoUEHKa Ha PU3KK 1B
o [ Datym Ha
O 2z [Opyrasapujaumja Chia | O, | On BoBeayBaKe:
B.lll CEP /TSE IMoHorpacumn
B.lll CEP /TSE /MoHorpaduu Tun Ha nocTanka
o [0 Batym Ha
O 2 Opyraeapujaumja Oia (O | ON BoBoayBaE:
B.lll.1 NoaHecyBak-e Ha HOB UMK aXXypupaH cepTUdUKaT 3a COOABETHOCT
co MoHorpacguuTe Ha Ph.Eur. unu 6puinew-e Ha cepTudmkar 3a
cooABEeTHOCT co MoHorpacduute Ha Ph.Eur.:
- 3a aKTMBHa cyncTaHuUmja Tun Ha nocTanka
- 3a nojpoBHa cyncTaHumja/peareHc/mefrynpounssog ynotpeGeHun Bo
npouecoT Ha NPOUM3BOACTBO Ha aKTUBHA CyrncTaHuUuja
- 3a eKcUMNUEeHC
a) Ceptudukar 3a cOo4BETHOCT CO MoHorpadmjata Ha Ph.Eur.
; % OaTtym Ha
O 1. Hoe ceptndmkart o Beke ogobpeH npoussoguTten O AN OB BoBeayBate:
E 2 Hdatym Ha
O AXXypupaH cepTudukaT o/ Beke ofoBpeH NpomssoauTen Oa O 2t i B
HoB cepTudmkat on HOB NpoU3BOAUTEN (3aMeHa Unn " HdaTtym Ha
O Jgopasarse) L11Aw L. BOBe/lyBaH:e:
0 4 EpVIIJJ‘eH::e Ha cepTucukatu (Bo cnyqaj. Kora noctojat 1A ] 1B* Hdatym Ha
noBeKe cepTudukaTtn 3a egeH matepujan) BOBeAyBahse:
5. HoB cepTndmkaT 3a HECTEPUIHA aKTUBHA CyncTaHuuja
0 HameHeTa 3a ynoTpeba Bo CTepuneH nek, Kora ce KopucTu B
BOAa BO NOCNEAHWUTE YEKOPM HA CUHTE3a U HEMa NoTBpaAa
3a marepujanoT geka e 6e3 eHgOoTOKCHHN
) Esponckn chapmakonejckm TSE cepTuchmkaTt 3a COOABETHOCT 3a akTUBHA CyncTaHumja
/nojgoBHa cyncraHuuja/peareHc/Merynpov3Boa/Mnu eKcunMnueHc
0 1. HoB cepTtudpmkat 3a akTuBHa CyncTaHumja of HOB UIN BEeRe [T 1A ] 1B* Hdatym Ha _
ofobpeH nponssognTen BOBeAyBahse:
2. Hos ceptudmkar 3a nojaosHa fatym Ha
O cyncTaHumja/peareHc/Merynpon3son/unmn ekCUMNUeEHC o OA O B* Boge.q —
HOB Wiv Beke o406peH npoussoguten y :
;. Hdatym Ha
*
O AxypupaH cepTucdukaTt of Beke ogobpeH npoussoguTen Oia O BoBeAyBaH:e:
0 4. Epmmlerbe Ha cepTuchukatu (Bo cnyqaj. Kora noctojat 1A ] 1B* OdatyM Ha
noseKe cepTudukaT 3a e4eH maTtepujan) BOBeAyBahse:
5. Hos/axypupaH cepTudukart o Beke ogobpeH/HoB
NPOW3BOLMTEN LUTO KOPUCTW MaTepujanu o4 XyMaHo unm
O KWBOTMHCKO NOTEKNO 3a kou € noTpebHa npoueHka Ha Il
PU3KK BO OIHOC HA NOTEHUWjanHa KoHTaMuHauwja co
HEOYEKYBaHM areHcK
. (] barym Ha
O =2 Opyrasapujaumja Cha | OB | On BoBenyBat.e:
* AKO e[leH 0f YCIIOBUTE HE € UCMOJSIHET U NPOMEHaTa HE € NOeAUHEYHO HaBedeHa kako Tun I
B.lll.2 MNMpomeHa 3a na cooaBeTcTBYBa co Ph. Eur. unu co HaunmoHanHa
: ; Tun Ha nocTanka
chapmakoneja Ha 3emja UneHka
) pomeHa Ha cneuundmkaumja/um Ha cyncTaHumja WTo nNpeTxonHo bnuna Hechapmakonejcka fa
n o)) / 6 b
coogsetcTByBa co Ph. Eur. unun co HauvoHanHa cdapmakoneja Ha 3emja YneHka
. " OaTtym Ha
O 1. HoB ceptndmkart o Beke ogobpeH npoussoguTen OiAan OB BOBOAYBAaH:e:
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> " Hatym Ha
O 2. AxypupaH cepTudukaT of Beke ogobpeH npoussoguten 1A Oie BoBeayBatLe:
O b Hoe cepTudmKkaT 3a akTMBHA CyncTaHuuMja O HOB UIK BEKE 1A ] 1B* Hatym Ha
of06peH npoussoauTen BOBeAyBah-e:
Hoe cepTudhmkar 3a nojaosHa OaTyw
O o cyncTaHumja/peareHc/Merynpon3Boa/unvM eKCLMNMEHC Of, HOB OiAa O+ Ty .
BOBefAyBake
unu Beke ogobpeH npovssoauTen :
o J fatrym Ha
O 2 [dpyrasapujauja Chia | O | O BoBeyBatbe:
* AKo efleH of yCNoBUTE He € UCNOMHET U MpoMeHaTa He e NoefMHeYHo HaBedeHa kako Tun |l
B.IV MeavuuHcku cpeacTea
B.IV lNpomeHa Bo BpcKa co MeULUHCKO CPeaAcTBO Twun Ha nocTanka
o ] Datym Ha
0 2 [Apyrasapujaumja Oia (O | On E o g
B.IV.1 MpomMeHa Ha cpeACTBO 3a oAMEepyBaH-e UM agMUHUCTpUpaH-e | TWn Ha nocTanka
a) [opaeame unu 3ameHa Ha CpeacTBO LUTO HE € WHTEerpaneH gen of KOHTAKTHOTO MakyBake
5 Hatym Ha
O 1. Cpegactso co CE osHaka 1A O OSSN
2. Cpe[lcTBo 3a MHXanatopu Co OgMEPHU 403U UNK APYro
0 CPeACTBO LUTO MOXeE Aa UMa 3HauvajHO BrnjaHue Ha Il
ncnopakarta Ha akTvBHaTa CyncTaHumja Bo Npou3BogoT (Ha
np. Hebynuaep)
" OaTtym Ha
O b BpHLLIeHEe Ha CPeacTBO Oan O i e
O o [opaBake unn 3ameHa Ha CPeACTBO LUTO € UHTerpaneH gen I AdaTtym Ha
0f1 KOHTAKTHOTO NaKyBake BOBeAyBahse:
o (] farym Ha
O 2 [dpyrasapujauvja Chia | OB, | On BoBeayBatbe:

* AKo efieH o YyCInoBuUTE HE € UCTNOJTHET U NpoMeHaTa He € NoeJuHeYHO HaBeAeHa Kako Tun I

B.V. NpomeHn Bo no6nMeHoTO ogobpeHune 3a cTaBake Ha NeKk BO NPOMET KaKo pe3ynTaT Ha Apyru
perynaTtopHu nocranku

B.V.a) PMF/VAMF (Plasma Master File/Vaccine Antigen Master File)

B.V.a.1 BknyuyyBah-e Ha HOB, axypupaH unu nopobpeH Plasma Master
File Bo goKymMeHTaLujaTa 3a cTaBate Ha nekoTt Bo npomeT (PMF Bo Twvn Ha nocTanka
BTOpa tha3a Ha nocTanka)

Mpeo BkNy4vyBake Ha HOB Plasma Master File wro uma enujaHue

O a . I
Ha CBOjCTBAaTA Ha rOTOBMOT NPOU3BOL
O b MpBoO BKNyJyBak-e Ha HOB Plasma Master File wro Hema BnunjaHue B
Ha CBOjCTBATA Ha rOTOBUOT NPOU3BOL
O o Bkny4vyBawe Ha amypmlpaH/noqoiSpelH Plasma Master File kora B
NPOMEHWUTE KMMaarT BMjaHWe Ha CBOjCTBaTa Ha rOTOBMOT NPOU3BO4
O BknyuyBare Ha amypmpaH/nouoiSpe_H Plasma Master File kora [ 1A, i OdaTtym Ha
NPOMEHWUTE HeMaaT BNWjaHWE Ha CBOjCTBATA HA FOTOBUOT NPOU3BO4 I%)Be.nyl?.au:.e:
. . Oatym Ha
O 2 [Opyrasapujauja Ol O | On BoBeayBatbe:

* Ako efieH o ycroBuTe HE € UCMNOJTHET U NpoMeHaTa He € NoeJuHeYHO HaBeAeHa Kako Tun I

B.V.a.2 BknyuyBaHe Ha HOB, axypupaH unu nogobpeH Vaccine Antigen
Master File Bo pokymeHTauujaTa 3a cTaBake Ha nekot Bo npomet (VAMF Tun Ha nocTanka
BO BTOpa cpa3a Ha nocrarnka)
L] a) Npeo BknyuyBame Ha Hos Vaccine Antigen Master File 1l
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BknydyBare Ha axypupaHn/nopobpeH Vaccine Antigen Master File
[0 b) koranpomeHuTe MMaaT BNMjaHMe Ha CBOjCTBATa Ha rOTOBHOT 1B
npon3Bog
BknyyyBare Ha axypupan/nogobpen Vaccine Antigen Master File i —
[0 ¢) «koranpomeHuTe HemaaT BNUjaHME Ha CBOjCTBATA HA rOTOBMOT O 1an 1B* Ty .
npou3Bon BOBeQlyBaH-€:
. ] Batym Ha
0 2 [Opyrasapujaumia LA | OB | O | oo nvsame:
* AKO e[leH of YCIIOBUTE HE & UCMOSIHET U NpoMeHaTa He e NoeauHeYHo HaBeeHa kako Tun
B.V.b.1 Axxypupare Ha AOKyMeHTaLMjaTa 3a KBanuTeT HaMeHeTa 3a
MMMNMeMeHTUMpatbe Ha 3aKIy4yoKoT o4 NnocTankara 3a ynatyBahe Ha Tun Ha nocTanka
YHujaTa
MpomeHaTa ro MMNIeMeHTHUPa 3aKny4oKOT of NocTanka Ha « | daTtym Ha
O a ynaryearwe L1 1An [118 BOBeAyBaH:e:
XapMmoHuzauujaTa Ha JOKYMeHTauujaTa 3a KBanuTeT He e Jen o
[0 b) nocranka Ha ynaTysame i aXypupameTo & HaMEeHeTO 3a Herosa Il
XapMoHu13aumja
s [J barym Ha
O 2 [Opyrasapujaumja Cha | O, | On i i
* AKO e[leH of YCIIOBUTE HE € UCMOSIHET U NpoMeHaTa He e NoeAUHEYHO HaBedeHa kako Tun I
C.I MPOMEHW (BE3BEOHOCT/ EPMKACHOCT) KAJ INEKOBU Thii s FoeiE
3A XYMAHA YNOTPEBA
o ] Batym Ha
O 2z [OpyraBapujaumja O 1A BoBenyBatbe:
C.I MPOMEHW (BE3BEOHOCT/ E®PMKACHOCT) KAJ INEKOBU Tvn Ha nocTanka
3A XYMAHA YNOTPEBA
. [0 Batym Ha
0 2z [Opyraeapujaumja Cia (O | On FOHeRISE
C.1.1 MpomeHa BO 3GMPHUOT U3BeELLTAj 32 OCOOMHUTE Ha NeKoT,
O3HauyyBaH-€TO UM YNaTCTBOTO 3a ynoTpeba 3a Aa ce uMnNnemMeHTMpa Twun Ha nocTanka
3akny4okoT og EBponcka nocrtanka Ha ynatyBame (referral procedure)
" OaTtym Ha
[0 a) IlekoT e ondarteH Bo 4ebUHUPAHMOT ONCEr HA NOCTANKaTa. O 1an Ois BOBOAYBAH:®:
JlekoT He e ondbaTteH Bo gedprHMPAHMOT ONcer Ha nocTankaTta Ho
O b) npoMeHaTa € co Len UMnneMeHTaumja Ha 3akny4oKkoT o4 B
nocrankara v He e noTpebHo fa ce JocTaBar AONONHUTENEHN
nogaToun o4 CTpaHa Ha HOCUTENOT HAa 040DPEHMETO 3a NPOMET.
IlekoT He e ondaTteH Bo AedpUHMPAHMOT ONCer Ha NocTankaTa Ho
[0 c¢) npomeHaTa e co Len UMNAEMeHTAaLMja Ha 3aKNyHOKOT Of Il
nocrankara co HOBU AONOMHUTENHW NogaTouu.
o [ fAatym Ha
0 2 [OpyraBapujaumja Oia | O, | On BUBBRBRSE:

*

Ako efieH o4 YCrnoBuUTE HE € UCNOJNTHET U NpOoMeHaTa He e NoegUHEeYHO

HaBegeHa kako Tun ||

C.l1.2 NMpomeHa BO 3GMPHUOT U3BELITAj 32 OCOOMHUTE Ha JIeKOT,
03Ha4yBaH-€TO UMK YyNaTCTBOTO 3a ynoTpe6a Ha reHepuUUKu nek,

GMONOLLKM CIIMYEH NEK UNU Ha Nek co XMbpuaHa AOKYMeHTaLuja, Koja e
BO COMMAacHOCT CO NpoLeHaTa Ha CTaTa NPoOMeHa Kaj pecthepeHTHMOT Nexk.

Tun Ha nocTanka

BosenyBatse Ha npomeHa(un) 3a koja He e noTpebHo aa ce gocrasar

[0 a) pononHuTenexn nogatoum oa cTpaHa Ha HOCUTENOT Ha 1B
0806peHNeTo 3a NpoMeT
BosepnyBatse Ha npomeHa(u) 3a koja e noTpedbHo aa ce gocrasar

[0 b) pononHuTenHn noaaToum oA CTPaHa Ha HOCUTENOT Ha ]

0400peHneTo 3a NpoMeT (Np. KoMNapabuHoCT)
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0 2 [Opyraeapujauvja

Oa | OB

C.1.3 MpomMeHa BO 3GMPHUOT M3BELITAj 32 OCOBMHMUTE Ha NEKOT,
O3Ha4yyBaH-€TO UJIN YNaTCTBOTO 3a ynoTpeba Ha nek 3a xymaHa ynotpeba
3a ga ce UMNNeMeHTUpa oAnykaTa of nocTanka Koja ce ogHecyBa Ha
nepvoauyeH usBellTaj 3a 6e3bepgHocTa Ha nekot (Periodic Safety
Updated Report - PSUR) unu (Post-authorisation safety study — PASS),
WNY ognykaTa BO COrNacHOCT CO NpoueHaTa Ha HaaneXHUTe opraHu
cornacHo uneH 45/46 og Perynatueara 1901/2006

Tun Ha nocTanka

O a BoBepyBak-e Ha yTBpAEHM NPOMEHMN BO TEKCTOT 0400peHu of 1A, ] 1B*
HagNeXHUTE OpraHmu (PerynaTtopHu areHumm)
BoeenyBare Ha npomeHa(u) 3a kon Tpeba fa ce obes3dbenat HoBU

[0 b) pononHUTENHM NogaToLM Of CTPAHA HA HOCUTENOT Ha 1}
oncbpeHuneTo 3a npomer

O 2 [Opyrasapujaunja Chia | OB | On

* AKo efieH of, YCNoBUTE HE € NCMONHET W NpoMeHaTa HE € NCeANHEYHO HaBeJeHa Kako Tun |l

Tun Ha nocranka

C.l.4 NpomeHa(n) BoO 30MPHUOT U3BELITAj 32 OCOOUHUTE Ha

0 NeKoT, 03HauYyBakeTo U yNaTcTBOTO 3a ynoTpe6a nopaau HOBH
nopgaTouM BO OQHOC Ha KBanIUTETOT, MPEeTKNUHUYKKU, KITUHUYKKA
nogaTouM UNu nogaTouu 3a papmMakoBUrunaHuaTa.

[0 2 [Opyrasapujauvja

Cia | Os | N

C.1.5 MpomeHa BO neranHMoT CTaTyc Ha NeK Koj uma ogobpeHne 3a NpoMeT no
LeHTpanu3upaHa nocranka

Tun Ha nocTanka

3a FEHEPUYKKN NeK, OVONOLLKM CNMYEH NEK UMK NEK CO xm6pvu:|Ha

[0 a) nokymexTaumja nocne fobusare Ha NPOMEHaTa Ha NeranHuoT IB
cTaTyc Ha pedepeEHTHUOT NEK.
[0 b) Cwure apyrv neranHu npoMeHuU BO CTaTycoT 1l
0 2 nNOpyrasapujauvja Cia | O | Cn

C.1.6 MpomeHa/u Bo TepaneBTcKa/u uHaAnKauuja/u

TWn Ha nocranka

[opaBake Ha HOBa TepaneBTCKa MHAMKaUWja unn Mmoaudurkaumja

O a Ha Beke ogobpeHa. I
[l b) Bpuweke Ha TepaneBTCcKa UHAVKALM|A 1B
0 =2 [Opyrasapujauvja O, | O | On

C.l.7 Bpuweke Ha:

Tun Ha nocTanka

a) dapmauesTcka chopma 1B
[ | b) jauunHa 1B
O =z [Opyraeapujaumja Oia | O | On

C.l.8 BoBegyBatbe Ha, UNY NPOMEHU BO, 36MPHUOT M3BELITAj Ha
cuctemoTt 3a hapmMaKoBMrMnaHua 3a J1IeKoBM 3a ynorpeba Bo XxymaHa
MeauuMHa

Tun Ha nocTanka

BoBegyBare Ha 36MpeH n3BeLUTaj Ha CUCTEMOT 3a
thapmakosurunaHdua, npomenu so QPPV (Bkny4yBajku rm KOHTaKT
LeTnuTe) u/unn NnpomeHn Bo nokaumjata Ha Pharmacovigilance
System Master File (PSMF)

O a

O
D IAIl"l |B*

O batym Ha
BOBeAyBaHe:

Hdatym Ha
BOBeAyBakse:

(] Datym Ha

BOBeAyBaH-€:

[datym Ha
BOBelyBaHe:

O parym na
BOBeAyBaH-e:

O barym Ha
BOBeAyBat-e:

O narym na
BOBe/lyBaHse:

[ parym na
BOBeAYyBaH-e:

O barym Ha
BOBeJyBat-e:
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O 2 [Opyra sapujauvia

A

OB

On

*

Ako efieH o YCNOBUTE HE € NCNONHET U NpoMeHaTa He € Noe4NHEeYHO HaBeJeHa KaKo Tun Il

C.1.9 NMpomeHn BO NOCTOEYKUOT CUCTEM 3a (hapmMaKOBUIrMnaHuUa Kako WTo
e onuwano Bo DDPS

Tun Ha nocTanka

MpomeHa Ha NuUEeTO 0AroBopHO 3a hapmakosurunadua (QPPV)
W/MnKU Ha NnofaTouMTe 3a KOHTaKT Ha nuueTo w/wunu back-up
nocTankara

O 1A

O1s*

MpomeHn Bo BasaTta Ha nogaTouuTe 3a Ge3beaHocT u/nnu Bo
rMaBHUTE LOrOBOPU 3a UCMOMHyBake Ha 06BpCKU o obnacTa Ha
thapmakoBurunaduara, Wunm npoMeHa Ha MecTtaTa Kage LTo ce
BpLUAT aKTUBHOCTM Ha (bapMakoBurnnaHuaTta

O 1A

O1s*

Opyrn npomeHa(n) Ha DDPS wto He Bnujaat Ha hYHKUMOHMPAHETO
Ha CUCTEMOT Ha chapMaKkoBHUrunaHua (Ha np. NpoMeHa Ha rnaBHaTta
JloKauuja 3a YyBate/apxuBupam-e, agMUHUCTPATUBHU NPOMEHN

Oia

O Bs*

MpomeHa (1) Bo DDPS nocne cnpoBegeHa npouexka Ha nct DDPS
Ha Apyr NeK 04 UCTMOT HOCUTEN Ha ofoOpeHneTo 3a NpoMeT

LI 1A

OB

Hpyra Bapujaumja

O

O

On

* AKo efieH of YCNOBUTE HE € NCNONHET 1 NpoMeHaTa He € NOe4NHEeYHO HaBeJeHa Kako Tun Il

Tun Ha nocTanka

C.1.10 NpomeHn Bo thpekBeHUMja W/MNKU aaTa Ha NogHecyBakbe

O Ha NepvoauyeH U3BellTaj 3a 6e3beaHocTa Ha nekot (PSUR) 3a ™ O 1B
nekoBM 3a ynotpe6a Bo XyMaHa MeguLMHA

(0 2 [Opyrasapujaurja Oia | O, | Ou

C.1.11 BoBeagyBatbse Ha, N1 NpoMeHa Bo, 06BPCKM W YCNOBW 0Of,
ofgoGpeHneTo 3a cTaBake BO NPOMeT, BKNy4yBajK1 ro nnaHoT 3a
ynpaByBake CO PU3MNK

Tun Ha nocTanka

] MmMnnemeHTaumja/ BoBeayBame Ha TEKCT YTBPAEH Of HaANeKHUTe

4 opraHu (perynaTopHv areHumn)

O 1A

O B*

BoBenyBare Ha npomeHa(u) 3a koja e noTpebHO fa ce focTasar
[OMOJTHUTENHW NOJATOLM 0 CTPaHa Ha HOCUTENOT Ha
oj00peHneTo 3a NpoMeT 3a koja uma notpeba of npoueHka Ha
HaLJIeXHMOT opraH*®

[pyra Bapwjauuja

Oia

O

On

* AKo efieH of YCNOBUTE HE € NCNONMHET 1 NpoOMeHaTa He € NOe4NHEeYHO HaBeJeHa Kako Tun Il

Tun Ha nocTanka

C.1.12 BknyuyBatse unu 6puiuerse Ha LLPHMOT CMMGON Kako M

O o6jacHyBase 3a NeKOBUTE Of NMCTaTa Ha NIEKOBM LWITO ce Oiaw Ois*
npegMeT Ha [ONONHUTENHO cnefele/ MOHNTOPUHT

O =2 Apyrasapujaumja Chia | O | On

* AKo efieH of YCNOBUTE HE € NCNONHET 1 NpoMeHaTa He € NOe4NHEeYHO HaBeJeHa Kako Tun Il

Tun Ha nocTanka

C.1.13 Apyru Bapujauum WTO He ce cneuuduumMpaHn Bo

O AHeKcoT, a KoM BKNy4yBaaT nogHecyBake Ha CTYAUM Ha OiAn Ois*
HagneXxHuTe opratu*

O 2 Apyrasapujaumja Oia | O, | On

* AKo efieH of YCNOBUTE HE € NCNONHET 1 NpoMeHaTa He € Noe4NHEeYHO HaBeJeHa Kako Tun Il

[J fatym Ha
BoBefyBaHse:

[atym Ha
BOBEAYyBahe:

HaTtym Ha
BOBedyBahe:

Hatym Ha
BOBedyBahe:

Hatym Ha
BOBeAyBake:

[J Batym Ha
BOBeAyBatee:

[ Datym ua
BOBEAyBakse:

] fatym Ha
BOBeAyBaHe:

[atym Ha
BOBeAyBahse:

[] Datym na

BOBeAyBaHhse:

Hatym Ha
BOBeAyBak-e:

[J Datym na
BOBeAyBatLe:

[atym Ha
BOBeAyBah-e:

] Oatym Ha
BOBeayBakse:
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D. PMF/VAMF (Plasma Master File/Vaccine Antigen Master File)

Tun Ha nocTanka

O =2 Opyrasapuwjaunja

Oia | O | On

Tun Ha nocTanka

0 D.1 NpomeHa Ha ume n/unu agpeca Ha HOCMTENOT Ha
VAMF ceptudmkartoTt

O 1an O B*

* AKo egeH of YyCnoBuTE HE € UCNONHET N NpoMeHaTa HE € NoeQMHEYHO HaBEQEHa KaKo Tun

Tun Ha nocTanka

0 D.2 NpomeHa Ha ume n/unu agpeca Ha HocuTenoTt Ha PMF
ceptucukaror

O 1A O 1B*

* Ako efieH of, YyCroBuTe He € UCNOJTHET N NpoMeHaTa HE € Noe[MHEYHO HaBe4eHa KakKo Tun |l

TWn Ha nocTanka

D.3 NMpomeHa unu TpaHcdep Ha BaXeykMoT Hocuten Ha PMF
O ceptucpukar Ha HoB HocuTten Ha PMF ceptudmkar (Ha np.
pasnunyHo NpaBHO Nnuue)

O 1A 0.+

* AKO e4€eH o YCITOBMTE HE € UCMOMNHET U NPOMeHaTa He € NoeAMHEYHO HaseaeHa kako Tun Il

Tun Ha nocTanka

0 D.4 NMpomeHa Ha uMe U/unu agpeca Ha UHCTUTYLMjaTa 3a KpB,
BKINY4yBajKu LieHTpU 3a cobupakse Ha KpB/nnasma

1A 1B*

* AKO efieH of, ycrnoBuTe He € UCNOJTHET N NpoMeHaTa He € Noe[NHEYHO HaBeeHa Kako Tun |l

TWn Ha nocTanka

D.5 3ameHa unu gopaBakse Ha LeHTap 3a cobupatkse
d KpB/NnasMa BO paMKUTe Ha MHCTUTyLMjaTa 3a KpB LITO e Beke
Bkny4yeHa eo PMF

OB

Tun Ha nocTanka

D.6 Bpuuerwse unu npoMeHa Ha cTaTycoT (onepaTUBeH/He-

0 onepaTtuBeH) Ha UHCTUTYLMjaTa (MHCTUTYLUKUTE) | LeHTapoT
(UeHTpUTE) WITO ce KopUcTaT 3a cobupakse Ha KpB/nnasma unu
3a UCNUTyBaHk-€ Ha AOHALMUTE M Nna3ma nynoeuTe

Oia O 1B*

* AKo efieH of YCNnoBuTE HE € UCNONHET N NpoMeHaTa HE € Noe4MHEYHO HaBeEeHa KaKo Tun ll

TWn Ha nocTanka

| D.7 JopnaBame Ha HOBa MHCTUTYLIMja 3a KPB, 3a coOUpakse Ha
KpB/nnasma, WwTto He e BKiy4YeHa Bo PMF

Tun Ha nocTanka

D.8 3ameHa nnu gopgasBat-e Ha LieHTap 3a KpB 3a UCMMTyBame
O Ha [oHauuu W/vnu nnasma nynoBW BO paMKUTE Ha
MHCTUTYLMH]ja WTO e Beke Bkny4eHa Bo PMF

IB

Tun Ha nocTanka

0 D.9 [lonaBawe Ha HOBa MHCTUTYLIUja 3a KPB 32 UICMUTYBawe Ha
AoHaUWKM u/unun nnasma nynoBu WTO He e BKNy4eHa Bo PMF

[J Datym Ha
BOBeayBaHse:

Hdatym Ha
BOoBeAyBak-€e:

Hatym Ha
BOBegyBaH-€:

Hdatym Ha
BOBeOyBat-e:

Hdatym Ha
BOBeflyBaH-€:

OaTtym Ha
BOBeAyBaH-€e:
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Tun Ha nocTanka

0 D.10 3ameHa unu popaBake Ha HOBa MHCTUTYLIMja 3a KPB UNKn
LeHTap/ueHTpu 3a KpB KaZle ce YyBa nnasma

1B

Tun Ha nocTanka

0 D.11 Bpuwere Ha MHCTUTYLMja UK LLeHTap/LIeHTPK 3a KPB
Kafe ce YyBa nnasma

1A iB*

* AKO efleH of YCnoBuUTE He € UCMONTHET U NpOMeHaTa He e NnoegnHeYHO HaBeneHa KaKo Tun I

TWn Ha nocTtanka

m D.12 3ameHa unu popaBak-e Ha opraHusaumja BKnyyeHa Bo
TPaHCMNOPT Ha nnasma

1B

Tun Ha nocTanka

0 D.13 Bpuwere Ha opraHu3aunja BKNy4eHa BO TPaHCNOPT Ha
nnasma

Oia O B*

* Ako efleH o4, YCrnoBuTE HE € UCMOJTHET N NpOMeHaTa He e NoegnHe4yHO HaBeeHa Kako Tun i

Tun Ha nocTanka

D.14 NlopaBakse Ha KMT 3a UcnuTyBake co CE o3HaKa 3a
MCNUTYBaHe Ha NoeAuHeYHW AOHALIMMN KaKO HOB KWT 3a
UCMUTYBaH-€ UJIU KaKo 3aMeHa Ha NOCTOEYKUOT

OiA Ois*

*

Ako efeH of YCNoBuUTE HE € UCMONMHET U NpOMEeHaTa He € NoeJMHEYHO HaBe4eHa KaKo Tun ll

D.15 [lopaBake Ha KUT 3a ucnuTyBawe 6e3 CE o3Haka 3a UCNUTYBak€e Ha
noeguHeYHU AOHALMKU KaKo HOB KMT 32 UCMMTY Bak-€ MMM Kako 3aMeHa Ha
nocToe4YKUOT

Tun Ha nocTanka

0 ) HoBuoT kUt 3a ucnutysame He e npeTxogHo ofobpeH Bo PMF 3a
MCNUTYBakE Ha AoHaUMMTE BO BUNO KOj LeHTap 3a KpB

HoBunoT kuT 3a ucnutyBake e npetxonHo ofobpex Bo PMF 3a
WCTUMTYBat:e Ha JOHALMUTE BO OPYr UeHTap(LUeHTPU) 3a KpB

O b

Oia OiB*

* AKO efleH of YCnoBuUTE HE € UCMOJSTHET U NpOMeHaTa He e NnoegnHeYHO HaBeNeHa KaKo Tun |l

Tun Ha nocTanka

D.16 NpomeHa Ha KUTOT/MeTOAOT LUITO C€ KOPUCTHU 3a
O MCNUTYBaH€e Ha NYNOBH (AHTUTENO UNKU aHTUTEeH UNK
ucnutyBake co NAT (Nucleic Acid Amplification Technology))

Tun Ha nocTanka

0 D.17 BoeBepyBate unu npoaomxyBarke Ha nocTanka 3a
YyyBaH-€ Ha 3anuxu

Cia O iB*

* AKO eieH 0f YCNOBUTE HE € UCMOSIHET U NPpOMEeHaTa He e NoeavHeYHo HaBeaeHa kako Tun |

Tun Ha nocTanka

0 D.18 YkuHyBaHr-e unu ckpaTyBate Ha NepuoaoT 3a YyBake Ha
3anuxu

1B

D.19 3ameHa unu gogaBate Ha KOHTejHepH 3a KpB (Ha npumep, kecwH,
WHLIKWHA)

Tun Ha nocTanka

O a

HosuTe KoHTEjHEepH 3a kpB umaaT CE o3Haka

OiA O1B*

Ll b)

HosuTe KoHTEjHEpH 3a KpB HeMaaT CE osHaka

* Ako efleH o4 YCrnoBuTE HE € UCMOJTHET N NpOMeHaTa He € NoegnHe4yHO HaBeeHa Kako Tun ll

Hatym Ha
BOBelyBaH-€:

Hatym Ha

BOoBeQyBaH:e:

Hatym Ha
BOoBeAyBaHe:

OaTtym Ha
BOBeayBakbe:

Hatym Ha
BOBeAyBaH-e:

Hatym Ha
BOBeAyBae€:
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D.20 NpomeHa BO YyBahe/TpaHCNOPT Tun Ha nocranka

« | datym Ha
[0 a) Ycnosu Ha yyBawe w/unu TpaHcnopT O O Rt o
[l b) MakcumanHo Bpeme Ha YyBatbe Ha nnasmara LJIA L]iB*

* AKo efleH of YCINnoBUTE HE € NCMNONHET 1 NpoMeHaTa He € NOeJNHEeYHO HaBe4eHa KaKo Tunll

Tun Ha nocTanka

D.21 BoBegyBatse Ha ucnutyBare Ha BUPYCHU MapKepu BO
O cny4yau Kora oBa UCNUTyBake MMa 3Ha4yajHO BfiMjaHUe 3a Il
npoueHka Ha 6e36egHOCT o4 BUpPYCH

Twun Ha nocTanka

D.22 NpomeHa Bo nogroroBkaTa Ha nnasma nyn (Ha np. metoq
O Ha NPOU3BOACTBO, FOflieMUHa Ha Nyn, YyBake Ha NpUMepoLU 1B
Ha nnasma nyn)

Twun Ha nocTanka

D.23 MpomMeHa BO YeKopuTe WTO Tpeba Aa ce npeB3eMaT ako
O peTpocneKTUBHO ce Hajae Aeka AoHauujaTa/goHauuuTe Tpeba 1]
Aa 6upgat ucknyyeHu og npepabotka (,,look-back’ nocranka)
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Mpwunor 6p.2
HACOKW U YCINNOBWU 3A KNACU®PUKALIMWJA HA BAPUJALIMUTE

A. AODMUHUCTPATWUBHW NPOMEHW
B. NPOMEHW BO AENOT 3A KBANIUTET

l.  AKTMBHa cynctaHuMja
a) MNpowussoncTeo
b) KoHTpona Ha akTuBHa cyncTaHumja
c) KoHTejHep-3aTBOpYBaY cUCTEM
d) CrabunHoct
e) [dwusajHupaHo nogpadje (Design space) n NpoOTOKON 3a ynpaByBake CO MPOMEHMW MO

nobnsare Ha ogobpeHne

1. loToB npousson
a) Onwuc n cocTae
b) [MNpoussoacTeo
c) KoHTpona Ha ekcUuMnNneHcK
d) KoHTpona Ha roToB npoussog,
e) KoHTejHep-3aTBOPYBaAY CUCTEM
f) CrabunHocT
g) [HusajuupaHo nogpadje (Design space) n nNpoTOKON 3a ynpaByBawe CO NPOMEHWU NO
nobueare Ha ogobpeHue
h) BbesbenHoCT o4 HeoYeKYBaHWN areHcK
lll. Ceptudcdmkat 3a coopseTHocT (Certification of suitability - CEP) / TpancMUcHUBHHM

cnoHurucopmuu eHuedanonatun (Transmissible spongiform encephalopathy —
TSE) / MoHorpachum

V. MeauuuHCcKK cpeacTea

V. HPOMBHH BO ﬂOGHeHOTO Ha OAOGPEHMG 3a CTaBake Ha JieKk BO NMPOMeT KakKo

pe3ynTar Ha Apyrv perynaTtopHu nocTanku
a) Jocue 3a nna3ma (Plasma Master File - PMF) / [locue 3a BakuuHa (Vaccine Antigen

Master File - /'VAMF)
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b) Mocranka Ha ynatyBawe

C. NPOMEHMU BO
DAPMAKOBUIMINAHLATA

OENOT HA

BE3BEAHOCTA,

.  NIEKOBM 3A YNOTPEBA BO XYMAHATA MEOWULIMHA

D. PMF/VAMF

E®UKACHOCTA n

A. AOMUHUCTPATUBHW NMPOMEHM

A1 [MpomeHa Ha ume wW/vMnNM appeca Ha HoOcuTenoT Ha | YecnoBu wTto | Tun Ha

oao0peHMETO 3a cTaBakb€e Ha Jiek BO NpoMeT Tpeba Apa ce | nocranka
uMcnonHart
1 1A

Ycnosu

1. HocuTenoT Ha ogoBpeHMeTo oCTaHyBa UCTOTO NPaBHO Nuue.

A.2 NMpomeHa Ha UMe Ha NeKoT YcnoBu wto | Tun Ha
TpeGa Aa ce nocrarka
ucnonHar

a) 3a nekoBW perucTpupaHu co LeHTpanuaupaHa | 1 1AN
nocTarnka
b) 3a nekoBu perMcTpvpaHu co HauMOHaNHa nocTanka IB

Ycnosu

1. lpoeepkaTa Ha npudaTnMBOCTa Ha HOBOTO MMe Of CTpaHa Ha EBponckata AreHuuwja 3a
nekosu (Europian Medicines Agency - EMA) Tpeba aa 6uae 3aBpLieHa 1 NO3UTUBHA.

A.3 lMpomMeHa Ha MMe Ha aKTMBHaTa CyncTaHuuja unv Ha | YcnoBu wTto | Tun Ha
eKcLUMnueHc Tpeba pa ce | nocranka
ucnonHar
1 1A

Ycnoeu

1. AKTMBHaTa cyncraHupmja/ekcumnueHc Tpeba ga octaHe ucra.
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A4 lNpomeHa Ha ume w/unu agpeca Ha NpPoOU3BOAUTENOT
(BKNyyyBajkmu ruM Mecrtata Kage ce BpLWIKM KOHTpona Ha
KBanuTeT); UMW HOCUTENOT Ha AOKyMeHTauuja 3a akTUBHaTa
cynctaHumja (Active Substance Master File, ASMF) wnu
p[ob6aByBa4oT Ha aKTMBHaTta CcyncTaHuuja, nNojooBHA
cynctaHuuja, peareHC wnM Mefynpou3Bog WTO ce
ynotpebGyBaaT BO NMPOU3BOACTBO HAa aKTUMBHaTa cyncTaHuuMja
3a Koja He mnocTtoM cepTtuduKat 3a COOABETHOCT CO
MoHorpacbumte Ha  EBponckata apmakoneja; wnu
npou3BoauTen Ha HOB eKcUMnueHc (kora e cneuuduumpaHo
BO TEXHMYKaTa AOKYMeHTauuja)

Ycnosu wto
TpebGa pa ce
ucnonHart

Tun
nocTranka

Ha

Ycnoeu

1. MecToTO Ha NpPOM3BOACTBO M CMTE MOCTanku of NPOM3BOAHMOT npouec Tpeba ga ocTaHaTt

NCTn.

A5 MpomeHa Ha ume uunu appeca Ha
NpPoOM3BOAUTENOT/YBO3HUK HAa roTOB neK (BKNy4YyBajku ru
MecTaTa Kage ce BpLIM Nyl Take Ha cepuja Ha nexk BO NpoMeT
WV KOHTPOJIA Ha KBanureT)

Ycnoeu wto
Tpeba pa ce
ucnonHar

Tun
nocTranka

Ha

a) AKTUBHOCTUTE 3a KOM NpPOU3BOAUTENOT/YBO3HUKOT €
OAroBOpeH BKNy4YyBaaT MyliTalke Ha cepuja Ha nek

EO NpomeT

IAn

b) AKTUBHOCTUTE 3a KOWU NPOU3BOANUTENOT/YBO3HUKOT €
OAroBOpEH He BKNy4yyBaaT nywTawe Ha cepuja Ha

ek Bo npomeT

YcnoBu

1. MecToTO Ha NPoOM3BOACTBO Ha KOe ce OJHecyBa NpomMeHaTa Ha UMeTo/ Unun agpecarta u cute

nocTanku o nNnpoun3BogHMOT Npouec Tpe6a a ocTaHaT UCTun.

A.6 NMpomeHa Ha ATC kop

Ycnosu wto
TpeGa pa ce
ucnonHart

Tun
nocranka

Ha

1A

Ycnoeu
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1.  Ako npomeHaTa e maBpLueHa no gobuesareto Ha ATC kogoT unu npomeHa Ha ATC kogoT of
cTpaHa Ha C30.

A.7 Bpuwewe Ha HeKoe of MecTaTa Ha NMPOM3BOACTBO Ha | YecnoBu wTto | Tun Ha
aKTMBHa CcyncTaHumja, Mefynpou3Boa WM Ha roToB | TpebGa Aa ce | nocranka

npou3BoA, MeCTO Ha NaKyBake, NPOU3BOAUTEN OArOBOpPEeH | ucnomnHat
3a nywTake Ha cepMvja Ha Nek BO NpPoMeT, MecTa Kage ce
BPLWIA KOHTpPOMAa Ha KBanuTeT Ha cepuja Ha neK Wnu
pnobaByBay Ha nojooBHa cyncTaHUMja, peareHc WU
eKcuMnueHc (Kora € HaBeaeHoO BO AOKyMeHTauujaTa))

YcnoBu

1. [a ocTaHe HajManky egHo MeCTO Ha NPOW3BOACTBO/MPOM3BOAMTEN, NPETXOAHO 0O0bpeH, WTO
ja BpwmM wuctata yHKUMja Kako mecToTo(MecTtaTa) wrto ce 6puwe (Bpuwart). Kage e
NMPUMEHNMBO, HajMarnky efeH MPOW3BOAMTEN OAFOBOPEH 3a MyliTake Ha cepuja Ha Nnek BO
npomeT Bo EY/EEA WwTO ro noTBpAyBa UCMUTYBaH-ETO Ha NEKOT CO LEen nywTake BO NPOMET
Bo EY/EEA octaHyea Bo EY/EEA.

2. bpuvwereTo He ce A0MKM HA HEQOCTaToOLUM KoM Ce 0fHecyBaaT Ha Npou3BoACTBOTO.

A.8 lNMpomeHn BO AaTyMOT Ha OUEHKa 3a nNoTBpAayBake | Ycnoesu wto | Tun Ha
Ha GMP coopgBeTHOCT Ha NMPOW3BOAMWTENIOT Ha aKTUBHa | Tpeba pa  ce | nocranka
cynctaHumja (*) ucnonHar

1A

O3aBenelwka: BapujaumjaTa He ce MpUMeHyBa kora WHgopMaLMjaTa ce [JocTaByBa [0 HaASIeXHUTE
opraHu Ha gpyr Ha4uH (Ha np. Npeky TakaHapedeHa ,M3jaBa o oBnacTeHo nuue”)

B. MPOMEHW BO OENOT 3A KBAJIUTET

B.l AkTuMBHa cyncTaHuuja
B.l.a) NMpoussoacTBo

B.l.a.1 TllpomeHa Ha npou3BOoAUTEN Ha nNOjOooBHa | YcnoBu wto | Tun Ha
cynctaHuMja/peareHc/MefynpousBopg WITO ce ynoTpedbyBa | Tpeba ga  ce | nocranka

BO NpOLIECOT Ha NPOM3BOACTBO Ha aKTMBHA CyncTaHuMja | ucnonHart
WM npoMeHa Ha npousBoguTen (BKNyYyBajkm run
MecTaTa Kajde ce BpLUM KOHTpOna Ha KBanuteT) Ha
aKTMBHA CyncrtaHuuja 3a koja ceptudwukaTtor 3a
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coogBeTHOCT €O MoHorpacdhuute Ha EBponckarta
c¢hapmakoneja He e aen og ogoOpeHaTa AOKYMeHTaumja

a)

MNpennoxeHWOT nNpousBoauTEN € Oen oA MucTa
t¢hapmaueBTCKa rpynaumja Kako U1 ogqobpeHuoT

1,23

1A

b)

BOBeﬂyBaI-be Ha HOB Npou3BoAuUTesN Ha akKTUBHa
CyncTaHuMja WTO nocegyBa AOKYMeHTalMja 3a
akTUBHaTa cynctaHumja (Active Substance
Master File, ASMF)

c)

MNpeanoxeHuoT npousBoauTen KOpPUCTH
3HAYUTENHO Pa3NUYHU HAYMHUW HA CMHTE3a Mnu
YCNOBM BO TMPOU3BOACTBO, WTO MoOXaT pAa
npomeHar BaXHH KapaKTepUCTUKM Ha
KBaNMUTETOT Ha aKTUBHaATa cyncTaHuuja, Kako
KBanutTatTMuBeH W/UNKM KBaHTUTATUBEH npodcun
Ha OHeuyucTyBakba UM  (PUSNUYKO-XEMUCKMN
0COOMHM WITO BNMjaaT Ha GuopacnonoxneocTa

d)

Hoe npousBoguTen Ha MmaTtepujan 3a Koj ce
Gapa npoueHka Ha 06e3GegHOCT o4 BUpYCHU
uw/unu TSE pusuk

NMpomeHa Koja ce opHecyBa Ha OWOMOLIKK
aKTUBHa cyncTaHumja unu nojaoBHa
cynctaHuuja / peareHc / mefynpousBoa WTO ce
ynoTpebyBaaT BO Npon3BOACTBO Ha Guonowkwu /
MMYHOINOLUKM NeK

MpomMeHn BO UCNUTYBake€TO Ha KOHTposaTa Ha
KBafUTET HA aKTUBHA CYNCcTaHLUMja - 3ameHa unu
JoAdaBake Ha MecTo kKajge ce BplM
KOHTpona/McnutyBame Ha cepuja Ha NekoT

2,4

g)

BoseayBare Ha HOB NPOU3BOAMTEN HA aKTUBHA
cyncTaHuMja WTO He noceaysBa AOKYMeHTauuja
3a aKTMBHaTa cyncTtaHuuja (Active Substance
Master File, ASMF) n Gapa axypupame Ha
cooABeTHUTe AEeNoBM of OOKyMeHTauujaTta Kou
ce ogHecyBaaT Ha aKTUBHaTa cyncTaHuuja

h)

BoeegyBawe Ha anTepHaTMUBHO MeECTO 3a
cTepunusauyumja Ha akTMBHa cCyncTaHuuja wWwTo
ynotpedbyBa Ph.Eur. wmetog (EBponckarta
¢dapmakoneja - European Pharmacopoeia -
Ph.Eur.)

BoseayBal-€ Ha HOBO MeCTO 3a MUKPOHM3aLUKja

2,5

)

MpomMeHn BO MCNUTYBabETO Ha KOHTponaTta Ha
KBanuTeT Ha OMOMOLUKM aKTUBHa cymncTaHuwuja:
3aMeHa Unv gofaBakbe Ha MecTo Kaje ce BpLuM
KOHTpona/McnuryBawe co BUONOLWKN
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/MMYHORNOLWKN [MMYHOXEMUCKU MeTop,

k)

HoBo mecTo 3a uyBawe Ha Master Cell Bank IB
u/nnu Working Cell Banks

YcnoBu

CneupncbrkaumnTe 3a NOjAOBHUTE CYNCTaHUMKU 1N peareHcu (BKMyYyBajku NPOLIECHU KOHTPONMN,
aHanuMTMYKKM MeTodM 3a cuTe CyncTaHuuu) ce MOeHTUYHW co Beke opobpeHuTe.
Cneuncdurkaumnte 3a MelfynpousBOAMTE W aKTMBHUTE CyncTaHUuKM (BKMyYyBajku NPOLECHU
KOHTPOMW, aHanuTM4KKW MeToAM 3a cuTe CcyncTaHuuK), nocTankaTa Ha MoAroToBka
(BKNyYyBajkm ronemuHa Ha cepuwja) 1 NOEAMHOCTUTE OF HAYMHOT HA CMHTE3a Ce UOEHTUYHU Ha
Beke ofobpeHuTe.

AKTUBHaTa cyncTaHumja He e BUOoLLKa/MMYHOMOLLIKA UK CTEPUIHA CyncTaHumja.

Mpu ynotpeba Ha MaTepujanuM o4 XyMaHO MMM XMBOTMHCKO MOTEKNO BO MPOLIECOT Ha
Npon3BoACTBO, NPou3BoANTENoT He Tpeba Aa uma Hos AobaByBay, BO CNPOTUBHO NoTpebHa e
noBTOPHa NpoueHka Ha 6e3benHOCT 04 BMPYCU UMM Ha COOOBETHOCT CO BaXKEYKMOT BOAMY:
»INote for Guidance on Minimising the Risk of Transmiting Animal Spongiform Encephalopathy
Agents via Human and Veterinary Medicinal Products”.

nOTBpﬂ,a 3a ycneluHo cnpoeejeH Tpchcpep Ha mMeToguTte 04 CTapoTO BO HOBOTO MecCTO.

CneumcbmxaumjaTa 3a ronemMumHa Ha 4eCTUYKW Ha akKTuBHaTa CYI'ICTaHLI,VIja n Co0ABETHUOT
aHanuTU4KM MeTo[ oCcTaHyBaaT UCTKU.

B.l.a.2 lNpomeHn Ha npouecoT Ha NPOUIBOACTBO Ha | YcnoBu wto | Tun Ha
aKTUBHaTa cyrncraHumja Tpeba npOa ce | mocTtanka

UcnosHat

a)

Manu npomeHu Ha npouecoT Ha npousBoacTeo | 1,2, 3,4,5,6,7 1A
Ha aKTUBHaTa cyncTtaHuuja

b)

3HauuTenHa npomeHa Ha MpPoOUECOT Ha I
NpoM3BOACTBO Ha aKTMBHaTa CyncTaHUMja WTO
MOXe fAa wWMMa 3HayajHoO BnuWjaHMe Ha
KBanuTeToT, 6e30egHOCTa UNK ehuKacHOCTa Ha
nekot

c)

NMpomeHaTa ce ofHecyBa Ha I
Ouonowka/MmyHonolwka cyncraHuMja MnM Ha
ynoTtpe6Ga Ha cyncTaHuuja - XeMUCKM AepuBaTt
BO NPOM3BOACTBOTO Ha DMOMOLWKa/MMYyHOMOLWKA
cyncTtaHuMja, WITO MOXe J[a WuMa 3HauajHo
BNujaHMe Ha KBanuTtetoT, Oe3bepgHocTta WUNnU
edMKkacHoOcTa Ha FIEKOT M He ce ofgHecyBa Ha
NPOTOKONOT

d)

MpomMeHa wWTO ce opgHecyBa Ha XepOaneH I
MeAUUMHCKM npou3Bod UM BMNO Koja npomeHa
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WTO Ce oAHecyBa Ha reorpac)cKoTo MOTEKNo u
Ha4YUHOT Ha Npon3BOACTBO

e) Mana npomeHa Koja ce ogHecyBa Ha AenoT co IB
orpaHuMuYeH npuctan oA A[OKyMeHTauujata 3a
aKTMBHA cynctaHuuja (ASMF)

Ycnoeu

1. Hema npomeHu BO KBanuTaATMBHWOT WM KBAHTUTATUBHMOT Npodun Ha OHeYMCTyBaksa UMK BO
hN3NYKO-XEMUCKMTE CBOJCTBA.

2. HaumHOT Ha cuHTe3a ocTaHyBa WCT, OOQHOCHO MEfynpou3BoAUTE OCTaHyBaaT WUCTU W He ce
KOpPUCTaT HOBW peareHCu, Katann3atopu unu pacTteopyesayn BO npouecoT. Ako ce pa60Tv1 3a
XGDGaJ'IHVI NeKoBK, I'GOI'paCbCKOTO NOTEKNO, NPOU3BOACTBOTO Ha pacCTUTENHaATa CyI'ICTaHLlea n
Ha4YMHOT Ha NPON3BOACTBO OCTaHyBaaT UCTW.

3. CneundwmkaumnTe Ha akTMBHATa CyncTaHumMja unn MefynponsBoamTe ce HENPOMEHETH.

4. [lpomeHaTa e LEMOCHO onuaHa BO OTBOPEHWOT Aen O AOKYMeHTauuwjata 3a akTuBHaTa
cyncTtaHumja (ASMF), ako e NpMMeHNNBo.

5. AKkTuBHaTa cynctaHuuvja He e Bronoluka/MMyHoroLKa cyncraHupja.

6. [lMpomeHaTa He ce ofHecyBa Ha reorpad)CKOTO MOTEKNO M HAYMHOT Ha MPOM3BOACTBO Ha
xepbarneH nek.

7. [llpomeHaTa He ce ofHecyBa Ha [[ernoT CO OrpaHMYeH npucTan oa AoKyMeHTauujata 3a
aKkTuBHa cynctaHuuja (ASMF).

B.l.a.3 NpomeHa Ha ronemMuHa Ha cepuja (BKNyuvyBajku | YcnoBu wTo | TN Ha nocTanka
npomeHa Ha Ofcer Ha rofieMMHa Ha cepuvja) Ha akTuBHa | Tpeba pa ce
cyncTaHuuja Mnu MmefynpousBop WITO ce KOPUCTU BO | UCcMonHAT

Npou3BOACTBOTO Ha akKTUBHaTa cyncrtaHuuja

a) [Oo pecetr matn Bo cnopegba co opoGpeHaTta | 1,2, 3,4,6,7,8 1A
rorieMuMHa Ha cepuja

b) HamanyBawe Ha ronemmHa Ha cepuja o pecet | 1,2, 3,4,5 1A
naTu

c¢) [pomeHaTa Bapa npoueHKa Ha cnopeanMBocTa I

Ha Ouonowka/MmMyHonowka aKTUBHa
cynctaHumja
d) TlNoeeke oa peceTr natu BO cnopepgba co 1B

onobpeHaTa ronieMmMHa Ha cepuja

e) [lonemuHaTa Ha cepujata Ha 1B
Ononouwka/MMyHONOLWKa akTUBHA CyncTaHumja e
3sronemeHa/HamaneHa  6e3 NnpoMeHHU BO
npouecoT Ha npou3BoacTBo (Ha npumep,

40 op 87



Cnyx6eH BecHuk Ha PCM, 6p. 18 oa 22.1.2021 roanHa

Aynnupake Ha nMHujaTta).
YcnoBu
1. TlpoMeHWTe BO MOCTankuTe 3a MPOM3BOACTBO CE CaMO OHWE KOM Ce HeOMNXOAHM 3a
3ronemyBar€e UNU HaMmanyeake Ha cepujata (Ha npumep, ynotpeba Ha onpema co pasnu4yHa
rorieMuHa/kanaumTer).
2. 3a npepgnoxeHaTa ronemMuHa Ha cepuja Tpeba Aa ce npunoxar pesynTtati o UCNMTyBaHe Ha
Hajmanky aBe cepuu criopeg ogobpeHute cneundukaumn.
3. TponseogoT He € BMONOLKN/ MMYHOMOLLKA NEK.
4. TlpomMeHaTa He BNnujae HeraTMBHO Ha PenpoaYKTUBHOCTA Ha MPOLIECOT.
5. [lpomeHaTa He e pesynTaT Ha HeOYeKyBaHW MojaBWM BO TEKOT Ha MPOW3BOACTBOTO WKW He e
noBp3aHa co ctabunHocTa.
6. CneundurkaumnTe Ha akTMBHaTa cyncraHumja/MerynponssoanTe octTaHyBaaTt UCTH.
7. AxkTMBHaTa cyncTaHuuja He e cTepunHa.
8. lonemuHata Ha cepujaTa e 0o AeceT NaTh BO 04HOC Ha ofoBpeHaTa ronemMuHa Ha cepuja unu
€ nocnegoBaTenHa NpoMeHa Wro He e ogobpeHa co Bapujaumnja Tun IA
B.l.a.4 [lpomeHa BO wucnuTyBawaTa BO MpouecHaTa | YcnoBu wrto | Tun Ha nocTanka
KOHTpONa Wnu Ha OO3BOMEHUTe rpaHuUM BocnocTaBeHu | Tpeba ga ce
BO NPOM3BOACTBOTO Ha aKTUBHAaTa CyncTaHuuja ucnonHaTt
a) CrecHyBake Ha Q[OO03BOJNIeHWTe rpaHuuute Bo | 1,2, 3, 4 1A
npouecHaTa KOHTpona
b) [JopaBawe Ha HOBO UCNUTYBawe U Oo3BoneHu | 1,2, 5, 6 1A
rpaHvLM BO NpoLecHaTa KOHTpona
c) bBpuwewe Ha He3HayajHO wucnutyBawse Bo | 1,27 1A
npouecHaTta KOHTpona
d) [MpowupyBawe Ha opobpeHUMTe rpaHUMUM BO I
npouecHata KOHTpona WTO MoOXaT ga umaart
3HayajHo BnMjaHUe Ha CEBKYNMHWUOT KBariMTeT Ha
aKTUBHaTa cyrncTaHuuja
e) bpuwewe Ha uUcnuTyBake BO MpouUecHaTa I
KOHTpORNa LUTO MOXe Aa UMa 3HauyajHO BnujaHue
Ha CeBKYMHUMOT KBanuMTeT Ha aKTUBHaTa
cyncrtaHumja
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f) [OopaBawe unu 3ameHa Ha WUCNUTYBake BO 1B
npouecHata KOHTporia Kako pe3yntaT Ha
npawaka WTo ce oAgHecyBaaT Ha 6e36egHocTa
WU KBaNMTETOT

Ycnoeu

1. TlpomeHaTa He ce AonxkK Ha 3abenelkn o4 NPEeTXOAHW MPOLUEHKU LUTO Ce ofHecyBaaT Ha
rpaHuumMTe BO cneumdmkaumjata (Ha npumep, BO nocTanka 3a Aobusame Ha ofobpeHune 3a
CTaBak-€ Ha SIeKoT BO NPOMET WS BO NocTanka Ha ofobpysare Ha Bapujaumun og tun |l).

2. [llpomeHaTa He ce AOMKU Ha HEOYEKYBaHW NojaBy BO TEKOT Ha NMPOM3BOACTBOTO, HA NpUMep,
HOBO HeKBanuUKyBaHO OHEYNCTYBaH-E; MPOMEHA BO rPaHULIMTE Ha BKYMHW OHEYUCTYBaH:A.

3. Cekoja npomeHa Tpeba ga 6uge Bo paMkute Ha Beke ogobpeHnUTe rpaHuLn.

4. [ocTankaTa 3a UCNUTyBake OCTaHyBa MCTa, UMy NPOMEHUTE BO MocTankara ce Manu.

5. Cekoj HOB MeTof 3a UcnuTyBake He Tpeba Aa BKMydyBa HOBa HecTaHOApAHA TEXHUKA UMK HOB
HauyVH Ha KOPUCTEHE Ha CTaHAapaHa TEXHUKA.

6. HoeuoT meTod 3a ucnuTyBake He € BUOMOLLKW/MMYHONOLIKW/MMYHOXEMUCKN MeTod Wnu
MeToq BO KOj ce ynoTtpebyeBa Guornowku peareHc 3a GMONOLWIKA akTMBHA CyncTaHuuja (co
WCKMNY4OK Ha cTaHAapAHUTE hapMaKkonejcki MUKPOBMONOLLKM MeToam).

7. [lMapameTapoT oA cneuudukaumjata He e KpUTMYEH napameTap (Ha MpUMep: COAPXMWHA,
OHeuYMCcTyBama (OCBEH pacTBOpYBay LUTO He e ynoTpebeH BO NPOM3BOACTBOTO Ha aKTMBHaTa
cyncraHuuja), 6Uno Kou KpUTUYHKM OU3UYKN KapakTEPUCTUKK, Ha Mp. rofieMMHa Ha YeCcTUYKK,
HacunHa (bulk) rycTnHa m HaTankaHa (fapped) ryctuHa, maeHTudukauuwja, soga, 6uno koe
Bapare 3a MpoMeHa Ha YecToTaTa Ha UCNUTYBaHETO.

B.l.a.5 NMpomeHn Bo akTUBHAaTa cyrncTaHUMja Ha Ce30HCKa, | Ycnoeu wTto | TMn Ha nocTanka
npe-naHAeMUCKa WM NaHOEMUCKa BaKuMHa npoTtuB [ Tpeba pa ce
XymaHa uHcpnyeHua ucnonHar

a) 3ameHa Ha coj (coeBn) BO Ce30HCKa, mpe- I
naHgemMuMcka wnu naHgeMucka BakuuHa npoTMB
XymaHa uHdnyeHua

B.l.b) KoHTpona Ha akTUBHa cyncTaHumMja
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B.l.b.1 MpomeHa Bo napameTpute U/MNKM [O3BOMEHUTE
rpaHuum Bo cneuudpukKaumjata Ha aKkTUBHa cyncTaHuuja,
nojaooBHa cyncTtaHuwuja, Mefynpou3Bo4 MMM Ha pearelc
WITO ce ynoTpebyBaar BO NpoLecOT Ha NPOM3BOACTBO Ha
aKTUBHAaTa cyncTaHumja

YcnoBu
Tpeba aa
uMcnonHar

wTo
ce

Twun Ha nocTanka

a)

CtecHyBambe Ha rpaHuumTe BO
cneuudmkaumjata 3a MegUUMHCKU NPoOU3BOAU
wto ce npegmetr Ha Official Control Authority
Batch Release

1,23, 4

1A

b)

CrecHyBawe Ha rpaHuyuTe BO
cneumudmkaumjata

1,2,3,4

c)

DonaBame Ha HOB napametap BO
cneumudcumkaumjata co coopBeTeH MeTon 3a
UcnuTyBate

1,25 6,7

d)

Bpuwieke Ha He3HayaeH napameTap BO
cneundhmkaumjata (Ha npumep, Opuwere Ha
3acTapeH napameTtap)

1,2,8

e)

Bpuwewe Ha napametap Bo cneuudpukaumjata
WTO MOXe [g[a wuMa 3HayaeH edekT Ha
CeBKYMHUOT KBanuTeT Ha aKTuUBHaTa
cyncTaHuuja n/unu Ha roToBUMOT NpoU3BOa

MpomeHu HagBop o4 opoGpeHWTe rpaHUULKUM BO
cneuuncmKkauMmnTe Ha aKTUBHaTa cyncTaHuuja

g)

MpowupyBae Ha opobOpeHuUTe rpaHULUM BO
cneuncdMkauMmMTe 3a NOjAOBHMTE cyncTaHuuw/
MefynpousBoaM, WITO MOXAaT Aa MMaar 3HavaeH
E(beKT Ha CeBKYNHWOT KBanuTeT Ha aKTUBHaTa
cynctaHuuja w/unu Ha roToBUOT NPOU3BOA

h)

JonaBawe wMnNU 3ameHa (CO WMCKMNY4YOK Ha
Ouonowka wnu MMYHOJOLWKA CyNncTaHuuja) Ha
napameTtap Bo cneuyudumkalmjata Kako pesynrtar
Ha npawaka WTO Cce ofgHecyBaaT Ha
Oe3begHOCTa MNU KBanNMTeTOT CO cooABeTeH
MeToA 3a UCNUTYBaHe

Kora aKTUMBHaTa cynctaHuuja Hema
MoHorpadpmja Bo Ph. Eur. unu Bo HauuMoHanHata
¢hapmakoneja Ha 3emjaTa uneHKa, NpoMeHa Ha
napametap o4 MHTepHa cneuudukaumjata
cnopen He-otpumumjanHa dpapmakoneja wnu
thapmakoneja Ha TpeTa 3eMja

Ycnosu

lMpomeHaTa He ce AOMKM Ha 3abenellkn o MPEeTXOAHW MPOLEHKU LUTO Ce OfHEecyBaaT Ha
rpaHMuMTEe BO cneuudvkaumnjata (Ha npumep, BO nocranka 3a gobusawe Ha ofgobpeHue 3a
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cTaBal-€ Ha NeKoT BO NPOMET UK BO NocTanka Ha ofobpyBare Ha Bapujauunm og tvn ).

2. [MpomeHaTa He ce JOMKM Ha HEOYEKYBAHMW MOjaBu BO TEKOT HA NPOU3BOACTBOTO, HA MPUMEP,
HOBO HeKBaJ'IMCbVIKYBaHO OHe4YucTyBawe; npomMeHa BO rpaHuunTe Ha BKYNHW OHEeYUCTyBaHa.

3. Cekoja npomeHa Tpeba ga 6uae BO paMkuTe Ha Beke ogobpeHuTe rpaHnum.

4. MocTtankara 3a ncnnTyBawe OCTaHyBa WUCTa, WKW NPOMEHUTE BO nocTankaTta ce mManwu.

5. Cekoj HOB MeTOA, Ha ncnuTyBake He Tpeba fa BkydyBa HOBa HeCcTaHAapAHa TexHWKa U HoB
Ha4yuH Ha KOpuUctewe Ha CTaHAapaHa TeXHUKa.

6. HoBuOoT MeTOod Ha MCNUTYyBawe He € OBUOMOLLKW/MMYHOMOLUKU/MMYHOXEMUCKN METOon Wnu
MeToq, BO KOj ce ynoTpebyBa 6uonollku peareHc 3a Buonoluka akTuBHa cynctaHuuja (co
WCKNYYOK Ha cTaHAapAHW hapmakonejckn MUKpoBKonoLLKK MeToaun).

7. TpomeHaTa He ce OfHecyBa Ha reHOTOKCMYHO OHeuvMcTyBawe. Kora npoMeHaTta ce ofHecyBa
Ha ¢pMHanHa akTUBHA CyncTaHuWja, KoHTponaTa Ha OUNo Koe HOBO OHeuuCTyBake Tpeba fa
Ouae Bo cornacHocT co Ph.Eur. unm HaumoHanHaTta hapmakoneja Ha 3emjaTa YneHka, OCBEH
3a pe3uayanHu pacTBopyBayl Kou Mopa Aa ce Bo cornacHocT co ICH rpaHmum.

8. lMapameTapoT BO crneuudukaunjata He ce ogHecyBa Ha KPUTWYEH mapameTap, Ha MpumMep,
6uno koj of, crnefHWBe: onpedenyBake Ha COAPXKMHA, OHEUYUCTYBaka (OCBEH ako oapefeH
pacTBopyBay AehUHUTMBHO He ce ynoTpebyBa BO NPOM3BOACTBO HA aKTUBHATAa cyncTaHuuja),
BUNo KoM KPUTUYHW DU3NYK KapaKTEPUCTUKK, HA MPUMEp, ToNeMUHa Ha YeCTUYKK, HacumnHa
(bulk) rycTvHa n HaTankaHa (fapped) rycTuHa, naeHTudmkaumja, Boda, 6uno koe 6apame 3a
n33eMare Ha UCTIMTYBaHE).

B.l.b.2 lMpomeHa BO nocTankata 3a MCNUTyBakbe Ha | YcnoBu wito Tpeba | Tun Ha nocranka
aKTMBHa cyncTaHuMja WNM Ha NojooBHa cCcyncTaHuMmja, | Aa ce ucnomnHar
Melynpou3Bo4 UMM Ha peareHc WTO ce ynoTpedbyBaaTt BO
npoLecoT Ha NPOM3BOACTBO Ha aKTUBHaTa cyncTaHuuja

a) Manu npomeHM Ha Beke ofoOpeHa nocrtanka sa | 1,2, 3,4 1A
MUCNUTYBame
b) bBpuwewe Ha nocTtanka 3a MUCNUTYBawe Ha |7 1A

aKTMBHa cCyncraHuvja wWnuM Ha nNojaoBHa
cyncTaHuuja, peareHC WNM Ha MefynpousBoa,
aKo anTepHaTMBHa NocTanka e Beke ofobpeHa

c) [Opyrv npoMeHu BO nocTanka 3a ucnutyeawe (1,2, 3,5,6 1A
(BkNy4yyBajkm 3ameHa WM goaaBake) Ha
peareHc, WTO Hema 3Ha4yaeH edekt Ha
CeBKYMHUOT KBanurteT Ha aKTMBHaTa
cyncTtaHumja

d) TlpomeHa (3ameHa) Ha GMONOWKN /MMYHONOLWKK Il
/MMYHOXEMUCKA MeTOA4 33 MUCNUTYBake WU
MeTon BO KOj ce ynoTtpebyBa OMONOLIKK
peareHc 3a OMONOLWKa aKTUBHA CyncTaHUuuja
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e) [OpyrM npoMeHu BO nNocTarnka 3a UCNUTYBake IB
(BknyyyBajkm 3ameHa wnM pgopjaBakbe) Ha
aKTUBHa CcyncTaHUuuja wWNM Ha nNojaoBHa
cyncTaHuMja unm Ha merynpousson

Ycnosu

1. CnpoeegeHa e cooBeTHa Banvalumja BO COMMacHOCT CO BaXEYKATE BOAWYN M pe3ynTaTuTe oL
Banujauujata nokaxyBaaT [feka axypupaHaTa nocTanka 3a wucnuTyBawe e Bapen
eKBMBaneHTHa Ha NpeTxogHara.

2. Hema npoMeHW BO rpaHWUMTE Ha BKYMHUTE OHEYUCTYBawa;, He ce [AeTeKTUpaHW HOoBY
HeKBanuuKyBaHu OHeYNCTyBaHa.

3.  MeTopoT 3a aHanuza ocTaHyBa WCT (Ha NpuvMep, ce MEHYBa AOMKMHATa Ha KonoHaTta wnv
TemnepaTypaTa, HO He ce MeHyBa TUNOT Ha KoMoHaTa U MeTodoT).

4. MeTogoT 3a UcnUTyBake He e BUOMOLLKU/MMYHOMOLLKA/UMYHOXEMUCKM METOL MW MeTod BO KO
ce ynotpebyBa OWONOLWKM peareHC 3a OMOMOLIKA akKTUBHA cyncTaHumja (CO WUCKNYYOK HeE
CTaHAapaHW hapMaKonejckm MUKPOBMOOLLKA METOAM).

5. Cekoj HOB MeToA Ha UcnNuTyBake He Tpeba ga Bky4yyBa HOBa HecTaHZapAHa TEXHWKa UMK HC
Ha4YuH Ha KOpUCTEHEe Ha cTaHdapAHa TeXHMKa.

6. AkTMBHaTa cyncTaHumja He e BuonoLika/MMyHosoLwKa.

7  AnTepHaTuBHaTa nocTtanka e Beke ofobpeHa 3a UCMMTYBake Ha COOOBETHWOT MapameTap BC
cneumdmkaumjata u noctankara He e gonageHa co ogobpysare Ha IA/IA(IN) HoTUdbMKauwja.

B.l.c) KoHTejHep-3aTBOpyBa4 cuctem

B.l.c.1 lpomMeHa BO KOHTAaKTHOTO NaKyBake Ha aKTUBHa | YcnoBu wto | Tun Ha
cyncraHuuja Tpeba pa ce | mocranka
ucnonHart
a) KeanutatMBeH U/MNM KBaHTUTaTUBEH COCTaB 1,2, 3 1A
b) KpanutaTuBeH W/MNM KBaHTUTAaTUBEH COCTaB 3a I

CTEePUITHU 7 He3amp3HaTu Guonolku/
MMYHOJTOWKU aKTUBHU CYNCTaHLUN

¢) Te4YHW aKTUBHM CyncTaHUUN (HECTEPUITHK) IB
Ycnoeu
1. lpeanoxeHWoT mMaTepwjan 3a nakyBawe Mopa ga 6uge 6Gapem ekBMBaneHTEH cCO Beke
0006peHNOT BO OAHOC Ha HEroBUTE peneBaHTHWU CBOjCTBA.
2. PeneBaHTHUTE CcTyaun Ha ctabunHocT ce 3anodHatv nog ICH ycnoBu n peneBaHTHUTE

napaMmeTpu 3a crnefewe Ha cTabUNHOCTa ce oueHeTW Ha HajManky aBe MWIOT Cepur Mnu
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WHOYCTPUCKA CepyKn U NodaTouuTe 3a 3aJ0BONUTENHa CTabUMNHOCT 3a HajMarnky TpU Meceum
ce Ha pacrnonarake Ha MNoAHOCUTENOT BO BpeMe Ha uMmnnemeHtauwjata. MefyToa, ako
npeanoXXeHoTo NakyBawe € MOOTMNOPHO Of MOCTOeYKoTo, nogartouute 3a crtabunHocta He
mMopa ga 6bupgaT Ha pacrnonarawe BO Bpeme Ha umnrnemeHTtauujata. OBve cTygumn mopa aa
6uaaTt 3aBplIeHM U nogaTouMTe BegHaw ga bupaTt QocTaBeHWM OO0 HaAMeXHWOT OpraH ako
oTcTanyeaaT of cneuudukaumumTe UNKU NOTEHUMjanHO oTcTanysaat of, cneuudukaummTe Ha
KpajoT Ha ogobpeHVOoT pok Ha ynoTpeba/peTecT Nepuof (Co NpeanoXxeHa Mepka).
3. CrepunHuTe, TEYHU U BUONOLLKW/MMYHOMOLLKW aKTUBHM CYNCTaHLUM Ce UCKIYYeHN.
B.l.c.2 MNpomeHa Ha napameTpuTe W/Mnu rpaHuuuTe BO | Ycnoeu wto | Tun Ha
cneundpmkaumjaTa Ha KOHTAKTHOTO NakyBalbe Ha akTUBHa | Tpeba pga  ce | nocTanka
cynctaHumja ucnonHar
a) CrecHyBake Ha rpaHuvuuTte Bo |1,2,3,4 1A
cneuuncpmukaumjata
b) HoaaBawe Ha HOB napamerap Bo|1,2,5 1A
cneuyncpukaymjata co cooaBeTeH MeTon 3a
ncnuTyBake
c) bpuwewe Ha He3HayaeH napametap Bo 1,2 1A
cneundcpukaumjata (Ha npumep, Opullere Ha
3acTapeH napameTtap)
d) [Jopasake WNU 3aMeHa Ha napameTap BO 1B
cneyucpukaumjata Kako pesyntaTt Ha npawasa
lWITO ce ofgHecyBaaT Ha OGe3begHocTa wunu
KBanuTeToT
Ycnoeu
1. [NpomeHaTa He ce AOr¥M Ha 3abenellkn of NPEeTXOAHW NPOLIEHKWU LUTO ce oAHecyBaaT Ha
rpaHvMuuTe BO cneuudukaumjata (Ha npumMep, BO noctanka 3a fobveawe Ha ogobpeHune 3a
CTaBar€ Ha fIekoT BO NPOMET UK BO NocTanka Ha ofobpyBake Ha Bapujaummn og tvn ).
2. [llpomeHata He ce [OMKM Ha HeOYeKyBaHW MojaBM BO TEKOT Ha MPOM3BOACTBOTO Ha
MaTepujanoT 3a NakyBake UM BO TEKOT Ha YyBake Ha aKkTMBHaTa cyncTaHuuja.
3. Cekoja npomeHa Tpeba aa 6uae Bo pamkuTe Ha Beke 0400peHUTe rpaHnuLm.
4. [locrankaTa 3a UCNUTYBakEe OCTaHyBa UCTa, UMK NPOMEHWTE BO NocTankaTa ce Manu.
5. Cekoj HOB MeTO[, Ha UcnuTyBame He Tpeba Aa BKkNyvyBa HOBA HeCTaHAapAHA TeXHWKa Uy HOB
Ha4MH Ha KOPUCTEHE Ha CTaHAapaHa TEXHWKA.
B.l.c.3 lMpomeHa BO mnocTankata 3a McnuTyBake Ha | Ycnosu wTto Tpeba | Tun Ha
KOHTAKTHOTO NMaKyBake Ha aKkTMBHA cyncTaHuuja Aa ce ucnonHar nocranka
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a) Manu npomeHn Ha BeKke opoOpeHarta moctanka | 1, 2, 3
3a McnuTyBatbe

b) OctaHaty npomeHM Bo nocrankata 3a|1,3,4
McnuTyBake  (BKNyYyBajkM  3aMeHa  Wnu
JonaBatse)

c) bBpuwewe Ha nocTtanka 3a WCNUTyBake ako | 5
anTepHaTUBHA NnocTanka e Beke ogobpeHa

Ycnosu

1. CnpoBepeHa e coogBeTHa Banugaumja BO COMMAacHOCT CO BaXe4KWTe BOAWYM U pe3ynTaTuTe
o BanuijauujaTa MoKayBaaT [Oeka axypupaHata nocTanka 3a ucnuTyBake e 6apem
eKBWBANEHTHa Ha nNpeTxogHaTa.

2.  MeTogoT 3a aHanusa ocTaHyBa UCT (Ha nNpuMMep, ce MeHyBa A0fKWHaTa Ha KoroHaTta wunu
TemnepaTypaTa, HO He Ce MeHyBa TUMNOT Ha KoroHaTa UK MeToaoT).

3. Cekoj HoB MeToA Ha ucnutyeake He Tpeba aa BknyyyBa HOBa HecTaHAApAHA TEXHWKA UMK HOB
HauVH Ha KOPUCTEHE Ha CTaHAAPAHA TEXHUKA.

4.  AkTMBHaTa cyncTaHuwmja/roToB NPon3Boj He € BUONOLWKN/MMYHOMOLLKN.

5. Mocton opobpeHa noctanka 3a WCNWTyBake 3a COOLBETHWOT MapameTap of
cneundukaumjaTa WTO He e goaaneHa co IA/JIA(IN) HoTudmkauwja.

B.l.d) CtabunHocTt

B.l.d.1 TMMpomeHa BO peTecT nepuogoT/mepuogoT Ha | Ycnoeu wTo Ha
yyBake WM YCNOBMTE HA 4yBakbe Ha akTuBHata | Tpeba pa  ce | nocranka
cyncTtaHuuja kora He nocton CepTucUKaT 3a COOABETHOCT | UcNoNHAT
co MoHorpadmjata Ha Ph.Eur. wto BKnyudyyBa peTecT
nepuopa, Bo ogobpeHaTta AoKyMeHTauuja
a) Petect nepuoa/nepuop Ha YyBawe
1. Hamanyeame 1

2. [lpopomxyBawe Ha peTecT nepuond Bp3
OCHOBa Ha eKCcTpanonauuja Ha nogarouun of
cTabunHocTa WTO He e BO COrnacHocT co
HacokuTe Ha ICH BoguuuTe'

3. [MMpopomkKyBarwe Ha nepuvod Ha 4yBarbe Ha
Guonowka/MmyHonouwka aKkTUBHA
CyncTaHuMja WITO He € BO COrnacHoct co

1 ;
3abenewuka: Pe-TecT nepuogoT He ce ogHecyBa 3a DUONOLLKa/MMYHONMOLLKA akTMBHA CyncTaHumja.
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o[ob6peHUOT NPOTOKON 3a cTabunHocT
4. T[poponxyBawe UK BOBeAyBak-e Ha peTecTt 1B
nepuvon/ nepuol Ha 4yBake nopapXxaH co
npukaxaHute pesyntaTtM op cTyaujaTta Ha
crabunHocT
b) VYcnoeu Ha yyBawe
1. [lpomeHa KOH NMOCTPOrM yCnoBW Ha yyBake | 1 1A
Ha aKTUBHaTa cyncTaHuuja
2. TlpomeHa Ha YycnoBM Ha u4yBarbe Ha Il
O1onowKUn/ MMy HONOLWIKK aKTUBHU
cyncTaHuMu, Kora ctyauuTe Ha ctabunHoct
He ce Wu3BeAeHM BO COMMacHOCT co
o[o06peHNOT NPOTOKON 33 cTabunHocT
3. [llpomeHa Ha ycnoBM Ha u4yBarbe Ha IB
aKTMBHaTa cynctaHumja
c) [lNpomeHa Ha ogoGpeH NpoToKkoNn 3a cTabunHocT 1,2 1A
Ycnoeu
1. TpomeHaTa He ce AOMKM HA HEOYeKyBaHW MOjaBM BO TEKOT Ha MPOW3BOACTBOTO WNKU He e
noepsaHa co crabunHocTa.
2 lNMpomeHuUTe He ce ogHecyBaaT Ha MpoLUMpYBare Ha Of0OPEHUTE rpaHULIM 3a UCTIUTYBaHUTE
" napameTpu, Ha BpuLiere Ha NapaMeTpu LUTO YKaXKyBaaT Ha cTabWUMHOCT UMK Ha HamarnyBake
Ha chpeKkBeHUMjaTa Ha UCNUTYBaH-E.

B.l.e) OuzajunparHo nogpavje (Design space) n NpoTOKON 3a ynpaByBake CO NMPOMEHU Mno
AobuBame Ha ogobpeHune

B.l.e.1 BoeeayBake Ha HOBO AM3ajHUpaHoO nogpayje unuv | Ycnoeu wTto | Tun Ha nocTanka
npowupyBake Ha oaobpeHO Au3ajHMpaHO nopgpadje 3a | Tpeba Aa ce
aKTUMBHAaTa cyncTaHuuja, WTo ce ogHecyBa Ha: ucnonHat
a) EpHa onepauuja BO npouecoT Ha I
NPpou3BOACTBO Ha akTUBHAaTa CcyncTtaHuwja,
BKNy4YyBajKM M MpouecHUTe KOHTpPonu wu/vunu
nocTanku 3a UCNUTYBake WITO NnpousneryBaar
oA HUB
b) TMMoctankMm 3a MUCNUTyBakbe Ha MNOjOOBHMU I
cynctaHuuu/merynpoussogu/peareHcn  u/vunu
aKTMBHA cyncTaHuuja
B.l.e.2 BoBegyBatke Ha nNpoTOKON 3a ynpaByBake co | YcnoBu wTo | TN Ha nocTanka
npomeHa no gobuBawe Ha ofobGpeHUe, WTO ce ogHecyBa | Tpeba aa ce
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Ha akTMBHa cyncTaHuuja ucnonHar
]
B.l.e.3 Bpuliee Ha ogoBpeH NPOTOKON 3a ynpaByBakwe | YcnoBu wto | Tun Ha
CO NPOMeHa, WTO ce o4HecyBa HAa aKTUBHA cyncTaHuuja Tpe6a pma ce | nocTanka
ucnonHart
1 1A

YcnoBu

1. bBbpuwereTo Ha ogoOPEHMOT MPOTOKON 3a ynpaByBake€ CO NPOMEHa LUTO ce OfHecyBa Ha
aKTWBHaTa CyrncTaHuumja He ce AOSKM HAa HEeOYeKYBaHW MojaBu UMW Ha pesynTaTy HaaBop of
cneuucbmkaumjata 3a BpemMe Ha MMMNNeMeHTauuja Ha npomMmeHaTa(ute)
NPOTOKOMOT U HemMa HUKaKoB edeKT Ha Beke ofobpeHWTe MHopMaLmMn BO AOKYMeHTaumjaTa

onuwaHun BO

B.l.e.4 NMpomeHn Ha onoGpeH NPOTOKON 3a ynpaByBake | Ycnosu wto Tpeba | Tun Ha
€O NpomMeHa Oa ce ucnomnHart nocTanka
a) lonemn npomeHM Ha opmoOpeH NpoToKon 3a i
ynpaByBaH:e CO NpoMeHa
b) Manu npomMeHM Ha opoGpeH npoTokon 3a 1B
ynpaByBake CO NMpOMEeHa WTO He ja MeHyBaar
cTpaTtervjata agechMHUpaHa BO NpPOTOKONOT
B.l.e.5 CnpoBegyBatbe Ha nNpomMeHW npeaBuaeHM Bo | YcnoBu wto Tpeba | Tun Ha
onobpeH NpOTOKON 3a ynpaByBake cO NPOMeHa Oa ce ucnonHar nocTanka
a) CnpoBegyBakeTO Ha nMpomeHata He 6Gapa |1 1An
OONONMHUTENHW nogaTtouu 3a noanpxysBare Ha
npomMeHaTa
b) CnpoBeayBaweTo  Ha npomMmeHaTta b6apa IB
AONONHUTENHN NogaToun 3a noanpxKysBare Ha
npomMeHara
c) CnpoBeayBame Ha npomMeHa 3a 1B
6MOoNoWKM/MMYHOMNOLWWKK NeK
YcnoBu

1. I'Ipe,u,nomeHaTa npomMeHa € m3BpLleHa LenoCHO BO COrmacHOCT co O,CI,OGpeHMOT NPOTOKON 3a
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ynpaByBaHe CO NPOMEHN.

B.ll. FOTOB NPOU3BOO

B.ll.a) Onuc n coctas

Tpeba fa 6uaaT uenocHe nsdpuLianu.

B.ll.a.1 NMpomeHa unu aonaeake Ha BTUCHATU UNKU Apyru | Ycnoeu wto | Tun Ha
O3HaKW UMW NevyaTeHU O3HAKU BKNy4YyBajku v 3ameHa unu | Tpeba pga  ce | nocTtanka
AofaBakse Ha Gou 3a 03HavYyBatbe Ha rOTOB NPoM3BoOA ucnonHat
a) [lpomeHn Ha BTUCHATU WNWU OpPYrM O3Haku wnu | 1,2, 3, 4 1AN
neyaTeHW O3HaKu
b) [lMpomeHn BO 3acek/pa3zgernHu NMMHAM HaMeEHEeTH IB
3a nogen6a Bo eqHaKBW 403U
Ycnoeu
1. Cneumndukaummte Ha roToBMOT MPOM3BOA MPU CTaBawe BO MPOMET M BO POK Ha ynoTtpeba
OCTaHyBaaT HeNnpoMeHeTHN (OCBEH U3IMeNoT).
2. Cekoja 6oja 3a o3HadyBake Mopa Aa buae BoO cornacHOCT CO coogBeTHaTa hapmakonejcka
perynaTtusa.
3.  3acekoT/pasgenHun NMHUK He ce HaMeHeTU 3a nogenba Bo egHaKBY [O3W.
4.  Buno kou 03HaYyBaHa Ha roToB NPOM3BOA LUTO CE& KOPUCTAT Aa Ce pasnuKyBaaT jaunmHuTe He

B.ll.a.2 lNpomeHa Ha dcopmata MnNM AUMEH3MUTE Ha | Ycnosu wto | Tun Ha
c¢apmaueBTCcKaTa go3upaHa popma Tpeba Aa ce | nocTanka
ncnonHat
a) TaGnetu co KOHBeHUMOHaANHoO ocnobopyBawe, | 1,2, 3, 4 1AN
Kancynu, cynosutopvuu Uiu BaruTopum
b) TlacTpo-pe3ucTeHTHU, hbapMaLeBTCKU 403UPaHU IB
¢opmu co moaucuuUMpaHO UM NPOOOIKEHO
ocnobogysate M TabneTu co pasgenHa nuHuWja
HameHeTU 3a nogenba Bo efHaKBU 003U
c) [JopaBakwe Ha HOB KWUT 3a paguocdapmMaLeBTCKU I
npenapar co ApYr BONyMeH Ha nofHewe
YcnoBu

MpochnnoT Ha pacTBOPAMBOCT Ha NpedOpMYNMPaHUOT NPOM3BOA, € CNOPEANIMB CO NpodunoT
Ha pacTBOPJSIMBOCT Ha CTapMoT npou3sod. 3a xepbanHu MeauUMHCKM MPOM3BOAM, Kora He e
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BO3MOXHO [a Ce CrpoBede WUCMWTYBak€ Ha pacTBOPMMBOCTA, BPEMETO Ha pacnarake Ha
HOBMOT € CNOPEeANUBO CO BPEMETO Ha pacnarakwe Ha CTapyoT Npou3Bog,
2. CneuudcbukauummTe Npu cTaBake BO NPOMET M BO POK Ha ynoTpeba Ha Npou3BooT ocTaHyBaaT
HenpomeHeTH (OCBEH AMMEH3UUTE).
3. KeanuTtaTMBHMOT WNU KBAHTUTATMBHWOT COCTAB W MpocevyHaTa Maca ocTaHyeaaTt
HENpoMeHeTH.
4. [pomeHaTa He ce ofHecyBa Ha Tabneta co pasgenHa NuHWja HameHeTa 3a nogenba Bo
e HaKBM1 A03MU.
B.ll.a.3 MpomeHn Ha eKCLMNUEHCH BO COCTaB Ha rotoB | YcnoBu wto Tpeba | Tun Ha
npousBopf Ja ce ucnonHart nocrtanka
a) [lpomMeHM BO KOMMOHEHTM Ha CHUCTEMOT 3a
60ja unu 3a BKyc
1. [HopaBame, Opuilere UNn 3ameHa 1,2,3,4,5,6,7,9,| |1AN
1
2. 3ronemyBakbe UMM HaManyBatse 1,2, 3, 4,11 1A
b) OcTaHaTV eKCUMUNUEHCH
1. buno koe wmano npunarogyBake Ha | 1,2, 4,8,9 10 1A
KBAaHTUTaTUBHUOT COCTaB Ha rOTOBUOT
npouM3Boh LWTO Cce oAgHecyBa Ha
eKcLunueHcuTe
2. KBanutaTMBHM UMMM KBaAHTUTATUBHWU I
NpoOMEeHM Ha egeH WM noBeke
€KCLMMUWeHCHM WTO MOoXe f[Aa uma
3HaYyajHO BNWjaHWe Ha KBanUTeToT,
Ge3begHocTa M edpMKaAcHOCTA Ha NeKoT
3. [MMpomeHa wTOo ce opHecyBa Ha ]
GMONOWKN/MMYHOSNOWKW NPOU3BOA
5. [pomeHa 3a Koja e AgocTaBeHa cTyauja 3a 1
GuoekBuBaneHuuja
6. 3ameHa Ha efeH eKCUMMNUeHC co Aapyr IB
crnopeanuB  eKCLUMMUEHC CO WUCTUTe
(pyHKUMOHANHW KapakTepUCTUKU WU Ha
CNUYHO HUEO
YcnoBu
1. ®yHKUMOHANHWUTE KapakTEPUCTUMKM Ha dapmaueBTckaTta ¢opma ocTaHyBaaT UCTU (Ha
npumep, pacnagnveocT, Npodun Ha pacTBOPNVBOCT).
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Cekoe Mano npunarogysawe Ha dopmynauujata Tpeba ga ce HanpaBM BO OZHOC Ha
EKCLUMMUEHCOT LITO € HajMHOry 3acTaneH BO COCTABOT Ha rOTOBMOT MPOM3BOA, CO LEn
BKyMHaTa Maca fia ocTaHe UcTa.

CneuvndovkaumjaTa Ha roToB NPOM3BOL, € aXypupaHa caMo BO O4HOC Ha U3rnes, MUPKUC 1 BKYC
M aKo e NPMMEeHNNBO, ce Bpuile TECTOT Ha uaeHTUdMKaumja.

PenesaHTHUTE CcTyamm Ha crtabunHocT ce 3anodHaTtu nop ICH ycnoeu (ce HaBepyeaat
OpoeeuTe Ha cepuuTe) WM peneBaHTHUTE napamMeTpy 3a cnejexwe Ha ctabunHocta ce
OLEHETN Ha Hajmanky OBe NUNOT CEepUuM WNM WHOYCTpUCKA cepus W nogatouuTte 3a
3agoBonuTtenHa ctabunHocT 3a HajManky TpM Meceun ce Ha pacnonarake Ha NogHOCUMTenoT
(BO BpeMe Ha nMnnemMeHTauumjaTa 3a Bapujaumju Tun IA, 04HOCHO BO BpeMe Ha HoTudmKaLuja
3a Bapujaumm Tun IB). TpodwmnoT Ha cTabunHOCT € CcnuyeH co Beke 0a0BpPEHUOT.
lMopHocuTenoTt ce obep3yBa Aeka ke rv 3aBply CTyAuMTE Ha CTAOWMHOCT M AeKka cuTe
pesyntatM LWTO ce HadBop O cneuudmkauvjata WM nNoTeHUuWjanHo Hagsop oA
cneundmkaumjata Bo ogobpeHnoT pok Ha ynoTpeba, BegHaw Ke ru npujaBn Ha AreHuujaTa
(co npepnoxeHa wmepka). [dononHuTenHo, ako e noTpebHo, Tpeba pga ce wsBede wn
ucnuTyBake Ha choTocTabunHocCT.

CuTe HOBW NMPeafioXEeHN KOMMOHEHTU Mopa [a ofroBapaaTt Ha cooABeTHUTE AUPEKTMBYU (Ha
npumep, Directive 94/36/EC n 2008/128/EC 3a 6ou kou ce ynotpebyBaaT BO npexpambeHu
npouseoaun n Directive 88/388/EEC 3a apomm).

CekKoja HoBa KOMOHEHTa He BKNy4yBa ynotpeba Ha maTepujanu o4 XyMaHO UMK XXUBOTUHCKO
NnoTekrno, 3a kou e notpebHa npoueHka Ha 6e36eAHOCT 04 BMPYCUM UMW Ha COOABETHOCT CO
Baxe4yknot Bogwd: ,,Nofe for Guidance on Minimising the Risk of Transmiting Animal
Spongiform Encephalopathy Agents via Human and Veterinary Medicinal Products”.

AKO e NpUMEHNUBO, NPOMeHaTa He Brvjae Npy pasfnukyBawe Ha PasfnUyHK jadvHu N Hema
HeraTMBHO BNMjaHWe Ha BKYCOT Kaj NeanjaTpuckn hopmynaumm.

MpodunoT Ha pPacTBOPNIMBOCT HA HOBWMOT NPOMU3BOA UCNWTaH Ha HajMarnky ABe MuroT cepun e
cnopeanue co npodunoT Ha pPacTBOPSIMBOCT Ha CTapWOT Npoussog. 3a xepbanHu nekosw,
Kora He € BO3MOXHO Aa Ce CMpOoBEdEe WCMUTYBake Ha PacTBOPNMBOCTA, BPEMETO Ha
pacnarake Ha HOBMOT € CropeanuBo Co BPEMETO Ha pacnarawe Ha CTapuoT NPou3Boa.

MNpomeHaTa He ce JOMKM Ha Mpalakka LWTo ce ofHecyBaaT Ha cTabunHocTa uwunu He Tpeba
[a pesynTtupa co noteHumjanHu npobnemu Bo ogHoc Ha 6eabegHocTa Ha NeKoT, Ha NpuUMep,
MpY pasnuKkyBake Ha jaunHuTe.

10.

MponzeogoT He e BUONOLKU/MMYHOMOLLIKW NEKOBM.

B.ll.a.4 NpomeHa Bo mMacaTa Ha cnojoT 3a obnoxyBake | YcnoBu wTo | Tun Ha
Ha nepopanHuTe Ao3upaHM c¢opMu MNKU npomMeHa Bo | Tpeba pa  ce | nocranka
MacaTa Ha KancynapHoToO Teno ncnonHart

a)

LiBpctn nepopanHu dapmaueBTCKU ago3upaHu | 1,2, 3, 4 1A
cdopmu

b)

FacTpo-pe3ucTeHTHH, hapMaLeBTCKU JO3UpaHU i
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¢opmu co moaucbmuMpaHO UM MPOAOIHKEHO
ocrno6opyBame, Kape obnoxyBaweTto e
KpuTHYeH cpakTop 3a  MEeXaHM3MOT  Ha
ocrnobopyBame.

Ycnoeu

MpodunoT Ha pacTBOPSIMBOCT Ha HOBMOT MPOU3BOZ UCNIUTAH Ha HajMarnky ABe NNoT cepun e
CMOpeaniMBE CO MNpOWIOT Ha pacTBOPSIMBOCT Ha CTapuoT npou3Bod. 3a xepbanHu
MEAULMHCKA MNpOoW3BOAM, KOora He € BO3MOXHO fJa ce CrpoBede WCMWTyBake Ha
pacTBOPSIMBOCTa, BPEMETO Ha pacnarake Ha HOBMOT € CMOpPeAsiMBO CO BPEMETO Ha
pacnarawe Ha CTapyuoT NPoOW3BOA,

O6noxyBareTo He e KPUTUYEH hakTop 3a MexaHM3MOoT Ha ocnoboayBarse.

CneuuanKauujaTa Ha roToBUMOT NpPOW3BOL4 € axypupaHa camMO BO O4QHOC Ha macarta U
ANMEH3UUTE, ako € NPUMEHIMNBO.

CTtyanute Ha cTabUNHOCT ce 3ano4yHaTW BO COMMACHOCT CO COOABETHUTE BOAMYM Ha HajMarky
[BE MUIIOT CEepuMM UMK MHAYCTPUCKU Cepun U MOAHOCUTENOT pacriorniara co nopartoun 3a
3af0BonMTENHa CTABMIHOCT 3a HajmanKky TpM Meceuu BO BpPEME Ha UMNIeMeHTauujaTta.
MogHocuTenoT ce obBp3yBa fAeka ke v 3aepluM CTyauMTe Ha cTabMMHOCT M deka cuTe
pesyntaTh LWTO ce HagBop oA cneundukaumjata WNM NoTeHUMjanHO HaaeBop of
cneuundmkaumjata BO 0fobpeHUoT pok Ha ynoTpeba, BegHall Ke rv npujaen Ha AreHuumjaTa

(co npeanoxeHa mepka).

B.ll.a.5 [lpomeHa Ha KOHLeHTpauMja Ha eaHoOAO3HM | YcnoBu wto | Tun Ha
napeHTepanHu Npou3BOAM, KaAie KONMYECTBOTO Ha aKTUBHa | Tpeba Aa  ce | nocTanka
cCynctaHuuja Ha eguvHMua p[os3a (Ha npuMmep, jauyvHa) | ucnonHat
ocTaHyBa UCTO

]
B.ll.a.6 bBpuwerwe Ha KOHTejHepoT 3a pacTBopyBay/ | YecnoBu wto | Tun Ha
OWNYEeHT oA NnakyBaHeTo Tpeba pga ce | nocranka

ucnonHar

IB
B.ll.b) NMpounseoactTeo
B.ll.b.1 3ameHa unu goaaBame Ha MecTO Ha NPOM3BOACTBO | YCNOBMU wTto | Tun Ha
3a Aen WM 3a LeNWoT NpoLec Ha NPoU3BOACTBO Ha roToB | Tpeba pa  ce | nocTtanka
npousBon ucnonHar

a) MecTo Kage ce BplUM HaJBOPELWHO NaKyBaHe 1,2 1AN
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b) MecTo Kage ce BplIM KOHTAKTHO NaKkyBame 1,2,3,4,5 1AN

MecTo Kage ce Bpluat ocTaHaTaTta/uTe nocranka/m Il
of nNpouecoT Ha NPOU3BOACTBO, OCBEH NywTake
Ha cepuja Ha rneK BO NPOMET, KOHTPOMa Ha cepuja,
M HaABOpelWHO NakyBawe 3a OGuonowku/
MMYHOMOWKN  NekoBM wunu  cdapmMaLeBTCKu
no3upaHun ¢opMM MNPOU3BEOAEHU CO CIIOKEHWU
npouecu Ha NPpoU3BoACTBO

c)

MecToTo 3a Koe ce Gapa nouyeTHa MHCNeKUMja unu Il

d) MHCNeKumja nocebHO 3a AaAeHUOT NPOU3BOA

NMpomeHata ce ofgHecyBa Ha MeCTOTO Ha 1B
NpoM3BOACTBO BO KOe ce BpllaT ocTaHaTaTa/uTte
noctanka/u opf npouecoT Ha MNPOU3BOACTBO,
OCBEeH MNylWTakeTo Ha cepujata Ha NEKoT BO
NpoMeT, KOHTpoONia Ha cepuja, KOHTAKTHO W
HaaBOpPELWHO NaKyBakbe 3a HECTePUITHU NeKoBU

e)

NMpomeHata ce ofgHecyBa Ha MeCcTOTO Ha 1B

f) NpoM3BOACTBO BO KO€ Ce BplIaT ocTaHataTa/uTte
noctanka/u op nmnpouecoT Ha MNPOU3BOACTBO,
OCBEH MNylWTakeTo Ha cepujata Ha NeKoT BO
NpPoOMeT, KOHTpoOMa Ha cepuja, MU HaABOPELIHO
nakyBawe 3a CTepPUNHUA NEKOBU NMPOU3BEAEeHU CO
ynoTtpeba Ha acenTuyeH MeToA, CO UCKMYYOK Ha
GUONOLWKW/ UMYHONOLWKKU NeKOBU

Ycnoeu

1.  WseewTaj og HagnexxHata MHCnekuuja Ha egHa of 3emjute uneHkn Ha EY/EEA peka ce
ucnonHeTn ycrnosute Ha GMP, He noctap oa 3 roguHM MNU of 3emja LUTO OCTBapuna
merfycebHo npusHaBarwe Ha GMP co egHa of 3emjute uneHkn Ha EY.

2. OpobpeHue Ha MeCTOTO 3a NPOU3BOACTBO 3a AadeHaTa hapMaLeBTcka fo3mpaHa hopma unu
MEeKoT Of] MHTEepec.

3. JlekoT of MHTepecC He e cTepureH NPonsBoA.

4. Kora e NnpUMeHNUBO, Ha NPUMEP, 3a CYCMeH3M UMK emMyn3uu, NocTou WemMa Ha Banuaaumja 3a
NpoLecoT Ha MPOM3BOACTBO WMV Banuaauujata Ha MPOLECOT Ha MPOU3BOACTBO Ha HOBOTO
MECTO € YCreLIHO CpoBeAeHa COrMacHo BaXKEYKMOT NPOTOKOM, Ha HajMarnKy Tpy Npou3seaeHu
cepum.

5. JlexkoT op WHTEpEeC He e Bronowkn J'Iel{/HMyHOJ'lOLLIKVI MegnuMHCKK npounseon.

B.ll.b.2 MpomeHa Ha YBO3HMK, MECTO Ha NyLwwTawe Ha cepumja | YcnoBu wto | Tun Ha
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Ha NieK BO NPOMET M Ha KOHTPONa Ha KBanuTeT Ha roToB
npousson

Tpeba pfa
uncnonHart

ce | nocTanka

a)

3ameHa unu poaaBake Ha HOBO MeCTO Kapge ce
BpPLM KOHTpoOna/McnutyBake Ha cepuja

2,34,5

b)

3ameHa unu goaaBakse Ha HOBO MecTO Kage ce ]
Bpwun KOHTpona/ucnutyBake Ha cepuja Ha
OMONOWKWUMYHONOLWKW NEeK U efeH of MeToauTe
WTO ce u3BegyBa Ha MeCTOTO € OWNOLWKK
IuMyHORnoOLWKK MeToq

c)

3ameHa Ha NpoM3BOAUTEN UMM AoAaBakbe Ha HOB
npou3BoAUTeNl OArOBOpPeH 3a YBOo3 M/unu
nywTake Ha cepuja Ha fiek BO NpomeT

1. TlpomeHaTa He
KOHTpona/ucnutyBame Ha cepuja

BKknyuyea | 1,2,5 AN

MpomeHaTa BKNyvyyBa KOHTpona/ucnutyBake
Ha cepuja

1,2,3,4,5 1AiN

NMpomeHaTa BKNyYyBa KOHTpona/ucnutyBame I
Ha cepuja Ha OMOMNOLWKW/ MMYHOSOLIKN NeK U
edeH oA MeToOuTe WITO ce U3BedyBa Ha
MecToTO € OuNnowWKu [MMYHOMNOWKKU [/
MMYHOXEMUCKU MeTofq

Ycnoeu

Mpou3BoaAUTENOT OAFOBOPEH 3a MyLUTakE Ha cepWja Ha ek BO MpoMeT Mopa fa ce Haofa BO
EY/EEA. Hajmanky efHO MeCTO OArOBOPHO 3a NylITake Ha cepuja Ha fiek BO MNpoMeT
ocTaHysa Bo EY/EEA TO ro NoTBpAyBa NCNUTYBaHETO Ha NEKOT Co Lief NyLiTake Bo NPoMeT
Bo EY/EEA.

MecToTO e CooABETHO aBTOPU3MpPAHO.

Mpon3BogoT He e BUONOLIKN/MMYHONOLLKK NEK.

TpaHcepoT Ha MeTogoT 3a WCNUTyBake Of CTApoTO Ha HOBOTO MECTO WnM BO HOBa
nabopartopuja e yCneLwHo 3aBpLLUEH.

Hajmanky egeH mecTo 3a KOHTpona/ucnutyeBawe Ha cepuja octaHyea Bo EY/EEA unu Bo 3emja
kage noctom GMP cornacHocT co MefycebHO nNpusHaBake NoMery semjute n EY, wWwT0o Moxe
[a ro usBefie UCNMTYBaHETO Ha NEKOT CO Lien nywTane Bo npomeT Bo EY/EEA.

B.ll.b.3 NpomeHa Bo npouecoT Ha NPOM3BOACTBO Ha rOTOB
npousBoa,
Npon3BOACTBOTO HAa FOTOBUOT NPOU3BOA

Twvn
nocranka

Ycnosu
Tpeba pa
ucnonHart

wTo
ce

Ha
BKNy4YyBajkm MefynpousBoa ynotpebeH Bo

a)

Mana npomMeHa BoO npouecoT Ha NPOU3BOACTBO 1,2,3,4,5,6,7 1A
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b) 3HauynTenHM npomMeHM BO NpoLecOT Ha I
NPOM3BOACTBO WITO MOXE Aa WMMaaT 3HauajHo
BrujaHMe Ha KBanurteToTr, 6e3begHocTa M
ecMKacHOCTa Ha fneKkoT

c) MMpouzBogoT e OUMOMOWKWU/MMYHONOIIKKU JeK WU I
npomMeHaTa 6apa npoueHKa Ha cnopeaAnuBOCT

d) BoBeaoyBalme Ha HecTaHOapAeH 3aBplUleH MeToq I
Ha cTepunu3aumja

e) BoBegyBawe UNU 3roneMyBatbe Ha BULIOKOT Ha I
aKTUMBHA cyncTaHuuja

f) Mana npomeHa BO NpouUecoT Ha NPOU3BOACTBO Ha IB
BoAeHa nepoparnHa cycrneHsuja

Ycnoeu

1.  Hema npomeHW BO KBanMTaTUBHWOT U KBAHTUTAaTUBHWMOT Mpocdun Ha OHEYUCTYBaka WM BO
hM3NYKO-XEMUCKMTE CBOjCTaBA.

2. TlpomeHaTa ce ofgHecyBa Ha LBpcTa fo3vpaHa opMa co KOHBEHLMoHanHo ocnobogysamse/
nepopaneH pacTBOp M NEKOT 3a Koj ce ogHecyBa NpomeHaTa He € BUONOLLKA/MMYHOMOLLKK UMK
xepbaneH nek;

UK NpoMeHaTa ce OAHECyBa Ha MPOLECHMOT MapameTap/W LWTO ce cMeTa Aeka Hema
BMUjaHue Ha KBanWTeToT Ha roTOBMOT npouaeos (6e3 orned Ha BMAOT HA NPOM3BOAOT W/WNK
fo3upaHaTa copma), BO CMMCIIa Ha NpeTxoaHaTa npoLeHka

3. OCHOBHMWOT NpoLEec Ha NpPoVM3BOACTBO BKIYYYBajK/ M 1 NOEANHEYHWTE YEKOpK BO NPOLIECOT Ha
NPOU3BOACTBO OCTaHyBaaT UCTK (Ha npumep, 06paboTka Ha MefynpoM3BoamW) N Hema NPoMeHa
Ha GUro KOj pacTBOpYBaYy LUTO Ce KOPWUCTM BO NPOLIECOT Ha MPOW3BOACTBO.

4.  OpoBpeHnoT npouec Ha npousBoacTeo Tpeba fa Guae KOHTPONMPAaH CO COOABETHA NpoLiecHa
KOHTpOMa U He ce BpLUM NpomeHa (npolivpyBake Wnv Bpulierbe Ha rpaHMuMTe) Ha oeaa
KOHTpona.

5. CI'IeLIMCbVIKaLIHVITe Ha rotoes Npon3eog Wnu Ha Mel‘ynpouaao,qme OCTaHyBaaT HenpoMeHeTH.

6. HoBWOT npouec Ha NPOM3BOACTBO MOpa [a [aBa MAEHTMYEeH MNPOW3BO4 BO OAHOC Ha
KBanuTeToT, 6e36egHocTa U edpmukacHocTa.

7. PeneBaHTHM CTyAWW Ha cTabWMHOCT ce 3ano4HaTV BO COMMAcHOCT CO perieBaHTHUTE BoaWUYM
Ha Hajmanky efHa nunoT cepuja WNKM MHAYCTPUCKa cepuwja U NoaaTouMTe Of, Hajmanky Tpu
Meceun of crnpoBefeHaTa cTyauja Ha CTabWNHOCT ce [OCTanHW Ha MOAHOCMTENOT Ha
bapameTo. [locTaBeHa e M3jaBa AeKa CcTyaujaTa Ha cTabMNHOCT ke Buae 3aBplueHa, Kako w
fAeKa HaanexHWoT opraH ke buae BefHall 3ano3HaeH ako ce fobwjat pesynTaTu HaaBop oA
[O3BONEHNTE MPaHMUM Ha cneundmrKaumMmuTe Unm ako ce japaT NoTeHuujanHy pesynTtaTy LWTo
MOXaT fAa ocTanyBaaT of, cneumcmMkaumMnTe Ha KpajoT o 04oGpeHnoT pok Ha ynoTpeba (co
npeanoxeHa mepka).
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B.ll.b.4 NpomeHa Ha ronemuHa Ha cepuja (BKNyuyBajku | Ycnosu wto | Tun Ha
npoMeHa Ha oOfcer Ha roneMMHa Ha cepuja) Ha rotoB | Tpeba pa ce | nocranka
npoussoa ucnonHar

a) [HOo pecer natu Bo cnopegba co opobpeHara | 1,2,3,4,5,7 1A
royieM1MHa Ha cepmja

b) HamanyBame Ha roneMmuHa Ha cepuja go 10 natu 1,2,3,4,5,6 1A

c) [pomeHaTta 6Gapa npoueHKa Ha cnopeanMBOCT Ha I
OMONOLWKW/ MMYHOMNOLWIKU NeK UM MpoMeHaTa Ha
roneMmMHa Ha cepuja bGapa HoBa cTyguja Ha
buoekBUBaneHumja

d) [llpomeHaTta ce opgHecyBa Ha cuTe [Opyru I
c¢hapmaueBTCcKM popMu NpousBeeHU CO CIIOXKeH
npouec Ha NPOU3BOACTBO

e) [MoBeke op pecetr natm Bo cnopegba co IB
opobpeHata roneMmHa Ha cepuja Ha dopmmu
(nepopanHun) co KOHBEHLUMOHaNHo ocnoboayBame

f) TlonemuHaTta Ha cepujaTa Ha ©Ouonowku [ IB
MMYHOSOIWIKW NneKk e 3rornemeHa/HamaneHa Ges
npoMeHa BO NpouecoT Ha MNpPoOuM3BOACTBO (Ha
npumMep, Aynnupame Ha NUHUjaTa)

Ycnoeu
1. [MpomeHaTa He Bnujae Bp3 penpogyLMbunHocTa Wunm KOH3UCTEHTHOCTa Ha NPOU3BOAOT.
2 lMpomeHaTa ce oJgHecyBa Ha CcTaHjapaHuTe nepopanHu dapmMaueBTckm gopmn  co
" KOHBEHUWOoHanHo ocnobofyBae Ui Ha HeCTEPUHN TeYHU hapmaLleBTCck opMu.

3. Cekoja npomMeHa Ha MeToAOT Ha NPOU3BOACTBO W/MNM Ha NpouecHaTa KOHTpona e npomMeHa
LWTO e npousneseHa of NpomMeHaTa BO rorieMuHaTta Ha cepwujaTa, (Ha npvmMep ynoTpeba Ha
onpema co pasnuyHa roneMuHa).

4. BanupauyvoHaTa Wema e gocTtanHa WnuM Banupauvjata Ha npouecoT Ha NpoM3BOACTBO €
yCnelwHo cnpoBefeHa BO COMMacHOCT CO BaXEYKUOT MPOTOKON Ha HajManky Tpu cepuu co
npegnoxeHaTa HoBa rorieM1MHa Ha cepuja, BO COrMacHOCT CO perneBaTHUTE BOAWYM.

5. [pon3BonoT He e BUONOLKM/MMYHOSOLLKK NekK.

6. [lpomeHaTa He e pesynTaT Ha HeEOYeKyBaHW NojaBW BO TEKOT Ha MPOW3BOACTBOTO MM He e
noep3aHa co ctabunHocTa.

7. TonemuHaTa Ha cepuwjaTa e 4o AeceT naTu BO 04HOC Ha ofobpeHaTa roremMuHa Ha cepuja unu
€ nocrnegoeaTernHa npomeHa WTo He e ogobpeHa co Bapujauunja Tun 1A
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B.ll.Lb.5 [lMpomeHa BO wucnuTyBakbaTa BO npouecHarta | YcnoBu wto | Tun Ha
KOHTpONa Unu1 Ha A03BONEeHUTe rpaHUMLU BocnocTaBeHU Bo | Tpeba pa  ce | nocranka
npouecoT Ha NPOU3BOACTBO Ha rOTOB Npou3BoA ucnonHar

a) CrecHyBame Ha JO3BONEHUTE FPaHULU 1,2,3,4 1A

b) [OopaBakse Ha HOBW ucnUTyBakba U possoneHu | 1,2,5.6 1A
rpaHuum

c) bpuwerwe Ha He3HayajHO wucnuTyBakbe BoO | 1,2,7 1A
npouecHaTa KOHTpona

d) bBpuwewe Ha wucnuTyBake BO nNpouecHata |
KOHTpona WTO MOXe Aa UMa 3Ha4yajHO BnujaHue
Ha CeBKYMHWOT KBanUTeT Ha rOTOBUOT NpPou3BoA

e) [MpowwupyBarbe Ha opoOpeHUTE TrpaHMUM BO |
npouecHaTa KOHTpona WTO MOXaT Aa umaar
3Ha4ajHO BIMjaHMe Ha CEeBKYMHUOT KBanMWTET Ha
roToBMOT Npou3Boa

f) [ODopaBakbe WM 3aMeHa Ha WUCNUTYBakbe BO 1B
npouecHata KOHTpona Kako pe3yntaT Ha
npawamka WTO ceé ogHecyBaaT Ha be3bepgHocTa
WK KBanNWTeTOT Ha NPOU3BOAOT

Ycnosu

1. TpomeHaTa He ce Oorku Ha 3abenellkn of NPeTXOodHW MPOLEHKM LITO Ce OgHecyBaaT Ha
rpaHuMumMTe BO crneumdukaumjaTa (Ha npumep, BO Nocrtanka 3a gobusawe Ha ofobpeHue 3a
CTaBak-€ Ha NEKOT BO NPOMET UMK BO NocTanka Ha onobpyeare Ha Bapujaumm og Tun Il).

2. [llpomeHaTta He ce JOMXW Ha HEOYEKYBaHW MojaBW BO TEKOT Ha NPOW3BOACTBOTO, Ha MpuUMep,
HOBO HeKkBanurKyBaHO OHEYNCTYBAHE; MPOMEHA BO MPaHULIMTE Ha BKYMHU OHEYNCTYBaHa.

3. Cekoja npomeHa Tpeba aa 6uae BO pamMkiTe Ha Beke oqobpeHunTe rpaHuun.

4. T[loctankaTta 3a UCMNTYBak€ OCTaHyBa WCTa, N NPOMEHMTE BO NocTankara ce Manu.

5. Cekoj HOB MeTO/ 3a UCMIUTYBawe He Tpeba Aa BKNy4YyBa HOBa HecTaHAapAHa TEXHMKA UMK HOB
Ha4MH Ha KOPUCTEHE Ha CTaHO4ApAHA TEXHUKA.

6. HoBuWOT MeToA 3a UCUTYBaHE He € BUONOLIKU/MMYHOMOLLIKW/UMYHOXEMUCKU METo Unu meTos
BO KOj ce yrnoTpebysa OMONOLLKM peareHc 3a BUONOoLIKa akTUBHA CyncTaHumja (CO UCKNYyYOK Ha
cTaHgapaHuTe hapMakonejckm MUKpOBMONOLLKA MeToam).

7. WcnutyBakeTo BO nNpouecHaTa KOHTpona He ce OfHecyBa Ha KOHTpora Ha KpuUTWU4YeH
napameTap, Ha Mnp. CoApXWHa; OHeYMCTyBaka (OCBEH aKo TOj pacTBopyBa4y He € ynotpebeH Bo
NPON3BOACTBOTO); BUNO KON KPUTUHHM (DU3NYUKK KapakTEPUCTUKM (rofieMuHa Ha YeCcTUHKM,
HacunHa (bulk) ryctvHa w HaTankaHa (fapped) ryctnHa v T.H.); ngeHtudukaumja (oceBeH ako
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MOCTOW COOABETHA anTepHaTMBHA KOHTpona) U MUKpOBUMOLLKa KOHTpona (OCBEH ako He ce

Bapa 3a Taa gosnpaHa popma).

B.ll.c) KoHTpona Ha eKcLuMnueHcHu

B.ll.c.1 lNpomeHa BO napameTpuTe W/UNU [O3BONMEHUTE
rpaHuumM Bo cneuudmkaumjata Ha eKcumnueHc

Ycnosu
Tpeba pgOa
ucnonHar

wTo
ce

Tun
nocranka

Ha

a)

CrtecHyBale Ha rpaHuMUMTe BO cneuucpmkaumjata

1,2,3,4

IA

b)

BO
3a

DopaBake Ha
cneuyucpukaumjata
ucnuTyBame

HOB napameTap
coO cooaBeTeH MeToa

1,2,5,6,7

Bpuwewe Ha He3HavyaeH napameTap
cneuucdukaumjata (Ha npumep, Opulere
3acTtapeH napameTtap)

BO

1,2,8

d)

MNpomeHa HagBop oA opobGpeHMTe rpaHULM BO

cneuuncpukaumjaTta

e)

Bpuvwewe Ha napameTap BO chneuudpukauujatTa
WTO MOXe fAa uma 3HavajHo BnujaHue Ha
CeBKYMHWOT KBanuTeT Ha roTOBUOT NpousBoa

HopaBakbe wNM 3amMeHa Ha napameTtap BO
cneuymndukaumjata (Co MCKMYYOK Ha OMOMNOLUKK
WM MMYHOJSOLWKKU NeK) co cooaBeTeH MeToa 3a
UcnUTyBake, KAKO pe3ynTaT Ha npawaka WTo ce
ofHecyBaaTt Ha 6e36egHOCTa UNN KBANUTEeTOT

g)

Kora Hema MmoHorpacuja Bo Ph. Eur. unu BoO
HauMoHanHata dpapmakorneja Ha 3emjaTa 4ieHka,
npomMeHa Ha cneuudukalmjata Ha eKCUMNUEHOCT
o4 UHTepHa BO He-oduumjanHa chapmakoneja unum
¢apmakoneja Ha TpeTa 3emja

YcnoBu

MpomMeHaTa He ce AOMKN Ha 3abenelwkn of MPeTXOAHW MPOLEHKU LITO Ce oAHecyBaaT Ha
rpaHuUMTE BO cneuudukaumjaTa (Ha npymMep, BO nocTarnka 3a fobueake Ha ofobpeHue 3a
CTaBak€ Ha fiekoT BO NPOMET Unn Bo NnocTanka Ha ogobpyeare Ha Bapujauum og tvn ).

[MpoMeHaTa He ce AOMKM Ha Heo4YeKyBaHW MojaBu BO TEKOT Ha MPOM3BOACTBOTO, Ha Npumep,
HOBO HEKBaNN(UKYBAHO OHEYNCTYBaH-E; MPOMEHa BO rPaHULUMTE Ha BKYMHU OHEYUCTYBaHA.

Cekoja npomeHa Tpeba aa buae Bo paMkuTe Ha Beke ofobpeHuTe rpaHMum.

MocTankata 3a UCNUTyBame OCTaHyBa UCTa, UM NPOMEHWUTE BO NocTankara ce maru.
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5. Cekoj HOB MeTOA, Ha UcnnTyBake He Tpeba Aa BKyvyBa HOBa HeCTaHAapAHa TEXHUKA UNKU HOB
Ha4VH Ha KOPUCTEHE Ha CTaHAapAHa TEXHMKA.

6. MeTogoT Ha UCNUTYBake He € BUOMOLLKW/ MMYHOMOLLKW/VMYHOXEMWUCKA METOZL, UMW MeToq BO
koj ce ynoTpebyBa OWMONOLIKM peareHC (CO WCKMYYOK Ha cTaHpapaHuTe dhapmakonejcku
MUKPOBWNOSOLLKA METOAMN).

7. [NpomeHaTa He ce ofHecyBa Ha reHOTOKCUYHO OHEYUCTYBaH-E.

8. MapameTapoT of cneuudukauMjata He ce ofHecyBa Ha KOHTpona Ha KpUTWYEH napameTap,
Ha np. OHe4YncTyBaka (OCBEH pacTBOpyBay LUTO He e ynoTpebeH BO MPOW3BOACTBOTO Ha
eKCUMNUEHCOT); BMNo KoM KPUTUYHW DU3NYKN KapaKTePUCTUKM (FONEMUHA Ha YECTUYKM,
HacunHa (bulk) ryctnHa v HaTankaHa (fapped) ryctuHa n T.H.), naeHTudUkaumja (ocBeH ako
MOCTOW COOABETHa anTepHaTMBHA KOHTPOMa) U MUKPOBUIOLIKA KOHTpona (OCBeH aKko He ce
6apa 3a Taa gosunpaHa copma).

B.ll.c.2 [MpomeHa BO MocTankata 3a WCNUTyBake Ha | Ycnosu wTto | Tun Ha
eKCLiMnueHc Tpe6ba pa ce | nocranka
ncnonHat

a) Manu npomeHn Bo Beke ogobpeHa nocTtanka 3a | 1,2,3,4 1A
uncnutyBatbe

b) bBpuwerwe Ha nocTanka 3a wucnUTyBake akKo |5 1A
anTepHaTUBHa NOCTarnka e Beke ogobpeHa

c) 3HavyajHa npoMeHa WNM 3aMeHa Ha OMWONOLWKM Il
/MMYHOOLLKK MMyHOXeMMUCKKN meTon 3a
UCNUTyBakbe WM MeTo4 BO KOj ce ynoTpedyBa
Ouonoukn peareHc

d) [Opyrm npoMeHM BO MoOCTanka 3a WUCNUTYBake B
(BKNy4yBajku 3amMeHa unuv aopaBamse)

Ycnoeu

1. CnposefeHa e coofBeTHa BanuaaLluMja BO COMMAacHOCT CO BaXKEYKUTE BOOMYM W pesynTaTuTe
oA Banujauuwjata nokaxyBaaT Aeka aXypupaHaTa nocTanka 3a MUcriuTyBawe e Bapem
eKBUBaneHTHa Ha npeTxogHaTa.

2 Hema npomeHW BO rpaHWUMTE Ha BKYMHWTE OHEYWCTYBawa, HE CE [OAETEeKTMpPaHW HOBM

" HekBanudukysaHW OHEYMCTYBak-a.

3. MeTopoT 3a aHanuaa ocTaHyBa UCT (Ha NpuMMep, CE MeHyBa AOoSiKMHaTa Ha KonoHaTa Wnu
TemnepaTyparTa, HO He ce MeHyBa TUMOT Ha KornoHaTta UM MeToaoT).

4. MeTogoT 3a UCNUTYBake He € BUONOLLKU/MMYHOMNOLLKW/ UMYHOXEMUCKA METOA UNKU MeToq BO
koj ce ynoTtpebyBa OMONOLIKA peareHC (CO WMCKMNYYOK Ha CTaHpapaHuTe chapMakonejcku
MUKPOBMONOLLKK MeTOAN).
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5.

AnTepHaTMBHaTa nocTanka e Beke of0bpeHa 3a UCMUTYBa€ Ha COOABETHWOT NapameTap B
cneundpmkaupmjaTa M nocTankaTa He e goganeHa co ogobpyeame Ha IA/IA(IN) HoTudKUKauwja.

B.ll.c.3 lpomeHa Ha NOTEKNO Ha EKCLUUMWUEHC WIU
peareHc BO ogHoc Ha TSE pusuk

YcnoBu wro Tpeba
Aa ce ucrnonHar

Tun
nocranka

Ha

a)

Op matepujan co TSE puank Bo matepujan
Ol pacTUTENTHO UM CUHTETCKO NOTEKIO

1. 3a eKCLMMWEeHCH UMK peareHCHU WTO He
ce ynotpebyBaaT BO Npou3BOACTBO Ha
Ouonolwka/MMyHoOnoLwKa aKTMBHa
cynctaHuuja unu
OMONOLKU/ UMY HOSOLWKK NEeK

2. 3a eKCUMMWEHCH WNW peareHcu WTo ce
ynotpebyBaaT BO nNpOU3BOACTBO Ha
6uonolwka/umyHonowka aKTUBHa
cyncTtaHuuja unu GuonolLku /
MMYHOTIOLWLKN NeK

b)

NMpomeHa unu BoBeAgyBake Ha Matepujan co
TSE pu3uk unu 3ameHa Ha efeH martepwujan
co TSE pusuk co gpyr matepujan co TSE
pU3MK WTO Hema cepucdumkar 3a TSE
cooaBeTHOCT

Ycnoeu

Cneuundmkaumnte Npu nNywtakbe BO NPOMET U BO POK Ha ynoTpeba Ha eKCLMMMEeHCOoT 1 Ha

roTOBMOT NPOKU3BOA OCTaHyBaaT HEMPOMEHEeTU.

B.ll.c.4 NMpomMmeHa BO cMHTe3aTa MNM MPUHOCOT Ha He- | YcnoBu wrto Tpeba | Tun Ha
¢apmakonejckm ekcuunueHc (Kora e onuwaHo BO | Aa ce UcnornHar nocranka
OOKYMeHTauujaTa) unm HOB eKCLMNUeHc
a) Mana npomMeHa BO CMHTe3aTa wnu npuHocoTt | 1,2 1A
Ha HedhapMaKonejcKM eKCLUMUEHC UMM HOB
eKcLUMnueHc
b) [lpomeHa wTo uma BrnjaHue Ha ]
cneundmkaummTe N NpomMeHa Ha PU3NYKO-
XeMMCKUTEe CBOjCTBa Ha EKCLMMWEHCOT WTO
MOXe Oa Brnujae Ha KBanuTeToT Ha FOTOBUOT
npousBopg
c¢) EkcuunueHcor e Ouonolwka/MMmyHonouka ]
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cyncTaHuumja

Ycnosu

HauMHOT Ha cuHTesa M crneumduKauMmTe ce UCTM M Hema NpoMeHa BO KBanUTaTUBHUOT W
KBAHTUTATUBEH NPOCWI Ha OHEYMCTYBara (CO MCKMy4YOK Ha pesugyanHuTe pacTBOpyBayu
LUTO Ce& KOHTPONMPaHM BO COMMAcHOCT Co Mponuwanute ICH rpaHMumM) unu Hema NpomeHa Bo

PM3MYKO-XEMUCKMTE CBOjCTBA.

2.

AfjyBaHcuTe ce UCKMyYeHN.

B.ll.d) KoHTpona Ha roToB Nnpou3Bog,

B.ll.d.1 MpomeHa BO napameTpute n/unu gossoneHuTe | Ycnoeu wrto Tpeba | Tun Ha
rpaHuum Bo cneuundmuKaumjata Ha rotoB NPon3BoA Aa ce ucnonHart nocranka

a) CrecHyBamwe Ha rpaHuuuTe Bo | 1,2,3,4 1A
cneundukaumjata

b) CrecHyBawe Ha rpaHuumTe Bo | 1,2,3,4 1A
cneuudukaumjaTa 3a NEeKoBM WITO ce
npeamet Ha Official Control Authority Batch
Release

c) [HopaBame Ha HOB napamertap Bo | 1,2,5,6,7 1A
cneuudpmkaumjata co cooaBeTeH MeTon 3a
ucnuTyBame

d) bBpuvwerwe Ha He3HayaeH napametap Bo | 1,2,9 1A
cneuundukaumjata (Ha npumep, SpulleHe Ha
3acTtapeH napameTtap Kako WTO e MUPUC UNn
BKYC WNnu naeHtudgukauuvja Ha cpencTtBo 3a
Goja nnu 3a BKyc)

e) [lpomeHa HapBop on opobpeHWTe rpaHULM ]
BO cneuundumkaumjata

f) Bpuwere Ha napametap BO Il
cneuudurkaumjata wWTo MOXe ga UMa 3HavyaeH
edeKT Ha CeBKYNMHMOT KBanuTeT Ha roTOBUOT
npouseon

g) [HopmaBake MNU 3amMeHa (CO MCKNYYOK Ha 1B
OGUONOIWIKN WNM MUMYHOMNOLWKK FfekK) Ha
napametap BO  cneuudukaumjata co
coofBeTeH MeTo4 3a WCNUTYBawke Kako
pe3yntaT Ha npallakba WTO ce oagHecyBaaT
Ha 6e36eAHOCTa UK KBANUTETOT

h) Axypupare Ha OOKyMeHTauujaTa pa| 1,2,3,4,7,8 1AN
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oAroBapa co npornucuTe Ha axypupaHa
onwTa MoHorpacuja oa Ph.Eur. 3a rotoB nek

*)

Ph.Eur. 2.9.40 (BoegHaueHoCT Ha po3upanu | 1,2,10 1A
eAuHUUM) ce BoBeayBa fda O  3aMeHM
opobpeHnotr wM™etoa, wnu Ph.Eur. 295
(BoegHayeHocT Ha maca) vwnu Ph.Eur. 2.9.6
(BoeaHauyeHOCT Ha coapXuUHa)

YcnoBu

lMpomeHaTa He ce [omKM Ha 3abenellkM of MPETXOAHW MPOLIEHKW LITO ce ofHecyBaaT Ha
rpaHuumMTe BO cneumdmkaumjata (Ha npumep, Bo nocTanka 3a gobusame Ha ofobpeHue 3a
CTaBake Ha NEeKOT BO MPOMET MNW BO nocTanka Ha ofgobpyeBawe Ha Bapujauumn og tun ),
OCBEH ako [oKYMeHTauujaTa 3a nogapLika Ha npomeHata e Beke npoueHeTa U ogobpeHa co
ZApyra nocranka.

I'IpomeHaTa He ce OOIMKKM Ha HeoYeKyBaHU I'IOjaBVI BO TEKOT Ha Npon3BOACTBOTO, Ha NpumMmep,
HOBO HEKBaNUMUKyBaHO OHEYMCTYBaHE; MPOMEHA BO FPaHMLMTE Ha BKYMHW OHEYUCTYBaH:A.

Cekoja npomeHa Tpeba ga 6uae Bo pamkuTe Ha Beke 0f06peHuTe rpaHuLm.

lMocTankaTa 3a UCNMTYBake OCTaHyBa MCTa, UM NPOMEHUTE BO NocTankarta ce mMasnu.

Ce|<oj HOB MeTo4 Ha UcnutyBake He Tpe6a da BKny4yyBa HOBa HeCTaHAapAHa TeXHWKa unu
HOB Ha4MH Ha KOpUCTehe Ha CTaHOapAHa TexHWKa.

MeToaoT Ha ucnuTyBame He e BUONOLLIKU/ MMYHOMOLLKW/MMYHOXEMUCKW METOA, NN MeTof BO
Koj ce ynoTpebyea 6uonoLkn peareHc 3a bBronoLlka akTMBHa cyncTaHumja.

lMpomeHaTta He ce ogHecyBa Ha GMMNO Koe OHeyucTyBawse€ (BKMNyYyBajkM M rEeHOTOKCUYHO
OHEYUCTYBaH-E) UM PacTBOPNMBOCT.

lMpomeHaTa ce oAHecyBa Ha aXypupare Ha rpaHWuMuTe 3a MMKPOOWOMOLLKOTO UCMMTYBake
Aa 6uaaT BO COrMacHOCT CO BaXXeYKOTO usaaHue Ha Papmakonejata, u ogobpeHnTe rpaHuLM
3a MUKPOBUONOLLKO MCNUTYBake (CerallHa cocTojba) ce BO COrnacHoOCT co cocTojbaTa npes
jaHyapu 2008 (He-xapmoHM3upaHa cocTojba) U He BkrydyyBa OMNO KakBWM AOMNOSIHUTENHM
cneunchnyHn KoHTponv of ©Gapawata Bo dapmakonejata 3a fgosvpaHata opma u
NpeanoXXeHWTe KOHTPOSM Ce BO COIMMAacHOCT CO XapMOHU3upaHaTa MoHorpaduja.

MapameTapoT of cneuudmkayumjata unu NnpeanoroT 3a cneynduryHaTta gosvpaHa copma He
Cce OfHecyBa Ha KpUTUYEH MapameTap, Ha Mp. COAPXWHA;, OHe4yucTyBawa (OCBEH
pacTBopyBay LWITO He e ynoTpebeH BO MPOU3BOACTBOTO Ha roToB Npoussod); 6uno kow
KPUTUYHM DUSMYKM KapaKTepUCTUKU (TBPAMHA MMM TPOLUHOCT 3a HeobnoxeHwu Tabnetn,
OWMEeH3Mn 1 gp.); nocrtanka wro e Bapawe 3a gosvpaHaTa ¢opma BO COMMAaCHOCT CO
onwTute 3abenewkn Bo Ph.Eur. n 6apake 3a n3semare Ha UCMUTYBaHE).

10.

lMpeonoxxeHata KOHTpoNa € LenoCcHO BO cornacHocT co Tabena 2.9.40-1 og Ph.Eur.
MOHoOrpadujaTa 1 He BKNydyBa anTepHaTUBEH NPEANOr 3a UCNUTYBake Ha BoegHaveHocT Ha
Jo3vpaHu eguHuumM npeky Bapuparwe Ha Maca HamecTo npeky BoegHadYeHoCT Ha cogpxuHa
kora BoegHaueHocT Ha cogpxuHa e cneumdunympaHo so Tabena 2.9.40-1.
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(*)3abenewka: He e NoTpebHO Ja ce M3BeCTaT HaAMEXHUTE OpraHu 3a axypupaHa MoHorpaduja Bo
EBponckaTa chapmakoneja unu HaumoHanHaTta dapmakoneja Ha 3emja YfieHKa BO Cry4aj Kora Kako
pecdepeHua BO [OKyMeHTauujata Ha ofoDpeHMOT nek e HaBedeHa ‘Bakeuko usgaHwe’. Osaa
Bapujauuja ce NpMMeHyBa BO Cryyau Kora TeXHUYKaTa AOKYMeHTauuja He coapxu pedepeHua Ha
axypupaHata MoHorpadumja on capmakoneata M Bapwjauujata ce npujaByBa 3a [a ce HaBefe
pedepeHua Ha axypupaHaTa Bep3uja

B.ll.d.2 lMpomeHa BO nocTankata 3a WUCNUTYBawe Ha
roTos npousson

Ycnoeu wrto Tpeba
Aa ce ucnonHar

Tun Ha
nocranka

a)

Manu npomMeHu Ha Beke ogoGpeHa nocranka 3a
ucnuTyBamwe

1,2,3,4

1A

b)

Bpuweke Ha nNocTanka 3a UCNATYBake ako
anTepHaTMBHa nocTanka e Beke oaobpeHa

c)

3Ha4yajHa npoMeHa WU 3ameHa Ha OMONOLIKK
IMMyHOMOWKKN  /MMYHOXEMMUCKM  MeTopn  3a
ucnuTyBake UM MeToa BO KOj ce ynoTtpebyBa
OMONOLWKKN peareHC WNW 3amMeHa Ha OWONOLUKK
pedepeHTeH npou3BoA WITO He e ondaTeH co
onobpeH NpoTokon

d)

Opyrv npoMeHM BO nocTanka 3a MCNUTyBake
(BKNyuyBajky 3amMeHa unu gogaBambe)

e)

AXypupame Ha nocrtankarta 3a McnuTyBake aa
oAaroBapa €O axypupaHa onwta MoHorpaduja
Bo Ph.Eur.

2,3,4,5

Ha ce napasm ycornacHoct co Ph.Eur. n pa ce
OTCTpaHU pedpepeHua Ha 3acTapeHUOT UHTepeH
MeToA 3a ucnuUTyBawe M BpojoT Ha meTodoOT 2a
ucnutyBake (*)

2,3,4,5

Ycnoeu

Cnpose,u,eHa € cooaBeTHa Banwp,aumja BO COMMacHOCT CO BaXe4kute BOAN4YN U pe3ynTaTute
o4 Banugauwjata nokaxkyBaaT AeKa aypupaHaTa nocTanka 3a ucnuTyBawe e bapem

€KBMBalieHTHa Ha npeTxoaHarta.

Hema npoMeHn BO TrpaHUUnUTE Ha BKYNHUTE OHeYuncTyBawa, He Cce [OeTeKTUpaHWu HOBW

HekBanuuKyBaHn OHEYNCTYBaHA.

MeTopgoT 3a aHanusa OoCTaHyBa WUCT (Ha npumMep, ce MeHyBa OO0JKMHATA Ha KonoHarta unu

TeMnepartypaTa, HO He ce MeHyBa TUNOT Ha KorloHaTa UM MeToaoT).

MeTopoT 3a ucnutyeamwe He e BUONOLLKA/MMYHONOLLKW/ UMYHOXEMWUCKM METOL UNU METOA BO
Koj ce ynoTpebyBa OuonowKM peareHC (CO WUCKNYYOK Ha CTaHgapgHutTe dapmMakonejcku

MWKPOBUNOMOLLKMA METOLM).
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5. OpobpeHaTta nocTtanka 3a UCNUTyBawe BeKe Ce OOHeCyBa Ha onwTtaTta MoHorpadumja Bo
Ph.Eur. n 6uno kakem npomeHu ce Manu no npupoga 1 bapaat axypupawe Ha TEXHWYKaTa
OOKyMeHTaLmja.

(*)3abenewka: He e noTpebHO Aa ce U3BECTAT HAaANEXHUTE OpraHu 3a axypupaHa McoHorpaduja Bo
EBponckata chapmakoneja Bo cny4aj kora kako pedepeHua Bo JOKyMeHTaumjaTa Ha ogo0peHnoT nek
€ HaBeJeHa ‘BaXeuyko usgaHue’.

B.ll.d.3 Bapujauuum noBp3aHM co BoBeayBake Ha real/ | YcnoBu wrto Tpeba | Tun Ha
time nywrawe Ha cepuwja Ha neKk BO NpoMeT WM | Aa ce UcnonHar nocranka
nywrake Mo napamerap of NMPOM3BOACTBOTO Ha rOToB
npussoa
|
B.ll.e) KoHTejHep - 3aTBOpYyBay cuctem
B.ll.e.1 NMpoMeHa BO KOHTAKTHOTO MakyBake Ha rotoB | YcnoBu wTto Tpeba | Tun Ha
npous3eon Aa ce ucnomnHat nocTanka
a) KeanutaTuBeH M KBaHTUTAaTUBEH cOCTaB
1. UBpctn thapmaueBTCKMN posuvpanm | 1,2,3 1A
thopmu
2. [lonyuBpcTM WU  HECTEPUINTIHW Te4HWU IB
thapmaueBTCKM fo3upaHn ¢popmn
3. CrtepunHM nekoBM M  OMONOLIKK I
IUIMYHOTIKKN NeKoBU
4. [lMpomeHaTta ce ofgHecyBa Ha NakKyBambe ]
WITO NOMankKy 3aWTUTyBa BO Cry4au Kora
MMa MPOMeHM BO YCNOBWUTE Ha uYyBame
u/unu HamanyBakbe Ha pPOKOT Ha
ynotpeba
b) [lpomeHa Ha TWUN Ha KOHTEjHEp WU
AofaBal-e Ha HOB KOHTejHep
1. LUBpcTn, nonyuBpCTM WU HECTEPUITHMU B
TeuyHu cpapmaLeBTCKM Ao3upaHu chopmMmu
2. CrepunHu NeKoBu 7] Ovonowkn ]
/AMYHOROLWKKN NEeKOBU
3. bpuwewe Ha KOHTejHEp 3a KOHTaKTHO | 4 1A
nakKysawe WTO He BOAM A0 LENOCHO
OpMuiere Ha jaunmHa unu papmMaueBTCKa
Ao3upaHa cpopma
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YcnoBu

1. TlpomMeHaTa ce ofHecyBa CamMO Ha UCTMOT TWMN Ha NakyBake/ KOHTejHep (Ha npumep, bnnctep
ocTaHyBa bnuctep).

2.  lpepnoxeHnoT maTtepujan 3a nNakyBake Mopa ga buae GapemM ekBMBarieHTEH CO Beke
0406pEHUOT BO OHOC Ha HEroBWUTE pereBaHTHU CBOjCTBa.

3. PeneBaHTHMTE cTyaum Ha cTabunHocT ce 3arnodyHatyu nog ICH ycnosu n peneBaHTHWTE
napameTpu 3a criefete Ha cTabunHocTa ce OLEHEeTH Ha HajManky ABe MWNoT Cepuu WUnu
WHOYCTPUCKM CepuM W nogaTouuTe 3a 3a40BONUTENHA CTabUNHOCT 3a HajManky Tpu Meceum
Ce Ha pacnornarakbe Ha MOAHOCUTENOT BO BpeMe Ha uMmnnemeHtauujata. Merytoa, ako
NPennoXeHOTO MNakyBawe € MOOTNOPHO Of, NMOCTOEYKOTO (Ha npumep, nogebeno 6nuctep
nakyBake), nogatouute 3a ctabunHocta He mMopa fa 6uaaTt Ha pacnonarake BO Bpeme Ha
umnnemeHTaumjata. OBve cTyaum mopa ga bupaT 3aBplueHM M nogatouuTe BedHaw ga
6uaaTt gocTaBeHW [0 HagneXHWOT OpraH ako oTcTanyBaaT of cheuudukaummTe wnu
noTeHumjanHo oTcTanysaat of cneundukaLmnTe Ha KpajoT Ha ogobpeHnoT pok Ha ynoTpeba
(co npepnoxeHa mepka).

4. QcraHartaTa npeseHTauuja (M) Ha NPoU3BOLOT Mopa Aa 6uae coofdBeTHa Ha ynaTcTeaTa 3a
Lo3Mpare N BpeMeTpaeheTo Ha NEeYEHETo Kako LWTO e HaBeAeHO BO 3BMPHMOT M3BELLTA] 3a
0coBUHWTE Ha NnekoT

B.ll.e.2 NpomeHa Bo napameTpuTe Ha cneuudpukauumjata | Ycnoeu wrto Tpeba | Tvun Ha
n/unu Qo3BoneHuTe rpaHULM Ha KOHTAKTHOTO MaKyBak-e | Aa ce ncnonHat nocranka
Ha roToB NpousBoA
a) CrecHyBambe Ha rpaHuumTe Bo|(1,23,4 1A
cneundmkaumjara
b) [HopaBare Ha HOB napameTtap Bo|1,2,5 1A
cneundumkaumjata co cooaBeTeH MeToa 3a
ucnuTyBame
c) bBpuwewe Ha He3HayaeH napametap Bo | 1,2 1A

cneundumkaumjata (nNp. UcKnydyBawe  Ha
3acTapeH napameTtap)

d) [HopaBakbe wWNM 3aMeHa Ha napameTpu BO IB
cneuudumkaumjata kKako pesynrtatr Ha npawakba
IITO ce ogHecyBaaT Ha ©Ge3GegHocTa wnm
KBanureTor

YcnoBu

lMpomeHaTa He ce AoMmxW Ha 3abenellkn of MPEeTXOAHW MPOLEHKM LITO Ce OfHecyBaaT Ha
1.  rpaHvuuTe BO cneuudukaumjata (Ha npumMep, BO nocTarnka 3a gobuearwe Ha opobpeHue 3a
cTaBare Ha NeKoT BO NPOMET MMM BO NocTanka Ha ogobpyeare Ha Bapuvjauun og tun ).

2. [MpoMeHaTa He ce AOMKN Ha HeoYeKyBaHMW NojaBM BO TEKOT Ha NPOM3BOLCTBOTO.
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3. Cekoja npomeHa Tpeba fa buae Bo pamkuTe Ha Beke ofoBpeHuTe rpaHnLm.
4. TlocTankaTa 3a UCNWTyBaHE OCTaHyBa UCTa, UMM NPOMEHWTE BO MOCTankaTa ce Manu.
5 Cekoj HOB MeToA Ha ucnuTyBame He Tpeba ga BKNy4YyBa HOBa HecTaHgapAHa TexHWKa Unu

HOB Ha4yMH Ha KOpUCTEeH-€ Ha CTaHOdapAHa TeXHUKa.

B.ll.e.3 lMpomeHa Bo nocTankata 3a MWCNUTyBawe Ha | YcnoBu wTo TpebGa | Tun Ha
KOHTaKTHOTO NaKyBaHle Ha roToB Npou3Boa Aa ce ucnonHart nocranka
a) Manu npomeHu Ha BeKe ogobpeHa nocranka 3a | 1,2,3 1A
MCNUTYBakwe
b) OcrtaHaty npomMeHun Bo noctankata 3a|1,3,4 1A
McnuTyBamwe  (BKMAy4YyBajkm  3ameHa unu
AofaBatse)
c) bpuvwerme Ha nocrtanka 3a ucnutyBawe ako | 5 1A
anTepHaTUBHA NOCTankKa e Beke ogobpeHa
Ycnoeu
1.  CnpoBefeHa e coofiBeTHa BanuaauuMja BO COMMAacHOCT CO BaXXEUKNTE BOAMYM M pesynTtatute
oA, Banupauujata noKaxyeaaT Jeka axypupaHaTa nocTtanka 3a ucnutyBawe e Bapem
€KBMBarneHTHa Ha npeTxogHara.
2. MeTogoT 3a aHanu3a ocTaHyBa MCT (Ha npumMep, ce MeHyBa AOMKMHATa Ha KonoHaTa Wnu
TemnepaTtypaTa, HO He Ce MeHyBa TUNOT Ha KoroHaTa UM MeToAoT).
3. Cekoj HOB MeToA Ha mcnuTyeBawe He Tpeba ga BKNydyBa HOBa HecTaHAapAHa TeXHWKa WUnu
HOB Ha4MH Ha KOpUCTEH:E Ha cTaHgapaHa TeXHUKa.
4.  AxkTMBHaTa CyncTaHUMja/roToB NPouU3Bod He € BMONOLLKU/UMYHOMOLLKK.
5. Tloctom opobpeHa noctanka 3a WCNWTyBawe 3a COOABETHMOT napameTap oA
cneundmkaymjata wTto He e gogageHa co IA/IA(IN) HoTudukaumja.
B.ll.e4 TlpomeHa Bo ¢opmaTta unNM p[UMeH3MUM Ha | YcnoBu wTto Tpeba | Tun Ha
KOHTEjHepoT UNM1 3aTBOPYBa4OT (KOHTAKTHO NaKyBake) Aa ce ucnonHart nocTanka
a) HecTepunHu nekoBu 1,2,3 1A
b) [MpomeHa Bo cpopmaTta unuv AMMEH3UUTE LUTO ce I

oAHecyBa Ha OCHOBHMOT fgenl of MaTepujanoTt
3a nakyBakbe, WITO MOXe Aa MMa 3HauvajHo

BriuvjaHue Ha Mcnopakara, ynoTtpe6ara,
6e3begHocTa MNM cTabunHocTa Ha roToBWUOT
npoussopn
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c) CrepunHu nexkosu IB
Ycnosu

1. Hema npomeHa BO KBanMTaTUBHWOT UMW KBAHTUTaTMBEH COCTaB Ha KOHTEJHEpOT.

2. TlpomeHaTa He ce ofHecyBa Ha OCHOBHMOT Oen Of maTepujanoT 3a nakyBawe, LUTO Mma
BNWjaHWe Ha wucnopakara, ynoTtpebata, besbegHocTa unu cTabunHocTa Ha rOTOBMOT
npoussoa.

3. [pwn npomeHa BO cnoBOA4HMOT MPOCTOP BO KOHTEJHEPOT UMK NMPOMeHa BO OAHOCOT MOMery|
noBpLUKMHATA W BOMYMEHOT, CTYAMM Ha CcTabWnHOCT Cce 3ano4YyHaTM BO COrNacHOCT CO
COOOBETHUTE BOAMYM, W COOABETHU MapamMeTpu Ha cTabunHOCT ce oueHeTW Ha HajManky OBe|
NUMNoT cepumn (TpKU 3a BUONOLLKU/UMYHOMNOLIKA MEAULIMHCKL NPOoV3BoAN) MW Ha WMHAYCTPUCKM
cepun W nopgaTouuTe of HajManky Tpyu Meceuun (WecT Meceur 3a HGMOMOLLKWU/MMYHOMOLLKK
MeOULUMHCKW Mpou3BoAu) oA chnpoBedeHaTa cTyduja Ha cTaburHocT ce fJocTarnHu Ha
nogHocutenoT Ha BapaweTo. MogHocuTenoT ce obBp3yBa Aeka CTyAMUTE Ke MM 3aBpLUK W
AeKa cuTe pe3ynTaTti HaABop Of A03BONEHUTE rPaHNLM Ha cneundukaumumTe UNn ako ce jaear
NoTEeHUMjanHn pesynTtat LWTO MOXaT Aa ocTtanysaaT o4 crneuudukauumTe Ha KpajoT oA
0406peHnoT poK Ha ynoTpeba BefgHaL ke rv npujaBm Bo AreHumjaTa (Co NpeanoxeHa Mmepka).

B.ll.e.5 NMpomeHa Ha ronemMMHa Ha NaKkyBake Ha rotoB | YcnoBu wto Tpedba | Tun Ha
npousson Aa ce ucnonHar nocranka

a) [lpomeHa Ha OpojoT Ha eauHWUM (Ha np.

Opojotr Ha Tabnetn, amnynu, WTH.) BO

nakyBameTo

1. TlpomeHata e BO paMKM Ha Beke | 1,2 1AN
opnobpeHa roneMuHa Ha NakKyBatbe

2 NpomeHaTa e HagBop OO paMKuTe Ha B

' BeKe ofobpeHa ronemMuHa Ha nakyBake

b) bBpuweke Ha roneMmuHa(1) Ha NakyBaHe(a) 3 1A

c) [lpomeHa Ha mMaca Ha nonHewe/BOSIyMeH Ha ]
NOSiHEHEe Kaj CTepUNHM NOBeKedo3HW (Mnu
€AHOA03HM!, AenyMHa ynotpeb6a)
napeHTepasnHu nexKoBu, BKIy4yBajKn
OMONOLWKM /MMYHOJIOLLKA NIEKOBU

d) [MpomeHa Ha Maca Ha NofHeHe/BOSIyMeH Ha IB
nonHewe Kaj noBekedo3HW NMPOU3BOAM KOM
He ce 3a napeHTepanHa ynotpeba (unm
€AHOA03HU, AenyMHa ynoTpe6a)

Ycnosu
1. HosaTta ronemuHa Ha nakyBawe Mopa fAda Oumae BO COMMAcHOCT CO MpenopaqaHoTo
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003Mpake N BpeEMETpaeHe Ha NeKyBakeTO Kako LITO e 0400peHo BO 30UPHUOT U3BELLTAj 3a
0COOMHUTE Ha NEKOT.

MaTepujanoT Ha KOHTaAKTHOTO NakyBake OCTaHyBa UCT.

lNpeocTaHaTaTta npeseHTauMja() Ha roToBMOT NpowusBo Mopa fa buae coodsBeTHa Ha
ynatcTBata 3a [o3vpare WM BpeMeTpaewe Ha NekyBaweTo Kako LUTO e ofobpeHo BO
36MPHNOT M3BELLTA] 332 OCODMHUTE Ha NEKOT.

B.ll.e.6 NpomeHa Ha GuMno Koj gen og maTtepujanoT 3a

YcnoBu wto Tpeba | Tun Ha

KOHTaKTHO naKyBakw€e LWTO He ,qoafa BO KOHTaKT CO
¢popmynauumjata Ha roToBMOT NpousBof, (Ha npuMep, 6oja
Ha 3alITUTHOTO Kanave, KoaoT Ha 6ojaTa Ha NpcTeHUTe Ha

Aa ce ucrnonHar

nocranka

amnynure,
(pasnunyeH TMN Ha NnNacTuka))

npoMeHa Ha 3alUTUTHUKOT Ha wMrnarta

a)

MpomeHa wTOo BnNUWjae Ha WHopmaumjata 3a | 1 1AIN

npousBoaoT

b)

MpomeHa wWTO He BNUjae Ha UHdopmauujaTa 3a | 1
npoussoaoT

YcnoBu

MNpomeHaTa He ce ogHecyBa Ha Oen Of MaTepujanoT 3a nNakyBawe LWTO BAMjae Ha
ucnopakara, ynotpe6ara, 6esbeaHocTta 1 cTabunHocTa Ha FOTOBMOT MPOM3BOA.

B.ll.e.7 MpomeHa Ha AOobGaByBay Ha KOMMOHEHTM Ha | YcnoBu wTto Tpeba | Tun Ha
nakyBakeTo WNM nomaranata (kora e HaBeAeHO BO | Aa ce ucnonHar nocranka
OOKyMeHTauujara)
a) bBpuvwerwe Ha pobaByBayu 1 1A
b) 3ameHa unu popaeake Ha gobaByBau 1,2,3,4 1A
c) Cekoja npomeHa Ha gobaByBauM Ha nmomarana il
3a MHXanaTopu co oAMepHU JO03U
Ycnoeu
1. He ce 6puwe KOMMNOHEHTa Ha NakyBakeTo UMW NomaranoTo.
2.  KBanuTaTUBHMOT U KBAHTUTATUBEH COCTAB Ha KOMMOHEHTUTE Ha NakyBaweTo/moMaranoTo u
cneumndunKkaumMTe Ha AN3ajHOT OCTaHyBaaT UCTK.
3  Cneuudukaunute n METOLOT 3a KOHTPOSa Ha KBanuTeT ocTaHysaaT 6apemM ekBMBarneHTHN.
4.  MeToQoT 1 ycnoBuUTe Ha CTepunuaalmja ocTaHyBaaT UCTU, ako € NPUMEHNUBO.
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B.Il.f) CtabunHocT
B.Il.f.1 MpomeHa Ha poKoT Ha ynoTpeba unu ycnoeurte | YcnoBu wto Tpeba | Tun Ha
Ha YyBaH€ Ha roToB NpousBog Aa ce ucnonHart nocranka
a) CkpaTyBahe Ha pOKOT Ha ynoTpeba Ha rotoB
npousson
1. Ha nakyBase WTO € BO NpomeT 1 1AN
2. Tocne npBoTO OTBapakwe 1 1A
3. Tlocne pacTBapare UNu pekoHcTutyumja | 1 1AN
b) [poponkyBake Ha POKOT Ha ynoTpeba Ha
rotToB NPOU3BOA
1. Ha nakyBake wWTO € BO MnpomeTt 1B
(nopapxaH co pe3ynTaTyv NpPUMKaXaHu BO
cTyAujaTa Ha cTabunHocT)
2. Tocne npBOTO oTBapake (NogapxaH co IB
pe3ynTaTM NpuUKaxaHW Bo cTyaujata Ha
ctabunHocT)
3. [ocne pacTBapambe UMW PEKOHCTUTYLIUja 1B
(nopapxaH co pe3yntaTyv NpUMKaxaHu BO
cTyAujaTa Ha cTabunHocT)
4. TpopomkyBake Ha POKOT Ha ynoTpeba |
Bp3 OCHOBa Ha eKcTpanonauuja Ha
noparouu oa crabunHocTa WTO He e BO
cornacHoct co Hacokute Ha ICH
Boanuute(?)
5. TlpopomkyBakbe Ha nepuvoaoT  Ha 1B
yyBake Ha GMONOWKN/MMYHONOLLKK feK
IWITO € BO COrnacHoct co opobpeHUoOT
NpoOTOKON 3a cTabunHocT
c) [lpomeHa BO ycrnoBuTe Ha 4yBame |
3a OMOMNOLIKM NEKOBU, KOra CTyAMUTE Ha
CTabUITHOCT He ce u3BeAeHM BO COrnacHocCT
CO 0o40GpPeHMOT NPOTOKON 3a CTabunHocT
d) [MpomeHa BO ycrnoBuTe Ha YyBake Ha rotoB 1B
npov3Bo4 WUNu __paspeneH/peKoOHCTUTYUpaH

? 3a6eneluka: EkcTpanonauujaTa He ce ogHecyBa 3a GMONOLLKA/MMYHONOLLKM NeK
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npousson

e) [lpomeHa Ha opobpeH npotokon 3a|1,2 1A
ctabunHocT

YcnoBu

1. lMpomeHaTa He ce AOMKM Ha HeouvekyBaHW MojaBM BO TEKOT Ha NPOM3BOACTBOTO UMM He e
noepsaHa co crabunHocta .

2. lMpomeHaTa He ce ofHecyBa Ha MPOLUMPYBaHke Ha 0A0GPEeHUTE rpaHULUM 3@ UCMIUTYBaHUTE
napameTpu, Ha Gpuillere Ha MapameTpyM LUTO YyKaXyBaaT Ha CTaAGUMHOCT WKW Ha
HaManyBame Ha hpekBeHLMjaTa Ha UCUTYBaE.

B.ll.g) Ous3ajumpaHo nopgpauje (Design space) U1 NMpPOTOKON 3a ynpaByBake CO NMPOMEHM MO
nobusBame Ha ogobpeHue

B.ll.g.1 BoeeayBarbe Ha HOBO Au3ajHMpaHO noapadje | Yenosu wTo | Tun Ha nocTanka
unM npowupyBake Ha oaobpeHo pgusajHupaHo | Tpeba Aa ce
nogpadje 3a roroBMOT NPOM3BOA, WITO Ce oAHecyBa Ha: | ucnonHar

a) EpHa unu noBeke onepauuu BO NpouU3BOAHUOT |
npouec Ha rOTOBMOT NPOU3BOA, BKNy4YyBajku ru
npouecHUTe KOHTponuM WWUNKM nocTanku 3a
MCNUTYBaHE WTO NpousneryBaar og 1oa

b) MocTtanku 3a ucnutTyBake Ha I
eKkcuunueHcu/merynpouwssogu wunu  rotoe
npouvzBon

B.ll.g.2 BoBeayBawe Ha NpOTOKON 3a ynpaByBake €O | YcnoBu wTo | Tvn Ha nocTanka
npomMeHa no pJoGumBake Ha opoOpeHMe wTo ce ([ TpeGa pa ce
ofiHecyBa Ha roTOB NPOM3BOA ucnonHart

B.ll.g.3 bBpuwewe Ha o08o00peH npoTokon 3a | YcnoBwu wto | Tun Ha
ynpaByBak€e CO MPOMEeHa WTO Ce ofHecyBa Ha roToB | Tpeba pga  ce | mocrtanka
npousBon umcnonHat

1 1A

YcnoBu
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1. bpuweneTo Ha ogoOpeHMOT NPOTOKON 3a yrnpaByBake CO NMPOMEHA LITO CE OOHEecyBa Ha
roToB MPOWU3BOA HEe ce AO0/MKM Ha HEeo4yeKyBaHM MojaBM WNW Ha pesynTaTi HaaBop Of,
cneuucrkaumjata 3a BpemMe Ha WMNNeMeHTauuja Ha npomeHaTa(UTe) OonuWaHu BO
NpOTOKOMOT M HEMA HUKaKoB edekT Ha Beke oaobpeHuTe MHopMauuKM BO JOKYMeEHTaUwjaTa.

B.ll.g4 TMpomeHn Ha opobpeH npoTokon 3a | YcnosBu wto | Tun Ha
ynpaByBaH:e cO NpomMeHa Tpeba pa ce | nocrtanka
ucnonHar

a) lonemn npomeHn Ha opmobpeH npoTokon 3a i
ynpaByBakse CO NpoMeHa

b) Manu npomeHun Ha opoGpeH npoTokonm 3a 1B
ynpaByBate CO MPOMEHa WTO He ja MeHyBaar
cTpaTternjata aedpuHUpaHa BO NPOTOKONOT

B.ll.g.5 CnpoBeayBalke Ha NpomeHM npeasuaeHu Bo | YcnosBu wto | Tun Ha
ono6peH NpoToKon 2a ynpaByBake CO NpoMeHa Tpeba pma ce | nocranka
ucnonHar

a) CnpoBegyBakeTo Ha npomMeHa He bOapa|1 1AN
AOMNONHUTENHA NOAATOLM 3a NoaApXKyBake Ha
npomeHara

b) CnpoBepyBamweTo Ha npomMeHa Gapa IB
DOMOSHUTENHW NogaTouu 3a nogapXyBawe Ha
npomeHara

c) CnpoBepyBamwe Ha npomeHa 3a 1B
GUONOWKUW/MMYHOTOLWKKN NeK

Ycnosu

1. MNpepnoxeHaTa NpoMeHa € W3BPLUEHA LIENOCHO BO COrMacHOCT co og0bpeHnoT npoTokon 3a

ynpasyBah€e CO MpoMeHa, LWTo Bapa n3BecTyBawe BeAHall No MMNemMeHTauuja.

B.ll.h) Be3abegHocT oa HeouYeKyBaHM areHCH

B.ll.h.1 Axypupawe Ha nHcphopmauumn 3a ,,EBanyaumja Ha
©e3begHOCT o HeoveKyBaHU areHcu” (aen 3.2.A.2)

YcnoBu
Tpeba

aa

ucnonHart

wTo
ce

Tun
nocranka

Ha

a)

CTyaum WTO ce ofHecyBaaT Ha YeKopu BO
Npou3BOACTBO MCTPaXEeHMW 3a NpB nar 3a eneH
WIK NoBeke HeO4YeKyBaHU areHCH
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b) 3ameHa Ha 3acTapeHM cCTyguMM WTO cCe
ogHecyBaaT Ha 4YeKOopyM BO MNpPOU3BOACTBO WU
HeoyeKyBaHM areHcu Beke MpujaBeHUn BO
OOKyMeHTauumjaTa

1. Co mogudmkaumja Ha NpoLeHKa Ha PU3UK ]

2. bBes mogudmkaumja Ha npoLUeHKa Ha PU3KK 1B

B.IIl CEP /TSE /MoHorpachum

B.lll.1 TlNogHecyBakbe Ha HOB WNM axypupaH | YcnoBu wrto Tpeba | Tun Ha
cepTudmkKaT 3a COOABETHOCT CO MOHOrpaduute Ha | Aa ce ucnonHat nocranka
Ph.Eur. wnun ©Opuvwerwe Ha ceptudmkat 3a
cooaBeTHOCT co MmoHorpacpuute Ha Ph.Eur.:

3a akTMBHa cyncTaHumja

3a nojpoBHa cyncTtaHuuja/peareHc/mefynpousBsog
ynotpe6eHn BO nNpouecoT Ha MNPOM3BOACTBO Ha
aKTMBHa cyncTaHumja

3a eKcuMNMeHc

a) Ceptudukar 3a CcooABEeTHOCT co
MoHorpadhujata Ha Ph.Eur.

1. HoB ceptudmkar on Beke opobpe | 1,2,3,4,5,6,9 1AN
npoussoauTen
2. AxypupaH ceptucpukat on  Beke | 1,2,3,4,6 1A

opnobpeH npousBoauTen

3. Hoe ceptudukat og HoB npoussoguten | 1,2,3,4,5,6,9 1AN
(3ameHa unu popnaBate)

4. bBbpuwewe Ha ceptucdukatu (Bo cniyyaj | 8 1A
Kora noctojat noBeke cepTudMKaTh 3a
efeH maTtepwujan)

5. HoB ceptucpmkatr 3a  HecTepurHa 1B
aKTMBHa CyncTaHuuja HameHeTa 3a
ynotpeba BO cTepurneH nek, kora ce
KOpUCTKU Boga BO nNocneaHUTe YeKOpU Ha
CMHTe3a 7] Hema noTeBpAa 3a
MaTepmujanoT Aeka e 6e3 eHOOTOKCUHM

b) EBponcku chapmakonejckm TSE ceptudmkar
3a COOABETHOCT 3a aKTMBHA
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cynctaHuuja/nojaooBHa cyncraHumja/
peareHc/mefynpou3Boa/Mnu eKCLUMNUEHC

Hoe cepTudpukar 3a aKtTuBHa | 3,5,9 1A
1. cyncTaHuuja oa HOB MNK Beke ogobpeH

npoussoauTen

HoB cepTudpmkar 3a nojooBHa | 3,7 1A
2 cyncraHuuja/peareHc/Mefynpoussoa/unm
*  eKcuunueHc of HOB UNWM BeKe opfoGpeH

npousBoguTen
3 AxypupadH ceptudmkatr oa Beke | 7 1A

opo6peH npousBoguTen

Bpuwerwe Ha ceptudukatu (Bo cnyuyaj | 8 1A
4. Kora nocrtojat noBeke cepTudukath 3a
efieH maTtepujan)

Hos/axypupaH ceptudmkatr op Beke |
opnoopeH/HOB npousBoauTen wTo
KOPUCTM MaTepujanu oa XyMaHO Wnun

5. XMBOTWUHCKO NOTEKIIO 3a KOMU e NoTpebHa
npoueHka Ha PU3MK BO OOHOC Ha
noTeHuujanHa KOHTaMUHauuja co
Heo4YeKyBaHU areHcu

Ycnosu

CneuudmkauumTe npy nylwTake BO NMPOMET W BO pPoK Ha ynoTpeba Ha roToBMOT MPOW3BOA
oCTaHyBaaT HEMPOMEHETH.

HenpomeHeTn (Co MCKNYyYOK Ha CTecHyBawe) fgononHutendu (Ha Ph.Eur.) cneundukauun 3a
OHeyncTyBaka (CO WUCKIYYOK Ha pesniyariHuTe pacTBOPYBayM LUTO Ce€ KOHTPONMpaHW BO
cornacHoct co nponuwanute ICH rpanuun) n cneundunyHn Gapawa 3a npow3BoaoT (Ha
npumep, Npodun Ha roneMmuHa Ha YectTuun, NoNUMopgHU GopMK), aKo € NPUMEHNNBO.

MpouecoT Ha NPOV3BOACTBO Ha aKTUBHA cyncTaHumja, MOjAOBHY
cyncTaHuun/peareHcn/Merynponseoan He Bkrydysa ynotpeba Ha maTtepujany og XyMaHo unw
XUBOTUHCKO MOTEKNO 3a Kou e noTpebHa npoueHka Ha 6e3bedHOCT of BUpYCK.

AKTMBHaTa cyncTaHumja ke 6uage wmucnuTaHa HenocpedHo npep ynotpeba camo ako BO
cepTuchmkaT 3a COOABETHOCT CO MOHorpadujata Ha Ph.Eur. He e BKknyYeH pe-TecT nepuog
unu nogaToumMTe WTO ro NoOAPXKyBaaT PETECT NEPUOLOT HE CE BKIMYYEHMW BO AOKYMEHTaUwjaTa.

AKTUBHaTa cyncTaHumMja/nojaoBHaTa cyncraHumja/peareHCoT/eKCLUMMMEHCOT He € CTEPWIIEH.

3a aKTMBHM CyncTaHUWMW Of pacTMTeNHO MNOTEKNo: NpoM3BogHaTa nocTanka, (usnykaTa
¢dopmMa, pacTBOPYBaYyoT 3a eKCTpaKuMja U OOHOCOT Ha eKcTpaxupaHaTa KOMMoHeHTa Tpeba
[a OCTaHe UCT.

YKenaTuHa npounseeneHa of KOCKM HaMeHeTa 3a fnek 3a napeHTepanHa ynotpeba, Tpeba fa
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buae nponsseneHa caMmo BO COrMacHOCT CO perieBaHTHUTE HauMoHanHu 6Gapatba.

8.  Hajmarnky egeH npousBoguTen 3a UcTaTta CyncTaHumja ocTaHyBa BO JOKyMeHTauyjaTa.

9.  AKo aKTMBHaTa CyncTaHuuja He e CTepunHa cyncraHumja, HO € HameHeTa 3a ynotpeba BO
cTepuneH nek, Toraw Bo cornacHocT co CEP He cvmee ga ce kopvcTu Boga Bo nocrnegHuTe
YEKOpPM Ha CUHTE3a WKW, ako ce KOPWUCTWM BOLa, Mopa Aa MMa MoTBpAa AeKka akTuMBHaTa
cyncTaHupja e 6e3 6aKkTepucKn EHAOTOKCUHW.

B.lll.2 MNMpomeHa 3a aa coogBetcTByBa co Ph. Eur. unu | YcnoBu wrto Tpeba | Tun Ha
CO HauuoHanHa chapmMakoneja Ha 3emja YneHka Aa ce ucnonHar nocrarka

a) [lpomeHa Ha cneuudpukaumja/um Ha
cyncTtaHumja wTo npeTxoAHo 6una
Hedapmakonejcka aa coogBetcTteyBa co Ph.
Eur. unu co HauuoHanHa dapmakoneja Ha
3eMja YneHka

1. AKTUBHa cyncTaHuuja 1,2,3,4,5 1AN

2. EkcuunueHc/nojgpoBeH martepumjan 3a| 1,2,4 1A
aKTUBHA cyncTaHuuja

b) [pomeHa 3a pga coopBercTByBa co | 1,245 1A
axypwupaHa peneBaHTHa MoOHorpadgmja Ha
Ph.Eur. unn Ha HauuoHanHa cgapmakoneja Ha
3emja yneHka

c) [lpomeHa BO cneundurkaummte oan| 14,5 1A
HauuoHanHa tpapmakoneja Ha 3emja uYneHka
Bo Ph. Eur.
Ycnoeu

1. llpomeHaTa e HanpaBeHa WCKNy4YMBO 3a fAa coofBeTcTByBa co apmakonejata. Cute
nocTanku Bo cneundmkaumjata Tpeba Aa oproeapaaTt Ha hapmakonejckuoT ctaHaapn, no
npomeHaTa, ocBeH GKUMo Kou AONOMHUTENHU NOCTanku.

5 Cneundmkaummnte (gononHutenHo og 6GapawaTta Ha papmakonejata) 3a CBOjCTBa
" cneuncpnmyHM 32 Npou3BoAOT (Ha Mpumep, Mpodu Ha rofeMMHa Ha  YecTUHKW,
nonvmopdcusam unu GUoNoLLKA onpedenyBaHa, arperatv) ocTaHyBaaT HENMPOMEHETU.

3. Hema 3HauajHM NPOMEHM BO KBANUTATMBHWOT W KBAHTUTATUBEH NpPodun Ha OHEYUCTYBaH:a
(OCBEH CTECHyBaH-€e Ha rpaHMuMTe BO CrneumgpuKaLumTe).

He ce 6apa gononHvTenHa eanvgauvja Ha HOBU U NPOMEHETH hapMaKkonejcKn MeTOAN.

3a aKTMBHM CyNcTaHUWMM Of pacTUTENHO MOTEKNo: MpoW3BoAHaTa nocTanka, duanykara
thopma, pacTBOPYBaYOT 3a EKCTpaKuMja M OQHOCOT Ha eKkcTpaxupaHaTa KoMrnoHeHTa Tpeba
[a ocTaHe uCT.
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B.lV MeauumHcku cpeacTBa

B.IV.1 lMpomeHa Ha cpeAcTBO 3a oaMepyBake WU
aaAMUHUCTpUpae

Ycnoeu wrto Tpeba
Aa ce ucnonHat

Tun
nocranka

Ha

a) [opaBare Mnu 3aMeHa Ha CpeaAcTBO LWITO He
e WUHTEerpaneH aen on KOHTaKTHOTO
nakyBame

1. CpepactBo co CE o3Haka

1,2,3,5,6

AN

2. CpeacTBO 3a MHXanatopu c€o OAMEPHU
AO03U UNK OpYyro CpeAcTBO WTO MOXe Aa
MMa 3Ha4yajHO BnMjaHMe Ha McrnopakaTta
Ha aKTUBHaTAa cyncTaHuuja BO
npon3BoaoT (Ha np. HeGynusep)

b) Bpuwere Ha cpeacTBO

AN

c) [HopaBake Mnu 3ameHa Ha CpeaAcTBO WITO €
MHTerpaneH gen oA NpUMapHOTO NaKyBake

Ycnoeu

MpeanoxeHOTO CPeACTBO 3a MepeH-e Mopa TOYHO Aa ja ucrnopadysa notpeGHaTa Aosa of
NpoM3BOAOT 3a Koj ce paboTW, BO COrMacHOCT €O 0A0BGPEHOTO [03Upare M HaudvMH Ha
ynotpeba u peayntatute og Tve cTyaum Tpeba aa 6ugat gocTanHu.

hyHKUWja.

2. Hosoto CPeAcTBO € KOMMaTUBMMHO CO NEKOT.

B MNpomeHaTta He Tpeba ga [oBegyBa [0 3HAYUTENHM MPOMEHM Ha WHdopMauuuTe 3a
npon3BogoT.

4 ekor ceyLiTe MOXe TOYHO Aa ce ucrnopava.

> MeauumMHCKOTO CpeacTBo He ce yrnoTpeGyBa Kako pacTBopyBaY Ha NekoT.

6.

Ako cpepncTBOoTO MMa MepHa dyHkuuMja, Toraw CE osHakata Tpeba ga ja ondartm mepHaTta

B.V. NpomeHn BO nobueHOTO opoGpeHMe 3a cTaBake Ha NeK BO MPOMET Kako

pe3ynTart Ha ApYrv perynaTopHu NocTanku

B.V.a) PMF/VAMF (Plasma Master File/Vaccine Antigen Master File)

B.V.a.1 BknyyyBawe Ha HOB, axXypvupaH unu nogoobpeH
Plasma Master File Bo gokymeHTaumjaTa 3a ctaBarbe Ha | Tpeba nga ce

Ycnoeu wTo

Tun
nocranka

Ha
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nekot Bo npomeT (PMF Bo BTOpa thasza Ha nocTanka) ucnonHar
a) [pBo BknydyyBawe Ha HoB Plasma Master File ]
WTO MMa BIMjaHMe Ha cCBoOjcTBaTa Ha roTOBUMOT
npousBon
b) [pBo BknydyyBawe Ha HoB Plasma Master File B
WTO HEMa BNMjaHMe Ha cBOjcTBaTa Ha rotToBUOT
npousson
c) BknyuyBawe Ha axypupaH/nogobpeH Plasma B
Master File kora npomMeHuUTe MmMaaT BnuMjaHue Ha
CBOjcTBaTa Ha rTOTOBMOT Npou3Boa
d) BknyuyBawe Ha axypupaH/nogobpeH Plasma | 1 1AN
Master File kora npoMeHuTe HemaaT BnMvjaHue
Ha cBojcTBaTa Ha roTOBUOT NPOM3BOA
YcnoBu

1.

AxypupaHnoT unm nogobpeH Plasma Master File nocenysa ceptucumkat 3a coobpasHocT
CO 3aKOHOAaBCTBOTO Ha YHMjaTa BoO cornacHocT co AHekc | og Oupektueata 2001/83/EC.

B.V.a.2 BknyyyBarwe Ha HOB, aXypupaH unu nogobpeH | YcnoBu wTo | Tun Ha nocTanka
Vaccine Antigen Master File Bo pokymeHTauuwjata 3a | Tpeba npa ce
cTaBame Ha nekot Bo npomet (VAMF Bo BTOpa ¢haza Ha | ucnonHar
nocranka)
a) [peo BknyyyBakwe Ha HoB Vaccine Antigen ]
Master File
b) BknyuyyBawe Ha axypupaH/nogobpeH Vaccine IB
Antigen Master File kora npomMeHuTe wumaaTt
BNUjaHWe Ha cBOjcTBaTa Ha rOTOBMOT NPOU3BOL
c) BknyuyyBawe Ha axypupaH/nogobpeH Vaccine | 1 1AN
Antigen Master File kora npomeHuTe Hemaart
BInUjaHMe Ha CBOjcTBaTa Ha roTOBUOT NMPOU3BOA
YcnoBu

1.

AxypupaHuot unu nopobpeH Vaccine Antigen Master File nocegyeBa ceptudmkar 3a
co00pa3HOCT CO 3aKOHOAABCTBOTO Ha YHMjaTa BO cornacHocT co AHekc | op [dupekTuBata

2001/83/EC

B.V.b) MNoctanka Ha ynatyBake
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B.V.b.1 Axypupawe Ha AoKyMeHTauujaTa 3a KBanuTteT | Ycnoswu wTo | Tun Ha nocTanka
HamMeHeTa 3a MWMMNEMeHTMpake Ha 3aKIy4YokoT of | Tpeba apa ce
rnocTrankara 3a ynartyBake Ha YHujaTa ucnonHar
a) [pomeHaTa ro MMnneMeHTUpa 3akny4okotr oa | 1 1A
nocranka Ha ynatyBarse
b) XapmoHuzaumujaTta Ha Qp[oKyMmeHTaumjata 3a