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PE3OME

[pe3 eoduHume sudbm U cadbpXXaHUemo Ha chapMakorneume ce € USMEHSIO MHO20KpamHo, 0oKkamo
npe3 1964 e. He e ebeedeHa nMbpeama Esporielicka chapmakonesi nod ropucdukyusima Ha Cbeema Ha Espona,
Kamo Yacm om u3nb/IHeHUemo Ha KoHeeHUusima 3a paspabomeaHe Ha Egponelicka ¢hapmakores.

BaxeH pa3den om Esponelickama chapmakornesi € U CruCbKbm CbC cmaHdapmHu mepMmuHu. Tol ce
cbcmaesi om Komucusima Ha Esponelickama ¢hapmakores, Kosmo e Yyacm om Eeponelickusm Oupekmopam
10 Ka4yecmeo Ha niekapcmeama u 30paseornassaHemo (EDQM) no uckaHe Ha Esponelickama Komucus, 3a 0a
6v0am u3rnosi3eaHu 6 3aseneHusi U 8 00KYMeHmU 3a pa3peliasaHe 3a yriompeba, maka u 8 UHgopmayusma
8bPXY OfakoeKume, 8 /lcmoeKama, 8 Kpamkama xapakmepucmuka Ha fekapcmeeHusi npodykm u npu
€/1eKMPOHHUME KOMYHUKauuu.

OcHosHama uesn Ha rpoy4eaHemo e da 6b0e HanpaseH nodpobeH aHarnua Ha CrnucbKkbm Ha cmaHoapmHume
mepMUHU Hanu4eH Ha bbrieapcKu e3uK, Kakmo U Ha 6azama daHHU CbC cmaHOapmHU mepMUHU NoddbpxKaHa om
Esponetickusm Oupekmopam o Ka4ecmeo Ha fiekapcmeama, 3a 0a 6b0e HanpaseHo cpagHeHUe Mex0y msix
u 0a 6b0am ycmaHo8eHU Hali-4ecmo cpelwjaHume riekapcmeeHu ¢hopMu 8 msix Kakmo u Hali-3acmbreHume
nbmuuwja Ha ebeexxoaHe.

Pesynmemume om npoyyeaHemo rokaseam, ye Hali-2orsiM 6poli ca cmaHOapmHuUme mepMuHU omHacsiu
ce 00 MeOUUUHCKU Mpo0yKmu rpedHa3Ha4YeHU 3a nepopariHo NpUNoXeHUe U UHXEKULOHHO NpunoxeHue. A Hall-
yecmo cpewjaHume MepMUHU 3a JiekapcmeeHume ¢hopmu busam mesu 3a pa3meopu u npaxose. Cbwo maka
ycmaHosuxme Ye Hall-ITbJ1eH U Hal-aKmyareH U3MmOYHUK Ha UHGbopMayusi OMHOCHO CmaHOapmHume mepmMuHU
3a meduyuHcku npodykmu e basama OaHHU Ha cmaHdapmHume mepmMuHuU noddbpxaHa om Esponelickusm
dupekmopam o Ka4ecmeo Ha fiekapcmeama, mbli Kamo msi ce akmyarnuaupa HernpekbcHamo. Bb3 ocHoea
Ha me3u ghakmu moxem 0a mebpoum Yye Esponelickama 6a3a OaHHU € 3rnameH cmaHOapm 3a U320mesiHe
Ha cnucbUu cbC cmaHOapmHuUme mepMuHU 6be 8csika Obp)kaea uyneHka Ha Komucusima Ha Esponelickama
hapmakones. bEbreapckusim crniucbk Ha cmaHOapmHume mepMuHU om Opyeaa cmpaHa He ce akmyanusupa
docmambyYHO Yecmo, MPenopbYUMENTHOMO e moea 0a cmaea Ha ro-Kpamku nepuoou om epeme, mbli Kamo
HOB8U MepMUHU u3nu3am HerpekbcHamo. Hali-0obpe e moea ca ce criyysa rnpu 8csiKo u3dasaHe Ha 0bHoseHa

8epcus Ha chapmakonesma.

Knrovwoeu oymu: criucbk, cmaHdapmHu mepMmuHu, Eeponelickama chapmakones, nekapcmeeHu ¢hopmu
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ABSTRACT

The type and content of pharmacopoeias have changed many times over the years, until in 1964 the
first European Pharmacopoeia was introduced under the jurisdiction of the Council of Europe as part of the
implementation of the Convention on the Development of a European Pharmacopoeia.

An important section of the European Pharmacopoeia is the list of standard terms. It is drawn up by the
Commission of the European Pharmacopoeia, which is part of the European Directorate for the Quality of
Medicines and Healthcare (EDQM), at the request of the European Commission, to be used in applications
and marketing authorizations and packaging information, in the package leaflet, in the summary of product
characteristics and in electronic communications.

The main purpose of the study is to make a detailed analysis of the List of Standard Terms available in
Bulgarian, as well as the database of standard terms maintained by the European Directorate for the Quality of
Medicines in order to make a comparison between them and to identify the most the common dosage forms in
them as well as the most common routes of administration.

The results of the study show that the largest number are the standard terms referring to medicinal products
intended for oral administration and injection. And the most common terms for dosage forms are those for
solutions and powders. We also found that the most complete and up-to-date source of information on standard
terms for medical devices is the database of standard terms maintained by the European Directorate for the
Quality of Medicines, as it is constantly updated. Based on these facts, we can say that the European database
is the gold standard for compiling lists of standard terms in each Member State of the Commission of the
European Pharmacopoeia. The Bulgarian list of standard terms, on the other hand, is not updated often enough,
it is recommended that this be done at shorter intervals, as new terms are constantly appearing. This is best
done with each release of an updated version of the pharmacopoeia.

Keywords: list, standard terms, European Pharmacopoeia, pharmaceutical forms

BBBEAEHUE HaMKCaH OT MepcuicKuAT ekap ABuueHa npe3 1025 .
u ,,Classic of Herbal Medicine”, xosito e Haii-crapara
u3BecTHa (hapmakones B Kuraii (6).

[1pe3 roarHuTe BUABT U CaabpiKaHUeTo Ha dapma-
KOTIEUTE Ce € M3MEHSI0O MHOTOKPATHO JOKaro mpe3 1964
I. He € BbBelleHa ITbpBaTa EBporeticka dpapmakornes moxm
fopucoukimaTa Ha CeBera Ha EBpoma, xaro wact ot
M3IBITHEHNETO Ha crenpanHara KoHBeHImATa 32 pas-
pabotBaHeTo if (7). LlenTa Ha Bcska dapmaxories e na
ToziroMara OOIIECTBEHOTO 31[paBe Upe3 OCUTYPSBAHETO
Ha 00IIM CTaHIApTH 3a Ka4eCTBOTO Ha JIEKapCTBEHUTE
MponykTu U TexHure kommnoHeHTH (8). ITvbpBoTO W3-
naHve Ha EBporneiickara dapmakoriest € myOnuKyBaHO
npe3 1969 . u KbM AHENIHA NaTa ChAbPKAHUETO U Ce
00OHOBsIBA Ha BCEKU 3 TOAMHU, KATO B HACTOSIUAT MO-
MEHT B JCHCTBHE € AECETOTO HeliHO n3gaHue (B CHJIa OT
| sinyapu 2020 roguna). To cbabpika oo 2463 Mo-
Horpaduu (BKJIFOYUTENHO U 3a 1030BH (JOPMH) KaKTO 1
2850 onucanus Ha peareHTH (9).

Yact ot EBponeiickara dapmakoriest € U CIUCHKBT
cbe cTaHnaptHu TepmuHu. Toit ce cbherass ot Komucu-
ara Ha EBponeiickara apmakornes, koATo € 4acT oT EB-
PONEHCKUAT AUPEKTOPAT MO KaueCcTBO Ha JiekapcTBara 1
3npaseona3sanHero (EDQM). Tosa craBa no uckaHe Ha
EBporneiickara koMucus, 3a Aa ObaaT U3MON3BaHU TEp-
MHUHUTE B 3as1BJI€HUs U B JOKYMEHTH 3a pa3pellaBaHe
3a ynotpeba, a Taka CbUI0 U B UHPOPMALUATA BbPXY
OMAaKoBKUTE, B JIMCTOBKATa, B Kparkara XapakTepuc-

Jymara ,.papmarones” B CbBPEMEHHUST TEXHU-
YEeCKM CMHCHJI Ha yMara, MpeacTaBisiBa CPaBOYHMK,
KOWTO ChbpkKa HACOKH 32 ChABPYKAHUETO U HAYMHBT HA
uaeHTuuKaua Ha pasnuuHu Bewectsa (1). Tsa Ousa
MyONnMKyBaHa OT PA3IMYHUTE MPABUTEICTBEHH BIACTH,
B CHTPYIHMYECTBO C 4JeHOBE Ha (papmaleBTHUHATA
runst (2). Berpeku ChIecTByBaHETO HA MO-IPEBHU
MUcaHus OTHACALIM ce 0 JiedeOHM pacTeHus, 3a oc-
HOBHU MTbPBOM3TOYHUIIN B Ta3K O0JIACT CE CMSITAT €TH-
nerckus nanupyc Ha Exasun Cmut, @apMakornesTa Ha
[Mnunuit Crapu ot Pum, ,,De Materia Medica” Ha [le-
nanuit {uackopun ot dpesna ['spuus (3). [locnennara
MPECTaBNsABA KHUra OT MPOU3BEAECHHE OT MET TOMa Ha-
MycaHa Ha FPbLKH, 32 KOETO Ce CUMTA, Ye € MpeLIecT-
BEHUK HA BCUYKU ChBPEMEHHU (papMakorneu v eqHa oT
Hal-BIMATEIHUTE KHUTH 32 yrnoTpedara Ha pacTeHusITa
Kato jekapcTBeHU cpenctna (4). Ta ocraBa B akTUBHA
ynorpeba no 1600-ta ronuna ci. Xp. Hskou aBropu
cmsitart, 4e TpyabT De materia medica ¢popmupa sapoto
Ha eBpornelickara (apmakoriesi 10 kpast Ha 19 Bek, KOeTo
ripexronara, ue ,,0e3BpemMreTo Ha padorara Ha Jlrocko-
pHI € pe3ynTar OT eMITMPUYHA TPAAULUs, OCHOBaHA HA
OTIUTH U TPEIIKU; Y€ T paboTH 3a MOKOJIEHUE CIIe]T T0-
KOJICHWE BBIIPEKN COLMATTHUTE U KyJITypHHUTE TIPOMEHH
Y TIPOMEHH B MeAnLMHCKara Teopusi (5). Pequua pan-
HU BapvaHTH Ha (hapmakoriesi ca MUcaHu mpe3 TONMHNUTE
KaTo cpeq TsX ce ominyasar ,,KaHoH Ha MeauuuHaTa”
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THKa Ha JICKAPCTBEHUsI MPOAYKT W TP eNIEKTPOHHUTE
komyHukaimu (10). [TbpBUST CIMCHK HA CTAaHAAPTHUTE
TePMHUHHU € ITyONMKyBaH Karo CICNUaIHO W3/IaHWe Ha
(hapmakonesTa npe3 1996 roguna, a EBponeiickust au-
peKToparT 1Mo KauecTBO Ha JIeKapcTBaTa € OTTOBOPEH 3a
NponbKaBaHe Ha 0a3ara TaHHU ChC CTAaHIAPTHHUTE Tep-
muHu. EDQM e gact ot CrBeta Ha EBporna, ch3naneH
nipe3 1996 karo yact ot KonBeHnusTa 3a pa3paborsaHe
Ha EBponeiicka dapmakones. Toii e Bomela opraHuza-
LS B ONa3BaHETO Ha OOIIECTBEHOTO 3/IPaBE,KOSTO 1aBa
Bb3MOKHOCT 32 Pa3BUTHE, TOANIOMAralia BbBE&XKIaHETO
1 chOMoIaBa MpuUiaraHeTo Ha CTaHIApTUTE 3a KayecT-
BO U Oe3omacHa ynorpeda Ha JIeKapcTBEHUTE MPOAYKTH,
KOUTO ca MEeXAyHapOIHO Mpu3HaTa 6a3a 3a cpaBHEHME.
OcHoBHUTE MY (DYHKLIMH ca Cb3[aBaHe U OCUTYpsiBaHe
Ha o(ULMATHY CTAaHAAPTH 3a MPOU3BOACTBO U KayecT-
BEH KOHTPOJI Ha JiekapcTBara, u3aasa ,,Ceprudukar 3a
CbOTBETCTBUE”, KOWTO MOTBbP)KAABA ChOTBETCTBUETO
Ha JajieHa JIeKapCTBeHa CyOCTaHLUs CbC CTaHIApTUTE
Ha EBponeiickara (hapmakones 1 U3BbpLIBA IPOBEPKU
Ha TIPOM3BOAWTENIUTE Ha Te3W CyOCTaHIMM , KOOPIH-
HHUpaHe Ha MpeXxa OoT JabopaTopyuy 3a KOHTPOJ Ha Jie-
KapcTBaTa C IeNl OCHTypsiBaHe e(eKTHBEH IyOnmmieH
KadeCTBEH KOHTPOJ Ha JiekapcTBata B EBpona u m3BbH
Hesl, OCUTYpsiBaHe Ha CTaHIapTH 32 KPBHBOTIPEINBAHE,
TpaHCIUIaHTaUMU( HAa OPTaHy, ThKaHH 1 KJIETKH ), KAKTO
Y CTaHIAPTH 33 KO3METUYHH TPOAYKTH U TaKWBA TIPE/-
BUJIICHH 32 KOHTAKT C XPaHUTENHH MPOIYKTH, OTpere-
JISIHE Ha TIOJITHKA 3a Oe30macHa JIeKapCTBeHa yIoTpe-
6a (11).

CraHiapTHUTE TEPMUHU UMaT IBOIHO NpeaHa3Ha-
YeHHe: 0T eHa CTpaHa Ja MPenoCTaBiAT UH(POPMALs
Ha TAIMeHTa, MOTPeOUTeNs U MPeannCBaIis JIeKap-
CTBEHUTE TPONYKTH, a OT Apyra 3a pasrpaHnyaBaHe
Ha MEIMIMHCKUTE MPOLYKTUTE MPUTEkKABAIIN €THO U
cbllo Thproeeko mme. Komucusata Ha EBponelickara
(hapmakornies onpezens 3a Nepuoa OT TpU roauHu Pa-
OoTHara rpyrna rno CTaHAapTHA TEPMUHH KOATO OTTOBaps
3a TEPMHUHHUTE, KOUTO Ja ObJaT BKJIIOYEHH B CIIMCHKBT
Ha CTaHAApTHUTE TEPMUHU KATO MaHAATbT MM MOXe
Ja ObJie yabihkeH ¢ uen Ja Obaar oOOMUCIEHN TEPMUHU
KOUTO MOTaT [ia Ce M3MOJ3Bar U B IPYr MO — CHeLH-
(uuHK chepu KaTo HampuMep PasIUyHU MPOYUYBAHUS
U cboOlLlaBaHe Ha HEXEJIaHW JIEKAPCTBEHM peakLUU
3a OTHeNnuTe Mo JiekapcTBeHa Oe3onacHocT ((hapmako-
BUIDKUITBHC) ,3a 2 MOXKE TEPMUHUTE 3a Te€3U LeNu Ja
Obaar pa3rpaHd4eHu OT ,,TPAAMLMOHHUTE” CTAaHAAPTHU
TEpPMUHU 3a yNoTpeOda B CLIOMEHATUTE M0-rope Cily4au
(12).

CraHmapTHUTE TEPMIHH CE M3TION3BAT, 32 1a 1e(-
HUpaT Pa3fIAIHU YacTH OT MEAWIMHCKUTE MPONYKTH,
Karo HarmpuMep: no3oBa (GopMma, HadWHA Ha TpHEeMaHe

U HSKOM B&)KHHU €JIEMEHTH Ha OMakoBKara (KOHTeHHep,
3amyllanKka, yCTPOICTBO € YMATO MOMOLL Ce MpUemMa U
ap.). KbM craHmapTHuTe TEPMUHU CE€ OTHACAT U KOM-
OMHUpaHU TEPMUHM, KOUTO CE M3MOJI3BAT 3a ONMCBaHEe
Ha JIBa WJIK MOBEYE eJIeMEeHTa, MaKeTUpaHu 3aeaHo, Ha-
npyuMep KOMOWHHMPaHH [1030BH (hopMu ( 1Ba WITH TTOBE-
Yye MPOW3BEICHN MPOLYKTa KOUTO ca KOMOMHMPAHU 3a
Jla Ch3mazar enuH (apMaleBTHYCH MPOIYKT 3a eIHO-
KpaTHO MpUJIOKEHNE), KOMOMHUPAaHU TEPMUHU (KOTaTo
OTIaKOBKAaTa € CIIOMEHara 3aeIHO ChC (hapMalrieBTHYHATA
Jo30Bara Gopma), KOMOMHUPAHHU ONAKOBKHU(KBJIETO /1B
WM TIoBeue (hapMaleBTUYHHM TPOIYKTa ca OINMaKoBa-
HU 33€HO, HO C€ NpHMeMar Karo J1B€ OTAEJHHU 1030BU
¢opmn). B cnuchKBT ca BKIIOUSHU U Taka HapedeHH-
Te TepPMUHU nonxomsiuiy 3a nauuentu (Patient-friendly
terms), KOUTO ca M0-KpaTkyu CTaHAAPTHU TEPMUHU, KOU-
TO ca 0f100peHU OT KOMIETEHTHaTa MHCTUTYLMA U ce
M3MOII3BAT OMpENeNieHn MecTa KaTo HarpuMmep eTUKETH
KBJETO MSCTOTO € orpanuyeHo (13).

HoBu TepMuHUM ce BNKCBAT B CMIUCHKBT HA aHIINi-
CKM €3HMK, ClIe[l KaTo ca chIlacyBaHU chc PaboTHara
rpyna no craHgapTHUTE TepMUHU KbM Komucusta Ha
EBporneiickara ¢apmakones M ca noOpe aganTUpaHu
oT Hes. [IpeBoauTe HA CTaHOAPTHUTE TEPMHUHHU CE€ OCU-
rypsiBaT OT CbOTBETHUTE HALIMOHAJIHW MHCTUTYLIMU Ha
Tekyla 6a3za. KbM MOMEHTa TEpMUHUTE ce€ TPEBEX AT
Ha 34 e3uka (14).

B Bwirapus uckaHeto 3a npomsiHa Wi 100aBsiHe
Ha CTaHJapTeH TEPMUH CE€ OCBLUECTBsIBA Ype3 CEKTOp
,Papmakones” B M3nbiHUTEeIHATA areHUus 10 JieKap-
crBara (15).

C mpeBoabT Ha OBITAPCKU HA CTAHIAPTHHUTE Tep-
MUHH 07100peHn oT PaboTHara rpymna rno craHgapTHUTE
tepmMuan KbM Komucusita Ha EBporeiickara dapmako-
rnest 3a BKJIIOUBaHE B eBporneiickara 0a3a AaHHHM, KaKTo
1 Ha BCUYKHU JPYrd TEPMUHU U TEKCTOBE BKIIIOYEHH B
bwirapckara dgapmaxories ce 3aHuMaBar diieHoe Dap-
MaKOTIECHHUSI KOMUTET, KOUTO € KOHCYNTAaTUBEH OpraH
KbM MMHHUCTbpa Ha 3[paBeOla3BaHETO M0 BbIIPOCH-
Te Ha JelicTBaiiara ¢papmakornes. Toll koopauHupa U
yuyacTBa B JeHHOCTH, CBbp3aHu ¢ EBponeiickara dap-
Makones 1 ¢ pa3padoTBaHeTo Ha TakaBa. OpUTrHHAIHU-
T€ CTaHAAPTHU TEPMMHU Morar aa Obaar NpeBexaaHu
€aMo OT JIMLIa KOUTO ca oTopusupanu ot EBponerickara
(hapmaxorieliHa KOMUACHS 12 M3BBPILBAT TOBA, KATO CIIe]
TEXHUST MPEeBOJ] TOW TpsiOBa na Obae onodpeH ot Ko-
mucusaTa Ha EBponetickara dapmakornes. [IpeBenenute
Ha OBJTapCcKW €3WMK CTaHAapTHU TepMUHU TpsiOBa 1a
Obiar chriacyBaHu c¢bc TepMHUHOMOrMYHA eKCrepTHa
rpyna kbM @apMakoneliHUAT KOMUTET, B MOCTOSHHHUSAT
il CbCTaB BIIM3AT OCBEH WJIEHOBE OT KOMUTETA U IPYrH
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eKCTIepPTH, KOUTO MaT Hay4YHH TOCTHKESHHS W TIPaK-
TUYECKH OIMUT B oOnacTra Ha paborta Ha rpynara (16).

En

OcHoBHara 1LieN Ha MPOyyYBaHeTo € J1a Obae Hampa-

3aTa JaHHU CbC CTaHAAPTHU TEPMUHU NOIbpPIKAaHA OT
EBponeickusaT IupekTopar no KayecTBO Ha JIEKapCcTBa-
Ta, 3a Ja Ob/ie HalpaBeHO CpaBHEHUE MEKAY TsX U Aa
Ob/aT yCTaHOBEHU Haii-4ecTo CpelLaHuTe JIeKapCTBEH!
(opMH B TSAX KAaKTO M Hai-3aCTHIICHUTE ITBTUIIIA HA Bb-
BEXJAHE.

BeH noapodeH aHamn3 Ha CMUCHKBT HA CTAaHIAPTHUTE
TEPMUHH HaJIMUeH Ha OBJITapCcKH €3WK, KaKToO M Ha Oa-

European Reference Certification OMCL
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Transfusion &

Patient & Consumer ¥

Pharmacopoeia Standards of Suitability = Network

Home European Pharmacopoeia Find information on Standard Terms Database

Standard Terms Database

The lists of Standard Terms were initially drawn up in response to a request from the European
Commission, and cover pharmaceutical dose forms (also known as dosage forms), routes and/or
methods of administration, units of presentation, and containers, closures and delivery devices,
for medicines both for human and for veterinary use. The database also contains combinations
of terms, for example to describe where two or more items are packaged together, or where a
pharmaceutical dose form and a container are described using a single term. Also listed are
patient-friendly terms, which are generally shorter terms that, where justified and authorised by
the competent authority, may be used on certain labels where space is limited.

The Standard Terms database gives the equivalents of over 900 terms in 34 world languages:
Albanian, Bosnian, Bulgarian, Chinese, Croatian, Czech, Danish, Dutch, English, Estonian, Finnish,
French, German, Greek, Hungarian, Icelandic, Italian, Kazakh, Latwvian, Lithuanian, Macedonian,
Maltese, Norwegian, Polish, Portuguese, Romanian, Russian, Serbian, Slovak, Slovene, Spanish, Swedish, Turkish and
Ukrainian.

Standard Terms are used in European marketing authorisation applications, labelling (including summaries of product
characteristics (SmPCs)), electronic communications and adverse-event reporting.

The database also provides a summary of changes made to the lists on given dates, a list of ongoing requests, recent
decisions taken by the European Pharmacopoeia Commission, an explanation of the different possible statuses of a
Standard Term, and technical information such as object identifiers (OIDs) for the different lists of terms.

Additional tools that are made available include: application programming interfaces (APls, or web services); a mapping
section to allow authorised owners of external databases to add their terms and link them to the relevant Standard
Terms; and tags for certain terms to allow specific uses to be distinguished (e.g. administrable dose forms, terms for use
only in adverse-event reporting).

Further information is available in the Introduction and guidance for use, which explains the structure of the database
and deails the general principles and instructions for use of the lists of terms. The Change request form is used for
requesting additions and modifications; please note that the submission of requests to the EDQM is restricted to
national European licensing or pharmacopoeia authorities, the EMA, the EU Commission and selected national or
regional competent authorities (e.g. competent authority members of ICH). Links to both of these documents are
provided within the database.

Standard Terms was originally a printed publication, until the 5th edition, which was published in December 2004
alongside an online database. Since April 2008, Standard Terms has only been available as an online database. In
November 2014 a major new update was introduced with the first version of the database in its current form, and access
was made available free of charge for all users after registration with the EDQM Publications registration website.
Further updates to the structure of the database were released in March 2016 and in August 2017 to add new features,
while the content of the database is updated on a continuous basis.
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METOAOJI0OTHSA

3a mpoBexAaHe Ha MPOyuBaHETO Oellle HampaBeH
aHaJlu3 ¥ CPaBHEHNE HA JIBa CITUCHKA ChC CTAHIAPTHH
TEPMUHM, EIUHUAT € CIHUCHKBT HA CTAaHOApTHUTE Tep-
MUHU MpeBeeH Ha ObJIrapcku e3uK, a APyTHusT e 6azara
JIlaHHW ToAbpkaHa oT EBponeiickuar nupekropar rno
KauecTBO Ha JieKapcTBaTa, HaJMuHa Ha CTpaHHLIATa Ha
Oo(ULMATHUAT caliT Ha AUpeKTopaTta B pasnen ,,M1ome3-
Ha uHQopMaLus” 1 AOCThIIHA 32 BCEKU HKenaell ciel
peructpauus Ha caiita Ha Oa3ara JaHHU U MOTyuyaBaHe
Ha [1epCOHAlIHA [1apoJ1a 3a JOCTHIL, KOATO CILy KU 32 BJIU-
3aHe B CUCTEMATa.

Pe3viITaT

EBponeiickusT nupexropar noaabpka mbiHa 6aza
JAHHU CbC BCUYKM aKTyaJlHU CTaHAApTHU TEPMUHHU,
kosiTo ipe3 2014 roauHa € HaMrbJIHO NIpeodpa3eHa, Karo
4acT OT MeXAayHapoaHusaT cranaapt ISO 11239:2012,
KOMTO MbK € MHTEerpanHa 4act ot [Ipoekra 3a uaeHTu-
(uxaumsTa Ha (apmaueBTUYHUATE NpoaykTu. Llenta e
Jla ce OCUTYPH XapMOHM3WpaHa CHCTEMa, KOSTO MOXKe
Jia O'bJle M3TOJI3BaHA TI0 LIeNTUsl CBAT 3a MIAeHTH UKANSA
Ha MEIVLMHCKUTE TIPOIYKTH 32 JIa TIO3BOJIH MO-TOJIsIMa
'bBKABOCT TPH ThpPCEHE Ha HeoOxomumara WHQopma-
LUsl, KaKTO ¥ MPH Hy’KJa J1a ce MpaBu peAaKTUpaHe Ha
TepMuHUTe. HOBUAT CIMCHK ChABpXKA Lsiata WHGOp-
Malys OT TIPeIv TOBa, HO U JI0CTa AOMBIHUTEHA HOBA
TaKasa.

Haii-chliecTBeHara mpoMsiHa B OCIEAHMUS BAPUAHT
Ha 0a3ara JaHHU € HAYMHBT, N0 KOMTO ca MpeAcTaBeH!
nekapctBeHute ¢opmu. Te ca Beue HaJIMYHU U MOrar
Ja Obaar TbpceHU B HepapXxuyHa MOC/IENOBaTeIHOCT
criopen TAXHOTO arperaTHo CbCTOSHUE, HAYKH M0 KOITO
ce MpuUemMart, Karo B OMMCAHUETO Ha BCsKa JeKapcTBe-
Ha (opMa e MocoYeH HeWHHAT HaYMH Ha MPUIIOKEHHE,
Ha4YMH Ha 0CBOOOKIaBaHe (KOHBEHIIMOHAITHO, MOTU (-
[IUPaHo ,3a0aBEHO), TAJIU TIPEThPIIsBa TpaHchopMarys,
aHAaTOMHWYHA YacT OT TSJIOTO BbPXY KOSITO € MpeHa3Ha-
YeHO J]a ce M3Moi3Ba (KoXka, Mpe3 ycrara, B O4uTe U
T.H.), KaKTO 1 OTIMCaHNe Ha caMara JiekapcTBeHa hopma
criopen eBporieiickara apMakories, 3aeHO ¢ HoMepa
Ha MOHOTpadusTa KOSTO TO MPEACTaBs.

Oo6OHoBeHara 0Oa3a JaHHM OaBa CBIIO Taka W HH-
(dhopmalus 1 3a KOMOMHUPAHUTE CTAHAAPTHU TEPMUHU
KaKTO ¥ 38 TEPMUHUTE 32 KOMOMHUPaHU 1030BU hopMHU.
JlombJTHUTENHA OMLMs €, Y€ OTAETHO Morar jaa Obaar
THPCEHU OMAKOBKU, KOHTEIHEPU U YCTPOMCTBA 3a NpU-
JlaraHe OT/IEJICHU B OT/IEJICH CIMCHK, a B OLIE €IWH ca
OTZeNIeHH ¥ METONIUTEe UM MBTHLIA Ha MpHeMaHe Ha Jie-
KapcTBeHHUTe HhopMu.

B xoma Ha mpoyuBaHeTo 0sXa aHaIM3MpaHu 00II0
476 cTraHmapTHA TEPMUHH, KOUTO KbM MOMEHTA) UMaT
oduimaneH npesoa Ha ObJITapcKu e3uK B EBporneiicka-
Ta 0a3a JaHHM CbC CTAHAAPTHU TEPMUHU. AHATU3BT
Ha JJAHHWTE [0Ka3a Ye Hali-royiiMa NpoLeHT OT BCUUKH
crangapTHa TepMuHu (21%) ce oTHaCAT 3a MEAWLIMH-
CKM TIPOIyKTH 32 MepPOopaIHoO MpusiokeHne, Tosa ca 100
oT Bcnuku 476 m3cnenanu TepMuH. Ha BTOpo msicto
ca CTaHAApTHUTE TEPMUHU OTHACSLLM C€ 10 JIeKapCTBe-
HU (OPMHU M MEIULIMHCKHM W3MIENUS 33 WHXKEKIIOHHO
MpUIIOJKEHNE, KOUTO OMBAT 57 OT BCUUKU TEPMUHU WU
nHaue kazaHo 12%.

Ha Tperto mscTo ce Hapexnar jgekapcTBeHuTe (hop-
MU 32 MPUWIOKEHHE BbPXY KOKara M Te3W 3a MHQY3U-
OHHO TpUJIOKEHHE, KaTo BCEKH OT JBaTa BUAa OuBa
no 7% ot Bcuuku TepMuHU. Jlpyru jekapctBeH ¢op-
MU TMPEACTABIISABAILM 3HAUUTENIEH MPOLIEHT ca Te3H 3a
OYHO,Ha3aJIHO, MHXAJALMOHHO, PEKTATHO MPUIOKEHUE
Y MPUJIOKEHHUE B YILUTE, BCSIKA OT KOUTO MPENCTaBIsBa
Mexy 5% n 6% ot Bcuuku jekapctBeHu popmu. Camo
npu 4% OT BCUYKHU JieKapcTBeHU (POPMU ca Te€3U, YAUTO
ITBTHINA HAa BEBEXIaHe He MOTaT 1a Ob/ie 1e(pMHUpaH.
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Our. 2. BujioBe mbTHLIA HA BBEKIAHE B HOBEIIKHUS OPraHU3bM

Crien aHanmM3 Ha BCHUUKHM CTaHIAPTHU TEPMUHH 32
MEINIMHCKU TIPOIYKTH, YMHTO HAYWH Ha TIPIIIOKEHNE
€ e/IMH OT YeTUPUTE Hal-3aCTBIICHN U COPTHPAHETO UM
crniopen 6a3oBara JiekapcTBeHa (opma (Tabrierka, pas-
TBOD, TIPax M T.H), KOSITO TIPECTaBIISIBAT, M3CIIeN0BaTeN-
CKHsl €KW YCTAHOBH , Ue CpeJl CTAaHAAPTHUTE TEPMUHU
3a MPOAYKTH 3a MepopaliHa ynoTpeda Haii-3acThIeHN
ca TpaHyNnuTe CleIIBaHU OT TAOJETKUTE, KarlCynuTe U
npaxoBere. M3mexnmy nekapcTBeHuTe (hOpMH TIpen-
Ha3Ha4YeHN 33 MHKEKLUHOHHO TMPWIOKEHHE Hali-4ecTo
CpelaHy ca TepPMUHUTE 3a CYCHEH3HMHU CJIeH TSIX Te3U
3a pa3TBOpU U IpaxoBe. TepMHUHHTE 3a JIeKapCTBEHU
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MIPOYKTH 32 TMPUIIOKEHNE BBPXY KOJKara Hali-4ecTo ce
OTHACHAT 32 CIIpeif, pa3TBOp, ren u npax. OT Te3u 3a Je-
KapcTBa 3a MH(Y3MOHHO NMPHUJIOKEHNEe Hali-4ecTuTe ca
Pa3TBOPHTE, CIIEIBAHN OT KOHLIEHTPATUTE U MTPAXOBETE.

[Ipu cpaBHeHMe Mexay OBArapcKUAT CIUCHK Ha
CTaHJAPTHUTE TEPMHUHU,YMETO Hali-aKTyaqHu u3[a-
nue e ot Mapt 2015 u EBponeiickara 6a3za naHHu Ha
CTaHNAPTHUTE TEPMUHU KOATO C€ aKTyalu3upa He-
MpecTaHHO OTKPMBaMe, Y€ HallWs € HEeMbJIeH U Clel
MOCAeIHOTO My M3/laBaHe ca OU/IM MPUETH U BbBEIEH!
Ha OBJITapcKu €3WK olle 32 TepMuHa, KOUTO He (u-
rypupar B Hero. Creq myOGMUKyBaHETO Ha MOCIEAHMS
CIUCHK CbC CTAaHAAPTHU TePMUHU B Bbarapus Bcska
TOIMHA Ca M3 Mex Iy 4 1 9 HOBU TePMHUHA KaTo
Haii-MHOTO ca mpe3 2016 xoraro ca mpuetn 9 HOBU
TEepPMUHA.

[ocmenHusIT perucTpupaH CTAHAAPTEH TEPMUH
e Medicinal larvae (MeanuuHcka jgapBa) — ToBa ca
LEJIH, KUBHU CTEPWIHU JIapBU, OOMKHOBEHO OT MyXara
3enena mecapka (Lucilia sericata), mpegocTaBeHu B Moji-
XOJISIlI KOHTEMHEp (Karo HampuMep Mpexecra Topoa),
NpeIHA3HAuYeHN 3a MpUiIaraHe BbPXY PaHU U MOKPUTH
C MOAXOsINA MPEeBPH3Ka 3a [a MO3BOJLT IeOpUIMAHT
Ha HEKPOTHYHA THKAH 3a OMpPENeNIeH MePUO OT BpeMe
(0OMKHOBEHO HSKONIKO OHM). JlapBUTE CEKpeTupar eH-
3MM Ha MSICTOTO Ha paHaTa, KOWTO BTEYHSBA HEKPOTH-
3MpaiiaTa ThKaH ¥ MOTIBIIAT 00pa3yBalivsl C& MPOMTYKT.

N.B! B HsKoll pe2uoHu MeOuyuHcKkume 1apeu cd
KAACUDUYUPAHU KAMO MEOUYUHCKO U30eNue, a He Kamo
Jiexapcmeet npooyKm.

H3BOoIM

Karo umame npensuz nojiyyeHuTe OT aHaIU3a pe-
3yJTaTH, MOXKEM J1a 3aKIIIOUMM Ue C Haii-rossiM Opoii ca
CTaHIAPTHUTE TEPMHUHHM OTHACAIIM ce N0 (hapMmaleB-
TUYHU NPOAYKTH MPEAHA3HAYEHU 3a NEePOPaHO U UH-
YKEKUMOHHO npuiioxkenue. Haii-uecto cpewanure tep-
MUHH 32 JIeKapcTBeHUTe (hopMH OMBAT TE3M 32 pa3TBOPU
u npaxose. ChI1I0 Taka Oe yCTaHOBEHO, Y€ Hal-MTbJIeH
U Haif-akTyaleH W3TOYHMK Ha MH(OpMALs OTHOCHO
CTaHJAPTHUTE TEPMUHU 32 METULIMHCKU TPOMAYKTH €
0azaTa JaHHU HA CTAaHOAPTHUTE TEPMUHU MOIABPKAHA
oT EBponeickusT aupeKkropar Mo kadecTBO Ha Jiekap-
CTBara, Thil Karo TsI c€ aKTyaln3npa HEMPEKbCHATO.

B®3 ocHOBa Ha BCUYKHM Te3U (PaKTH MOXKEM Ja TBbP-
aumM, ye EBponelickara 6a3a JaHHU € 371aTeH CTaHAapT
32 M3TOTBSIHE Ha CIUCHLM CbC CTAHAAPTHUTE TEPMUHU
BbB BCsIKa IbprkaBa wieHka Ha Komucusta Ha EBpo-
neiickara (apmakones. bbarapckusT criMchbK Ha CTaH-
JTApTHUTE TEPMUHM OT IpyTa CTpaHa He ce aKkTyaau3upa

JIOCTaTbYHO Y€CTO, MPENOPbUNTEIHOTO € TOBA 1a CTaBa
Ha MO-KpaTKy MEepUoau OT BpeMe, Thil kaTo HOBU Tep-
MUWHH M3NM3aT HenmpekbeHato. Hali-mobpe e Tosa ca ce
CllyyBa TpU BCAKO M3aBaHE Ha OOHOBEHa BepcHsl Ha
(apmakonesiTa.
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