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reziume

farmacevtuli biznesis regulireba da-
kavSirebulia farmacevtuli produqciis ga-
nviTarebis da warmoebis yvela etapze arse-
buli saTanado saerTaSoriso standarteb-
is moTxovnaTa dacvasa da am moTxovnebis
uwyvet ganviTarebasTan. rasakvirvelia, Zir-
iTadi datvirTva modis produqciis warmo-
ebis da xarisxis kontrolis sferoze, Tum-
ca bolo periodSi ganviTarebuli tenden-
ciebi gviCvenebs, rom aranaklebi yuradReba
eqceva farmacevtuli produqtebis distri-
buciis sakiTxebsac.

farmacevtuli industria mkacrad regu-
lirebadi sferoa da Sesabamisad, mareguli-
reblis moTxovnebis dacva savaldebuloa.
istoriulad, mwarmoeblebis mTavar sazru-
navs da gamowvevas warmoadgenda Sesabami-
sobis miRweva da SenarCuneba “saTanado war-
moebis praqtikis” normebTan. evrogaerTiane-
bis direqtiva EU GMP (saTanado warmoebis
praqtika, EU Good Manufacturing Practice) moicavs
moTxovnaTa pakets farmacevtuli sawarm-
os infrastruqturis, personalis, dokumen-
taciis, warmoebisa da xarisxis kontrolis
operaciebis, aseve gare resursebiT Sesru-
lebuli samuSaoebis marTvis Sesaxeb.

regulirebis standartebis struqturac
agebulia am mimarTulebebis Sesabamisad, ker-
Zod, EU GMP standartuli teqsti moicavs 9
ZiriTad Tavs: farmacevtuli xarisxis mar-
Tva, personali, Senoba-nagebobebi da danadga-
rebi, dokumentacia, warmoeba, xarisxis kont-
roli, gare resursebiT Sesrulebuli samu-
Saoebi, reklamaciebis marTva, TviTinspeqcia.
aRsaniSnavia, rom bolo 6-7 wlis ganmavloba-
Si ganxorcielebuli cvlilebebi da ganax-
lebebi Seexo TiTqmis yvela mimarTulebas.

mocemul statiaSi zogadad ganvixilavT
farmacevtuli biznesis saerTaSoriso reg-

farmacevtuli biznesis

saerTaSoriso regulirebis

sferoSi bolo periodSi

ganxorcielebuli cvlilebebi

da ganviTarebis tendenciebi

ulirebis sferoSi bolo periodSi Sesru-
li cvlilebebis tendenciebs. gavaanali-
zebT im ZiriTad mizezebs, ramac gamoiwvia
cvlilebebis aucilebloba, SevexebiT gamow-
vevebs, romelTa daZlevac uwevs farmacev-
tul kompaniebs saerTaSoriso bazarze.

* * *
  
farmacevtuli produqtis ganviTarebasa

da warmoebaSi CarTuli yoveli kompaniisT-
vis Zalisxmevis mTavar sagans warmoadgens
- warmoebuli produqtis usafrTxoebis, efe-
qturobis, maregulirebelTan registraciis
da saTanado warmoebis praqtikis moTxovneb-
is Sesabamisobis uzrunvelyofa. bolo dro-
mde arasakmarisi yuradReba eqceoda im pro-
cesebs, rasac gadis produqti mas Semdeg,
rac is datovebs sawarmos. es, rasakvirvel-
ia, gamowveuli iyo biznesis ganviTarebis
im droisaTvis arsebuli masStabebiT. oci
an ocdaaTi wlis win farmacevtuli kompa-
niebi gadazidvebs awarmoebdnen umetesad
qveynis SigniT da masStaburi, did distanci-
aze gadazidvebi SedarebiT iSviaTi iyo.

arasakmarisi yuradReba eTmoboda aseve
produqtis Senaxvas da distribucias. sakma-
risad iyo miCneuli is daSveba, rom Tu saw-
yobi mSralia, SedarebiT sufTa da dacvis
sakmarisi doniT, is srulebiT akmayofilebda
moTxovnebs. analogiurad, sakmarisad iyo
miCneuli gadazidvis saSualebebis mimarT
minimaluri moTxovnebi – satransporto sa-
Sualeba unda yofiliyo mSrali da sufTa,
amasTanave Tavidan unda yofiliyo acile-
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buli sakvebis an niadagis gamanoyierebeli
qimiuri saSualebebis erTdrouli gadazid-
va. 1994 wels gamocemuli saxelmZRvanelo
EU GDP (94/C63/03) saTanado distribuciis
praqtika, Good Distribution Practice iyo mniS-
vnelovani wingadadgmuuli pirveli nabiji
rogorc maregulireblis, ise industri-
isTvis. gadazidvebis kontrolis donis
gazrdam gamoiwvia produqtis distribuci-
is da Senaxvis sakiTxebSi bevri cvlileb-
is gatarebis da gaumjobesebis aucileblo-
ba.

Tumca, bolo periodSi miwodebis jaWvis
globalizaciasTan dakavSirebiT da aseve,
falsificirebuli medikamentebis warmoeb-
is riskebis gaTvaliswinebiT, cxadi gaxda,
rom es regulaciebi sakmarisad adeqvaturi
ar aris. 2011 wels gamoqveynebul, medika-
mentebis falsificirebis winaaRmdeg gasa-
tarebeli RonisZiebebis Sesaxeb evropul
maregulirebel dokumentSi “Directive 2011/
62/EU of the European Parliament and of the Council of
8 June, relating to medicinal products for human use, as
regards the prevention of the entry into the legal supply
chain of falcified medicinal products (2011/62/EU) xaz-
gasmulia miwodebis jaWvis marTvis auci-
lebloba. Sesabamisad, aucilebeli gaxda
saTanado distribuciis praqtikis saxelmZR-
vanelos gadaxedva, axali versia mxedvelo-
baSi iRebs swored Tanamedrove farmacevtu-
li miwodebis jaWvis Taviseburebebs.

saerTaSoriso regulirebis es axali
dokumenti “saTanado distribuciis praq-
tika” mniSvnelovani wingadadgmuli nabijia
medikamentebis xarisxis uzrunvelyofis
TvalsazrisiT. saxelmZRvaneli axdens im
faqtis demonstrirebas, rom maregu-
lirebels kargad esmis industriis biznes-
gamowvevebi miwodebis jaWvis marTvasTan
mimarTebaSi, iseve, rogorc pacientis usa-
frTxoebis mniSvneloba. Tumca, es dokumen-
ti amavdroulad warmoadgens gamowvevas
farmacevtuli miwodebis jaWvis yvela moT-
amaSisaTvis. axali regulaciebi moicavs
detalur moTxovnebs xarisxis riskis mar-
Tvis Sesaxeb miwodebis jaWvSi.

magaliTis saxiT ganvixiloT farmacev-
tuli produqtis distribuciis proceseb-
is calkeuli elementebi ganaxlebuli moTx-
ovnebis WrilSi.

infrastruqturis sakiTxebSi detalu-
rad aris ganxiluli temperaturis da garemo
parametrebis kontroli medikamentebis saw-

yobebSi. es, rasakvirvelia, damatebiTi
gamowvevaa moZvelebuli dizainis da teqni-
kuri resursebis sawyobebisTvis. Tumca evro-
paSic ki am droisaTvis mravladaa adrinde-
li aSenebuli sawyobebi, romlebic srulad
ver akmayofilebs kontrolirebadi temper-
aturuli garemos Seqmnis moTxovnebs. mkac-
ri moTxovnebia Senobis da kompiuterizebu-
li sistemebis validaciis mimarT, rac mniS-
vnelovan investirebas da profesiul Zal-
isxmevas moiTxovs. zogadad miCneulia, rom
am moTxovnebis Sesruleba farmacevtuli
proeuqtis gadazidvebisa da dasawyobebis
procesebSi monawile bevri evropuli ko-
mpaniisTvissac rTuli iqneba, rac gazrdis
danergvisTvis saWiro droiT CarCoebs.

momwodeblis kvalifikaciis konvefcia
mWidro kavSirSia anti-falsificirebis
politikasTan. Tumca, arc ise bevri holse-
leria, vinc flobs saWiro resursebs da
amavdroulad gamocdilebas, rac saWiroa
am amocanis Sesasruleblad. eqspertebi
gvirCeven, rom swored am mimarTulebiT iqnas
mimarTuli farmacevtuli industriis war-
momadgenelTa Zalisxmeva, raTa distribuci-
is procesebSi monawile organizaciebs
SesTavazon qmediTi mxardaWera momwode-
blebis marTvis sakiTxebSi. am konteqstSi
aseve Zalian mniSvnelovania “arasasurve-
li” produqtis marTvis sakiTxi, rogori-
caa wundebuli, vadagasuli an dazianebuli
produqcia. xSir SemTxvevaSi saWiroa maTi
ganadgurebis RonisZiebebis organizeba, rac
Tavis mxriv, moiTxovs narCenebis marTvis
regulaciebis dacvas.

gansakuTrebuli yuradReba eTmoba reg-
ulaciebSi moTxovnebs produqtis Sesaxeb
uaryofiTi gamoxmaurebebis, saCivrebis, gamox-
mobis da dabrunebis procesebis marTvisadmi.
imisaTvis, raTa minimizebuli iyos riski
falsificirebuli medikamentebis mox-
vedrisa “legitimur miwodebis jaWvSi”, ga-
naxlebul standartebSi gacxadebulia ma-
regulireblis molodini imasTan dakav-
SirebiTm Tu ra uzrunvelyofis RonisZie-
bebi aqvs dagegmili holselers am tipis
medikamentebis miwodebis jaWvSi moxvedris
Tavidan asacileblad. garda amisa, distrib-
utors ukve evaleba moaxdinos maregulire-
blis da bazris avtorizaciis mflobelis
Setyobineba falsificirebuli an falsi-
ficirebaze eWvis mqone produqtis arsebo-
bis SemTxvevaSi. es cvlilebebi distribu-
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torebisgan moiTxovs rogorc damatebiTi
procedurebis SemuSavebas da danergvas,
aseve Sesabamisi personalis swavlebasac.

saerTaSoriso regulaciebis ganaxle-
bul versiebSi gansakuTrebuli yuradReba
eTmoba farmacevtuli produqtis transpor-
tirebis sakiTxs. es procesi ganxilulia
farTo masStabiT – produqtis “mogzauro-
bis” mTeli jaWvis manZilze. Zalian mcirea
im produqtebis raodenoba, romelTa miwodeba
xdeba pirdapir A-dan B wertilSi, rogorc
wesi, adgili aqvs gadatvirTvis da dasawyo-
bebis ramdenime punqtis arsebobas, rac Zali-
an mniSvnelovania, yvela am wertilSi unda
iyos daculi produqtis xarisxze moqmedi
saWiro yvela parametri, gansakuTrebuli
yuradReba eqceva specifiuri temperaturu-
li reJimis moTxovnebis mqone produqtebs
(rogoricaa, magaliTad vaqcinebi, civi jaW-
vis preparatebi da misT.). Senobebi, romel-
ic gamoiyeneba produqtis droebiTi ganTa-
vsebisTvis, rogoricaa terminalebi da msga-
vsi satransporto kvanZebi, unda iyos Semow-
mebuli, audirebuli da damtkicebuli gamoy-
enebamde. samacivre produqtis nebismieri
periodiT Senaxvis satransporto kvanZs unda
gaaCndes Sesabamisi licenzia. Semowmebis
sfero unda moicavdes temperaturuli re-
Jimis kontrolisa da monitoringis sakiTx-
ebs – rogorc teqnikur saSualebebs, ise
uSualod Sesrulebis procedurebs.

ganaxlebul saerTaSoriso regulacieb-
Si pirvelad farmacevtuli biznesis ganvi-
Tarebis istoriaSi, gaCnda moTxovnebi broke-
rebis mimarT. imdenad, ramdenadac maT ar
uwevT produqtTan pirdapiri fizikuri Se-
xeba, Sesabamisad, axali regulaciebis (Di-
rective 2001/83/EC) moTxovnebic fizikur saT-

avsoebTan dakavSirebiT, maT ar moeTxove-
baT, Tumca yvela sxva moTxovna, rac produ-
qtis usafrTxoebis RonisZiebebs ganixilavs,
maTzec vrceldeba. es sfero amJamad ganvi-
Tarebis etapzea da Sesabamisad, moiTxovs
kompetenturi organoebis mxridan Zalisxme-
vasa da mxardaWeras am moTxovnebis sabro-
kero operaciebSi danergvis TvalsazrisiT.

yovelive zemoTqmuli rom SevajamoT,
farmacevtuli biznesis saerTaSoriso reg-
ulirebis sferoSi arsebuli bolo drois
ganaxlebebi da cvlilebebi Seexo im proce-
sebs, romlebic arasdros aqamde regulire-
bis farglebSi ar ganixileboda. es cvlile-
bebi warmoadgens mniSvnelovan wingadadg-
mul nabijs momxmareblis xarisxiani da
usafrTxo produqtiT momaragebis saqmeSi.
vaWrobis globalizaciis procesebis mniS-
vnelovani gaaqtiurebis da amasTan dakav-
Sirebuli produqtis usafrTxoebis dacvis
aucilelobis gamo gansakuTrebuli yurad-
Reba eTmoba falsificirebuli produqtis-
gan pacientis dacvis meqnizmebis Seqmnas
maregulireblis mxridan. eqspertebi varau-
doben, rom am axali regulaciebiT marTa-
lia, falsificirebis riskis srulad aci-
leba SeuZlebeli iqneba, Tumca ZiriTad mo-
TamaSe mxareTa Semowmeba da auditebi, agre-
Tve iuridiuli mxaris, kontratebis arseboba
da yvela monawile mxaris saTanado gaTvi-
Tcnobierebuloba Seamcirebs falsificir-
ebuli medikamentis gamoyenebasTan dakav-
Sirebul riskebs da gazrdis usafrTxoeb-
is garantiebs. am amocanebis ganxorciele-
ba moiTxovs garkveul dros, Tumca maregu-
lireblebis, mwarmoeblebisa da sadistribu-
cio procesebSi monawile yvela kompaniis
saerTo ZalisxmebiT, is miRwevadia.
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Summary

Regulation of pharmaceutical business is related to compliance with relevant international standards for all the
steps of development and manufacturing of pharmaceutical products as well as continuous development of re-
quirements in these standards. It is no surprise that the main emphasis is made on manufacturing and quality
control of products, however, the recent trends reveal that distribution of pharmaceutical products is not of less
importance.

Pharmaceutical industry is a strictly regulated field and accordingly, compliance with regulatory requirements
is binding. Historically, the main concern and challenge for manufacturers was to achieve and maintain compliance
with standards of Good Manufacturing Practice. EU GMP (EU Good Manufacturing Practice) covers a set of
requirements about infrastructure, staff, documents, manufacturing and quality control operations as well as
management of outsourced activities of pharmaceutical enterprise.

Structure of regulatory standards is developed according to the mentioned aspects. In particular, standard text
of EU GMP covers 9 main chapters: Pharmaceutical Quality System, Personnel, Premises and Equipment, Docu-
mentation, Production, Quality Control, Outsourced Activities, Management of Complaints, Self-Inspection. It is
worth mentioning that changes and updates applied to almost all of the aspects. 

In this article we describe trends of changes done in pharmaceutical business regulations. We will analyze the
main causes that caused these changes. We will discuss the challenges that every pharmaceutical company faces
in period of implementation of these changes on international market.
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