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M. Odeca, Yrpaina

Ha cporoaHimmHiii AeHb CBITOBHH PUHOK (hapMaIleBTHIHOI MPOMHUCIOBOCTI
€ BHCOKOKOHKYPEHTHHUM Ta JMHaMI4HO PO3BUBAETHCI. B IMX yMOBax BUMOTH
JI0 opraHizamii ynpapiiHHA (papMaleBTUYHUMH ITIIPUEMCTBAMU  3HAYHO
3pOCTarOTh. Y 3B’S3Ky 3 IIMM BIIPOBAKCHHS CHCTEMH YIPABIIHHS SKICTIO,
iHTerpamis il 3 IHIIMMH CHCTEMaMH YIIPABIIHHS € BaKIIMBOIO CTPATEriYHOIO
3a7auer0 JUIA  KEpiBHHITBA  (hapMaIeBTHYHOTO — IiANpPUEMCTBA.  SIKiCTB
Ta OE3MEeYHICTh TPOAYKWil € BH3HAYAIBHUMH JUIL  (hapMaleBTHYHHX
MIIPHEMCTB, TOMY HaHOUTBII i€BUM iHCTPYMEHTOM IS TiIBUINCHHS SKOCTI
(hapMarieBTIYHOI IPOAYKIIii € CHCTeMa YIPaBIIiHHS SKiCTIO [7].

CranpmapT, SKHA BHU3HAYA€ BUMOTH IO CHUCTEMH YIPABIIHHS SIKICTIO,
e MbkHapomauit cranmapt 1SO 9001:2015 «Quality Management Systems —
Requirementsy, sikuit i3 2016 poky 3ampoBaKeHHi B YKpaiHi SK JepiKaBHHIA
JCTY 1SO 9001:2015 «Cucremu ynpasiiHas sikictio. Bumorn» (ACTY 1SO
9001:2015; Cranpapr). 3 01 ciynst 2020 poky OyJjo NMPUIHATO HAIIOHAIBHI
CTAHIApTH, TapMOHI30BaHI 3 €BPOINEHCHKHMH CTaHIapTaMH, METOIOM
nepexnagy JCTY EN 15224:2019. Cucrema ympapmiinas sikictio EN ISO
9001:2015 y chepi oxoponu 310pos’st (EN 15224:2016, SDT) [2-5, 8].

s cucrema ympapniaas skictio (CYS) € miarBepmKeHHS BIATIOBITHOCTI
BUMOT'aM HOPMATHUBHO-IIPABOBUX AKTIB 1 MOXJIMBICTh rapaHTYBATH CIIOKUBAYAM
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SIKICTh TIPOMYKILi. BoHA MPU3BOMUTE O MIiIBUINCHHS YITKOCTI Ta MPO30POCTi
IUSUTBHOCTI  MIATIPUEMCTBA,  3a0E3MCUCHHS — 3a[I0BOJICHOCTI  CIIO)KHBAYiB,
3a0e3reyeHHs] Pe3yJIbTaTUBHOCTI Ta Y3TO/KEHOCTI poOIT, palioHAIFHOTO
BUKOPUCTaHHSI pecypciB. ToMy axkTyadbHIM Ta BaKIMBHM ITHUTAHHIM
Ha CHOTOIHINIHIA NEHb € YJOCKOHAICHHS MimxomiB g0 crBopeHHs CYS1
Ha TignpueMcTBax (apMareBTH4HOI chepr, (opMmyBaHHA Ha 1i OCHOBI
IHTErpOBaHOI CHCTEMH YIIPABIHHSL.

Y  wmikHapomHomy craHmapti ISO  9001:2015 waromomryeTses, 110
3aIpOBAIUTH CHCTEMY YIIPABIIHHS SIKICTIO — CTpaTeriyHe pilleHHs OpraHizariii,
SIKe MOXKE JIOTIOMOITH TIOJIMIIMTH 11 3arajbHy Ii€BICTh Ta 3a0€3MEYUTH MIlHY
OCHOBY Ul IHILIATHB IIOJI0 CTAJIOrO PO3BUTKY [3].

OCHOBHI TepeBary, SIKi CTBOPIOE BIIPOBA/PKCHHS CHCTEMH YIIPABJIHHS
SKiCTIO Ha (hapMalleBTHIHOMY IIJNPUEMCTBI: MIABUINCHHS SKOCTI Ta
0e3MeyHOCTI MPOJYKIIii; MOMIIMBICTH OTPUMATU JIep)KaBHE 3aMOBJICHHS Ha
TIPOJYKIIiO, SIKa BHITYCKAETHCS; MINBUICHHSA IMIDKY MiIIPUEMCTBA; BHUXIiI Ha
30BHIIHI PUHKY; TiIBHIICHHS BapTOCTI AaKIiif; ITiABUIIECHHS 1HBECTHIIIHHOI
MPUBAOIMBOCTI; MOMIIMBICTD y4YacTi y TEHAEpax; CHPHSHHSA IPOXOIKEHHIO
JICPYKABHOIO PUHKOBOTO HAIVISIy; BpAaXyBaHHS PH3UKIB Ta MOXKJIMBOCTEH,
MIOB’S3aHMX 13 30BHIIIHIM CEpEeIOBHIIEM IiIPUEMCTBA Ta WOTO BHYTPIIIHIM
MOTEHITIAJIOM; YITOPSIKYBAHHS AISUTHHOCTI Ta TOKyMEHTAL] I AIPHEMCTBA.

HageneHi nepeBaru CrioHyKatOTh KEPIBHUITBO I IPUEMCTBA JI0 OTPUMAaHHS
cepTudikaTy B HAWKOPOTINI TePMiHHM, 1, O)KaHO 3 HAWMEHIIUMH BHTpATAMH
(biHAHCOBHX Ta TPYAOBUX pecypciB. Y BIANOBIZHOCTI 10 MIKXHApOIHOTO
craagapty [SO 9001:2015 npuHIMNM ynpaBiIiHHA SIKICTIO, SIKi TTOKJIAJEHO B
OCHOBY (popMyBaHHS 1 BIPOBAKCHHS CHUCTEMH YIIPABIIHHSA SKICTIO Ha
MIOPUEMCTBI  TaKi: OpIEHTAIliS HAa 3aMOBHHWKA, JIJIEPCTBO, 3aisSHICTH
TIePCOHAITY, MPOLECHUH Mi/IXiM, TOJIITIICHHS, IPUHAHATTS PIllleHs Ha IiJCTaBi
(haKTUYHVIX JaHWX, KepyBaHHS B3a€MOBITHOCHHAMH [2, 3, 7].

OcobnrBa yBara B CHCTEMax YIPaBIiHHA SKICTIO, TPUIUTSETHCS IPUHHATTIO
pillieHb, 3aCHOBAaHUX Ha PH3UKY, TOOTO PU3HMK-OPIEHTOBAHOMY MHCIICHHIO, SIKE
TICHO TOB’S3aHO 3 KOHIICMIIIEI0 MPOIECHOTO IMIXOAY 1 CTBOPIOE YMOBH IS
BU3HAYCHHS YMHHHKIB, SKIi TPUYUHSIIOTH BIJXWICHHS CHCTEMH YIPaBIiHHSI
SIKICTIO Ta AOTO MPOIIECIB BiJT 3aIUIAHOBAHKX PE3YIIBTATIB.

3anpoBaKeHHsI PU3UK-OPIEHTOBAHOTO MHCIICHHS J03BOJIMIIO BIIIMOBUTHUCH
Bi/l TIONEPEMKYIOUNX /i SK OKPEeMOi BHMOTH, OCKUIBKH IIEpEMIiCTHIO iX
Ha piBeHb oreparuBHOro (yHkmioHyBaHHS KoxHoro mpouecy CVYS. Eramm
topmyBanns CY S Ha apManeBTHIHOMY HiANPHEMCTBI HaBeIeH] Ha puc. 1.
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==
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= &

IlpHBencHHEs (PakTHYHOTO CTAHY TIANPHEMCTBA ¥ BIMOBIAHICTE BuMoram ISO 9001:2015

—
= =
Po3pobixa foKyMeHTAllil CHCTEMU YTIPABITiHHA AKICTIO

Tlonituka AkocTi

PoBoui Qopm, Kypram
iHCTpYyKUi OnaHKK
L
IIpoBe/IcHEA BHYTPIIHLOTO AY/IUTY CHCTEMH YIIPaBIiHKA SKiCTIO
'q'_|7

‘ CeprudikaLlis CHCTCMH YIPABTiHHS AKICTHO

Puc. 1. ®opmyBaHHS CHCTEeMH YNIPaBJIiHHA SIKICTIO
Ha (papMaleBTUYHOMY HiINPUEMCTBI
Iicepeno: pospobreno asmopom na ocrosi [1-5, 7, 8].

Ilpn dopmyBaHHI CcHCTEMH YIpaBIiHHS SIKICTIO Ha (apMaleBTUYHOMY
MIIPUEMCTBI BOXJIMBO ITIPAaBHILHO TIPOAHANI3YBaTH Ta OLIHUTH (DaKTHIHUNA
CTaH CHCTEMH YIPABJIHHSA SKICTIO 1 BU3HAYUTH CTYIiHh BHKOHAHHS BHUMOT
MbkHapogHoro craHmapry ISO 9001:2015. [lnst ¢ikcanii HeBixmoBigHOCTEH
CTBOPIOETHCS CIIeIiabHa (popMa, Jie BKa3YIOTHCS HEBIIIOBITHOCTI, HABOISTHCS
3aXO0[M X YCYHEHHS, BiIIIOBIaTbHI BUKOHABIII T4 TSPMiHU BUKOHAHHSI.

Ha cporomHimmHill IeHb CIOCTEPIraeThCsl MPOIEC CTBOPSHHS IHTETPOBAHUX
CHCTEM YNPaBIiHHSI — CHUCTEM, SKi BiIlIOBIIAIOTh BHMOTaM JBOX 1 OinbIie
MDKHApPOIHUX CTAaHIAPTIB.

OCHOBOIO TIpM il IHTErpamii 3aBXOW € CHUCTeMa YIPABIIHHA SKICTIO
BianosiaHO 10 Bumor ISO 9001, Tomy BoHaA Ma€e OyTH PETEIBbHO PO3POOIICHOIO
i edexruBHoo. Ha (¢apManeBTHYHMX MiANPUEMCTBAX HAMOUIBII YacTo
3yCTPIYAEThCS IHTETPALlis CHCTEM YIIPABIIHHS, sSIKI BIAMOBIIAI0OTH BumMoram 1SO
9001, ta crammapry GMP (Good Manufacturing Practice), sikuii BU3HAuUa€e
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BUMOTH JI0 BUPOOHMIITBA JIIKapChKUX TperapaTiB, bA/JliB, XxapuoBHX 100aBOK Ta
JIESKNX TPOAYKTIB XapuyBaHHS. [Ipore B OCTaHHI POKH aKTHBI3yBaJHCA
NIPOLIECH IHTErpallii CUCTEM YIIPABJIHHS, HA OCHOBI MIKHApOIHOTO CTaHIAPTY
ISO 9001, cranmapry ISO 14001 «Cucremu exomnoridHoro kepyBaHHs. Bumorn
i HacTaHOBH ImoAO 3acTocyBaHHs», [SO 45001 «Cucremu ympaBIiHHS
OXOpOHOIO 3II0pOB’st Ta Oe3NeKor Ipaui. BUMOrMm Ta HAacTaHOBH OO
3aCTOCYBaHHS» Ta IHIIMMHU CTaHmaptamu [ 1-5].

[HTerpoBana cucrema yIpaBmiHHA Yy (apMareBTHYHIA ITPOMHCIOBOCTI
JIO3BOJIAE 3MIHMTH IAXiA 10 3a0e3nedeHHs SKOCTi i Oe3MmeKu JKapChKUX
3aco0iB, 3HM3UTH BTpPATH BiJ OpaKy Ta BI3UBY NPOAYKIIii, YITKO BU3HAYUTH
BIMOBINAGHICT, 3@ 3a0e3meyeHHs Oe3neKH JIKapChKuxX 3acobiB  [6].
[TepeBaramu iHTErpoBaHOI CUCTEMHM YIIPABJIHHS Ha IIANPHEMCTBAX 1€l chepu
€ 3a0e3ne4eHHs SIKOCTI Ta Oe3MEeYHOCTI JIIKAPCHKUX 3ac00iB — BiJ] CHPOBHHH JIO
TOTOBOi TIPOAYKIil, €KOHOMHE BHKOPHCTAaHHS pECypciB I YIPaBIiHHA
0e3MeKoro; 3HIDKeHHS (PIHAHCOBHX BHTPAT, MOB’S3aHUX 3 BHPOOHHUIITBOM
HEsSKICHUX JIIKapCHKUX 3ac00iB; 3a0e3IeueHHs] ONTHMAIIFHOTO PEXUMY poOOTH
CHCTEM KOHTPOJIO SIKOCTi; TIIBHINCHHS MOBIPH CIIOKHMBAdiB 1O OC3MEeKH Ta
SIKOCTI JIIKApCHKHX TPErapariB; PO3MIMPEHHs] PUHKIB 30yTy Ta BHXiI Ha HOBI
PHHKY; 3aJTy9eHHS iHBECTOPIB; 3a0e3MeUeHHs pelyTallil BUpOOHHUKA SKICHUX Ta
Oe3MeyHnX JIIKAPChKUX 3aC00IB (papMarieBTHUHOI POMHKCIIOBOCTI. [HTerpoBana
cHCTeMa yIpaBiiHHSA 3a0e3niedye OUIbIIY Y3TO/DKEHICTb Yy MPUHHATTI
VIIPaBIIHCHKUX pillleHb, €KOHOMIIO PECYpCIB, TOOTO OTPUMYETHCS eEKT «IBa
B OJTHOMY» 200 «TPH B OTHOMY».
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BUPOOHHMIITBA TaiiM-MEHEKMEHT € HEBi'€MHUM CKJIAIHHUKOM YCIIIITHO{
IismbHOCTI  Oymp-sikoi  kommanii. Ilim  TaliM-MEHEIDKMEHTOM PO3YMIETHCS
TEXHOJIOTiS OpraHi3amii 4Yacy Ta WIIBHIICHHA e(QEKTHBHOCTI HOTO BHKO-
PHCTaHHS.

TaiiM-MeHe/DKMEHT Y cdepl OXOPOHH 3[0pOB'S € KPHUTHYHO BaXKIIMBHUM
€JIEMEHTOM, OCOOJIMBO B YMOBAaxX IIiJBUIICHOTO HABAHTAXKCHHA HA MCIMUHI
YCTaHOBHM Ta NepcoHall. BiH BKIFOYAE pi3HI aCIeKTH, Taki SIK OpraHizailis
pobouoro yacy, IilaHyBaHHS 3aBJlaHb, YIPaBIiHHS PECYpCcaMH, Ta ONTHMI3aLlis
POOOYMX TIPOIIECIB IS MiIBUIIICHHS e()eKTUBHOCTI Ta SKOCTI MEAUYHHUX TOCIYT.
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