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YK 33
BBK 65

AKTya/IbHi Npo0JIeMH €KOHOMiKM, O00JIiKy, MeHeIKMeHTy Ta mpaBa: 30IpHHK Te3
JIOTIOB1IeH MIXXHAPOAHOT HayKOBO-TIpakTHuHO1 KoH(pepenttii ([Tonraa, 16 Bepecus 2020 p.):
y 3 u. [lonrasa: [ITOEH/I, 2020. Y. 2. 90 c.

Y 30ipHMKY Te3 aomoBixeil mpeacTaBiieHO MaTepiaaM y4dacHUKiB MixkHapoaHol
HAYKOBO-TPAKTHUYHOI KOH(pepeHUil «AKTya/lbHi Npo0JjieMH €eKOHOMIKH, 00JiKY,
MEHE/IKMEHTY Ta paBa» 3:

A3epOaiixaHCKHIl TOCyIapCTBEHHbII YHUBEPCUTET He(PTH M MPOMBIILIICHHOCTH
AzepOaiizxaHCKNii rocy1apcTBEHHbIH YKOHOMHYECKU YHUBEPCUTET

A3eplOaiikaHCKHIl YHMBEPCUTET KOONIepaAMHU

Bpecrckuii rocy1apcTBeHHbIN TeXHHYECKHI YHUBEPCUTET

BinHuubKuil HalliOHAJILHUI arpapHuiil yHiBepcuTeT

Binnunbkuii HanioHaabHUI TeXHIYHUM YHiBepcUTeT

BH3 «HanionanbHa akajeMmisi ynpasJIiHHSD»

I'ayxiBcbkuil HanioHaJBLHUM NegaroriyHuii yHiBepcurteT iMmeni Osiekcanapa /loB:xenka
I'opuiickuii rocyiapcTBeHHbIN y4eOHbINH YHHBEPCUTET

JABH3 «/loHeubkuii HalioHAJBLHUM TeXHIYHMI YHIBepcUTET»

JABH3 «YHiBepcuTeT 0aHKIBCHKOI ClIpaBH»

JIHINpoBCcbKMIi TyMaHITAPHUI YHIBepcHTET

JIHINPONeTPOBCHLKUH perioHaIbHUI IHCTUTYT Aep:KaBHOro ynpas/iHHg HanionanbHol akagemii
AepxkaBHOro ynpasJiHns npu [lpe3sugentosi ¥Ykpainn

JloH0acbKa aepaxaBHa MalIMHOOYAiBHA aKaaeMist

Y «IHeTHTYT ekoHOMiKM Ta mporHo3yBaHHss HAH Ykpainm»

Jynaiicbkuii inctutyT HanionanbHoro yniepeuretry «OQnecbka Mopcbka akajaeMis»
€Bponeiicbkuii yHiBepcuTeT

KuTtoMupCchbKUIT HAYKOBO-IOCJHIIHUIT eKCIePTHO-KpuMiHaJicTUYHMiA ueHTp MiHicTepcTBa
BHYTPIlIHIX cipaB YKpaiHu

3anopizbkuii HAiOHAJILHUI YHIBEpPCUTET

IBano-®paHkiBchKHNI HALliIOHATBHUN TeXHIYHMI YHiBepcuTeT HaTH i razy

IncTuryT nep:xasu i npaBa imeni B. M. Kopeuskoro HAH Ykpainu

IncTuryr kidepHernku iM. B. M. I'mymkosa

KuiBcbknii HallioHAILHU TOProBeIbHO-eKOHOMIYHUIA YHiBepcuTeT

Kuiscbkuii HanioHabHMi yHiBepcuTet imeHi Tapaca IlleBuenka

KuiBcbknii HanioHAILHMIT YHiBepCUTET TEXHOJIOTIH Ta IN3aiHy

KuiBcbkmii yniBepcuret iM. bopuca I'pinuenka

KuiBcbknii yHiBepcuteT npaBa HAH Ykpainu

JIbBiBcbKkMii HallioHATBLHMI YHiBepcuTeT iMeHi IBana ®dpanka

MixHapoaHHIl eKOHOMiKO-TYMaHITAPHUIA YHiBepcuTeT iMeHi akagemika Ctenana Jlem’ssHuyka
MixkperionajibHa AkajeMisi ynpaBJIiHHS ePCOHAIOM

HanuoHa/IbHBIN HEHTP 3aKOHOAATEILCTBA M NMPAaBOBbIX HccienoBaHuil Pecny0iuku Beaapyceb
Hauionansuuii TexHiuHuii yHiBepcurteT «XapkiBCcbKUil MOJiTeXHIYHMI IHCTHTYT»
Hanionanbuuii TexHiyHuii yHiBepcuTreT YKpaiHu «KHIBCBKHH NOJITeXHIYHMH IHCTUTYT iMeHi
Irops Cikopcbkoro»

HanionaibHHui TPAHCIIOPTHHUIA YHiBepCUTET

Hauionanbuuii yHiBepcurteT «JIbBiBChKa MOJTITEXHiKA»

HauionansHuil yHiBepcuTeT 0iopecypciB i NpUpPogOKOPUCTYBaHHSI Y KpaiHu

Hauionanbuuii yHiBepcuteT kopad/edyayBanns iMmeni agmipasa C. O. Makaposa

HHII «IHcTuTYT arpapHol eKOHOMIKW»

OAO «SOCAR»

Onecbka HalliOHAJIBHA aKaeMisl Xap4OBHUX TeXHOJIOT i
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Opecbknii HAliOHATbHUI €KOHOMIYHHUI YHiBepCHTeT

Onecbkuii HAIOHAJIBLHUIT MOPCHKUI YHiBepcHTET

I[MoaTaBchka Aep:kaBHA arpapHa aKkajemist

IMonTaBcbKuUil iHCTUTYT Gi3HeCy

Hoaraseskuit HAEKL MBC Ykpainu

HpAT «BH3 «MAYII»

CyMchKHii JepxaBHMIl YHIBepcUTeT

CxigHoykpaiHCbKHil HalioHAJbHUH YHiBepcuTeT im. B. lans

TepHonminbcbKUI HALliIOHAJBHUI TeXHIYHUH YHIBepcuTeT iMeHi IBana Ilysrios

Y:iKropoacbKuii HalliOHAJILHUI YHIBepCUTET

Ykpaincbka iH:KeHepHO-TIeJaroriyna akajaemMis

YHiBepcuTeT MUTHOI ClIPaBH Ta (PiHAHCIB

YO «MoruneBckuii rocy1apcTBeHHbI YHUBEPCUTET MPOI0BOJIbCTBHS»

XapkiBCbKMIi HalliOHAJIbHUI TeXHIYHUH YyHiBepcHTEeT CiibCchbKOro rocmogapcra imeni Ilerpa
Bacuienka

XapkiBcbkuii HanioHanbHUN yHiBepcuTet imeHi B. H. Kapa3sina

XapkiBCbKHMI perioHaJbHUIA iHCTUTYT Jep:kaBHOro YympasiiHasa HaunionanbHoi akagemii
JAep>kaBHOro ynpasJinnsa npu Ilpesunentosi Ykpainu

XapkiBchbKHil TOProBeibHO-eKOHOMiYHUH THCTUTYT KHIBCHBKOro HAiOHAJIBLHOTO TOProBeIbHO-
€KOHOMIYHOI0 YHiBepCUTETY

XepcoHcbKMii HAIOHAJILHUI TeXHIYHMI YHiBepcUTeT

Yepracvkniit HAEKL MBC

YepuiBeubkuii HanioHaabHuil yHiBepcuTeT iMeHi FOpisa ®denbkoBuya

YopHomopcebknii HallioHaIbLHNH YHiBepcuTeT iMeHi Ilerpa Moruniau

V 30ipHHKY Te3 JONOBIiJIei BUCBITIIIOIOTHCS PE3yIbTATH HAYKOBUX JOCHIHKEHb 3 aKTyaJbHUX NHUTaHb
€KOHOMIKH, 00Ky, MEHE/DKMEHTY Ta TpaBa.

Tematnka KoH(EpeHIT OXOIUIIOE aKTyalbHI MPOOJEeMHU: CBITOBOIO TOCIOAApPCTBA 1 MIKHAPOJHUX
€KOHOMIUYHUX BIJHOCHH;, €KOHOMIKM Ta YHPAaBIiHHS HAI[lOHAIBHOK EKOHOMIKOK); EKOHOMIKH Ta
YIpaBJIiHHS MIATPUEMCTBAMHU; MPOJOBOJIBYOT OE3MEKH Ta €KOJOTIYHOI MOJIITHKU B Cy4acCHOMY CBITI;
€KOHOMIKH citbchbkoro rocnogapctBa i AIIK; eHeproeeKTUBHOCTI €KOHOMIKHM; MiAIPUEMHUIITBA,
TOPriBI Ta OIPXKOBOI JISUTBHOCTI; 1HHOBAIlld Ta 1HBECTUIIHHOI MisITBHOCTI; Aemorpadii, eKOHOMIKH
mpaiyi, COUIaJTbHOI EKOHOMIKM 1 TIOJITHKH; TypuU3My Ta TOTEIbHO-PECTOPAHHOI CHpaBH;
Oyxraiatepchkoro oOJiKy, aHamizy Ta ayauTy; QiHaHCiB, OaHKIBCHKOI CIpaBH, CTpaxyBaHHST;
MaTeMaTUYHUX METOIB, Mojesell Ta IHQOpPMaLIfHUX TEXHOJOIIM B EKOHOMIIl; MapKETUHTY;
MEHEDKMEHTY; JIOTICTUKHM Ta TPAHCIIOPTY; MyOJIYHOTO YIPaBIiHHI Ta aAMiHICTPYBaHHS; ITPAaBOBOTO
3a0e3neueHHs AepP’KaBHOTO YIPABIIIHHS Ta MICLIEBOTO CAMOBPSyBaHH:; ICTOPIi Ta Teopii JepxKaBH Ta
npaBa, ¢imocodii mpapa; HUBUIBHOTO IpaBa Ta MpOIECy, CIMEHHOro MpaBa, >KUTIOBOTO IpaBa,
MDKHapOJHOTO TPUBAaTHOTO IIpaBa; TPYJOBOrO IIpaBa Ta IIpaBa COLIAJIBHOTO 3a0e3MedYeHHS;
aJIMIHICTPATHBHOTO TIpaBa Ta Mpolecy, (piHaHCOBOTO MpaBa, iIHPOPMALIIHHOTO MpaBa; KPUMIHAIBHOTO
npaBa, KPUMIHAJILHO-BUKOHABYOTI'O 11paBa, KPUMIHOJIOT{, KpUMIHAJIBHOT'O MIPOIIECy, KpUMIHATICTUKH.

Bunanus po3paxoBaHe Ha HAYKOBIIIB, BHKJIAIadiB, MPAIIBHUKIB OPraHiB JEp>KaBHOTO YIPaBIIiHHS,
CTYJICHTIB BUIIUX HaBYAJbHUX 3aKJIa/liB, aCMipaHTIB, JOKTOPAHTIB, MPALIIBHUKIB JIEPKaBHOTO CEKTOPY
€KOHOMIKH Ta Cy0’ €KTIB MiIMTPUEMHHIIBKOI TiSUTBHOCTI.

IS e e g LIEHTP
GD %IHAHCOBO- © Astopu Te3, 2020
EKOHOMIMHUX ; i . .
E A HAYKOBUX © llentp (iHAHCOBO-EKOHOMIYHMX HAYKOBHUX J0CiKeHb, 2020
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CEKIIIS 5 TYPHU3M TA TOTEJIbHO-PECTOPAHHA CITPABA
SECTION 5 TOURISM AND HOTEL-RESTAURANT BUSINESS
V]IK 338.4

I'yimes U. T'.

CTapIuii mpenoaBaTelb Kadeapsl

«OKOHOMMKA COLIUAIEHOTO PA3BUTHS U OLICHKA,
JoxTop dpunocodun mo JKOHOMUKE,
AzepbaiiikaHCKUIl rocyqapCTBEHHbBIN
sxonommdeckuii yausepcuteT (UNEC),
I'ymuzane I'. U.

Marucrp,

AzepbaiikaHCKHil rocyIapCTBEHHBIN
skoHoMuueckuil yausepcuret (UNEC)

HAIIPABJIEHUSI COBEPIIEHCTBOBAHUSA
MEXAHU3MA PA3BUTUSA SIKOTYPU3MA B ABEPBANIKAHE

B rnoGamusupyromemMcsi MUpe TYpU3M HUIpaeT BaXHYIO pOJb B 3KOHOMHUYECKOM
Pa3BUTHUU CTPaHbI, a TAK)KE B IPU3HAHUU €€ UCTOPUU, TPAJULUI, KYXHH U KYJIBTYpbl. B TO
K€ BpEMS MOKHO OTMETHUTb, YTO JAaHHBIM CEKTOP HalMOHAJIBHOM SKOHOMHUKH B HACTOSILEE
BpeMsi popMUpYETCSl U Pa3BUBAETCS MO0 HECKOJIBKUM HampaBiieHusM. PazHooOpa3ue Takux
TEPPUTOPUN  OOYCIIOBIIEHO MPHUPOJHBIMU U KIMMAaTUYECKHUMH YCIOBHUSIMU CTpPaHBI,
reorpauueckuM JIaHIIMIA()TOM, a TakKe SKOHOMHUYECKHUM Pa3BUTHUEM U IOJUTHYECKON
cutyanuei. Cienyer OTMETUTh, YTO 3KOTYpU3M, KaK OJIMH W3 OCHOBHBIX HalpaBJICHUN
Typu3Ma, B HAcTOsIIee BpeMs AMHAMUYHO Pa3BUBAETCS, U i1 3TOro B AsepOaiimxkaHe
€CTh IIMPOKHM CIEKTP BO3MOXHOCTEH. BakHOCTh »sKOTypu3Ma B A3zepOaiiKaHe,
aHTPOIIOI€HHOE BO3JEHCTBUE Ha MTOBBIICHUE €r0 MPUBIIEKATEIbHOCTH JJI1 OT€YECTBEHHBIX
Y MHOCTPAHHBIX TYPUCTOB, a TaK)KE€ BIUSHUE TOCYJAapCTBEHHOW IMOAJEPKKU Ha pa3BUTHE
HTOr0 HAIIpaBJICHUsA, a TAK)KE MECTHOIO HACEJIEHMs BBICOKO olieHMBaroTcs. HeciydaitHo
OJIHa U3 CTPATETUYECKUX JOPOKHBIX KapT, yTBep:kaeHHbIX [Ipesunentom B nekadbpe 2016-
ro roja, mpsMo omnpeaeauia

MEPCHEKTUBBI Pa3BUTUSL ATOrO HAIpPaBJICHUS, L€ W NPUOPUTETHl Ha OJIMKaNIIMA
nepuof. Cineayer OTMETUTh, YTO CTPaHbl, U3BECTHBIE KaK TYPUCTHYECKUE LIEHTPBI MHPA,
€XKEroJJHO MOJy4aroT OOJIBIIYI0 CyMMY BAJIOTHOM BBIPDYYKH 3@ CUET Pa3BUTHUS ITOH
OTpaciii B COOTBETCTBUU C COBPEMEHHBIMM TpeOOBaHUsAMHU. BOT mouemy kaxmas cTpaHa
peanu3yeT IUIaH JEWCTBUK 110 3aBOCBAHUI0O W YKPEIUICHUIO CBOMX ITO3MLMM Ha
MEXKYHAPOJHOM PBIHKE TYPUCTHYECKHX YCIAYr 3a CYeT MOOWIM3alud CBOETO
TypUCTHYECKOro NoTeHIrana. Pasuuma nust AzepOaiipkaHa B TOM, YTO JI0 MOCIEAHUX JIET
B CTpaHe He ObUI0 HEO0OXO0AMMOIN MH(PACTPYKTYphl U OmbITa 0OCITyXHBaHMs. braronaps
MEXAYHapOAHBIM KYJIbTYPHBIM M CIIOPTUBHBIM MEPONPHUATHSAM, IPOBOAMMBIM B HallleH
CTpaHe 3a MOoCJeHEee ACCIATHIIETUE, TYPUCTHUECKUI CEKTOp OBICTPO BBIPOC. 3/1€CHh TaKXKe
CTOUT OTMETUTh ONArONPUATHYIO 3KOJOTMYECKYI0 OOCTAHOBKY TYPUCTHUECKHUX PETMOHOB
Hallleld CTpaHbl, TOTPEOUTEIHCKYIO IEHHOCTh MECTHBIX MPOAYKTOB IHUTAaHUS U
rOCTENPUHUMCTBO HAILIETO HAPOa.

VYcToitunBoe pa3BUTHE YKOTYpU3MA, KaK U JPYTUX CEKTOPOB TypU3Ma, UMEET OONbIIOE
3HA4YEHUE ISl TYPUCTUYECKON KOHKYPEHIIMM MEXIy CTPaHaMH. 32 UCKIIFOUCHHEM MEPUOA
NaHJIEMUHU, MOXKHO CKa3aTh, YTO OOJIBIIOE KOJMYECTBO TYPUCTOB CO BCETO MUPA CTEKAIOTCSA
B LEHTPHl DJKOTypu3Ma AsepOaiiixkaHa. B cBs3u ¢ 3Tum  cieayeTr H3y4dHUTh
IKOTYPUCTHUECKHE 30HbI AsepOaiipkaHa, BO3MOXHOCTH UX IPUBJICKATEIbHOCTH U
NapaJUIEJIbHO YYUTBHIBATh MHCTPYKIIUU M PEKOMEHAALMM MEXIYHAPOAHBIX OpraHU3alui
DKOTypHU3Ma.
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MOBEIIHKHA CHUCTEM, SIK1 TOCTIIKYIOTCS. 3a3HaueHe MoTpeOye MOJaIbIIoro JOCTiHKEHHS Y

KOHTEKCTiI aBTOpchKoro SEE-ympasminns.
Cnmucok Jitepatypu

1. bypennixoa H. B., fpmonenxo B.O. SEE-ympaBmiaas Ha 0a3i CKIaJOBUX PE3yIbTAaTHBHOCTI K
3aci0 MiJABUIIEHHS JI€BOCTI mporecy (YHKIIIOHYBaHHS CKJIaHUX CHUCTEM: CYTHICThb, METOJOJIOTI. bizHec
Ingpopm. 2016. Ne 1. C. 145 — 152.

2. lonimyk H. B. ®yHKUioOHyBaHHS €KOHOMIYHHMX CHUCTEM: MOJENI CKJIaJOBHUX PE3YyJIbTaTHBHOCTI:
moHorp. Binaumsa: BHAY, 2010. 396 c.

3. Alpmonenko B. O., Bypennikosa (ITomimyx) H. B. Bukopucranus F-iMmynbciB sk iHIUKATOpiB
CIPSIMOBAaHOCTI HAcHiIKiB mHpoueciB (yHKIIOHYBaHHA CKIAAHUX cHCTeM B aBTopcbkoMy SEE-anamisi
II€BOCTI MPOILECIB HA OCHOBI CKJIaJOBUX pe3yiabTaTUBHOCTI. COopHux Hayumvix mpyoose SWorld. Beimyck
Ne 1 (38),2015. Tom 18. DxoHomuka. iBaHOBO: Mapkosa A. 1., 2015. C. 4 — 13.

4. bammasava I, 1L TIpo mepiogudHy MaTpuilo ekoHOMidHUX cucteM JIbBiB: Bum-Bo JIbBiB, KoMepII.
akan., 2003.C. 22.

5. Burep H. Kubepuernka nnm ynpasjieHne U CBs3b B )KMBOTHOM U MmamuHe. M.: Cos. pamuo, 1968.
326 c.

6. Kornai J. The Postsocialist Transition and the State: Reflections in the Light of Hungarian Fiscal
Problems. The American Economic Review.1992. Vol. 82. Issue 2. P. 1 — 21.

7. Kopuau . Cucremnas mapamurma. Bonpocwt sxonomuru. 2002, Ne 4. C. 4 — 22.

8. Rostow W. W. The Stages of Economic Growth. The Economic History Review, New Series. 1959.
Vol. 12, N 1. P. 1-16.

9. Cnencep I'. Cunrernueckas ¢unocodus: B cokpameHHOM u3noxeHuu ['oBapaa Kommnza [mep. ¢
anri. I1. B. Mokuesckuii]|. K.: Huka-Lentp: Buct-C, 1997. 512 c.

10. Ycrenko A. O., Mamunaka O. Sl. YrpaBimiHHS iHTETPaTHBHOKO COIiaThHO-€KOHOMIYHOK) CHCTEMOIO
mignpueMcTBa (iHGOpMaIlitHO-aHAITHIHIH acmekT): MoHorpadis. IBano-Ppankisebk: PogianTt, 2013, 270
c.

11. llymnerep M. Kanuranusm, coluanism u aeMokpatus. Mocksa: DxoHoMuka, 1995. 540 c.

12. T'puns A. B. CucremMHble NPUHIUIBI OpPraHU3allid OOBbEKTUBHON peanbHOCTH. M.: MOCKOBCKUI
rocynapctBeHHbI yHuBepcureT neyatu, 2000. 300 c.

13. Ienp I. b. Po3BUTOK TpyAOBOro MOTEHLialy SK €JEMEHT (YHKIIOHAIBHOI CHCTEMH
«mignpueMcTBoy. bisuec Ingopm. 2015. Ne 6. C. 229 — 233.

14. Cynaxos K. B. ®ynknuonanshbie cucteMbl. M.: M3natensctBo PAMH, 2011. 320 c.

15. Bunep H. Kubepretnka u O6mecto. M., 1958.

16. bypennikoBa H. B., Spmomenxo B. O., Kasempkuii B. B. Teoperuxo-mpuknamHi acmekTu
YIpaBIIiHAS ¢(DEKTUBHICTIO 1HBECTHIIIM MPOMHUCIOBUX IMIAIPHEMCTB 3 TO3HINNH CTEHKXOIIEPCHKOI Teopil:
CYTHICTb, MOKa3HUKH. Biznec Ingpopm. 2020. Ne 1. C. 218 —229.
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Proskurnia O. M.
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associate Professor at the Department of IEM and IER,
National Technical University «KhPIy,
Dudnyk E. V.
PhD in Economical Sciences, associate professor,
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Kharkiv Petro Vasylenko National Technical University of Agriculture

QUALITY MANAGEMENT SYSTEM AS A COMPONENT OF
PHARMACEUTICAL QUALITY SYSTEM

One of the main characteristics of the pharmaceutical industry is its high social
responsibility. Pharmaceutical companies delivering CSR programs are an essential
component of global social programs. [1, p. 20]. Recently, there is a tendency to
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constantly increase the importance of man, his health and safety, maintaining a high
standard of living. Therefore, the issue of ensuring the guaranteed quality of medicines
becomes very important. Quality today is not just a competitive advantage, it is a
characteristic without which the long-term existence of any enterprise is impossible.

At a time when supply far exceeds demand, and the customer has a lot of information
about alternatives to a product, the company has no right to make a mistake in the field of
quality, especially when it comes to pharmaceutical production. Therefore, the question
arises not just about control, but about the quality assurance process at all stages of
production. It is clear that such activities require appropriate tools. This tool is a quality
management system that ensures compliance of the final product with the stated
characteristics.

The development of the pharmaceutical sector in Ukraine requires the attraction of
investments, restructuring and diversification of the export structure by increasing the
share of science-intensive, high-tech products that meet international standards. The
modern pharmaceutical sector is one of the most globalized and is a global business
investing in research and development [2 c. 411]. This is manifested in the fact that all
countries are consumers of pharmaceutical products, where a significant part of it is sold
on the basis of export - import trade. Determining the features of the modern global
pharmaceutical sector and its structure significantly affects the functioning and
development of this sector of the economy. To ensure the quality of products, an effective
pharmaceutical quality system is needed. It includes good manufacturing practice, quality
management system, quality risk management and production control. The pharmaceutical
quality system is presented in the figure.

PQS - Pharmaceutical
quality system

QM - Quality
management

GMP - Good
Manufacturing

Figure. The pharmaceutical quality system
Source: compiled the authors

With an effective quality management system at the enterprise, measures are constantly
being developed to improve all divisions of the enterprise. We have considered the
improvement of the process «Preparation and obtaining clean environments».

Water is one of the main products used by the pharmaceutical industry. It can be
present as an excipient, or used to prepare drugs for use, in the synthesis process, during
the production of finished products or as cleaning agent for washing containers (tanks),
equipment, primary packaging materials, etc. ~And also, for sterilization of the
technological equipment and steam humidification. Depending on the purpose of use in
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pharmacy, water of different levels is required quality. Water quality control, in particular
its microbiological purity, is available important aspect, and a critical parameter that has a
significant impact not only on the quality of clean media, but also on the quality of the
product produced at all stages where clean media are used, in general. The pharmaceutical
industry allocates significant resources for the development and maintenance of water
purification systems.

We investigated the system of monitoring the processes of obtaining storage and
distribution of the process «Preparation and obtaining clean environments». TO ensure a
constant level of quality and reduce the risk of obtaining clean environments that do not
meet regulatory requirements, limits were set based on microbiological purity and
electrical conductivity, which are listed in the table.

Table 1
Indicators of the level of action and the level of anxiety
Microbiological monitoring Conductivity, uS/cm
Indicators Alarm level Level of action 'I\él\?()a(ll AI‘EILT Lae:t?cl)ﬁ f 'I\e/:l\%(l'
Purified J0KYOMn | 60 KYO/un oy 4,0 43 43
:’r\]ﬁtcetrl ;ﬁ; 3 KYO/100mn | 5 KYO/100m KYO}?OOMH 08 1,0 1,1

Source: compiled the authors

If according to the results of the analysis the quality indicators reach the warning limit
(warning level), a «deviation protocol» is issued and corrective measures are developed.
We have developed instructions and operating procedures, which prescribe all the

necessary actions of staff and the application of risk management to quality assurance.
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