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Quality system effectiveness in a pharmacy organization
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AHHOTAIIUA

B craTbe paccMaTpUBaeTCsl METO/IUKA OIEHKU PE3YIbTATUBHOCTY CUCTEMBI KAUECTBA B AIITEYHOM OPraHU3aINY, Pa3-
paboTaHHas Ha OCHOBE IIPOIIECCHOTO IOAXO0/1a U METO/1a KpUTePHAIbHBIX II0Ka3aTesiel. [Ipe/icTaBIeHbl pe3yJIbTaThl alIpo-
6ary MEeTOIUKH Ha IIPUMepPe KOHKPETHOH aNTeYHON OPTaHU3aI[iH.

Karoueawvle croea: oneHka PE3yJIbTaTUBHOCTH, MEHEXKMEHT, KAYECTBO, alITEKa.

ABSTRACT

The article considers the methodology for assessing the effectiveness of the quality system in a pharmacy organi-
zation, developed on the basis of the process approach and the method of criteria indicators. The results of testing the
methodology on the example of a specific pharmacy organization are presented.

Keywords: assessment of the effectiveness, management, quality, pharmacy.

BBEJIAEHWUE

1 MapTa 2017 T. BCTyIOWI B CHJIy npukasz Mu-
HHCTepCcTBA 3/paBooxpaHeHus Poccuiickoii ®ese-
panuu NO 647H, yrBep:kaatomuii [IpaBuia Haze-
JKaIed anmTevYHOW MPaKTUKH, KOTOPbIE UETKO pe-
[JIAMEHTUPYIOT (QYHKIIMOHUPOBAHUE CHCTEMBI Ka-
yectBa (CK) B cyObeKTaxX pOBHUYHON TOPTOBJIH Jie-
KapCTBEHHBIMH IpernaparaMu. I[lox cucteMoi Ka-
YecTBa MOHUMAIOTCS OOS3aHHOCTH, IMPOIECCHl U
[IPUHIMIIBI, HEOOXOAUMBIE JIJIs1 0OecrieueHrs Kave-
cTBa PabOTHI ANITEUHON OPraHU3AI[UH, B TOM YHCIIE
COXpaHEHUs KAYeCcTBa U IIeJIOCTHOCTH JIEKAPCTBEH-
HBIX CPEJICTB U HEBO3MOXKHOCTU UX (danbcuduka-
WU B IIpoliecce obpartrenus [1]. MakcumasbHas ad-
(beKTUBHOCTD sIBJIsIETCS 00s3aTETLHBIM yCJIOBUEM
JUIS TIOBBIIIEHUS YPOBHSA INPEJOCTABJIAEMbBIX alTe-
KaMH YCJIyT 10 papMareBTUUYeCKOMY KOHCYJIBTUPO-
BAHUIO, OJHAKO 3TO HEBO3MOXKHO 0€3 PETyJIAPHOTO
JIOKYMEHTHPOBAaHHOTO KOHTPOJIS U IIPOBE/IEHU S He-

INTRODUCTION

On March 1, 2017 the Order of the Ministry
of Health of the Russian Federation No. 647n, ap-
proving the Rules of Good Pharmacy Practice,
which clearly regulate the functioning of the qual-
ity system (QS) in pharmaceutical retail entities,
came into force. The quality system is understood
as the duties, processes and principles necessary to
ensure the quality of the work of the pharmacy or-
ganization, including preserving the quality and in-
tegrity of medicines and the impossibility of falsify-
ing them in the process of circulation [1]. Maximum
efficiency is a prerequisite for increasing the level
of pharmaceutical counseling services provided by
pharmacies, however, this is not possible without
regular documented monitoring and the necessary
corrective and preventive actions [2—4]. Therefore,
the development and testing of a methodology for
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00XOIMMBIX KOPPEKTUPYIOIINX U IIPEAYIIPEKIAI0-
UX JedcTBui [2—4]. [loaToMy pa3paboTKa u ampo-
barus MeTOQUKY OlleHKU pe3ysibratuBHOCTH CK Oy-
JIET CJIY?KUTH PYKOBOJAUTEJISAM Al TEUHBIX OpPraHu3a-
IUH HaZIeKHBIM MHCTPYMEHTOM B NPUHATHU UMH
yIpaBJIeHYeCKUX PelleHUi 10 o0ecliedeHnIo Hace-
JIeHUsI KayeCTBEHHBIMHY, 3(DGEeKTUBHBIMU U 6e30-
[IaCHBIMHU JIeKapcTBeHHBIMU cpesicTBamu (JIC), me-
puruHcKkuMY usnenusavu (MU) u npyrumu ToBapa-
MM alITEYHOT'O ACCOPTHUMEHTA.

IOEJDb NCCJIEAOBAHUA

PazpaboTarp JIOCTYIIHYIO METO/IUKY OIIEHKHU pe-
syapratuBHOCTH CK B aITE€UHBIX OpraHU3aIHAX.

MATEPHUAJIBI 1 METO/1bI

PazpaboTka METOAUKH U ee arpobaIus MpoBo-
nuauchk Ha 6ase anTeuHou cetu MII «HoBocubup-
ckas anTeyHas cetb» (MII «HAC»). 3aBenymoinue
antekamu MII «<HAC» BpICcTymasu B poau 3KcIiep-
TOB IIPH OIleHKe 3HauuMocTH nponecco CK u xpu-
TepueB UX pe3yJbTaTuBHOCTU. KosinyecTBO 3KcIIep-
TOB, HEOOXO/IMMOE JIJISI IIPOBEZIEHU A OLIEHKU, OBLIO
OIIpesieJIEeHO B COOTBETCTBUU € PEKOMEHJAIUAMU
E.C. BeHTIlEe/Ib: 11 BKCIEPTOB, IPU JOBEPUTEIHLHOU
BEPOATHOCTHU, PABHOU 90 %, U MPeAeIbHO IOMYCTH-
MO OIHOKe, paBHOMH 0.5.

Jnsa onenku pesynbraTuBHOCTH CK B anTeke
OBLIN UCIIOJIH30BAHBL:

— JaHHBIE, TPE/CTaBJIEHHbIE OyXrajTeprel am-
TEYHOH CeTH;

— KHHUTHU Kayiob u upeiokeHui antexk MIT
«HAC»;

— pe3yJbTaThl OIlpoca CIelHnaJIucToB-dapma-
LIEBTOB.

B xoze uccieoBaHUsA TPUMEHAIUCH METOZBI:
JIOTUYECKUH, TTPOIECCHBIA, CTATUCTUYECKHH, & TaK-
JKe METOJI DKCIIEPTHBIX OIEHOK U KOHTEHT-aHaJIU3.
JIJ1s1 ONTHMH3aluU PacyeTOB UCIIOJIb30BaJIach IIPO-
rpamma Microsoft Excel.

PE3YJIBTATHBI 1 OBCYXKJIEHUNE

st ouenku pesyabraTuBHOCTH CK anreuHon
opraHuzanuu ObIJT pa3paboTaH aJrOPUTM, IPe.-
CTaBJIEHHBIN Ha pucyHKe. Takke Ob1Iu chopMyIu-
POBaHBI IIpeAynpexKJaoNnie AeiHCTBUA, KOTOPbIE B
CHCTEeME MEHeI)KMEHTa KauyecTBa paccMaTpUBAIOT-
¢ Kak JeHCTBUSA, IPeAIPUHATHIE JIJIA yCTPAaHEHU
NIPUYUHBI [IOTEHIIUAJIBHOIO HeCOOTBETCTBUA HJIU
JIpyTOd IOTEHIINATBHO HeXKeJlaTeIbHOU CUTYaIUH.

IToATOTOBUTEIBHBIN 3TAIl B IPOLIE/LyPe OLIEHKU
BKJTIOYAJI B ce0s1 CIIeTYIOIIHE JEHCTBUS:

1) ompenenenue mporeccoB CK, momBepraio-
IUXCA OIEHKE;

assessing the effectiveness of QS will serve the
leaders of pharmacy organizations as a reliable tool
in making managerial decisions to provide the pop-
ulation with high-quality, effective and safe medi-
cines, medical devices (MD) and other products of
the pharmacy assortment.

AIM OF THE RESEARCH

To develop an accessible methodology for as-
sessing the effectiveness of QS in pharmacy orga-
nizations.

MATERIALS AND METHODS

The development of the methodology and its
testing was carried out on the basis of the municipal
enterprise “Novosibirsk Pharmacy Chain” (NPC).
Heads of “NPC” pharmacies acted as experts in as-
sessing the significance of QS processes and their ef-
fectiveness criteria. The number of experts required
for the assessment was determined in accordance
with the recommendations of E.S. Wentzel: 11 ex-
perts, with a confidence level equal to 90%, and the
maximum permissible error equal to 0.5.

To assess the effectiveness of QS in the phar-
macy were used:

— data provided by the pharmacy chain ac-
counting;

— books of complaints and suggestions of
“NPC” pharmacies;

— the results of a survey of pharmacists.

During the research the following methods
were used: logical, process, statistical, as well as
the method of expert assessments and content
analysis. Microsoft Excel was used to optimize the
calculations.

RESULTS AND DISCUSSION

The algorithm presented in Figure was devel-
oped to assess the effectiveness of pharmacy orga-
nization QS. Preventive actions have also been for-
mulated, which in the quality management system
are considered as actions taken to eliminate the
cause of a potential nonconformity or other poten-
tially undesirable situation.

The preparatory phase in the assessment pro-
cedure included the following steps:

1) identification of QS processes to be evalu-
ated;

2) establishment of weighting coefficients for
each process;

3) determination of effectiveness criteria for
each process and establishment of their weighting.
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Y

[ToAroTOBUTEIbHBIM 3TAIL: OIPE/IEJIEHHE IIPOIECCOB CUCTEMBI MeHeKMeHTa KauectBa (CMK)
U KPUTEPHUEB PE3YJILTATUBHOCTH
Preparatory stage: determination of the processes of the quality management system (QMS)
and effectiveness criteria

A

OnpeaeﬂeHI/Ie (baKTI/I‘-IECKI/IX 1 HOPMAaTHUBHBIX 3HAUEHUH KPpUTEPUEB PE3YJIbTATUBHOCTU

kaxkzoro mporecca CMK
Determination of actual and normative values of the effectiveness criteria
of each QMS process

/

Pacuer K03(pGUIUEHTOB PE3YJIBTATUBHOCTH 10 KAXKIOMY KPUTEPUIO
Calculation of the effectiveness coefficients for each criterion

4

Pacuer cBOHBIX KO3(DDHUIIHEHTOB PE3YIbTATUBHOCTH II0 KazKOMY IIPOIECCY
Calculation of the summary effectiveness coefficients for each process

A

Pacuer ob1ero koaddunuenta pesyapbratuHoctd CMK u ero anaaus
Calculation of the total QMS effectiveness coefficient and its analysis

i

Bricokas pesyapratuBHOCTE CMK
High effectiveness of the QMS

Huskas pesysnsratuBHOCTE CMK
Low effectiveness of the QMS

A

ITaccuBHOE cocTOsTHIIE
Passive state

Y

[TovCcK MPUOPHUTETHBIX HAIPABIEHUN
JULS YITydIIIEeHU N
Finding priority directions
for improvement

Y

ITocTaHOBKA HOBBIX IfesIel
o pesyapratuBHOCTU CMK
Setting new goals for the effectiveness
of the QMS

Y

PazpaboTka 1 BHEAIpEHUE METO/IOB
JIOCTHKEHUS 1iesIe
Development and inculcation of methods
to achieve of goals

IIpoBeneHne KOPPEKTUPYIOIIUX
U TIPEAYTIPEIK/TATOIINX JIEHCTBUN
Corrective and preventive actions

AsrropuT™ O1ieHKH pesdysibratuBHocTH CK anTeuHbix Opranusanyii
The algorithm for evaluating the effectiveness of pharmacy organizations QS
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2) ycTaHOBJIeHUE KO3 UIINEHTOB BECOMOCTHU
JUI KQXKJI0TO IIPOoIiecca;

3) olpesieieHUe KPUTEPUEB PE3YIbTaTUBHOCTH
JUJIS KaXKJoro Iipoliecca M ycTaHOBJIeHHe Koadbdu-
IIIEHTOB UX BECOMOCTH.

AHanu3 OW3HEC-TPOIECCOB TO3BOJIMJI BBIJIE-
JIUTh U KJACCU(PUIIUPOBATH CJIEIYIONIHE TPOIECCHI
CK [1, 3, 5] (mepeunciieHbl B TIOPsi/IKE YOBIBAHUS KO-
adPunreHTa BECOMOCTH):

1. IIponieccrl ynpaBiieHUSA:

— OTBETCTBEHHOCTH PyKOBOJICTBA;

— yIIpaBJIeHHE TIEPCOHATIOM;

— ympaByieHue GUHAHCOBO-3KOHOMHYECKOH Jie-
ATEJIbHOCTHIO;

— ympaBjeHne HH(PPACTPYKTYPOH alTeUuHBIX
OpraHu3aIuiy;

— ymnpasienue gokymenTaiuein CK (cranmapt-
HbIE OIlepaI[OHHbBIE TIPOIEY PbI, AKTHI BHyTPEHHUX
MIPOBEPOK, IIPUKA3bI, JKYPHAJIbI).

2. IIpomeccol, CBA3aHHBIE C KU3HEHHBIM ITH-
KJIOM TOBapoB anTeyHoro accoprumenTa (TAA):

— 3akynka TAA;

— npuemka TAA;

— xpaHeHue TAA;

— peanuszanusa TAA.

C y4eToOM OCHOBHBIX ITPOIECCOB, OCYIIIECTBJISAE-
MBIX B alITEYHBIX OPTaHU3AIUAX, ObIIN BBISBJIEHBI
KPHUTEPHUU OIEHKU [2, 6] pe3ynpraTuBHOCTH CK:

1. [Iporecc «0TBETCTBEHHOCTH PYKOBOJICTBA»:

— BBITIOJTHSIEMOCTH MEPOIIPHUSITUH 110 pe3yIbTa-
TaM COBEI[aHUH BBICIIIET'O PYKOBOJICTBA;

— Y4YeT pe3yJbTaTOB MapKETHHTOBBIX HCCJIENIO-
BaHWH (OpUEHTAIUs Ha MMOTPEeOUTEN);

2. [Iporecc «ymnpaBjeHUE IEPCOHATIOM»:

— YZIOBJIETBOPEHHOCTH (hapMalleBTUUECKUX pa-
OOTHUKOB YCJIOBUSIMH TPy/ia B alITEYHBIX OPraHU3a-
UX;

— TIOBBIIIIEHVE YPOBHA 3HAHUU U KBaJIUDUKa-
Uy papManeBTUIECKUX PAOOTHUKOB;

— YPOBEHb TEKyUecTH (papMarieBTHIECKUX Ka-
JIpOB.

3. Ilpomecc «ympaBiieHVEe (UHAHCOBO-3KOHO-
MHUYECKOH JeSATETHHOCTBIO:

— yBeJINUeHHe MPUOBLIN OT IPOJIAK;

— COKpalleHne TPOU3BO/ICTBEHHBIX TIOTEPD;

— yBesimueHue (GOH/A OIJIATHI TPY/AA.

4. Ilpomecc «ympaBiieHUEe WHQPPACTPYKTY-
poOli» — BBITIOJIHEHHE MEPOIIPUATHH MO MOAAepKa-
HUI0 WHPPaACTPYKTYPHI alITEUHBIX OPraHU3alUH B
paboueM COCTOSIHUH.

5. IIpomecc «ympaByieHUe JOKYMEHTaIlluen» —
COOTBETCTBHE JJOKyMeHTaIuu TpeboBanusam CK (Ha-
JINYKE U OTBETCTBEHHOE Be/IEHUE YIIOJTHOMOUYEHHBIM
sunom pokymenTtaiuu CK), a umMeHHO:

The analysis of business processes made it pos-
sible to identify and classify the following processes
[1, 3, 5] (listed in descending order of the weighting
coefficient):

1. Management processes:

— management responsibility;

— personnel management;

— management of financial and economic ac-
tivities;

— infrastructure management of pharmacy or-
ganizations;

— management of QS documentation (stan-
dard operating procedures, internal audit reports,
orders, logs).

2. Processes related to the life cycle of phar-
macy assortment products (PAP):

— PAP purchase;

— PAP acceptance;

— PAP storage;

— PAP realization.

Taking into account the main processes carried
out in pharmacy organizations, criteria for assess-
ing [2, 6] the effectiveness of QS were identified:

1. The process of “management responsibility”:

— feasibility of measures based on the results
of senior management meetings;

— accounting for the results of marketing re-
search (customer orientation);

2. The process of “personnel management”:

— satisfaction of pharmaceutical workers with
working conditions in pharmacy organizations;

— raising the level of knowledge and qualifica-
tions of pharmaceutical workers;

— turnover rate of pharmaceutical personnel.

3. The process of “management of financial and
economic activities™

— increase in profit from sales;

— reduction of production losses;

— increase in the wages fund.

4. The process of “infrastructure manage-
ment” — the implementation of measures to main-
tain the infrastructure of pharmacy organizations
in working condition.

5. The process of “documentation manage-
ment” — compliance with the requirements of the
QS documentation (availability and responsible
maintenance of the QS documentation by an autho-
rized person), namely:

— register for introductory instructions on la-
bor protection;

— register for instructions in the workplace;

— register for accounting of instructions on fire
safety;
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— JKypHAaJia PErucTpamuyd BBOJHOTO HMHCTPYK-
Ta’ka M0 OXPaHe TPY/Ia;

— JKypHaJia perucTpamniuy HHCTPYKTaKa Ha pa-
OoueM MecTe;

— JKypHaJia yueTa HHCTPYKTaKeH 110 MOKapHOHN
0e30I1aCHOCTH;

— JKypHaJia PEerucTpalid HWHCTPyKTa)kKa II0
3JIEKTPOOE30IMaCHOCTH;

— JKypHaJIa TIPUKA30B (pacIOpsiKEHUH) IO
CyO'BEKTY POSHIYHOH TOPTOBJIH;

— JKypHaJjia €KeJJHEBHOU perucTpamuu mnapa-
METPOB TEMITEPATYPhI U BJIA’KHOCTH B IIOMEIIEHU X
nuist xparenus JIIT, MU u 6roormyeckyu akKTUBHBIX
nob6asok (BA/T);

— JKypHaJia IEPHUOINYECKOH PETUCTPAIIUU TEM-
IepaTypbl BHYTPU XOJIOAUILHOTO 000PY/IOBAHUS;

— JKypHaJjia yueTa OIepaliuii, CBI3aHHbBIX C 00-
pallleHreM JIEKapCTBEHHBIX CPEJCTB, BKJIOUEHHBIX
B II€EpEYEHD JIEKAPCTBEHHBIX CPEJICTB, MOJJIEKATIIX
[IPEeIMETHO-KOJIMYECTBEHHOMY YUETY;

— JKypHaJjia y4yeTa IPOBEPOK IOPUIUYECKOTO
JINTA, WHAUBUIYAJILHOTO MPEAIIPUHUMATES, TIPO-
BOJMMBIX OpPraHaMH T'OCY/IapCTBEHHOT'O KOHTPOJIA
(Haz3opa), opraHaM¥ MYHHUITUIIAIBHOTO KOHTPOJIS;

— JKypHaJia o 0OeclleueHUI0 JIEKapCTBEHHBI-
MH [IpernapaTaMi, BXOJ[SAINMHA B MUHUMaJIbHBIN ac-
COPTHUMEHT JIEKaPCTBEHHBIX IIPEapaToB, HEOOXOTH-
MBIX JJIsI OKa3aHUA MEIUIMHCKON ImoMoInu (MHUHUA-
MaJIbHBI aCCOPTHMEHT), HO OTCYTCTBYIOIIUMHU Ha
MOMEHT 0OpallleH!s oKy IaTes;

— JKypHaJIa y4yeTa HelPAaBUJIbHO BBIITHCAHHBIX
PELIENnTOB;

— JKypHaJia y4yeTa JeKapCTBEHHBIX ITperapaToB
C OTPAaHUYEHHBIM CPOKOM T'OJ[HOCTH;

— JKypHaJia yuerta e eKTypbl;

— JstabopaTopHO-(haCOBOUHOTO KYypPHATIA;

— JKypHaJia PEruCTpaIliy OIepaIuii, CBsI3aH-
HBIX ¢ 060POTOM HAPKOTHUYECKUX CPECTB, MCHUXO-
TPOITHBIX BEIECTB U UX IIPEKYPCOPOB;

— JKypHaJla PETrHCTPalliy Pe3yJIbTaTOB IIPHe-
MOYHOTO KOHTPOJIS;

— JKypHaJjia y4yeTa IMOCTYIIJIEHUS U PAcX0/ia BaK-
IMH;

— JKypHaJla ydeTa PelenTOB, HaXOMWBIINXCS
(HaxomAIIMXCS) HA OTCPOYEHHOM OOCITYKUBAaHUH;

— JKypHasia "HGOPMAIMOHHON paboThI ¢ Me-
JUITHCKUMU OPTaHU3AIUAMHI 110 00eCIIeYEeHHI0 OT-
JIeJIbHBIX KaTeropuii rpakaan JIIT u MU 6ecniatHo,
IIPOJIaKe JIEKAPCTBEHHBIX MPEeNapaToB M MeTUITHH-
CKUX U3JEJIUH CO CKUIKOH.

6. Ilporiecc «3akymKa ToBapa»:

— COOTBETCTBHE YACTOTHl M 00BEMA 3aKyIIOK
moTpebHOCTAM oOpraHusdanuu (IpoIeHT cobJioe-
HUSI CPOKOB TI0 3aKyIIKaM);

— register for instructions on electrical safety;

— register for retail entity orders;

— daily register for temperature and humidity
parameters in rooms for storing drugs, MD and bio-
logically active additives (BAA);

— register for periodically recording tempera-
ture inside refrigeration equipment;

— register for operations related to the circula-
tion of drugs included in the list of controlled drugs;

— register for inspections of a legal entity, an
individual entrepreneur conducted by state control
(supervision) authorities, municipal authorities;

— register for the provision of medicines in-
cluded in the minimum assortment of medicines
necessary for the provision of medical care (mini-
mum assortment), but missing at the time of the
buyer’s request;

— register for incorrectly written prescrip-
tions;

— register for drugs with a limited expiry date;

— register for items out of stock;

— laboratory packaging register;

— register for operations related to the turn-
over of narcotic drugs, psychotropic substances and
their precursors;

— register for acceptance control results;

— register for vaccine receipts and expendi-
tures;

— register for prescriptions that were (are) on
the deferred service;

— register for informational work with medical
organizations to provide certain categories of citi-
zens with medicines and MD for free, sale of medi-
cines and medical products at a discount.

6. The process of “goods purchasing”:

— compliance of frequency and volume of pro-
curement with the needs of the organization (per-
centage of compliance with procurement deadlines);

— quality of selection of suppliers (degree of per-
formance by suppliers of conditions of the contract).

7. The process of “goods acceptance” — mini-
mization of risks of getting poor-quality, falsified,
counterfeit goods identified during acceptance.

8. The process of “goods storage” — the absence
of losses due to improper storage.

9. The process of “realization of goods™:

— increase in sales;

— lack of unsatisfied customer demand;

— increase in the number of positive customer
reviews;

— 100% availability of drugs from the mini-
mum assortment.
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— Ka4ecTBO O0TOOpA IOCTABIIUKOB (CTENIEHD BbI-
TIOJTHEHU S TIOCTABI[UKAMU YCJIOBUI JIOTOBOPA).

7. Ilponecc «mpueMka ToBapa» — MHHHUMH3a-
¥ PHUCKOB TOMAJaHUSA HeAOOPOKAUYeCTBEHHBIX,
danpcupunpoBaHHBIX, KOHTPAMAKTHBIX TOBAPOB,
BBISIBJIEHHBIX ITPU IIPUEMKE.

8. Ilpomecc «xpaHeHHe TOBapa» — OTCYTCTBHUE
[IOTEPH BCJIEACTBIE HEHA/IJIEIKAIIETO €TI0 XPAHEeHHU .

9. IIponece «peanusamus ToBapar:

— yBesInueHue o0beMa IpoJaK;

— OTCYTCTBUE Hey/I0BJIETBOPEHHOI'O CIIpoca I10-
KynareJeu;

— yBeJIMYEHUE KOJIUYECTBA IIOJIOKUTETbHBIX
OT3BIBOB IOKyTIaTeJIel;

— 100% nanmuue JIII 13 MUHIMAaJIBHOT'O aCCOP-
THUMEHTA.

Jlns Ipe/icTaBJIEHHBIX BBINE KPUTEPUEB ObLITU
YCTAaHOBJIEHBI BecOBble KO3(Q@UIIUEHTH MeTOA0M
SKCIEPTHBIX OIEHOK W HOPMATHUBHbIE 3HAYEHUSA
JUIsl TocJeAyoomux pacueroB. I[locsie ycraHoBite-
HUA (AKTUUECKUX 3HAYeHUM KputepueB Kosdpdu-
[IMEeHTHI Pe3yJIBTAaTUBHOCTHU 10 KaXK/I0MY KPUTEPUIO
ompenesIsINCh Mo hopmysie (1)

K = Nawe 0

J
XHopM

rae K, — k03bUIIEHT pe3yIbTaTUBHOCTH IIpoIec-
ca II0 OHOMY U3 KpHUTepHeB j; X, — (paKkTHIecKH
yCTaHOBJICHHOE 3HaYeHHe Kpurtepus; X = — HOp-
MaTHUBHOE JUJIA JAaHHOW OpraHuU3aluy 3HauyeHHe
KpUTEepHs.

KoaddunmenTs! pe3ysapTaTUBHOCTU IO IIPO-
IleccaM pacCYUTHIBAJIUCH C YUETOM Beca Ka’K/I0TO
Kputepus 1o ¢popmyJie (2)

K=>K-N , @
j=1

rae K, — koapunuenT pesyasTaTuBHOCTH IIPOIIEC-
ca i CK; n — KOJITMYeCTBO KPUTEPHUEB; N] — BeC Kpu-
Tepus- j.

J171a mosydeHus o0IIIero rmokasaresis pe3yJibra-
tuBHOCTH CK anTeyHOU OpraHM3anuy UCIOJIb30Ba-
sack hopmya (3)

K=Y K N, , (3)
Jj=1

rae K, — xoadppunuent pesyasraruBHocTr CK op-
TraHU3aIIY; M — KOJIUYECTBO IIPOLIECCOB, TO/IBEPTra-
IOIUXCS OIIEHKE B allT€YHOM Opranusanuu; N, — Bec
npotecca 1.

For the above criteria weights coefficients by
the method of expert estimates and standard val-
ues for subsequent calculations were established.
After establishing the actual values of the criteria,
the effectiveness coefficients for each criterion were
determined by the formula (1)

Kj — Xfact s (1)
X

norm

where K, — the process efficiency coefficient ac-
cording to one of the j criteria; X, , — the actu-
ally established value of the criterion; X — the
normative value of a criterion for a given organi-
zation.

The effectiveness coefficients for the processes
were calculated taking into account the weight of
each criterion according to the formula (2)

Ki:in'M’ &)

j=1

where K. — the efficiency coefficient of the i QS pro-
cess; n — the number of criteria; N,— the weight of
the j criterion.

The formula (3) was used to obtain the total ef-
fectiveness indicator of the QS pharmacy organiza-
tion

KQSZZKi'Ni’ (3)
=1

where K, — QS efficiency coefficient of the organi-
zation; m — the number of processes to be evalu-
ated in the pharmacy organization; N, — the weight
of the i process.

The numerical intervals of the QS effectiveness
coefficient factor presented in Table were derived
from the Harrington desirability scale.

According to the calculations, the total coeffi-
cient of QS effectiveness in the “NPC” is 0.86. This
indicates that, on the whole, the quality system is
functioning efficiently, but preventive measures
are required to eliminate the causes of potential
non-conformity, as well as to reduce the risks of
violation of regulatory requirements [7, 8]. Among
these measures are the simplification of the pro-
cess of creating orders for suppliers (by means of
an automatic application) and the optimization of
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KonmuecTBeHHAs U KQUECTBEHHAsI XapaKTEPUCTHKA OOIIEro [0Ka3aTeJis Pe3yJIbTaTUBHOCTH CUCTEMbI KA4eCcTBa
Quantitative and qualitative characteristics of the total effectiveness indicator of the quality system

YucaoBbie
KauecTBeHHas
WHTEPBaJIbI
XapaKTepUCTHKA .
. . .. Numerical
Quality characteristic .
intervals

Cocrossaue CK / QS status

Ouenb BbicoKast / Very high  1-0.8

Bricokas / High 0.8-0.65
Cpenuss / Middle 0.65-0.35
Huzkas / Low 0.35—0.2
Ouenb HU3Kad / Very low <0.2

Cucrema GYHKIHOHUDYET Pe3yIbTaTUBHO, HO TpebyeT pa3paboT-
KM npefynpexjgaomux geicrsuil. Eciu K = 1, To paspaboTku
KaKUX-TU00 MeponpusATui He TpebyeTcs

The system operates efficiently, but requires the development of
preventive actions. If K ¢ = 1, then the development of any activities
is not required

Cucrema GyHKIHOHUPYET Pe3yIBTATHBHO, HO TPEOyeT pa3paboTKu
HE3HAYUTEJIbHBIX KOPPEKTUPYIOIIUX MEPOIIPUATUM

The system operates efficiently, but requires the development of
minor corrective measures

Cucrema QyHKIIMOHUPYET PE3YIBTaTUBHO, HO TPEOYET pa3paboTKH
3HAYUTEJIbHBIX KOPPEKTUPYIOIIMX MEPOIIPUATHI

The system operates efficiently, but requires the development of
significant corrective measures

Cucrema (PyHKIITMOHUPYET HEPE3YJIBTATUBHO U TpebyeT pazpabort-
KU 3HAUUTEIbHBIX KOPPEKTUPYIOIIUX MEPOIIPUATHH

The system is ineffective and requires the development of significant
corrective measures

CucreMa QYHKIHOHHUDPYET HEPe3YJbTAaTUBHO U TpebyeT BMeIla-
TEJILCTBA BBICIIETO PyKOBOZCTBA
The system is ineffective and requires senior management interven-

tion

YucsioBble HHTEPBaAJIbI KO3 dUIleHTa pe3yib-
tatuBHocTU CK, npejicTaBieHHBIE B TabJIHIlE, OBLIN
MOJIyYEHbl Ha OCHOBe OOOOIIEHHOM IIKaJIbI JKeJsa-
TEeJIBHOCTY XapPUHITOHA.

CorzlacHO TpOU3BENEHHBIM pacueTaM oOuui
koa¢dunment pesyasraruBHocTu CK 8 MIT «<HAC»
paBeH 0.86. DTO CBUIETEJIBCTBYET O TOM, UTO B Iie-
JIOM cucTeMa KadecTBa (PyHKIIMOHUPYET pesysbTa-
THUBHO, HO TpebyeTcs MpOBeieHNe TIPeayIpekaato-
IUX JIEACTBUH, HAITPABJIEHHBIX HA YCTPAHEHUE ITPU-
YUH MOTEHIIMAJIbHBIX HECOOTBETCTBUU, a TaKXKe Ha
CHIKEHUE PUCKOB HapyIIeHUs TpeOOBaHUN HOpMa-
THUBHBIX JJOKYMeHTOB [7, 8]. K unciy Takux meporpu-
ATUY MOXKHO OTHECTH YIIPOIIeHe Ipolecca co3/a-
HUS 3aKa30B IOCTaBIIUKaM (IIOCPEICTBOM aBTOMa-
THYECKOUN 3asBKU) U ONTUMHU3AIMUIO CUCTEMBI yUe-
ta TAA ¢ orpaHUYeHHBIM CPOKOM T'OZTHOCTH, B OCO-
GEHHOCTH JIETCKOTO U TUETUYECKOTO TUTAHUSI, BeZle-
HUe€ JKyPHAJIOB B BJIEKTPOHHOM BHJIE, OPraHU3aIIII0
B TOPTOBBIX 3aJ1aX alTEK 30HBI JJIsI KOHCYJIFTHPOBA-
HUA MIOKyIIaTeei.

Pazpaborana u anpobupoBaHa METOAUKA, IIO-
3BOJISAIONIAS MIPOBOJIUTH KAUeCTBEHHYIO U KOJIUYe-
CTBEHHYIO OIleHKY peaysnbratuBHocTH CK B amreu-

the PAP accounting system with a limited expiry
date, in particular baby and diet food, register-
keeping in electronic forms, and organizing zones
in the trading rooms of pharmacies to advise cus-
tomers.

A methodology that allows for a qualitative and
quantitative assessment of the QS effectiveness in a
pharmacy organization, to plan corrective or pre-
ventive measures to improve the quality of the pro-
vision of pharmaceutical services to the population
has been developed and tested.
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WIN TIpeynpeauTe/IbHbIe MEPOIPUATHA AJIsS CO-
BEPIIEHCTBOBAHUS KAaueCcTBa IPEAOCTaBIeHus dap-
MaIleBTUYECKHX YCIIYT HACETIEHHIO.

KoH@IuKT HHTEpECOB. ABTOPHI 3a5BJISIOT 00
OTCYTCTBUM KOH(IIMKTA HHTEPECOB.

60

Journal homepage: http://jsms.ngmu.ru



doi: 10.31549/2542-1174-2019-4-54-61

Kharina I.A., Dzhuparova I.A. / Journal of Siberian Medical Sciences 4 (2019) 54—61

CIIMCOK JIUTEPATYPDI

1. O6 ytBepxkaeHun IIpaBus HajJeKalled amTeUHON
MPaKTUKU JIEKAPDCTBEHHBIX IPENapaToB AJsS MeIH-
IIMHCKOr0 NpUMeHeHus: npuka3 Munsapasa Poccun
Ne 647H ot 31.08.2016. URL: https://rg.ru/2017/01/10/
minzdrav-prikaz647-site-dok.html. /Tata o6Gparenus:
24.09.2017.

2. T'opsues B.B. Onienka pe3ysibTaTUBHOCTH CUCTEMBI Me-
HeI»KMeHTa KauecTBa // MeToabsl MEHEPKMEHTA Kavue-
crBa. 2009. N2 12, C. 14-18.

3. Bouwman-Boer Y., Mgller Andersen L. Pharmaceuti-
cal quality systems // Practical Pharmaceutics/eds. Y.
Bouwman-Boer, V. Fenton-May, P. Le Brun. Springer,
2015. P. 769—796.

4. Haleem R.M., Salem M.Y., Fatahallah F.A., Abdelfattah
L.E. Quality in the pharmaceutical industry — A litera-
ture review // Saudi Pharmaceut. J. 2015. Vol. 23 (5).
P. 463—469.

5. HckannepoBa P.P. MeToguka ornjeHKU pe3yJIbTaTHUB-
Hoctu CMK npennpusTus // Mosomoi yu4eHbId. 2015.
No 5. C. 278—280.

6. KauanoB B.A. Kakwue mnporeccbl HEOOXOIUMBI IS
CMK // MeTonbl MeHE?KMEHTA KavyecTBa. 2010. NO 1.
C.1—20.

7. Jpsuenko PI. VYmpassienue kadecTBoM dapmalnen-
TUYECKHUX PabOT U YCJIYT B alITEUHBIX OpraHU3AIUIX:
JTUC. ... KaH. hapManeBT. HayK, [[ATUTOPCK, 2014.

8. Sharma S., Bodla R.B., Shweta S., Pathak D.P. Pharma-
ceutical quality management system: a review // Int. J.
Drug Reg. Affairs. Vol. 2 (3). P. 67-68.

CBEJEHUNA Ob ABTOPAX

Xapuna uHa AHApeeBHaAa — IpernojiaBaTteab Kade-
JIpBI yIIpaBJIeHUsI ¥ SKOHOMUKY papManuy, MeIUIH-
ckoro u (papmarneBTuUeckoro ToBaposesieauss ®I'bOY
BO «HoBOCHOUPCKHUIN TOCY/JapCTBEHHBIH MeIUI[UH-
ckuil yHuBepcuTeT» Munszapasa Poccun.

J:xynapoBa Upuna AsiekceeBHA — JI-p ¢dapMalieBT.
HayK, JIOLIEHT, 3aBeAYIONUHI Kadepoi yIpaBJIeHus 1
SKOHOMHUKU dapMaIiy, MeJJUIIMHCKOro U (papmanes-
THueckoro toBapoBeneHusi ®I'BOY BO «HoBocubup-
CKUU TOCYZIapCTBEHHBIA MEUIIUHCKUN YHUBEPCUTET»
Munsapasa Poccun.

Oo0pasen murupoBaHuA: XapuHa M.A., Jlxxyna-
poBa I.A. Pe3yspTaTUBHOCTH CHCTEMBI KayecTBa B alTed-
Hoit opranusanuu // Journal of Siberian Medical Sciences.
2019. N2 4. C. 54-61.

REFERENCES

1. On approval of the Rules of Good Pharmacy Practice
for Drugs for Medical Use: Order of the Ministry of
Health of the Russian Federation No. 647n dated
08/31/2016. Retrieved September 24, 2019 from
https://rg.ru/2017/01/10/minzdrav-prikaz647-site-
dok.html.

2. Goryachev V.V. (2009). Evaluation of the effective-
ness of the quality management system. Methods of
Quality Management, 12, 14—18. In Russ.

3. Bouwman-Boer Y., Mgller Andersen L. (2015). Phar-
maceutical quality systems. In Y. Bouwman-Boer, V.
Fenton-May, P. Le Brun (2015). Practical Pharma-
ceutics. Springer, pp. 769—791.

4. Haleem R.M., Salem M.Y., Fatahallah F.A., Abdelfat-
tah L.E. (2015). Quality in the pharmaceutical indus-
try — A literature review. Saudi Pharmaceut. J., 23
(5), 463—469.

5. Iskanderova R.R. (2015). Methodology for assessing
the effectiveness of the QMS of an enterprise. Young
Scientist, 5, 278—280. In Russ.

6. Kachalov V.A. (2010). What processes are necessary
for QMS. Methods of Quality Management, 1, 1-20.
In Russ.

7. Dyachenko R.G. (2014). Quality management of
pharmaceutical works and services in pharmacy or-
ganizations. Thesis of candidate of pharmaceutical
sciences. Pyatigorsk. In Russ.

8. Sharma S., Bodla R.B., Shweta S., Pathak D.P. (2018).
Pharmaceutical quality management system: a re-
view. Int. J. Drug Reg. Affairs, 2 (3), 67—68.

ABOUT THE AUTHORS

Kharina Inna Andreyevna — Lecturer of the Depart-
ment of Management and Economics of Pharmacy,
Medical and Pharmaceutical Commodity Science, No-
vosibirsk State Medical University.

Dzhuparova Irina Alekseyevna — Dr. Sci. (Pharm.),
Associate Professor, Head of the Department of Man-
agement and Economics of Pharmacy, Medical and
Pharmaceutical Commodity Science, Novosibirsk
State Medical University.

Citation example: Kharina I.A., Dzhuparova
I.A. (2019). Quality system effectiveness in a pharmacy
organization. Journal of Siberian Medical Sciences, 4,

54—61.

61



