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Ce nu este cunoscut, deocamdata, la subiectul abordat

Normativele provizorii de consum ale analgezicelor opi-
oide (AO) in stationarele de nivel tertiar din Republica Mol-
dova au fost stabilite in baza unor date istorice, provenite din
timpurile sovietice. De atunci, determinantii consumului de
AO s-au modificat substantial. in consecinti, nu se cunoaste
consumul real de AO 1n institutiile mentionate, comparativ cu
normativele provizorii In vigoare.

Ipoteza de cercetare

Consumul real de analgezice opioide este semnificativ di-
ferit (mai mare) decat cel stipulat In normativele provizorii
oficiale in vigoare.

Noutatea adusa literaturii stiintifice din domeniu

Au fost argumentate noi normative provizorii de consum
ale analgezicelor opioide pentru sectiile stationarelor de pro-
fil tertiar, inclusiv, de profil pediatric, in scopul propunerii lor
pentru adoptare oficiala.

Rezumat

Introducere. Pe parcursul a 15 ani (1999-2013), incidenta
prin tumori maligne In Republica Moldova a crescut cu
160,16%, fapt care conditioneaza, inevitabil, cresterea consu-
mului de AO. Totusi, nu au fost efectuate, deocamdata, studii
autohtone, care ar argumenta normativele de determinare a
necesarului de analgezice opioide (AO) atat in conditii de am-
bulatoriu la 1000 de persoane pe an, cat si de stationar, pentru
1 pat, dupa profil, pe an.
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What is not known yet, about the topic

The provisional regulations regarding consumption of opi-
oid analgesics in this level of hospitals have been established
basing on historical data coming from the period of Soviet
Union. From that time, determinants of OA consumption, have
substantially changed. Due to this fact, the real consumption
of OA in these institutions, compare to provisional regulations
is not known.

Research hypothesis

The real consumption of opioid analgesics is significantly
different (higher) then the number stipulated (stated) in the
official provisional regulations.

Article’s added novelty on this scientific topic

There have been substantiated new norms for OA con-
sumption these hospitals departments, including pediatric de-
partment, therefor in order to be official approved.

Abstract

Introduction. During 15 years (1993-2013) the incidence
of malignant tumors in the Republic of Moldova increased by
160.16% and this fact unavoidable determined the increase of
OA consumption. However, still there are no domestic studies
which will determine the norms of OA needs, both, for 1000
of patients per year in outpatient department and for 1 bed
inpatient per year.
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Material si metode. Studiu descriptiv, selectiv, de analiza
a consumului de AO in conditii de stationar de nivel tertiar,
care a vizat perioada anilor 2011-2013 si 8 institutii, dintre
care 2 - pentru copii. Datele primare au fost colectate din re-
gistrele de evidenta ale AO si din rapoartele de activitate ale
institutiilor medicale vizate in studiu, care, ulterior, au fost
numerizate si analizate in tabele Excel (Microsoft Office). Sta-
tistica descriptiva.

Rezultate. Doar in anii 2011-2013, consumul total de AO
in cele 8 spitale, incluse 1n studiu, a crescut de la 254.260 de
fiole pe an la 278.928 de fiole pe an (+9,7%). in particular, da-
tele denota o crestere anuald a consumului de Promedol (sol.
inj. 2% - 1 ml) in oncologia pediatrica: in 2012 vs. 2011 - cu
153,0%, in 2013 vs. 2012 - cu 31,81%. Aceeasi tendinta se
atestad si in sectia hematologie pentru copii: in 2012 consumul
de Promedol a crescut fata de 2011 cu 66,6%, iar in 2013 fata
de 2012 - cu 120,0%. Considerabil a crescut si consumul de
Omnopon (sol. inj. 2% - 1 ml) In pediatria oncologica: daca in
2011 acest medicament nu era utilizat, atunci cresterea pen-
tru anul 2013 a fost de 350% fatda de 2012 (totusi, in valori
absolute, acest indicator este nesemnificativ - de doar 90 de
fiole la 30 de paturi). in aceeasi perioada, consumul de AO in
institutiile medico-sanitare de nivel tertiar a fost cel mai mare
1n anul 2013, iar medicamentul cel mai frecvent utilizat a fost
Fentanil (sol. inj. 0,005% - 2 ml) - 56,53% din consumul total
de opioizi.

Concluzii. Analiza datelor de consum ale AO pe sectii din
cadrul institutiilor medico-sanitare de nivel tertiar, a permis
stabilirea indicatorilor de consum real la un pat de stationar
pe an. Acesti indicatori s-au dovedit a fi mult mai mari, com-
parativ cu normativele provizorii de consum, aprobate prin
ordinul MS RM. Au fost calculati indicatori de consum pentru
AO pentru un pat stationar pe an in sectiile de profil pediatric
in institutiile medico-sanitare republicane, precum si pentru
unele sectii de profil chirurgical si oncologic (maturi), pentru
care, deocamdatd, nu exista normative provizorii, aprobate
oficial.

Cuvinte cheie: analgezice opioide, normativ provizoriu de
consum.

Introducere

Respectarea normelor stabilite in domeniul utilizarii an-
algezicelor opioide (AO) in scopuri medicale are un impact
major asupra situatiei privind managementul rational al aces-
tor medicamente. Evaluarea sistemului de asigurare cu AO
si al consumului acestora a fost realizata in 3 etape consecu-
tive, prima fiind axata pe o abordare complexd a probleme-
lor ce tin de utilizarea licita si ilicita a drogurilor in diverse
sectoare ale sanatatii publice si ale reglementarilor nationale
si internationale in acest domeniu, cu evidentierea evolutiei
cadrului legislativ; a 2-a etapa a cuprins analiza consumului
de AO 1n conditii de ambulatoriu pentru perioada 2011-2013
[1, 2]; a 3-a etapa - studiul consumului de AO 1n conditii de
stationar de nivel tertiar pentru aceiasi perioada, rezultatele
caruia sunt expuse in prezenta lucrare.

In conformitate cu prevederile articolului 19 al Conventiei
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Material and methods. Selective and descriptive study of
OA consumption in inpatient department of tertiary level ho-
spitals, which covers the period of 2011-2013 and 8 instituti-
ons, of which 2 are of pediatric profile. The primary data have
been collected from the evidence reports on OA consumption
and from activity reports of the mentioned institutions, which
subsequently have been digitized and analyzed in Excel tables
(Microsoft Office). Descriptive statistics.

Results. Only in 2011-2013 the total consumption of OA
in these 8 hospitals, increased from 254,260 ampoules per
year to 278,928 ampoules per year (+9.7%). In particular, data
shows annual consumption increase of Promedol ampoules 2%
- 1 ml in pediatric oncology: in 2012 vs. 2011 - with 153.0%,
in 2013 vs. 2012 - with 31.81%. A similar trend is for pediatric
hematology department: in 2012 the consumption of Promedol
increased compare to 2011 with 66.6%, and in 2013 compare
to 2012 - with 120.0%. Considerably increased the consumpti-
on of Omnopon (ampoules 2% - 1 ml) in pediatric oncology: if
in 2011 this product was not used, then the increase for 2013
was 350% compare to 2012 (however, in absolute terms, this
parameter is not significant - only 90 ampoules for 30 beds). In
the same period of time, the consumption of OA in medical in-
stitutions of the tertiary level was the highest in 2013, but the
most frequent used medicine from the total consumption of OA
was Fentanil (ampoules 0,005% - 2 ml) - 56,53%.

Conclusion. The analyzed data for consumption of OA in
medical institutions of tertiary level allowed to establish the
parameters of real consumption for 1 bed per year. These pa-
rameters proved to be much higher compare to provisional
regulations of consumption approved by Minister of Health of
Republic of Moldova. There have been calculated consumption
parameters of OA for 1 bed in pediatric departments of repu-
blican medical institutions, as well as for some surgical and
oncology departments for adults, for which there are still no
provisional norms officially approved.

Key words: opioid analgesics, provisional regulations of
consumption.

Introduction
Compliance with the standards established by the use of
opioid analgesics in medical purposes has a major impact over
the situation regarding the rational management of these pro-
ducts. Assurance system with OA and their consumption was
carried out in 3 consecutive steps: the first step was focused
on a complex approach to the problems related to legal and
illegal use of these drugs in different sectors of public heal-
th, according to the national and international regulations in
this area, highlighting the development of the legislative fra-
mework; 2™ step included the analysis of consumption OA in
outpatient for the period 0f 2011-2013 [1, 2]; 3" step - a study
over consumption of OA in inpatient tertiary level hospitals,
for the same period of time and the results are presented in
this article.
= Referring to the art. 19 of Single Convention on Narcotic
Drugs from 30.03.1961 - “Estimates of Drug Require-
ments”, Republic of Moldova is obliged to furnish to the



unice asupra stupefiantelor din 30.03.1961 - ,Evaluarea nece-
sarului de stupefiante”, Republica Moldova este obligata sa tri-
mita Organului international de control (L. engl. International
Narcotics Control Board) [3], in fiecare an, evaluarile Inregis-
trate pe formularele furnizate de catre aceasta institutie inter-
nationald, ce tin de urmatoarele probleme:

= cantitatile de AO, consumate In scopuri medicale si sti-

intifice;

= cantitdtile de AO, utilizate in vederea fabricarii altor AO,

pentru preparatele din tabelul III si pentru substantele
care nu sunt incluse in conventia mentionata [4];

= cantitatile de AO, aflate in stoc la ziua de 31 decembrie a

anului pentru care se raporteaza evaluarile;

= cantitdtile de AO, necesare a fi addugate la stocurile spe-

ciale.

Din partea Republicii Moldova, aceasta informatie este
trimisa de catre Comitetul Permanent de Control asupra Dro-
gurilor (in continuare - Comitet) de pe langa Ministerul Sa-
natatii (MS), care realizeaza functia de coordonare privind
circulatia, evidenta si controlul asupra acestor substante. In
conformitate cu prevederile Regulamentului, aprobat de MS
[5], Comitetul are drept atributii monitorizarea circulatiei le-
gale a substantelor narcotice si psihotrope si a precursorilor,
promovarea politicii de stat In problema circulatiei acestor
produse, ocrotirea sanatatii omului, combaterea narcomaniei
si narcobusinessului.

Dreptul intreprinderii farmaceutice de a desfasura activi-
tati cu AO, cu substante psihotrope si cu precursori este legali-
zat prin Autorizatie, eliberata de Comitet, la cererea solicitan-
tului, cu prezentarea documentelor stipulate in Regulamentul
mentionat mai sus [5]. Agentul economic care efectueaza im-
portul/exportul acestor substante este obligat sa prezinte tri-
mestrial Comitetului darea de seama despre cantitatile impor-
tate/exportate, cu indicarea statelor (tarilor), din/in care s-a
realizat importul/exportul. Ceilalti detinatori ai Autorizatiei
prezinta dari de seama trimestriale si anuale cu privire la ac-
tivitatea lor referitoare la utilizarea acestor substante [5, 6].

Volumul consumului de AO in Republica Moldova se regle-
menteaza prin normativele stabilite de Ministerul Sanatatii
[7]. Aceste normative este necesar, Insa, sa fie periodic reva-
zute, cel putin din simplul motiv ca se modifica determinantii
consumul de AO, cum ar fi intensificarea activitatii chirurgica-
le si a sectiilor/paturilor de reanimare, implementarea noilor
metode de tratament, cresterea incidentei tumorilor maligne,
cu un increment de peste 5% la fiecare 2 ani etc. In aceasti
ordine de idei, cu titlu ilustrativ, in Tabelul 1 este reflectat ex-
cedentul anual al incidentei tumorilor maligne in Republica
Moldova (perioada anilor 1999-2013).

Studierea consumului de AO 1n conditii de stationar de
nivel tertiar tine, primordial, de evaluarea corespunderii nor-
mativelor provizorii de consum, aprobate prin ordinul Minis-
terului Sanatatii, cu consumul real al acestor medicamente.
Reiesind din cele expuse, scopul prezentei lucrari este argu-
mentarea noilor normative de consum ale AO in spitalele de
nivel tertiar. Pentru atingerea scopului, au fost stabilite urma-
toarele sarcini:

Consumul de analgezice opioide in spitalele de nivel tertiar

International Narcotics Control Board [3] each year esti-
mated records using special forms, provided by this in-
ternational institution, for the following matters:

= quantities of drugs to be consumed for medical and sci-

entific purposes;

= quantities of drugs to be utilized for the manufacture of

other drugs, of preparations in Schedule 1], and of sub-
stances not covered by this Convention;

= stocks of drugs to be held as at 31 December of the year

to which the estimates relate;

= quantities of drugs necessary for addition to special

stocks.

On behalf of Republic of Moldova, this information is fur-
nished by the Permanent Committee on Drug Control (furt-
her - Committee) of the Ministry of Health, which coordinates
circulation, evidence and control on these drugs. According
to law and legislation approved by MH [5], the Committee is
empowered to monitor the legal circulation of narcotics, psy-
chotropic and precursors, to promote the state policy in drugs
circulation problem, protection of human health, combating
drug addiction and drug trafficking.

The right for a pharmaceutical unit to perform activities
with OA, psychotropic and precursors is based on a special
authorization , issued by the Committee at the request of ap-
plicant and supported with documents stipulated in the regu-
lations mentioned above [5].

The economic agent, which imports/exports these sub-
stances is obliged quarterly to present to the Committee,
reports including the total amount of substances imported/
exported and states (countries) in which/from which were
substances imported/exported. The other holders of Autho-
rization shall present quarterly and annual reports on use of
these substances in their units [5, 6].

The OA consumption volume in the Republic of Moldova
is regulated by the norms approved by Ministry of Health [7].
These norms need to be revised at least for the simple reason
that the number of determinants using OA is changing, beca-
use of increase surgical activities, implementing new methods
of treatment, increase of malignant tumors incidences with a
grow of more than 5% every 2 years etc. Relying to this, as an
example, Table 1 reflects the annual excedent of malignant tu-
mors incidence in the Republic of Moldova (1999-2013).

Studying OA consumption in inpatient department of ter-
tiary level hospitals has as a target to estimate compliance to
provisional norms of consumption, approved by Ministry of
Health and real consumption of these medicines. Based on the
above, the target for this article is to find out arguments for
new norms (normative) of OA consumption in tertiary level
hospitals. In order to reach the target, there were established
the following tasks:

= estimate the dynamic of OA consumption in tertiary level

hospitals;

= compare OA consumption with official norms;

= calculation of new norms for OA consumption for tertia-

ry level hospitals.
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Tabelul 1

Excedentul anual al incidentei tumorilor maligne in Republica Moldo-
va, perioada anilor 1999-2013 (datele sunt raportate la 100.000 lo-
cuitori)
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Table 1

Annual incidence excedent of malignant tumors in Republic of
Moldova du-ring 1999-2013 years (the data are reported referring
to 100.000 people)

Anii Incidenta Excedentul anual (%) Years Incidence Annual excedent (%)
1999 148,1 - 1999 148.1 -

2001 163,1 10,10 2001 163.1 10.10

2003 176,6 8,20 2003 176.6 8.20

2005 193,4 9,51 2005 193.4 9.51

2007 209,3 8,20 2007 209.3 8.20

2009 225,6 7,80 2009 225.6 7.80

2011 227,0 0,62 2011 227.0 0.62

2013 237,2 4,50 2013 237.2 4.50

= evaluarea dinamicii consumului anual de AO in spitalele
de nivel tertiar;

= compararea consumului de AO cu normativul oficial;

= calculul noilor normative de consum al AO pentru spita-
lele de nivel tertiar.

Material si metode

Studiu descriptiv, selectiv, de analiza a consumului de AO
in conditii de stationar de nivel tertiar, care a vizat perioada
anilor 2011-2013 si 8 institutii, dintre care 2 - pentru copii.
Datele primare au fost colectate din registrele de evidenta
ale AO si din rapoartele de activitate ale institutiilor medicale
vizate in studiu, care, ulterior, au fost numerizate si analiza-
te in tabele Excel (Microsoft Office). In baza datelor privind
consumul de AO, s-a determinat nivelul mediu pe trei ani.
Luand in consideratie numarul de paturi pentru fiecare sectie,
s-a calculat consumul mediu pentru un pat pe an, care poate
fi propus in calitate de normativ provizoriu de consum pentru
sectiile pediatrice nominalizate. Pentru profilul pediatric sunt
aprobate normative provizorii de consum generale, cu coefici-
entul 0,2 la 1 pat pentru Morfind clorhidrat, sol. inj. 1% - 1 ml.
Pentru celelalte 3 AO, utilizate in sectiile de profil pediatric,
normative provizorii de consum, la moment, nu sunt stabili-
te. Ulterior, datele obtinute in urma analizei au fost compara-
te cu normativele existente, in scopul evaluarii corespunderii
acestora cu consumul real, stabilit dupa profilul sectiilor din
stationar. Statistica descriptiva.

Rezultate

Ca si In cazul utilizarii AO in conditii de ambulatoriu [2],
nomenclatura AO, administrate pacientilor in conditii de
stationar, este limitata la 4 denumiri. Consumul total de AO
pentru perioada 2011-2013 in cele 8 institutii medico-sanita-
re publice de nivel tertiar este prezentat in Figura 1.

Doua din AO se regasesc in toate institutiile medico-sani-
tare, supuse auditului, acestea fiind Fentanil, sol. inj., 0,005% -
2 ml si Promedol, sol. inj., 2% - 1 ml, pentru care s-a atestat o
crestere in 2012 fata de 2011 cu 10,78% si 10,16%, respectiv,
si 0 usoara scadere a cantitatii utilizate in 2013 fata de 2012
cu 1,27% si 13,19%, respectiv.

Material and methods

Selective and descriptive study of OA consumption in in-
patient department of tertiary level of hospitals, which co-
vers the period of 2011-2013 and 8 institutions of which 2
- for children. The primary data have been collected from
the evidence registers on OA and from activity reports of the
mentioned institutions which subsequently have been digi-
tized and analyzed in Excel tables (Microsoft Office). Based
on AO consumption data, there was determined the average
level for three years. Taking into consideration the number
of beds for each department, it was calculates the average
consumption per year for each bed, which can be used as
a provisional parameter (norm) for the mentioned pediatric
departments. For pediatric profile there are approved gene-
ral provisional consumption norms, with the coefficient 0.2
to one bed for Morphine hydrochloride, ampoules 1% - 1 ml.
For those 3 other OA, used in pediatric profile, provisional
consumption norms are not established. Subsequently, the
data obtained from the analysis was compared with existing
standards, in order to assess their compliance with actual
consumption, established according to inpatient profile de-
partment. Descriptive statistics.

Results

The same way as OA are used in outpatient [2], the nomen-
clature of OA used for patients in inpatient is limited to 4 pro-
ducts. The total consumption of OA during 2011-2012 in those 8
medical institutions is presented in Figure 1.

Two of OA are used in all medical institutions were study
was carried out and these are Fentanil, ampoules, 0.005% -
2 ml and Promedol, ampoules, 2% - 1 ml, which have shown an
increase in 2012 compare to 2011 with 10.78%, and 10.16%
respectively, and a small decrease of used quantity in 2013
compare to 2012 with 1.2% and 13.19%, respectively.

Estimated consumption was performed separately, in
which during the period of analysis there have been used the
OA mentioned above. Also, there have been quantified the
OA consumption in pediatric departments and the highest
was for Fentanil, ampoules, 0.005% - 2 ml in anesthesiology
department and Promedol, ampoules, 2% - 1 ml in pediatric



Estimarea consumului a fost rea-
lizata separat, pe sectiile spitalicesti,
in care, pe parcursul perioadei de
analiza, au fot utilizate AO respecti-
ve. In paralel, a fost cuantificat con-
sumul de AO 1n sectiile de pediatrie,
cel mai mare fiind cel de Fentanil, sol.
inj., 0,005% - 2 ml in sectia de anes-
teziologie si Promedol, sol. inj,, 2% -
1 ml, in sectiile de oncologie pediatri-
ca si ORL (Tabelul 2).

Datele analizei denota o crestere
sporita a consumului de Promedol,
sol. inj. 2% - 1ml 1n oncologia pedi-
atrica de la an la an, constatandu-se
in 2012 o crestere fata de 2011 cu
153%, iar in 2013 fata de 2012 - cu
31,81%. Aceeasi tendinta se atestad si
in sectia hematologie pentru copii.
in 2012, consumul a crescut fata de
2011 cu 66,6%, iar In 2013 fata de
2012 - cu 120%. Considerabil a cres-
cut si consumul de Omnopon, sol. inj.
2% - 1 ml in pediatria oncologica.
Daca pentru 2011 nu sunt date pri-
vind consumul de Omnopon, atunci

Tabelul 2

141.641

156.918
154.925

F

P

Consumul de analgezice opioide in spitalele de nivel tertiar

2013
2012
2011

M (o)

Fig. 1 Consumul total de analgezice opioide (fiole) in
stationarele de nivel tertiar, perioada 2011-2013.
Legenda: F - fentanil (sol. inj.,, 0,005% - 2 ml); P - promedol
(sol.inj. 2% - 1 ml); M - morfina clorhidrat (sol. inj.,

1% -1 ml); O - omnopon (sol. inj., 2% - 1 ml).

Fig. 1 Total consumption of opioid analgesics
(ampoules) in inpatients of tertiary level hospitals,
during 2011-2013.

F - fentanil (ampoules, 0.005% - 2 ml); P - promedol
(ampoules, 2% - 1 ml); M - morphine hydrochloride (am-
poules, 1% - 1 ml); O - omnopon (ampoules, 2% - 1 ml).

Consumul de AO in conditii de stationar de nivel tertiar, profil

pediatrie, in perioada anilor 2011-2013

Table 2

oncology and otorhinolaryngology de-
partments (Table 2).

Data shows annual consumption
increase every year for Promedol, am-
poules 2% - 1 ml in pediatric oncolo-
gy: in 2012 compare to 2011- with
153.0% and in 2013 compare to 2012
- with 31.81%. A similar trend is for
pediatric hematology department. In
2012 the consumption of Promedol in-
creased compare to 2011 with 66.6%,
and in 2013 compare to 2012 - with
120.0%. Considerably increased the
consumption of Omnopon, ampoules
2% - 1 ml in pediatric oncology. If in
2011 this product was not used then
the increase for 2013 was 350% com-
pare to 2012, in absolute terms, the
consumption was just only 90 ampo-
ules for 30 beds.

These data confirm once again the
need to develop and approve provisio-
nal norms of consumption in pediatric
profile, taking into consideration the
complexity of cases encountered in
pediatrics profile.

Opioid analgesics consumption in inpatients of tertiary level hospi-
tals, pediatric profile, during 2011-2013 years

Consumul pe ani (fiole) Consum in Annual consumption Average
. . nr. medie pe nr. (ampoules) consum-
Denumire sectie paturi an pentru Ward name beds ption for 1
2011 2012 2013 media
1 pat 2011 2012 2013 average bed /year
Promedol, solutie injectabild, 2% - 1ml Promedol, ampoules, 2% - 1 ml
Chirurgie oro-maxilo-facial 30 10 70 0 2667 0,89 Oro-maxillo-facial 30 10 70 0 2667  0.89
Combustiologie 30 50 40 25 3833 128 e
. . Combustiology 30 50 40 25 38.33 1.28
Hematologie pentru copii 30 30 50 110 63,33 2,11
. Pediatric Hematology =~ 30 30 50 110 6333 211
Oftalmologie 40 20 O 10 10,00 0,25
Oncologie pediatrica 30 130 330 435 29833 9,94 Ophthalmology 420 0 10 1000 025
Pediatric Oncology 30 130 330 435 29833 9.94
ORL 5 748 180 185 37100 824 Otorhinol 1 45 748 180 185 371.00 824
Reanimare copii 6 5 10 0 5,00 0,83 01? m.o ryngology : '
Pediatric ICU 6 5 10 0 5.00 0.83
Total - 993 680 765 - -
Total - 993 680 765 - -
Morfind clorhidrat, solutie injectabild, 1% - 1 ml ) ;
orfind clorhidrat, soluie injectabild, 1% - 1m Morphine hydrochloride, ampoules, 1% - 1 ml
Oncologie pediatrica 30 0 0 85 2833 094 .
Pediatric Oncology 30 0 0 85 2833 094
Hematologie pentru copii 30 85 15 0 33,33 1,11 o
Pediatric Hematology 30 85 15 0 3333 111
Total - 85 15 85 - -
Total - 85 15 85 - -
o .
Omnopon, solutie injectabild 2% - 1 ml Omnopon, ampoules, 2% - 1 ml
Hematologie pentru copii 30 25 0 35 20,00 0,67 Pediatric Hematology 30 25 0 35 20.00 0.67
Oncologie pediatricé 30 0 20 90 36,67 1,22 Pediatric Oncology 30 0 20 90 36.67 1.22
Total - 25 20 125 - - Total - 25 20 125 - -
Fentanil, solutie injectabild 0,005% - 2 ml Fentanil, ampoules, 0.005% - 2 ml
ATI nou-nascuti 18 30 40 30 3333 1,85 ICU newborn 18 30 40 30 3333 185
Reanimare pediatrica 18 38 3800 211 Pediatric intensive care 18 - - 38 3800 211
Total - 30 40 68 - - Total - 30 40 68 - -
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in 2013 acesta a crescut cu 350% fata de 2012, in valori ab-
solute, Insa, consumul fiind de doar 90 de fiole la 30 de paturi.

Datele obtinute confirma inca o data necesitatea elaborarii
si aprobarii normativelor provizorii de consum in pediatrie,
ludnd in consideratie complexitatea cazurilor intalnite in pro-
filul pediatric.

Tabelul 3
Indicele de consum al AO la 1 pat/an, comparativ cu normativele
provizorii aprobate de consum in stationar

Normativ provizoriu apro- Consum real estimat

bat (fiole/pat/an) (fiole/pat/an)
ia" R iy Jrg — by by
— A = R = 2 N

Denumirea sectiei ’§ E E = == 'E E E E = —

£ s ZEE1. 38 B ZE

S Z_ L3V 8s Zo 2o 3«

S £ 3E S SS £ESE L

g7 8- B~ FpzE it Ev g

EZEs 52 £S5 £ B £

=2 o0k AR £33 =23 SR £ £3
Cardiologie 1 1,5 55 1,5 1,23 - 3,09 -
Chirurgie 6 8,5 58 6 5,08 - 68,4 5
Chirurgie toracica 2 5 150 5 15,5 3,2 83,3 -
Combustii 9,5 13 115 11 - - 11,9 -

Gastroenterologie 3 0,5 5,5 1 6,95 8,81 76,7 -

Ginecologie 3 9 14 4 1,19 4,26 27,9 -
Hematologie 2,5 12 36 5 6,32 12,3 9,08 -
Neurologie 0,5 0,5 1 0,6 2,62 - 6,79 91,8
Oncologie 25 155 60 10 6,47 260 834 -
Otorinolaringologie 2 6 3,5 0,6 - - 1,33 -
Reanimare 9 10 145 100 229 144 740 869
Terapie 3 2 5 04 389 431 332 152
Traumatologie 3 5 21 2 - - 42,0 -
Urologie 5 5 31 7 13,0 28 23,2 -
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The parameter of OA consumption per year for 1 bed com-
pare to provisional norms of consumption approved for inpati-
ent are stated in Table 3 (in the table there are only OA to which
have been access). The other OA mentioned in the order of MH
RM [7], neither were nor are present in the pharmaceutical
market of Moldova. It is obvious inadequacies established nor-
ms with actual consumption. For some hospitals departments

Table 3
OA consumption parameter for 1 bed/ year compare to provisional
norms of consumption approved for inpatient

Estimated real consump-
tion (ampoules/bed/

Approved provisional
norms (ampoules/bed/

year) year)
h S <
= N =
2 ~ @ X [P EEDEN @ R
Ward name § £ 8 = 3 é g 3 3 ]
S — 3 2 2 S E] g 2
e 2 2 2—- 2! 8 2 2
o O a, o © a=
25 E & EE RS E § ZE
o d o == 0 o4 g e S E S
S Qo S E — S D oS o =
£33 8. 8- EX £33 28~ ER
a8 o S 7= TN o o 2 1 I © 0
S EEBsES 5255 E2
SES7T ER 23 SESRERES
Cardiology 1 1.5 55 1.5 1.23 - 3.0 -
Surgery 6 8.5 58 5.08 - 684 5
Thoracic surgery 2 5 150 5 155 32 833 -
Combustiology 9.5 13 115 11 - - 119 -
Gastroenterology 3 0.5 55 1 695 881 76.7 -
Gynecology 3 9 14 4 1.19 4.26 279 -
Hematology 2.5 12 36 5 6.32 123 9.08 -
Neurology 0.5 0.5 1 0.6 2.62 - 6.79 918
Oncology 25 155 60 10 647 260 834 -

6 35 0.6 - - 133 -
10 145 100 229 144 740 869

Otorhinolaryngology 2
9
3 2 5 04 3.89 431 332 152
3
5

Intensive care

General medicine
5 21 2 - - 420 -
5 31 7 13.0 28 232 -

Traumatology

Urology

Indicele de consum al AO la 1 pat/an, comparativ cu nor-
mativele provizorii aprobate de consum in stationar, sunt re-
date n Tabelul 3 (in tabel sunt date doar acele AO, pentru care
a fost asigurata accesibilitatea fizicd). Celelalte AO, indicate
in ordinul MS RM [7], nici nu au fost si nici nu sunt prezen-
te pe piata farmaceutica a Republicii Moldova. Este evidenta
necorespunderea normativelor cu consumul real stabilit. Pen-
tru unele sectii nu s-a constatat consum de AO, respectiv, este
necesar de a le exclude din ordin. Pentru unele sectii, specifi-
cate 1n ordin, nu este relevant indicatorul; de exemplu - item-
ul ,neurologie” - analiza efectuata denota un consum pe trei
sectii de profil: anestezie, reanimare si terapie intensiva, indi-
catorul real fiind cu mult mai mare; pentru Morfind clorhidrat,
sol. inj. 1% - 1 ml - de 5 ori mai mare, pentru Promedol, sol. inj.
2% - 1 ml - de 13,5 ori mai mare, iar pentru Fentanil, sol. inj.
0,005% - 1 ml - de 150 ori mai mare.

have been not noted OA consumption which mean it is needed
to exclude them from the order. For some departments, speci-
fied in the order, the parameters are not relevant; for example
the item “neurology” - the study shows the consumption of OA
in 3 departments of this profile: anesthesiology, reanimation
and intensive therapy: the real parameters being much higher;
for Morphine hydrochloride, ampoules 1% - 1 ml is 5 times hi-
gher, for Promedol, ampoles 2% - 1 ml - is 13.5 times higher, and
for Fentanil, ampoules 0,005% - 1 ml - is 150 times higher.

More than this, there are some departments with an in-
creased consumption of OA, for which there were not establi-
shed norms of consumption (for example, anesthesiology and
chemotherapeutic, where it found the highest consumption in
each analyzed medical institution, Table 4).
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Tabelul 4
Indicele de consum al AO la 1 pat/an in sectii pentru care nu este
stabilit normativ provizoriu de consum

Consumul de analgezice opioide in spitalele de nivel tertiar

Table 4
OA consumption parameter for 1 bed/ year for wards were provi-
sional norms of consumption are not established

Consum real estimat
(fiole/pat/an)

. ) EE 2 z :
Denumirea sdlii de operatii sau S5 E = =
a sectiei spitalicesti < ! § 2 = g

S X & = — n N
s SE SE =4
£ = 8‘ — O — =
2 ¢ s £5
S = = X (=)
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Anestezie, sala angiografie - - - 51,77
Anestezie si reanimare - - 273,83 354,06
Anesteziologie cardiacd 0,79 - 0,69 700,16
Anesteziologie, chirurgie generala 0,19 - 19,35 194,35
Anesteziologie, interventii de urgenta 20 - 4,86 559,72
Anesteziologie, maternitate 56,33 41,75 178,33 278,98
Anesteziologie, sald septica - - 13,89
Anesteziologie generala 7,75 - 61,25 3059
Anesteziologie si reanimatologie 33,15 255,7 340,31 897,05
Chimioterapie 12,21 19,43 15,41 -
Dializa si transplant renal 0,22 - 9,67 -
Mamologie 0,90 - 19,10 -
Microchirurgia gatului 591 10,98 25,00 -
Proctologie 39,89 3,70 108,56 -
Radioterapie 1,77 4,10 3,58 -

Mai mult decat atat, exista sectii cu un consum sporit de
AO, pentru care nu au fost stabilite normative de consum (de
exemplu, anesteziologia, unde s-a constatat cel mai mare con-
sum in fiecare institutie medico-sanitara analizata si pentru
chimioterapie, Tabelul 4).

Rezultatele obtinute pot servi drept argumente pentru
modificarea prevederilor legislative referitor la normativele
provizorii de consum, stabilite atat pentru conditii de ambu-
latoriu [1], cat si pentru conditii de stationar.

Discutii

Analiza consumului AO in institutiile medico-sanitare pu-
blice de nivel tertiar pentru perioada anilor 2011-2013 a fost
realizata in scopul evaluarii corespunderii normativelor pro-
vizorii de consum existente pentru AO in stationar cu situatia
reala.

Este evident ca normativele provizorii de consum ale AO in
stationar pentru un pat pe an nu corespund consumului real,
deoarece timp de 15 ani s-au produs multiple schimbari - atat
legislative, cat si de ordin socio-economic, demografic, s-a mo-
dificat incidenta bolilor etc. Cu atat mai mult, nici accesibili-
tatea fizica nu este asiguratd pentru toata nomenclatura AO.

Rezultatele obtinute sunt relevante si semnificative pentru
activitatea practica, deoarece modificarea ulterioard a norma-
tivelor de consum va servi drept suport pentru determinarea

Estimated real consumption
(ampoules/bed/year)
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Anesthesiology, angiography room - - - 51.77
Anesthesiology and reanimation - - 273.83 354.06
Cardiac anesthesiology 0.79 - 0.69 700.16
Anesthesiology, general surgery 0.19 - 19.35 194.35
Anesthesiology, emergency 20 - 4.86 559.72
Anesthesiology, maternity 56.33  41.75 178.33 278.98
Anesthesiology, septic hall - - 13.89
General anesthesiology 7.75 - 61.25 3059

Anesthesiology and reanimathology  33.15 255.7 340.31 897.05

Chemotherapy 12.21 19.43 15.41 -
Dialysis and kidney transplantation ~ 0.22 - 9.67 -
Mammology 0.90 - 19.10 -
Neck microsurgery 591 1098  25.00 -
Proctology 39.89 3.70 108.56 -
Radiotherapy 1.77 4.10 3.58 -

Obtained results can serve as arguments for legislative
changings, regarding provisional norms of consumption esta-
blished both for outpatient [1], as well as for inpatient.

Discussions

Studying OA consumption in medical institutions of ter-
tiary level during the period of 2011-2013 has as a target to
estimate compliance of existent provisional norms of OA con-
sumption compare to real situation.

It is evident that existent provisional norms of OA con-
sumption do not correspond to real consumption, because
during 15 years there have been not occurred many changes
- including legislative and socio-economic, demographic and
diseases incidence etc. Moreover, it is not ensured availability
for all AO nomenclature.

Obtained results for practical activity are relevant and sig-
nificant because subsequent amendment of the consumption
norms will serve as support for real determination of needs
in these drugs, according to the inpatient ward profile and
compliance to art. 19 of Single Convention on Narcotic Drugs
from 30.03.1961 “Estimates of Narcotic Drugs Requirements”.
Similarly, there have been not performed any studies and exis-
ting regulations, approved in 1999, were established based on
“historical data” from the former USSR without being analyzed
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necesarului real In aceste medicamente, in functie de profilul
sectiei in stationar, cu respectarea prevederilor Conventiei
unice asupra stupefiantelor din 30.03.1961, stipulate 1n Artico-
lul 19 ,Evaluarea necesarului de stupefiante”. Anterior, studii
similare nu au fost efectuate, iar normativele existente, apro-
bate Inca in 1999, au fost stabilite in baza ,datelor istorice”,
provenite din fosta URSS, fara a fi analizata situatia reala din
Republica Moldova. Ins3, dupa cum s-a mentionat mai sus, pe-
riodicitatea revederii si ajustarii normativelor la fiecare 2-3
ani este determinata de modificarea multiplilor factori, care
determina consumul de AO.

Asadar, in scopul prevenirii incalcarilor legislatiei privind
circulatia AO in Republica Moldova si respectarii prevederilor
Conventiilor Internationale, reiesind din rezultatele obtinute
in urma analizei consumului de AO 1n conditii de ambulatoriu
si stationar de nivel tertiar, se propune:

* modificarea Normativelor provizorii de consum ale an-
algezicelor opioide 1n stationarele de nivel tertiar pentru
un pat pe an si introducerea normativelor pentru sectiile
specializate, de profil chirurgical si oncologic, pentru
care consumul de AO nu a fost, deocamdat3, reglementat
prin aplicarea normativelor;
aprobarea si introducerea in practicd a normativelor
provizorii de consum ale analgezicelor opioide 1n statio-
narele de nivel tertiar pentru un pat pe an pentru profilul
pediatric.

Concluzii

(1) Au fost constatate diferente semnificative intre consu-
mul real de analgezice opioide, exprimat in fiole/pat/an in sec-
tiile spitalelor de nivel tertiar, inclusiv de profil pediatric, fata
de normativele provizorii, aprobate de Ministerul Sanatatii.

(2) Intensificarea activitatii chirurgicale si a sectiilor/pa-
turilor de reanimare, implementarea noilor metode de trata-
ment, cresterea incidentei tumorilor maligne, cu un increment
de peste 5% la fiecare 2 ani, impune revizuirea periodica a
normativelor provizorii de consum ale analgezicelor opioide
in stationarele de nivel tertiar pentru un pat pe an.

(3) Au fost determinati indicatori de consum ale AO pentru
sectiile de profil pediatric din institutiile medico-sanitare re-
publicane, precum si pentru unele sectii cu profil chirurgical
si oncologic (maturi), pentru care nu exista, deocamdata, nor-
mative provizorii aprobate.
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the actual situation in Moldova. However, as mentioned abo-
ve, the periodicity of reviewing the norms and adjusting them
every 2-3 years is determined by changing of multiple factors
which interferes with consumption of OA.

Therefore, in order to avoid and prevent legislation vio-
lation of OA circulation in the Republic of Moldova and also
compliance with the International Conventions, based on the
results obtained from the analysis of OA consumption in out-
patient and inpatient conditions at tertiary level hospitals, it
is proposed:

= changing norms of consumption of opioid analgesics

provisional in inpatient of tertiary level hospitals for 1
bed per year and introducing regulations for specialized
wards, surgical and oncological profile, for which con-
sumption of OA has not been regulated yet;

= approval and applying into practice of provisional regu-

lations for opioid analgesics consumption for pediatric
profile in tertiary level hospitals for 1 bed per year.

Conclusions

(1) It was observed significant differences between real
consumption of opioid analgesics expressed in vials / bed /
year in tertiary level hospitals wards, including pediatric pro-
file, compare to the provisional regulations approved by the
Ministry of Health.

(2) Enhancing of surgical activities and wards/bed reani-
mation, implementing of new methods of treatment, increa-
sing incidence of malignant tumors, with a grow of more than
5% every 2 years, regular review of provisional norms of opi-
oid analgesics consumption in inpatient bed/year in tertiary
level hospitals.

(3) There have been determined parameters of OA con-
sumption in pediatric profile wards in the republican medical
institutions and some surgical and oncology departments for
adults, for which there were not provisional regulations ap-
proved yet.
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