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Organizational and pharmaceutical aspects of improving
medicinal provision of children (on the example of St. Petersburg)
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St. Petersburg State Chemical Pharmaceutical University

AHHOTAIIA

B paboTe paccmarpuBaeTcs npobiiema obecrieueHus eTei 6e3onacHpIMU 1 3P bEKTUBHBIME JIEKAPCTBEHHBIMU IIpe-
napatamu (JIIT). OTcyTCTBHe JIeKapCTBEHHBIX CPEJICTB, 00ECIIEUNBAIOIINX BO3PACTHOE I03UPOBAHNE AKTUBHBIX HHTPEH-
€HTOB M COOTBETCTBYIOIIUX COBPEMEHHOMY YPOBHIO Pa3BUTHS MEAUATPUH, SIBJISIETCS MPUINHON HepalMOHAIbHBIX (off-
label, unlicensed drug) Haznauyenuii. CoryracHo ompoca 157 axcreptos u3 Caukr-IleTepOypra (Bpaueil BbICIIEH KATETOPHH,
paboTaoIKX B OT/IEJIEHUAX [T€ANATPHIECKOT0 TPOdUIIs), Tepanus «BHE MHCTPYKI[UN» IPeCTaBIeHa 113 MeXK/IyHapO/-
HBIMH HEIIATEHTOBAHHBIMYU HanMeHOBaHUsIMU JIII, OTHOCAIIUXCS K 40 (papMaKoTeparieBTUYECKUM I'PYIIaM — IPEUMy-
IIECTBEHHO B hopmax TabeTok (51.79 %), pacTBOPOB JJist nHBEKIUH (13.86 %), a Takke KarncyJ1 (8.64 %).

PemreHvie mpo6IeMbl «/I€TCKIX JIEKAPCTB» BO3MOXKHO ITyTEM OPTaHU3AI[UN MEJIKOCEPUITHOTO U HH/IUBU/IYaIbHOTO
anTevyHOro U3TOTOBJIEHU NIpenapaToB. Ha ceroguAHui 1eHs Ha Tepputopuu Poccuiickoit @enepannu (PP) 3aperu-
CTPHUPOBAHO IPABO Ha U3TOTOBJIEHUE JIEKAPCTBEHHBIX MIPENApaTOB JIsI METUIIUHCKOTO IPUMEHEHUs y 1648 JTUIeH3 -
aTOB, BOBMOXKHOCTb U3TOTOBJIEHUSI HADKOTUYECKHUX CPEJICTB, ICUXOTPOIHBIX BEIIECTB UMEIOT MeHee 2 % JINIeH3UATOB,
1/4 BceX MPOU3BOJCTBEHHBIX alITEK CKOHIEHTPUPOBAHKI B IBYX cyObekTax PD: Mockge (12 %) u Caukr-IlerepOypre
(9 %). Ilpobiema WHAMBUYATIBHOTO U3TOTOBJIEHU JIEKAPCTBEHHBIX IIPENapaToB BO MHOIOM 00yCJIOBJIEHA HECOBEP-
IIIEHCTBOM HOPMAaTHBHO-IIPABOBOTO PETYIUPOBaHUA hapMaIeBTUUeCKOH /IesITeIbHOCTU B TaHHOH o61actu. Ha ocHOBe
CUCTEMATHU3AIUH PE3YJIbTATOB IJIyOMHHOTO MHTEPBLIONPOBAHUSA PYKOBOJIUTEJIEH IPOU3BOACTBEHHBIX anTek CaHKT-
IleTepOypra mpe/yIoKeHbI IIyTH COBEPIIEHCTBOBAHUS CYLIECTBYOIINX MEXaHU3MOB rOCYyJapDCTBEHHOTO PETYINPOBa-
HUSL.

Karmoueswvtle crosa: JIEKAapCTBEHHOE obecrieuenme IIeTefI, UHAUBUYAJTIbHOE U3TOTOBJIEHUE JIEKADCTBEHHBIX IIPEIapa-
TOB, alITEYHAaA OpraHu3anus.

ABSTRACT

The paper deals with the problem of providing children with safe and effective medications. The lack of medicines
that ensure agerelated dosing of active ingredients and correspond to the current level of development of pediatrics is the
reason for irrational (off-label, unlicensed drug) administrations. According to a survey of 157 experts from St. Petersburg
(doctors of the highest category working in pediatric departments), off-label therapy is represented by 113 international
nonproprietary names of drugs belonging to 40 pharmacotherapeutic groups — mainly in the form of tablets (51.79%),
solutions for injection (13.86%), as well as capsules (8.64%).

The problem of children-appropriate medicines can be solved by organizing small-scale and individual pharmaceuti-
cal manufacturing of drugs. To date, on the territory of the Russian Federation, 1648 licensees have registered the right to
manufacture drugs for medical use, less than 2% of licensees have the ability to manufacture narcotic drugs, psychotropic
substances, 1/4 of all compounding pharmacies are concentrated in two regions of the Russian Federation: Moscow (12%)
and St. Petersburg (9%). The problem of the individual mannfacturing of medicines is largely due to the imperfection in
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regulatory environment in pharmaceutical industry. Based on the systematization of the results of fundamental interview-
ing of compounding pharmacies managers in St. Petersburg, ways to improving the existing mechanisms of state regula-

tion are proposed.

Keywords: medicines provision for children, individual manufacturing of drugs, pharmacy organization.

BBEJAEHMUNE

HecmoTps Ha ycmexu, JHOCTUTHYTBHIE POCCHI-
cKoU (hapMalleBTUUECKOU OTPACIbIO0, TpobiemMa o6e-
CIIeueHUsI JleTel U MOAPOCTKOB Oe30IacHbIMHU U (-
(bexTUBHBIMIY JIeKAPCTBEHHBIMU ITpernapatam (JIIT)
B IIpHEeMJIEMBIX (pOpMax BBIIIYCKA OCTAETCS 10 KOHIIA
He pellleHHON. AHaym3 HaruoHaIbHOTO TIe/THaTPH-
YecKoro (popmysisipa MOKa3bIBAET, UYTO IAXKE B ITOM
JIOKyMeHTEe BO3MOKHOCTH HCIIOJIb30BAHUS y JeTel
U BO3pacTHbIe OTPAHUYEHUS YKa3aHbI IPOU3BOIHU-
TeJIIMU TOJIBKO 71 37.30 % Ipemnaparos; 74.05 %
no3unuii HarumonasibHOTO neuarpudeckoro ¢op-
MYyJIIpa OTHOCATCS K CIUCKY *KM3HEHHO HeoOXOu-
MBIX U Ba)KHEHIITUX JIEKAPCTBEHHBIX IIPENapaToB,
IIPY 3TOM JIMIIB 31.08 % BKJIIOYEHBI B AaHAJIOTHYHBIA
dopmyssp BO3 [1].

Hannuwne "eparuonasnbubix (off-label, unlicen-
sed drug) HasHayeHUU MPOAUKTOBAHO TSKECTHIO
MaTOJIOTUN U OTCYTCTBHEM aJIbTEPHATUBHBIX, pa3-
PEIIeHHbIX K IPUMEHEHUIO B IETCKOU ITPAKTUKE, JIe-
KapCTBEHHBIX IpemnaparoB. [Ipobiema ocIoKHAET-
s TAK Ke OTCYTCTBUEM IIEJIOTO Ps/Ia IETCKUX JIeKap-
CTBEHHBIX (OpPM, 00ECIIeUnBAIONUX BO3PACTHOE JI0-
3UpoBaHMe (PapMaKOJIOTUUEeCKU aKTHUBHBIX HHIDe-
JTUEeHTOB, 3(GGEKTUBHOCTh U YAOOCTBO HCIIOJIB30-
BAHUSA JIJIS1 JIEYEHUs MAITUEHTOB JI0 ToJa, MaIueH-
TOB C YTPOKAIOIIMU KU3HU COCTOSHUSAMU U JIeTel,
HYK/JAIOIUXCS B MAJITMATUBHOM MTOMOIIH [2, 3].

IOEJDb UCCAEAOBAHUA

IIpoBecTu OLIEHKY OpraHU3aIMOHHO-(apMa-
LEBTUYECKUX ACIIEKTOB U OIIPEJETUTH IIyTH COBEP-
IIEHCTBOBAHUS JIEKAPCTBEHHOTO ObOecIieyeHus fe-
Teii Ha mpuMepe CaHkT-IleTepOypra.

MATEPHUAJIBI 1 METO/IbI

O6bekTaMu HCCIe0BaHus Caykuuu Locymap-
CTBEHHBIN peecTp JekapcTBeHHBIX cpeacTs (I'PJIC)
II0 COCTOSTHUIO Ha 24.04.2019 [4], equHbINA peecTp
JUIEeH3ul Poc3ipaBHa/3opa MO COCTOSHHUIO Ha
24.04.2019 [5], aHKETHI SKCIIEPTOB.

IKCIEPTHBIA OIPOC MPOBOAUJICA METOJIOM aH-
KETUPOBAHUA 157 SKCIIEPTOB — Bpauel BhICIIEN Ka-
TErOpUU, KOTOPble UMEIOT CTaXXK PaboThI B OT/EJIe-
HUAX [MEAUATPUUECKOTO TPOGUIIA 5 METUITMHCKUX
opraumuzanuii Cankt-IleTrepOypra oT 10 JieT u 60-
Jiee, Iipu 3TOM 60J1ee 30 % PECIOHEHTOB HETIOCPE-
CTBEHHO YyYaCTBYIOT B (pOPMUPOBAHUY 3aTBOK Ha 3a-

INTRODUCTION

Despite the successes achieved by the Russian
pharmaceutical industry, the problem of providing
children and adolescents with safe and effective
drugs in acceptable presentation remains not fully
resolved. An analysis of the National Pediatric For-
mulary shows that even in this document, the pos-
sibilities of use in children and age restrictions are
indicated by manufacturers for only 37.30% of the
drugs; 74.05% of the National Pediatric Formulary
items belong to the list of vital and most important
drugs, while only 31.08% are included in the same
WHO form [1].

The presence of irrational (off-label, unlicensed
drug) prescriptions is caused by the severity of the
pathology and the lack of alternative medicines ap-
proved for use in pediatric practice. The problem
is also complicated by the lack of a number of chil-
dren’s formulations that provide age-related dosage
of pharmacologically active ingredients, effective-
ness and ease of use for treatment of patients under
1 year of age, as well as patients with life-threat-
ening conditions and children requiring palliative
care [2, 3].

AIM OF THE RESEARCH

Assess organizational and pharmaceutical as-
pects and determine ways to improve the medicine
provision of children using the example of St. Pe-
tersburg.

MATERIALS AND METHODS

The objects of the study were the State Register
of Medicines as of April 24, 2019 [4], the Unified
Register of licenses of Federal Service for Surveil-
lance in Healthcare (FSSH) as of April 24, 2019 [5],
and questionnaires of experts.

An expert survey was conducted using the
questionnaire method in which 157 experts took
part — doctors of the highest category who have
worked in pediatric departments of 5 medical or-
ganizations of St. Petersburg for 10 years or more,
besides more than 30% of respondents directly
participated in the formation of applications for
the purchase of drugs for children. We also con-
ducted in-depth interviews with 15 managers of
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kynku JIIT s nereii. Takke IPOBOAMIIN TyOHH-
HOe MHTEPBBIONPOBAHUE 15 PYKOBO/IUTEJIEN ITPOU3-
BOJICTBEHHBIX aIITEK C OMBITOM PabOThI B TPAKTHYE-
ckoit papmaruu CaukT-IleTepOypra oT 10 yieT u 60-
Jiee, TIPeZIoJIaraBlllee MOJlyYeHNe OT PECIIOH/IEHTa
Pa3BEpHYTHIX OTBETOB B UYACTH OPraHU3AIIMOHHO-
(bapmarieBTUUECKNX ACIEKTOB BHYTPHUANTEYHOIO
W3TOTOBJIEHU JIEKAPCTBEHHBIX [IPENIAPATOB /1A I1e-
JIUaTPHUH.

Jlanaele 00pabaThIBad € HCHOJIH30BAHUEM
nporpammbl Excel 2016 (Microsoft).

PE3YJIBTATHBI U OBCYXKJEHUNE

[osryueHHBIE TAHHBIE CBU/IETEIHCTBYIOT O TOM,
YTO B [TEAUATPUUECKOM IPAKTHKE TEPATIUS «BHE HH-
CTPYKIIMU» TPEJICTaBJIeHa 113 MeXKyHaPOIHBIMHU
HeIaTeHTOBAaHHbIMKU HauMeHoBaHusamvu (MHH).
ITpu aTOM OOparaer Ha cebs1 BHUMAaHUE OCTpasi He-
XBaTKa JIETCKUX JIEKAPCTBEHHBIX (DOPM B KATETOPUU
JOo1 «AHTHOAKTEepUaIbHBIE ITPENAPAThl CHCTEMHOTO
nectBua» (Tadsl. 1).

Crpykrypusanusa accoptuMmenTa «off-label na-
3HAYEHUI» II0 JIEKAapCTBEHHBIM (OpMaM IOKa3aJa,
YTO MPenaparhl IPe/ICTABIEHBI HPEUMYIIECTBEHHO B
dopmax Tabnerok (51.79 %), pacTBOPOB /IJIs1 UHBEK-
nuii (13.86 %), a Tak:ke Kamncyt (8.64 %) (puc. 1).

VYeraHoBJIeHO, UTO B CTPYyKType «off-label Ha-
3HaUeHuU» 33.8 % accopTUMeHTa HEe OPUEHTUPOBA-
HO HAa IeANATPUUECKYIO IPAKTHUKY (PHC. 2).

Pemrenye mMpo6JieMbl «JIETCKUX JIEKAPCTB» IIy-
TeM OpraHU3aI[UU MPOMBIIIJIEHHOTO ITPOU3BO/ICTBA
rnoTpebyeT GOIBIITNX UHBECTUIINH B CTPOUTEHCTBO
(PEKOHCTPYKIINIO, MOJIEPHU3AIHMIO, IEPeOCHAlle-
Hue) hapMaleBTUUEeCKUX MPEATPUATUHN, JIUTETb-
HBIX CPOKOB (3—6 JIeT) peau3aiiuil WHBECTUI[HIOH-
HBIX IIPOEKTOB, a Tak:ke (HOPMHUPOBAHUSA MEXaAHU3-
MOB KOMIIEHCAIIUU TIPOU3BOIUTENAM 3aTpaT IIPHU

compounding pharmacies of St. Petersburg with
experience in practical pharmaceutics of 10 years
or more, which implied receiving detailed answers
from the respondent regarding organizational and
pharmaceutical aspects of the intrapharmacy man-
ufacturing of medicines for pediatrics.

Data were processed using Excel 2016 (Micro-
soft).

RESULTS AND DISCUSSION

The data obtained indicate that in pediatric
practice, off-label therapy is represented by 113
international nonproprietary names (INN). At the
same time, an acute shortage of pediatric dosage
forms in category Jo1 Systemic antibacterial drugs
(Table 1) is noteworthy.

Structuring the assortment of off-label ad-
ministrations by dosage forms showed that the
drugs are presented mainly in the form of tablets
(51.79%), solutions for injection (13.86%), and cap-
sules (8.64%) (Fig. 1).

It was found that in the structure of off-label
administrations 33.8% of the assortment is not in-
tended for use in pediatric practice (Fig. 2).

Solving the problem of children-appropriate
medicines by organizing industrial production
will require large investments in construction
(reconstruction, modernization, re-equipment)
of pharmaceutical enterprises, long terms (3—6
years) for the implementation of investment pro-
jects, and the formation of cost compensation
mechanisms to manufacturers for small volumes
of manufactured batches. In addition, industrial
production is not effectivein the case ofthe release
of drugs with short shelf life, which include most

Ta6auna 1. Crpykrypusanus «off-label Haznauenuit» o papmaxkorepaneBTHYECKOMY /I€HCTBHIO
Table 1. Structuring of off-label administrations by pharmacotherapeutic action

Koz rpynnsl HaumMmeHOBaHMe IpyInbl Kosnmuectso MHH
Group code Group name Number of INN
Jo1 AnTHbaKTEPHAIBHBIE ITPENapaThl CUCTEMHOrO JieiicTBust / Systemic 12

antibacterial drugs
Aoy IIpoTuBOUAapEiHbIE, KUIIIEYHbIE IPOTHBOBOCIIATUTEIbHBIE U IIPOTUBO- 7

MuKpoO6HBIe npenapatsl / Antidiarrheal, intestinal anti-inflammatory and

antimicrobial drugs
Nos [IpoTuBoO3MUIENTHYECKHE TTpenapaTsl / Antiepileptic drugs 7
Log NmMmyHozmenpeccanTsl / Immunosuppressants 6
Ro06 AHTUTHCTAMUHHBIE CPEJICTBA CUCTEMHOTO JielicTBus / Systemic antihistamines 6
Go4 [Ipenaparsl, mpuMeHseMble B yposioruu / Drugs used in urology 5
Jos ITpoTHBOBUPYCHBIE IPENapaThl CUCTEMHOTO JieiicTBrs / Systemic antiviral 5

drugs
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Oxonuanue mabauuywt 1 / The end of the Table

Kop rpynmer HaumenoBaHue rpynmsl Konugectso MHH
Group code Group name Number of INN
No2 Amnaspreruxu / Analgesics 4

Ao3 IIpenapatsl A4 TedyeHnsa GyHKIIMOHAIBHBIX HAPDYIIEHUH JKeTyI09HO- 3

kumeaHo-ro Tpakta / Drugs for the treatment of functional disorders of the
gastrointestinal tract

Co1 IIpenapatsl A5 Jeuenus 3aboneBaunii cepana / Drugs for the treatment of 3
heart disease

Cos Huypetuku / Diuretics 3

Mo1 IIpoTHBOBOCHATUTEIbHBIE ¥ IPOTUBOPEBMATHUECKE ITpenaparsl / Anti- 3
inflammatory and anti-rheumatic drugs

Mo3 MuopeJsiakcaHTHI IeHTpaIbHOTO AeiicTBus / Central action muscle relaxants 3

Nos Ilcuxonentuku / Psycholeptics

Ro3 IIpenapaTsl 1151 JIeueHU s OOCTPYKTUBHBIX 3a00IeBaHUH JbIXaTeTbHBIX Iy TeH
Drugs for the treatment of obstructive airways diseases

Aos IIpenapatsl 11 JedeHus 3a00IeBaHUH [T€UEHU U JKEeTIEBBIBOASAIINX Iy TeH 2
Drugs for the treatment of the liver and biliary tract diseases

Bo1 AntutpomboTuueckue cpesactea / Antithrombotic agents 2

Bos Kposeszamenurenu u nepdysuonnsie pactBopsl / Blood substitutes and 2
perfusion solutions

Cos AuruonporekTops! / Vasoprotectives 2

Co7 Bera-agpenob6sokatops! / Beta-blockers 2

Go1 IIpoTHBOMHUKPOOHBIE IIpernapaThl U aHTUCENTHKY, IPUMEHseMbIe B THHEKOJIO- 2
ruu / Antimicrobials and antiseptics used in gynecology

Ros IIpoTHBOKaMLIEBbIE IPENAPATHI U CPEJICTBA JJIsl JIeYeHUsI IPOCTYAHBIX 3a60- 2
neBauuii / Antitussive drugs and medicines for the treatment of colds

So1 Odranpmosiornueckue npemnapatsl / Ophthalmic drugs 2

Do6 AHTHOMOTHKY U TPOTUBOMUKDPOOHBIE CPE/ICTBA, IPUMEHsIEMbIE B IEpPMATOJIO- 2
ruu / Antibiotics and antimicrobials used in dermatology

Ao2 IIpenapaTsl 1151 JeueHus 3a60IeBaHU, CBA3aHHBIX C HAPYIIIEHHEM KUCJIOT- 1
HoctH / Drugs for the treatment of acid-related diseases

Aog IIpemnapaTsl, CLIOCOOCTBYOIIME MUIIIEBAPEHNUIO, BKII0Yasi pepMeHTHBIE Ipemna- 1
patsl / Digestive aids, including enzyme drugs

A11 Buramuns! / Vitamins 1

A12 MunepanbHble f00aBku / Mineral supplements 1

Bo2 TemocraTuueckue cpeacrsa / Hemostatic agents 1

Bos Antudubpunonutuueckue cpeactsa / Antifibrinolytic agents 1

Co2 AnTurunepreH3uBHbIe cpencTBa / Antihypertensive drugs 1

Cog Ilepudepuueckre BazoauaaTaTopsl / Peripheral vasodilators 1

Cog CpezncTBa, IeHCTBYIOIINE HA peHIH-aHTHOTEH3UHOBYI0 cucTeMy / Drugs acting 1
on the renin-angiotensin system

Do8 AHTHCENTUKHY U ie3uHpHUIIUpyomue cpeacTsa / Antiseptics and disinfectants 1

Ho1 Topmons! runodusa 1 ruroTajgaMmyca 1 ux asasoru / Pituitary and 1
hypothalamic hormones and their analogues

Hoz2 KopTukKocTepouibl CHCTEMHOTO /ieticTBus / Systemic corticosteroids 1

Jo2 IIpoTHBOTrpHUOKOBBIE MIPEMapaThl CUCTEMHOTO ieficTBust / Systemic antifungal 1
drugs

Lo1 IIpoTtuBoOITyXx0JeBhIe pemapaThl / Antineoplastic drugs 1

Los NMmyHOocTUMYyAATOPS / Immunostimulants 1
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20.9

1.4

6.3

BospacTHble orpaHuyeHus He YKa3aHbl
Age restrictions are not specified

PaspeleHo K IpUMEHEHUIO 710 1 Tofa
Allowed for use under 1 year

PazpeliieHo K MIPUMEHEHUIO ¢ 1 TO/[a 710 3 JIET
Allowed for use from 1 to 3 years

Pa3spelieHo K IPUMEHEHUIO ¢ 3 /10 7 JIeT
Allowed for use from 3 to 7 years

PaspereHo K MpUMeHEHHIO € 7 [0 12 JIeT
Allowed for use from 77 to 12 years

Paspemnieno k npruMeHeHUIO ¢ 12 710 18 jeT
Allowed for use from 12 to 18 years

Pasperieno k npruMeHeHuUIo ¢ 18 et
Allowed for use from 18 years

Puc. 2. Crpykrypusanus «off-label Haznauenuii» no ocobeHHOCTAM IIPUMEHEHUs B ieAnaTpuu (%)
Fig. 2. Structuring of off-label adminisrtations by specifics of use in pediatrics (%)

MaJIbIX 00'beMax BBIMMYCKAEMbIX MapTUH MPOAYKTA.
Kpome TOro, IpoMbIIIJIEHHOE IIPOU3BOACTBO ABJIS-
ercsa He 3G (PEKTUBHBIM B CJIydyae BBIIIYCKA JIeKap-
CTBEHHBIX CPEJICTB C KOPOTKUMHU CPOKAMH TOIHO-
CTH, K KOTOPBIM OTHOCSITCsI GOJIBIIITHCTBO JIEKAPCTB
JULST HOBOPOXKZIEHHBIX U IETEH JI0 TO/Ia, a TAaK Ke Ipe-
apaToB, PelenTypa KOTOPhIX HEe BKJIIOUAET TPa -
[MOHHO HUCIIOJIb3yeMble B IPOMBIIIJIEHHOM IPOU3-
BOJICTBE BBICOKOAKTHBHBIE KOHCEPBAHTHI U CTAOH-
JIU3aTopHI [1, 6, 7].

CTOUT OTMETUTH, YTO UHAYCTpHUAIbHAS dap-
MalleBTUUecKass pa3paboTka  JieKapCTBEHHBIX
CPEJCTB Jisl HeJUaTpUU O00OCTPSET TaKiKe P
STHUYECKUX BOIIPOCOB B YaCTH IIPOBEIEHUs OnoMe-
JUITMHCKUX HCCJIeOBAaHUMN, UTO, B CBOIO OUYePEb,
OIpesiesisieT CJAOXKHOCTH, JIJIUTEJIHLHOCTh U BBICO-
KYI0 CTOUMOCTh HHUIIUUPYEMBIX TOTEHIIUATIbHBIM
IIPOU3BOJIUTEIEM MAOKJIUHUYECKUX U KIIMHHUYE-
CKUX UCIIBITAHUH [1].

AJIbTEPHATUBHBIM BapUAaHTOM SIBJISIETCA Op-
TaHU3AIUS MEJIKOCEPUHHOTO U WHAUBUIYAJIBHOTO
anTEeYHOTO W3TOTOBJIEHUS IpEnapaToB IIyTEM CO3-
JaHus (MOIEepHU3AIUY) TPOU3BOACTBEHHBIX alTeK
(bapmarneBTHUECKUX IIEHTPOB) B CcyOBekTax Poc-
cuiickor dejrepariuy, a TakKe MOJEPHU3AIUHU all-
TEeK IMEPUHATAJIBHBIX IEHTPOB, POJUIBHBIX IOMOB
U JIETCKUX CTAIIMOHAPOB B COOTBETCTBUHU C TPebOBa-
HUSAMH HaJIJIeKalledl anTedyHOH U MPOU3BOJICTBEH-
HOHM MPaKTHKH, [IPABUJI 000pOTa HAPKOTUUECKUX U
TICUXOTPOITHBIX BEIIECTB U UX MPEKYPCOPOB U MHBIX
HOPMAaTHBHBIX JIOKYMEHTOB B chepe oOpalieHus je-
KapCTBEHHBIX CPEJICTB [8, 9].

drugs for newborns and children under 1 year of
age, as well as drugs the formulation of which does
not include highly active preservatives and stabi-
lizers traditionally used in industrial production
[1, 6, 7].

It is worth noting that the industrial pharma-
ceutical development of medicines for pediatrics
emphasizes also a number of ethical issues in terms
of conducting biomedical research, which, in turn,
determines the complexity, duration and high cost
of preclinical and clinical trials initiated by a poten-
tial manufacturer [1].

An alternative variant is the organization of
small-scale and individual pharmacy manufactur-
ing of drugs by creating (modernizing) compound-
ing pharmacies (pharmaceutical centers) in the
constituent entities of the Russian Federation, as
well as modernizing pharmacies of perinatal cen-
ters, maternity and children’s hospitals in accor-
dance with the requirements of good pharmacy and
manufacturing practice, rules of circulation of nar-
cotic and psychotropic substances and their precur-
sors and other regulatory documents in the field of
drug circulation [8, 9].

Modification of pharmaceutical care for chil-
dren, associated with the formation of pharmacies
with the right to manufacture drugs (pharmaceuti-
cal centers) offers in the segment of extemporane-
ous dosage forms, can provide a relatively low cost
of the final product, as well as a significant reduc-
tion in patient care.

Journal homepage: http://jsms.ngmu.ru
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Mopuduranus ¢apManeBTHUYEeCKOU ITOMOIIA
JleTsiM, CBsA3aHHasA ¢ (OpPMHUPOBAHUEM amTeKaMu
C IIpaBOM H3TOTOBJIEHUS JIEKADCTBEHHBIX CPEJICTB
(papmaneBTHYECKUMU IIEHTPAMU) MIPEAJIOKEHUS B
CerMeHTe HKCTEMIIOPAJIbHBIX IIPErapaToB, CII0COOHA
00ecIeuynuTh CPAaBHUTEJIHLHO HEBBICOKYIO cebecTou-
MOCTb KOHEUHOTO IIPOZYKTa, a TAKKe CyllleCTBEeHHOe
COKpallleH/€e CPOKOB 00CITyKUBAHU A AIIHEHTOB.

BoisABJIEHO, UTO HA CETOAHSAINIHUN JIEHb HA Tep-
purtopuu Poccutickoit ®enepanyu ecTh IpaBo HA U3-
TOTOBJIEHHE JIEKAPCTBEHHBIX IIPENapaToB JJIs MeU-
IIMHCKOTO IPUMEHEeHUs y 1648 snuneHsuaros. Ilpu
9TOM BO3MOKHOCTHh U3TOTOBJIEHUS HAPKOTHYECKUX
cpefcTB, mcuxoTponHbix BemlecTB Croucka II Tle-
pedYHsT HADKOTUUECKHUX CPEJICTB, TICUXOTPOITHBIX Be-
IIECTB U UX MMPEKYPCOPOB, MOJJIEXKAITUX KOHTPOJIIO
B Poccuiickoit ®enepanuy, cyiiecTByeT y 68 anreu-
HBIX OPraHU3aIUi; IPAaBO Ha U3TOTOBJIEHUE TICUXO0-
TponHbIxX BemecTB Crincka 111 [lepeuns HaproTuye-
CKUX CPEJICTB, ICHXOTPOITHBIX BEIIECTB U UX IIPEKYP-
COPOB, TIOJIJIEXKATIIUX KOHTPOJTIO0 B Poccuiickoii @ene-
paiuu, ecTb y 195 JIMIEH3UATOB, YTO CYMMAapHO CO-
cTaBysgeT MeHee 2 % Peecrpa smmiiensuii Pocspas-
Ha/[30pa B 4acTH (papMalneBTUUeCKOH JeATETbHOCTH.

YcTaHOBJIEHO, YTO 1/4 BCEX MIPOU3BO/ICTBEHHBIX
afTeK CKOHIIEHTPUPOBAHBI B IBYX cyObekTax PD, a
uMeHHO: B Mockge (12 %) u Caukt-IletepOypre (9 %)
(puc. 3, Tabu. 2).

O6paiaer Ha ce6s1 BHUMAaHUE TOT GAKT, UTO IT0-
nasiistioniee (6osiee 50 %) YMCIJIO TIPOM3BOCTBEH-
HBIX alTeK SIBJISIOTCS CTPYKTYPHBIMU IO/Ipas/iesie-
HUAMU MEAUITMHCKUX OpraHu3aIui (puc. 4).

7-9

18‘

5.4

It was revealed that today on the territory of
the Russian Federation 1 648 licensees have the
right to manufacture drugs for medical use. At the
same time, 68 pharmacy organizations have the
opportunity to manufacture narcotic drugs and
psychotropic substances of List II of the Listing of
narcotic drugs, psychotropic substances and their
precursors subject to control in the Russian Feder-
ation; 195 licensees have the right to manufacture
psychotropic substances of List III of the Listing of
narcotic drugs, psychotropic substances and their
precursors that are subject to control in the Rus-
sian Federation, which in total is less than 2% of
the Register of licences of FSSH for pharmaceutical
activities.

It was established that 1/4 of all compounding
pharmacies are concentrated in two constituent en-
tities of the Russian Federation, namely: in Moscow
(12%) and St. Petersburg (9%) (Fig. 3, Table 2).

It is noteworthy that the overwhelming (over
50%) number of compounding pharmacies are sub-
divisions of medical organizations (Fig. 4).

The problem of the individual manufacture of
drugs is largely due to the imperfection of the legal
regulation of pharmaceutical practice in this area.
Based on the systematization of the results of in-
depth interviewing of the compounding pharmacies
managers, ways of improving the existing mecha-
nisms of state regulation are proposed, namely:

1. Since, according to paragraph 3 of the Order
of the Ministry of Health of the Russian Federa-

IenTpanbHBIN defepaabHbIH OKPYT
Central Federal District

CeBepo-3anasHblil deZiepaybHBIA OKPYT
Northwestern Federal District

IO:xHbBIH esrepasbHBINA OKPYT
Southern Federal District

CeBepo-KaBkasckuii penepaibHbIN OKPYT
North Caucasus Federal District

JlanbHEBOCTOUHBIH (pefiepabHbIA OKPYT
Far Eastern Federal District

Cubupckuii berepaybHbIi OKPYT
Siberian Federal District

IIpuBo/BKCKUH denepaTbHbIH OKPYT
Volga Federal District

VYpansckuii denepanbHbIH OKPYT
Ural Federal district

Puc. 3. CTpyKTypu3sanus MpOU3BOJCTBEHHBIX AIITEK I10 TEPPUTOPHUATBHOMY IIpU3HaKYy (%)
Fig. 3. The structuring of compounding pharmacies by territorial factor (%)
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Ta6uuma 2. TOII-10 cy6pekToB Poccuiickoir Peziepaniiu M0 HATHYHUIO TPOU3BOJICTBEHHBIX AIITEK € IPABOM IIPOU3BO/I-

crBa JIII

Table 2. TOP 10 constituent entities of the Russian Federation by the availability of compounding pharmacies with the

right to manufacture drugs

Peruon / Region

KosmuectBo antek / Number of pharmacies

Mocksa / Moscow 200
Canxkrt-Iletep6ypr / St. Petersburg 147
MockoBckas obacts / Moscow Region 81
Huxeropoackas obiacts / Nizhny Novgorod Region 59
CraBpomnosibCKui Kpaii / Stavropol Territory 49
Camapckas o6;1acTh / Samara Region 48
Upxkytckas obaacts / Irkutsk Region 39
Pecniy6iuka Caxa (SIkyTus) / The Republic of Sakha (Yakutia) 40
CrepauioBckas o6sacts / Sverdlovsk Region 38
Pecny6uka Bamkoproctan / The Republic of Bashkortostan 38

[IpobsieMa WHAWBHUYAJIBHOTO W3TOTOBJIEHUS
JIEKapCTBEHHBIX IIPErapaToB BO MHOTOM 00YCJIOBJIE-
Ha HECOBEPIIEHCTBOM HOPMAaTHBHO-IIPABOBOTO pe-
TyJIMPOBaHUSA (papMaleBTHUYECKON JeATEIHPHOCTH B
JIaHHOM obsyacTu. Ha ocHOBe cucTeMaTHU3alUU pe-
3yJIBTATOB TIyOMHHOTO WHTEPBBHIOUPOBAHUS PYKO-
BOJUTEJIEH TPOU3BOACTBEHHBIX AITEK ITPEIJIONKe-
HBI IyTU COBEPIIEHCTBOBAHUSA CYI[ECTBYIOIIUX Me-
XaHU3MOB TOCyAJapCTBEHHOI'O PpPEryJnpoBaHHA, a
HUMEHHO:

1. [Tockomnbky, cornacHo n. 3 mpukas3a MuH3spa-
Ba P® 7511, npu usrorosaenuu JIII ucnosnbayrores
dapmaneBTHUECKHE CyOCTAHITUH, BKIIOYEHHBIE B ['0-
cyaapctBeHHbIH peecTp JIC 171 MeTUITUHCKOTO TIPH-

0.67 0.55 0.36

1.16

38.36

58.91

tion 751n, pharmaceutical substances are used in
the medicines production that are included in the
State Register of Drugs for medical use, it is neces-
sary to amend the Federal Law dated 12/04/2010
No. 61-FZ, paragraph 5, article 13, chapter 6, where
it is indicated that pharmaceutical substances are
not subject to state registration. Moreover, it is ne-
cessary to oblige to register in the State Register of
Drugs the substances available at pharmaceutical
companies purchased (manufactured) by them for
the release of officinal drugs, providing the possi-
bility of dispensing product volumes of up to 0.5 kg
[10, 11].

MenunuHckas opranusanus
Medical organization

AnTeynas opraHuzanus
Pharmacy organization

BoiickoBas yacTh
Military Unit

HayuHo-Hucce1e[0BaTeIbCKUM HHCTUTYT
Research Institute

O6pa3zoBaTebHOE YUPEXKIEHUE
Educational institution

HNHoe
Other

Puc. 4. CTpyKTypH3anus NpOU3BOCTBEHHBIX AIITEK 110 BEZIOMCTBEHHOU npuHazeskHoctu (%)
Fig. 4. Structuring of compounding pharmacies by territorial factor (%)
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MeHeHUsI, He0OXO/IUMO BHECTH u3MeHeHUs B Deje-
PaJIBHBIN 3aKOH OT 12.04.2010 N2 61-®3, 1. 5, cT. 13,
1. 6, T7Ie YKa3aHo, uTo hapMareBTHUYECKHE CyOCTaH-
MU TOCYZaPCTBEHHON PETHCTPAIIUU HE IOJIJIEKAT.
Bostee Toro, He06x01uMO 06513aTh PETUCTPHUPOBATD B
TocymapctBenHoM peectpe JIC cyOCTaHIINU, UMEIO-
muecs Ha GapMareBTUUeCKUX MPeITPUATHAX, TPU-
00peTeHHBIX (POU3BOMMBIX) MU JIJISI BBIITyCKA TO-
ToBbIX JII1, 06ecrieurBast BO3MOKHOCTD OTITyCKa 00b-
€MOB ITPOYKTA B KOJIMYECTBE /IO 0.5 KT [10, 11].

2. Onpenenuts IlopsAaok yTBepKJeHUSA METO-
JMYECKUX PEKOMEHJANui 1Mo TpebOBaHUAM, Me-
TO/IaM KOHTPOJISI KauecTBa W METOAUKAM aHaJIU-
3a JIC, U3rOTOBJIEHHBIX B aliTeKe, B COOTBETCTBUHU C
1. 4 Ilpukaza Muunsgpasa PO 7511: «KauecTBO u3-
rorossieHHOro JIII onpezsensgeTcs ero COOTBETCTBU-
eM TpeboBaHUAM (apMaKOIEWHON CTaThH, OOIIeH
dapmaxkoneirinoii cratbu (O®C) mbo B ciayuae Ux
OTCYTCTBHSI — JIOKyMEHTa B 00J1aCTH KOHTPOJIS Ka-
YecTBa, COZiepIKaIero TpeboBaHUs U METO/IBI OIIpe-
JleJIEHU ST KauecTBa U3roToBaeHHbIX JIIT» [10].

3. BHectu uzmeHnenus B ®eiepaibHbIN 3aKOH OT
08.01.1998 N2 3-®3, 1aB mpaBo alITeUHBIM OPraHU3a-
UM €O 100 % y4JacTHheM B yCTABHOM KaITHUTaJsle TOPo-
J1a pesrepaibHOTO 3HAUYEHM S OCYIIECTBIIATH U3TOTOB-
JleHUe HapKOTUYeCKUX CPE/ICTB U IICUXOTPOITHBIX Be-
1ecTB, BHeceHHBIX B Crincok 1. B Hacrosiee Bpems,
COTJIACHO II. 4 CT. 5 IVI. 1 3TOTO 3aKOHA, «U3TOTOBJIEHHUE
U YHUYTOKEHUE HApPKOTUYECKUX CPEJICTB U IICUXO-
TPOITHBIX BEIIECTB (32 MCKJIIOUEHUEM YHUUTOXKEHU S
KOH(MUCKOBAHHBIX WJIM U3BATHIX U3 HE3aKOHHOTO
0060poTa HAPKOTUUYECKHUX CPEJCTB U ICHUXOTPOITHBIX
BelllecTB), BHeCeHHBIX B Crrcok II, MOryT ocyect-
BJIATHCS BXOAAIIMMU B MYHHUIIUIIAJIBHYIO CUCTEMY
3/]paBOOXPaHEHUs MYHUIUNAJIBHBIMU yHUTAPHBI-
MU IIPEATPUATUSIMU U MyHUITUTIAJTbHBIMU yUPEkKIe-
HUSIMU B IOPSI/TKE, YCTAHOBJIEHHOM HACTOSIIUM (e-
JlepajJIbHBIM 3aKOHOM U IPUHUMAaeMbIMU B COOTBET-
CTBUU C HUM HOPMATHUBHBIMH IPABOBBIMH aKTaMU
PO, npu oxazaHUM MEIUITMHCKOW TOMOIIY Ipaskja-
HaM B P® MeIUITUHCKMMU OPraHU3aIuAMU MYHUILIN-
MMaJIbHOM CUCTEMBI 3IPaBOOXPAHEHU» [12].

4. YOpocTuTh TpebOBaHUSA K JIOMYCKY K J0JIK-
HOCTHM IIPOBU30pPa-aHAJIUTHKA, NPEIOCTABIIAS BO3-
MOZKHOCTh pabOThI TIPU YCJIOBUM YCIEITHOTO IPO-
XOK/IEHUST TPONEAYPhI TTEPBUYHON aKKPEIUTAIHU
CIIelaJInuCTa.

5. Ha ocHOBe mepeuHsi BOCTPeOOBAHHBIX U Ya-
CTO BBIITHCHIBAEMBIX BpayaMU ITPOITUCEN YTBEPAUTH
accopTuMeHT 3KcTeMnopasbHbIX JIIT i uceneno-
BaHUS CPOKOB T'OJTHOCTH.

6. [IpetocTaBUTH ONITOBBIM OPraHU3ALM M IIpa-
BO (pacoBKU CyOCTAHIIUT JIJIs1 IOCTIEAYIOIEN UX pea-
JIN3AaIUU B alITEUHbIE OPTaHU3AI[UH.

2. Determine the Procedure for approving
methodological recommendations on require-
ments, quality control methods and analysis meth-
ods for drugs manufactured in a pharmacy in accor-
dance with paragraph 4 of the Order of the Ministry
of Health of the Russian Federation 751n: “Quality
of the manufactured drug is determined by its com-
pliance with the requirements of the pharmacopeia
article, general pharmacopeia article (GPA), or in
the case of their absence — a document in the field
of quality control containing requirements and
methods for determining the quality of manufac-
tured drugs”[10].

3. Amend the Federal Law of 08/01/1998
No. 3-FZ, giving pharmacy organizations with full
ownership of a federal city the right to manufac-
ture narcotic drugs and psychotropic substances
registered in the List II. Currently, according to
paragraph 4, article 5, chapter 1 of this law, “the
manufacturing and destruction of narcotic drugs
and psychotropic substances (with the exception of
the destruction of narcotic drugs and psychotropic
substances confiscated or withdrawn from illicit
trafficking) included in the List I may be carried
out by municipal unitary enterprises and municipal
institutions included in the municipal health sys-
tem in the manner established by this federal law
and the regulatory legal acts of the Russian Fed-
eration adopted in accordance with it in the provi-
sion of medical care to citizens of the Russian Fed-
eration by medical organizations of the municipal
healthcare system” [12].

4. Simplify the requirements for admission to
the position of pharmacist-analyst, providing the
opportunity to work subject to the successful com-
pletion of the procedure for initial accreditation of
a specialist.

5. On the basis of the list of high-demand and
often prescribed by doctors formulations, approve
the assortment of compounded dosage forms for
the shelf life determination.

6. To provide wholesale organizations with the
right to pack substances for their subsequent sale to
pharmacy organizations.

7. In order to make it possible for pharmacy
organizations to use modern closures, develop and
approve sterilization procedures for modern pack-
aging made of polymeric materials, vials with drop-
per, aerosol dispenser etc. in a pharmacy.

8. To develop a methodology for subsidizing
intra-pharmacy manufacturing of drugs at the re-
gional level.

40

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



doi: 10.31549/2542-1174-2020-1-31-43

Narkevich I.A. et al. / Journal of Siberian Medical Sciences 1 (2020) 31—43

7. B messax BO3MOXKHOCTH HCIOJIB30BAHUSA all-
TEUHBIMH OPTraHU3aIUsIMH COBPEMEHHBIX YKYIIO-
POYHBIX CPEZICTB pa3paboTaTh U YTBEPAUTH METO-
JIUKY CTEPUJIU3AIUY B YCIIOBUIX AlITEKU COBPEMEH-
HBIX YIIAaKOBOK U3 IOJIMMEPHBIX MaTepHasoB, (a-
KOHOB C KaIleJIbHHUIIEH, C a9PO30JIbHBIM PaCIIbLINTE-
JeM U T. 1.

8. Paspaborarp MeTOAMKY CyOCHUUPOBaHUSA
BHyTpHanTeyHoro wusrotoBiienus JIII Ha perumo-
HaJIbHOM YPOBHE.

3AK/IIOUEHMUE

06006111251 BCe BBIIIENEPEUHCIEHHOE, ECTh OCHO-
BaHUS 3aKJIIOYUTH, UTO BO3MOKHOCTH OKa3aHUS Me-
JUITMHCKOH ITOMOIIY JETSAM JUMHUTHPOBAHBI ACCOP-
tumeHTOM JIIT mpenmymiecTBeHHO B hopmax Tabiie-
TOK, KaIlCyJl ¥ PacTBOPOB JAJis MHBbEKIUH. OIHUM
13 BRXKHEUIIINX HATIPABJIEHUH COBEPIIEHCTBOBAHUS
JIEKapCTBEHHOTO 00ecrieueHus JIeTell Ha CEero/IHAII-
HUH JIeHb [Ipe/ICTaBIIsAeTCA pa3paboTKa COCTAaBOB U
TEXHOJIOTUH JIEKAPCTBEHHBIX (GOPM WHAUBUYaJIb-
HOTO U3TOTOBJIEHUs, UTO, B CBOIO OYepe/b, COIJIa-
cyeTcs ¢ KOHLENIUeH nepcoHuUIMPOBAaHHOU Me-
JIUIHBL C YYeTOM I€HHOCTHO-OPHEHTHPOBAHHOTO
[IO/IXO/la U IIPEeZIoJiaraeT HCIOJIb30BAHHE aKTUB-
HBIX (apMaleBTHYECKUX CyOCTaHIUH, dPdeKTuB-
HOCTbh U COBMECTHUMOCTH OOJIBIIMHCTBA U3 KOTOPBIX
IpejickazyeMa U IpOBEpPeHa MHOTOJIETHUM OIIbI-
TOM TNpUMeHEeHUs B KJIMHUUYECKOH mMmpakTuke. Bo-
Jiee TOro, KOMOWHAIIUY JIEKAPCTBEHHBIX BEIECTB, UX
JI03bI, KPATHOCTD IIPHEMA, a TAKKe BU/I JIEKAPCTBEH-
HOH (OPMBI U IyTh BBEJIEHUS B OPTAaHU3M JJIsI IIpe-
rmapara anTeYHOTO U3TOTOBJIEHUS HOCAT HHUBULY-
JIBHBIN XapaKTep, UTO M03BOJIsIET B MAKCHMATbHOHN
cTeneHu 06eceunTh BapuabeIbHOCTb TEPATIUHU I
Ka’K/JIOTO MTaI[UeHTa.
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CONCLUSION

Summarizing all of the above, there is rea-
son to conclude that the possibilities of providing
medical care to children are limited by the range of
drugs mainly in the tablets, capsules and injectable
solutions. One of the most important directions for
improving the drug supply for children today is the
development of the compositions and technology
of individual dosage forms, which, in turn, is con-
sistent with the concept of personalized medicine
taking into account the value-oriented approach
and involves the use of active pharmaceutical sub-
stances, the efficacy and compatibility of most of
which is predictable and verified by many years of
experience in clinical practice. Moreover, combina-
tions of medicinal substances, their doses, dosage
frequency, as well as the type of dosage form and
way of administration of a pharmaceutical prepa-
ration are individual in nature, which allows for
maximum variability of therapy for each patient.

Pharmaceutical activity in the field of intra-
pharmacy production of medicines needs to im-
prove the mechanisms of state regulation.
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dapmarnieBTHYeCKas JIeATEJIBHOCTh B 00JacTu
BHYTPHANITEYHOTO H3TOTOBJIEHUSA JIEKAPCTBEHHBIX
IpenapaToB HY>K/1a€TCA B COBEPIIIEHCTBOBAHUU Me-
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