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PEDEPAT

Jurmomuas padota c. 59 puc. 11, Tabin. 14, ucrounukon 32.

OO0bekT uccaenoBanms: MeroauKka oOIpenesieHus IUMHKa B CYOCTaHIIUU
«Tumanun»

Kuawuesble caoBa: Bammpauus, nuneitHocts, ADC HCII, npaBUiIbHOCTS,
TOYHOCTh, podacTHOCTh, AAC, crienndruIHOCTh, OTKpbIBaeMocTb, GMP.

Henab: ApanTanusi METOIMKH ONpENENCHUs I[IMHKAa Ha COBPEMEHHBIC
CIOCOOBI  OMpENENeHHs] DJIEMEHTHOrO cocTaBa. Bammpanus pa3paOoTaHHOM
METO/IMKHU.

AKTYyaJbHOCTh: COBpEMEHHbBIE TPEOOBAHUSI MEKIYHAPOIHBIX JTOKYMEHTOB
B obOmactu ¢dapManuu TpeOYIOT TapMOHM3allUM METOAWK W HOPMHUPOBAHUS
COJICP)KaHMSI DJIIEMEHTOB B MPOM3BOJMMBIX cyOcTraHuus. Ha 1naHHBIH MOMEHT
COBPEMEHHBIM METOJIOM OMNPEJETCHUSI JIEMEHTHOTO COCTaBa Ha ypoOBHE PpPM u
Oosee SBISIETCS METOJl ATOMHO-DMHCCHOHHOM CHEKTPOMETPUU C HHAYKTUBHO
CBSI3aHHOM I1JIa3MOM.

Metoabl  ucciaenopanms:  Pa3zpaboTtka W Banuaanus — METOJUKH
npousBoAmiIack Ha 0aze akkpeautoBanHor (I"OCT ISO/IEC 17025-2019 (O6mue
TpeOOBaHMSI K  KOMIETEHTHOCTM  HUCIBITATEIbHBIX W KaJIMOPOBOYHBIX
naboparopusi)) XUMHUYECKOM JabopaTOpuu KOHTPOJS KadyecTBa MEIUIIMHCKHUX
IpernaparoB  oraena KoHTposnss kadectBa PVYII  «benmenmpenapartbl» 1o
dapmakoneitHpiM MeTofam 2.2.22 (aTOMHO-MHUCCHOHHAS CIIEKTpomeTpusi), 2.2.23
(aroMHO-a0copOLMOHHAs cHekTpoMeTpusa) u 2.2.57 (aTOMHO-dMUCCHOHHAs
CIIEKTPOMETPHUSI ¢ MHAYKTHUBHBIM CBS3bIBaHUEM IUIa3Mbl). CojepikaHue ITMHKA B
cyOctaniuu AoxHO ObiTh He Oosnee 10%. PazpaGoranHas MeTojuKa YCHENTHO
IIPOIIIA BAJIMIAIMIO TI0 OCHOBHBIM XapaKTEPUCTHKAM, KOTOPBIC TIPEIBSBIISIOTCS K
METOJMKe Takoro Tuma. J{nanazon npumenenus: Kosdouiment koppensuun (r) =
1,0000; RSD = 0,36% (151 6 mocinenoBaTeabHBIX onpeaesieHuit); OTKphIBAEMOCTb
(R) = cpennee 3HaueHue s pa3HbIX ypoBHe# koHmerparnuu 98%. Kpurepuu
MPUEMIIEMOCTH CTaTUCTUUECKUX pacu€ToB Opanuch Ha ocHoBanuu ['® Ph Il Tom 1,
paznen 5.3.1.



PODEPAT

Jpimiomuas pabora c. 59, main. 11, tabn. 14, kpeiain 32.

AO’eKkTBHI JacjeaBaHHsi: MeToablka BBI3HAUPHHS IBIHKY Y CyOCTaHIIbII
«Tumanunm»

Kawuasbisa caoBbl: Baminpanpeis, minerinacubs, ADC I311, nmpaBiibHacCIb,
JaKJaaHacib, podactHocTh, AAC, crienpiiuHacib, BpI3HaYaIbHaCIh, GMP.

MbaTa: ApanTtaibis METOJBIKI BBI3HAUPHHS LIBIHKY HA CYYACHBIA CHOCAOBI
BBI3HAYOHHS dJIEeMEHTHAra ckianay. Bamiganels pacnpanaBaHail METOIBIKI.

AKTyasabHocTh: CydacHbIsS TarpabaBaHHI MIKHAPOJHBIX JaKyMEHTay Yy
rajige ¢apmaiibli marpadyrolb rapMaHi3alibll METOJIBIK 1 HApMaBaHHS YTPhIMaHHS
ajeMeHTay ¥ BbIpaOiieHall cyOcTaHibia. Ha 1an3eHsl MOMaHT CydacHBIM METajiaM
BBI3HAUAHHS JJIEMEHTHAara CKjaaay Ha Y3poyHi ppm 1 Ooubll 3'Iyiserniia mMeTas
aTaMHa-3MiCiiHal CIEKTpaMeTphIi 3 IHAYKTHIVHA 3BA3aHal MIa3Mai.

Mertaabl  gacjenaBaHHsi:  Pacrmpamoyka 1 Bamijganbii — METOMABIKI
BeIpaOsiacs Ha Oase akpaabitaBanaii (I'OCT ISO / IEC 17025-2019 (ArynbHbIsS
narpabaBaHHI J1a  KaMIIETDHTHACII  BbIMpadaBajbHBIX 1  KadlOpOBauHBIX
nabapatopelii)) XiMiuHal  jgabapaTopbll  KaHTPOJIO  SKACIl  MEJBIIBIHCKIX
npanaparay angna3zena kaHtpoiro  skacii  PYID  «benmenmnpenapaTtel»  ma
dbapmakaneiiHpIM MeTagaM 2.2.22 (araMHa-3MiciiiHasi crHekTpaMerpshls), 2.2.23
(aramHa-abcapOupiiiHa  cnekrpamerpeis) 1 2.2.57  (aramHa-3MiciiiHas
CIIEKTPAMETpPbIi 3 IHAYKTHIVHBIM 3BS3BAHHEM IUIa3Mbl). YTPHIMAHHE IBIHKY ¥
cyOcTaHupll mnaBiHHa Oblllb He Oonbimr 3a 10%. PacnpanaBanas metojbika
MacmsAxoBa TMpallula BaliJalbIl0 Ia aCHOYHBIX XapaKTapbICTBIKAX, SKis
Tpa'ayIIsIoNIia Ja MEeTOABIKI Takora Thiny. JlpIsma3on npeiMsaeHHS: KaddinpieHT
kapassnen () = 1,0000; RSD = 0,36% (mns 6 macinsgoyHBIX BBI3HAUIHHAY);
BesnauanbHacip (R) = capaaHse 3HAUIHHE JJIS PO3HBIX Y3POYHSY KOHIETpAIMU
98%. KpbITaphli NIpeIMaibHACI CTATBICTBIYHBIX pa3iiikay Opaiics Ha majactaBe ['D
Pb Il Tom 1, paznzen 5.3



ABSTRACT
Diploma work p. 59, fig. 11, tables 14, sources 32.

Object of research: Method for determination of zinc in the substance
"Timalin"

Keywords: Validation, linearity, ICP AES, correctness, accuracy,
robustness, AAS, specificity, trueness, GMP.

Aim of work: Adaptation of zinc determination methods to modern methods
for determining elemental composition. Validation of the developed methodology.

Actuality: Current requirements of international documents in the field of
pharmacy require harmonization of methods and rationing of the content of
elements in the produced substance. At present, the method of atomic emission
spectrometry with inductively coupled plasma is a modern method for determining
the elemental composition at the ppm level or more.

Research methods: The development and validation of the methodology
was carried out on the basis of the accredited (ISO / IEC 17025-2019 (General
requirements for the competence of testing and calibration laboratories)) chemical
laboratory for the quality control of medical products of the quality control
department of the Republican Unitary Enterprise "Belmedpreparaty" according to
pharmacopeia methods 2.2.22 (atomic emission spectrometry), 2.2.23 (atomic
absorption spectrometry) and 2.2.57 (inductively coupled plasma atomic emission
spectrometry). The zinc content in the substance should be no more than 10%. The
developed technique has successfully passed validation by the main characteristics
that are presented to this type of technique. Range of application: Correlation
coefficient (r) = 1,0000; RSD = 0.36% (for 6 consecutive determinations);
Openness (R) = average value for different levels of concentration of 98%.
Acceptance criteria for statistical calculations were taken on the basis of the SP RB
Il volume 1, section 5.3.1.



