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AHani3 JiKapchKHMX Npemnaparis

Analysis of drugs

BAJTIAALIA METOAUKU IAEHTUDIKALLIT XJIOPAM®DEHIKONY Y CKJIAAI
EKCTEMMNOPAJIbHUX JTIKAPCbKUX ®OPM

©A. 10. MopaiHcoH, O. A. EeTideeBa, K. 1. MpockypiHa, B. A. MeoprisiHy,

HavuioHanibHWi papmMaLeBTUYHNN YHIBEPCUTET, XapKiB

Pe3omMe: 34iMCHEHO Banigauito MeToamkn igeHTuogikauii xnopamMdeHikony B NikapCbknx GopmMax anTteyHoro
BUrOTOBJSIEHHS. BCTAHOBNEHO MiHIMasIbHY FPaHNYHY KOHLEHTPALLIO XnopaMdeHikony, Wo Jae aHaNiTU4HNN edekT, B
BMNPOOYBaHMX eKCTEMIMOPasIbHMX Nikapcbkux dopmax (EJIdD), ontumanbHe CniBBiAHOLUEHHS peareHTiB, Npy KoMy
LOCTOBIPHICTb edeKkTy AOCNiOKyBaHOI peakLii Ha BCbOMY MiHiManbHOMY Aiana3oHi KoHueHTpauii 20,00 % Big,
HOMIiHaJIbHOT 32 NMPOMNMCOM MepeBULLYE pernameHToBaHuii AdY piseHb 95,00 %.

Knio4oBi cnoea: Banigauis, BUNpobyBaHHs Ha igeHTUdiIKaL,io, XxnopaMdbeHiKos.

BcTtyn. Cepen HOBOBBEAEHb B HaLiOHaNbHIN
yacTuHi [epxaBHoi dpapmakonei YkpaiHn (DY),
HeOOXiAHO YMOBOIO A5 MpOBeAeHHs dapmaleB-
TUYHOTO aHanidy € BMKOPWUCTaHHSA TiNbkn Banifo-
BaHMX aHanitmyHnx metoauk. Cknag, NpuroTyBaH-
HS peakTuBiB, iIHOAVMKATOPIB Ta CTaHOAPTHUX PO3-
YMHIB MOBUHHI Bignosigatn Bumoram Y.

Banipauito BunpobyBaHHA Ha igeHTudikauito
xnopamoeHikony B EJI® nposoaunu 3a xapakte-
pucTnkamm «cneum@ivyHiCTb» Ta «OO0CTOBIPHICTb».
Mig «cneundiyHicTio» Ang BUMNpPoOyBaHHA Ha ioeH-
Tudikauito MalTb Ha yBasi Taky xapakTepucTuky,
3a KO0 MOXJ/MBO BiAPISHATU aKTUBHY PEYOBUHY
Ta OOMNOMiXHI 3 noaibHolo cTpykTypoto [2, 6]. OAns
nioTBepoXeHHa cneuyndiyHOCTi NikapCbkKUX pevo-
BUH B EJI® HeobOxigHO 3pobuTn akueHT Ha BubOpI
MPUIAHATHUX XiMIYHUX peakuiin, aki 3abe3nevyioTb
MepeBipKy, WO NPV BUIrOTOBJIEHHI B3ATO iHrpegie-
HTW BiOANOBIOHO OO0 NMponucy I He Oyna gonylieHa
«rpyba» nomunka.

OdY, ED, bputaHcbka, Himeubka dapmakonei
pekoMeHaylTb ons ineHTudikauii cybcTaHuii xnop-
aMdeHikoNy O4OCUTb cneundiyHy peakuiio B3ae-
Mogii xnopamdeHikony i3 ¢pepymy (lll) xnopugom y
nPUCcyTHOCTI BGeH3oinxnopuay nicns nonepegHbo-
ro BigHOBMEHHS UMHKOBMM MOPOLIKOM Yy MNPUCYT-
HOCTI kanbujto xnopuay [1, 2, 3, 6].

Cepen EJI® 3 xnopamd@eHikonom nonmtom Ko-
PUCTYIOTbCS anTeyHi ¢opmMu ONns 30BHILLHBLOrMO 3a-
CTOCYBaHHA y Burnagi o4ynmx kpaneno 0,10% vy
CyMili 3 BOPHOIO KMCNOTOW; BoAHMX po34mHiB 0,01,
0,02%; i3oTOHi4YHMX po3umHie 0,20, 0,25, 0,30 %,
aKi 1 6ynn obpaHi ong npoBeneHHS OO0CHNiIOXEHHS
[4,5].

MeToaun pocnip)xeHHs. [Npn npoBeaeHHi ooc-
NigXXeHHs BUKOPUCTOBYBaNn cybCTaHLilo xnopam-
deHikony (BunpobHmnuteo dipmm «Lachema a.s.»,
Yexiqa), aka signosinae sumoram BP 98, Eur. Ph.
2008; cybcTaHuito kucnotu 6opHOT (BUPOBHULITBO
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3AT «'XK Bop»), aka signosigae O®dY; cybcTaHLilo
HaTpito xnopuay (BUpobHMuTBo 3AT «XiMpeakTuns»),
qaka Bignosigpae A®Y; Barn AB 204 S/A METTLER
TOLEDO, peaktuBu, WO BignosigaioTs Bumoram JdY
[6]. MeToavka BU3HaYeHHST xsio0pameHikosny 3 ¢pepy-
my (1) xnopuaom (posain DY «dpyra ineHTugikadis»
15 cybcTaHuii xnopameeHikosy): 6nmsbko 10 Mr cyb-
CTaHuii po3unHsaoTe B 1 mn cnmpTty (50 % 006./06.)
P, nopaiotb 3 Mn po3umHy 10 r/n kanbujio xnopuay
P i 50 Mr umHky nopowky P i HarpiBaioTb Ha BO-
aaHin 6aHi npotarom 10 xB. OpgepxaHuin rapsayni
PO34MH DINbTPYIOTh, OXONOAXYIOTh, foaalTb 0,1 mn
6eH3zoinxnopuay P i cTpywytoTb npoTtarom 1 xB. MoTim
popaots 0,5 mn posumny 3anida (lll) xnopugy P1 i
2 Mn xnopodopmy P i CTpyLylOTb; BOOHWIA LWap Mae
3abapenoBaTucsa y Konip Big cBiTno-dioneTtoBo-
4YepBOHOIro 4O MypnypoOBOro.

Mpu nnaHyBaHHI ekcnepuMeHTy Oyno po3paxo-
BaHO anikBoTy, gka MicTuTb 10 Mr xnopamdeHiko-
Ny, 9k 3a3HadyeHo y metoauui DY (tabn. 1) [6].

Ina po3uuHiB i3 koHUeHTpauieo 0,10 mr/mn Ta
0,20 mr/mn anikeotn 100,00 mn ta 50,00 mn onga
aHaniay He BUMKOPUCTOBYIOTb. [na oocnigXeHHsa
MO>XJIMBOCTiI 3aCTOCYBaHHS Ui€l peakuii ineHTnodi-
Kauii xnopaMdeHikony B 3a3HayeHUX anTeyHux
nponmcax Heob6xigHO BM3HA4YUTK: 1) MiHIMaNbHO
rPaHnyYHy KOHUeHTpauilo xnopamdeHikony, gka gae
aHaniTMYHMM edekT peakuii 9Kk 3a MeToAukKolo; 2)
BMJIMB HaOJMLWIKY BOAM Ha xapaktep nepebiry pe-
akuji. Peakuito nposoaunn BignoBigHO OO0 MeTOoOU-
KM, OOQHaK BPaxoBYIOYM HALJINLWIOK BOAW, 3aCTOCO-
gysanu 1,00 mn 96 % cnmpty etmnnosoro. 3a oTpu-
MaHuUMK peaynbTaTamum Tpeba 6yno nigidbpatm
onTUManbHy anikBOTYy ON9 NPOBEAEHHS peakuil
ineHTudikauii gna koxHoi EJI® Ta BMBYMTM OOC-
TOBIPHICTb edekTy peakuil Ha BCbOMY Aiana3oHi
3aCTOCYBaHHA aHaniTUYHOI MEeTOAUKWN Bif, HOMiI-
HanbHOI KOHUeHTpauii. JocnigaxXeHHsa 3anexXxHOCTi
edeKkTy peakuii Big BMICTYy aHanity ans obpaHux
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Tabnuusa 1. Bwmict xnopamdeHikony B EJI® nopiBHAHO i3 BMICTOM 32 METOAMKOIO

JI® xnopamderikosy Bwmict xnopamdenikomy yABI/IHpO6OByBaHOMy AniKBgTa JUTSL aHAITI3Y, sIKa
pPO34MHI mictuth 10,00 Mr
Po3uunu, % /M MI/MIT xJtopaM(eHiKoITy, M

0,01 0,0001 0,10 100,00
0,02 0,0002 0,20 50,00
0,10 0,0010 1,00 10,00
0,20 0,0020 2,00 5,00

0,25 0,0025 2,50 4,00

0,30 0,0030 3,00 3,33

anTeyHunx po34uHiB xnopamdeHikony 0,02 ta cCcBiAOMIN NPUCYTHOCTI aHanitTy B anikBoTi.

0,20 % npoBoAUNU, BUKOPUCTOBYIOYN anikBOTU
po3uuHiB: 1) ana 0,02 %: 0,50 mn, 1,00 mn, 2,00 mn,
3,00 mn, 4,00 mn, 5,00 mn; 2) ana 0,20 %: 0,50 mn,
1,00 mn, 1,50 mn, 2,00 mn, 2,50 mn, 3,00 mn.
Pe3synbTatu i oGroBopeHHs. [ po3paxyH-
Ky pesynbTatiB MeTOAMKY OOCAigXyBanu B 3 PiSHUX
nabopaTtopisx, 3 pisHUM HabOpPOM peakTUBIB, PI3HU-
MU aHaniTukaMmu Ha 3 pPiSHUX Cepigx MOAENbHUX

po3unHis (no 20 pocnigis (N, =60)). Cratnctuy-

HY OUiIHKY OTPMMaHUX OAHUX EKCMEPUMEHTY Mpo-
BOOVNN 3 PO3PaxyHKOM 4aCTOTU HEBUSBNEHHS
peyoBUHM B KOXHI cepil 3a ¢opmynoo a, = n/N,,
Ae N, — 4YWUCNO HeraTuBHMX pe3ynbTaTiB npu

BiporigHicTb BUABNEHHS XNopaM@EeHiKony 3a ymMo-
BaMK LEI METOOAVKN PO3PaxoByBaNM 3HAYEHHS O

KOXHOT 3 cepiit 3a dopmynoto F = 1-(n,/N,) Ta

cepenHi 3Ha4YeHHs 5 i P MixX nabopaTopismu B

(Co)
1 &
MeXax OOHIEl KOHUEHTpauil F, =—X F;
(Cp) m Cx , A€
i=1
m - KinbkKiCTb  cepin BMNPOBOBYBAHHSA

5 :1_P<c ) [7]. PesynbTatn pocnigxeHHa HaBede-
k

HO B Tabnuui 2.

Tabnuua 2. Peaynbtat gocnioxeHHs edekty peakuii 3 ¢pepymy (1) xnopmngom 3 0,50 ma 0,10, 0,20, 0,25 ta 0,30 %

pO34MHIB
. . Umcno HeraTUBHUX
Bwmict xnopaM- | AIKBOTa, . YacroTa HEBUABICHHS, O - = 0
(erixony, Mr L pe3yJIbTaTiB, n a P R %
ma6. 1 | 1ma6.2 | 1ma6.3 o | w | o
0,10 % po3zuun xnopameenixony
0,40 0,40 1 0 1 0,05 0,00 0,05 10,03 1097 | 96,67
0,5 0,50 1 1 0 0,05 0,05 0,00 | 0,03 | 097 | 96,67
0,60 0,60 1 0 0 0,05 0,00 0,00 | 0,02 {098 | 98,33
0,20 % po3zuun xnopameenixony
0,80 0,40 1 0 1 0,05 0,00 0,05 10,03 1097 | 96,67
1,00 0,50 0 0 1 0,00 0,00 0,05 10,02 ]098 | 9833
1,20 0,60 1 0 0 0,05 0,00 0,00 | 0,02 098 | 9833
0,25 % po3uun xnopam@penikony
1,00 0,40 0 1 1 0,00 0,05 0,05 10,03 1097 | 96,67
1,25 0,50 0 0 1 0,00 0,00 0,05 10,02 ]098 | 9833
1,50 0,60 0 0 0 0,00 0,00 0,00 | 0,00 | 1,00 | 100,00
0,30 % po3uun xnopamgpenikony
1,20 0,40 0 1 0 0,00 0,05 0,00 | 0,02 098 | 9833
1,50 0,50 0 0 1 0,00 0,00 0,05 10,02 ]098 | 9833
1,80 0,60 0 0 0 0,00 0,00 0,00 | 0,00 | 1,00 | 100,00

3a3Ha4ymmo, Lo BMICT xnopamdeHikony B 5,00 mn
0,02 % posuuHy i B 0,50 mn 0,20 % po34mHy ogHa-
koBuin i gopisHioe 1,00 mr. Y nepwomy gocnigi pe-
3ynbTaT peakLii HeraTuBHWN, a y OpyroMmy — no3u-
TUBHWIA. Ha Haw nornsg, uen pesynbTaT MOXHA Mo-
SCHUTU Pi3HMLEIO0 KOoHUeHTpauin B anikeoTi 0,02 %
pPO34MHYy, 9KOI HegocTaTHbO ANga nepebiry peakuii

YTBOpPEHHS 3abapBnieHoro npoaykty 3 depymy (ll)
XTOPUAOM.

Y pesynbTaTi AOCAIOXEHHSA BU3HAYUNM, LLO AO14
0,01 i 0,02 % po3ymHiB aHaniTUYHUIM edekT Uiei pe-
akuil igpeHTndikauii xnopamdeHikony He cnocTepi-
raetbcq. Ona iHWKWUX BMNPOOOBYBAHUX anTeYHUX
PO34MHIB ONTUManbHa anikBoTa Anag aHanisy gopi-
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BHioe 0,50 mn. Onga 0,10 % BOAHOro pPO34UHY XJ10-
pamdenikony Ta 0,20, 0,25, 0,30 % i30TOHIYHMX PO3-
YMHIB , 9Ki MICTATb y cknaai 60pHYy KMCNOTYy Ta Ha-
Tpilo xnopua, BiAMNOBIAHO, eKCNepUMEHTaNbHO 6yno
0OBEOEHO, WO Li KOMMNOHEHTU HE BNAMBAKOTb Ha
pe3ynbTaTt i He 3aBaxalTb MPOBEAEHHIO OOCHIOXY-
BaHOI MeToAMKU igeHTudikauii xnopamdeHikony.

PesynbTat gocnigXxeHHs HaBeaeHo B Tabnuui
3 | NigTBEPOXYIOTb KOPEKTHICTb BUKOPUCTAHHS UIET
MeToauKu igeHTudikauii xnopamdeHikony B Moro
anTeYHUX BOOHUX PO3YMHAX.

BucHoBkM. 1. 3 meTOl0 ioeHTudikauii xnopam-
deHikony y cknagi EJI® pocnigxeHo xiMmiyHy Me-
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BANUJALNA METOOUKU UAEHTUDUKALIUM JIOPAMDEHUKOJIA B COCTABE

SKCTEMMNOPAJIbHbIX JIEKAPCTBEHHbIX ®OPM

A. 10. MopauHcoH, O. A. EeTnudeera, K. U. NMpockypuHa, B. A. NeoprusHy

HavumoHasibHbIN hapMaLeBTUHECKME YHUBEPCUTET, XapbKoB

Pesiome: ocyLLecTBNeHa BanMaaumst METOONKN MAEHTUOMKaLMK xropamM@eHnKona B IekapCTBEHHbLIX GopMax anTe4HOro
NPUroTOBNEHNS. YCTaHOBNEHO MMHUMANbHYIO FPaHMYHYIO KOHLEHTPALUMIO XnopaMdeHnKona, KoTopas AaeT aHaIMTUHeCKUin
addeKT, B UCCnenyeMbIX 3KCTEMMNOPAsbHbLIX JIEKAPCTBEHHbIX hopmax (J1P), onTumManbHOE COOTHOLLEHNE pPeareHToB,
npu KOTOPOM AOCTOBEPHOCTb addekTa nccneayemorn peakumm Ha BCemM MMHUMasIbHOM Avana3oHe KoHueHTpaumn 20,00 %
OT HOMWHaJIbHOI MO MPOMMCY MPEBbLILIAET perfamMmeHTupyemMelin FDY yposeHb 95,00 %.

Kniouesble cnoBa: Banvgauus, UCMbITaHNE HA MOEHTUOUKALNIO, XNOPaMPEHNKOIT.

VALIDATION OF METHODS OF IDENTIFICATION OF CHLORAMPHENICOL IN THE
EXTEMPORANEOUS DOSAGE FORMS

A. Yu. Mordinson, O. A. Yevtifieyeva, K. I. Proskurina, V. A. Heorhiyants

National University of Pharmacy, Kharkiv

Summary: the validation of methods of identification of chloramphenicol in the medical forms of the pharmacy making is
carried out. The minimum value of concentration of chloramphenicol that shows analytical effect is established, the optimal
quantity proportion of reagents is established and it means that the authenticity of effect of reaction during all the range of

application of concentration £20,00 % is exceeded the regulated level in 95,00 % by State Pharmacopeia of Ukraine.

Key words: validation, test of identification, chloramphenicol.
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