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Ta6nuya 4. TpebosaHus K 1ekapCcmeeHHsIM Npenapamam «Memokaonpamud mabaemku» npousgooumeneli papmavesmudeckoli npodyKuuu

Table 4. Requirements for metoclopramide tablets specified by manufacturers of pharmaceutical products

Mokasarenun
Parameters

NpeHTndu-
Kaums
Identifica-
tion

PactBope-
Hue
Dissolution

Mpoussoautenn
Manufacturers

Mpoussoauntens 1
(3apybexHbii)
Manufacturer 1 (foreign)

MpoussoaunTens 2
(3apybexHbin)
Manufacturer 2 (foreign)

Mpoussoauntens 3
(poccuickmnin)
Manufacturer 3 (Russian)

Mpoussoauntens 4
(3apy6exHblit)
Manufacturer 4 (foreign)

Mpoussoauntens 5
(poccuickmni)
Manufacturer 5 (Russian)

MpounsBoautens 6
(poccuiickmnin)
Manufacturer 6 (Russian)

Mpoussoauntens 1
(3apy6exHbii)
Manufacturer 1 (foreign)

Mpoussoauntens 2
(3apy6exHblit)
Manufacturer 2 (foreign)

lMpoussoauntens 3
(poccuickmni)
Manufacturer 3 (Russian)

MpounsBoautens 4
(3apybexHbii)
Manufacturer 4 (foreign)

MeToAbl
Methods

BIXX
HPLC

YO®-cnekTpodoToMeTpus
UV spectrophotometry

Y®-cnekTpodoTomeTpus (Kou-
YeCTBEHHOE onpeneneHue);
TCX (KOHTpOb NpUMecei)

UV spectrophotometry (within
assay);

TLC (control of impurities)

B3)XX (KoHTponb npumeceit);
KayecTBEHHas peakuus
HPLC (control of impurities);
qualitative reaction

Y®-cnektpodoTomMeTpus,

TCX (KOHTpONb NpuUMeceit)

UV spectrophotometry, TLC (control
of impurities)

Y®-cnektpodoToMeTpus (Konu-
4YeCTBEHHOE onpeaeneHue)

UV spectrophotometry (within
assay control)

He meHee 75% (Q) oT 3asBNeHHO-
ro copepxanus yepes 30 MUH
Not less than 75% (Q) of the
labeled amount after 30 min

He meHee 75% (Q) oT 3asBneHHO-
ro cogepxaHus yepes 45 MuH
Not less than 75% (Q) of the
labeled amount after 45 min

He meHee 75% (Q) oT 3asBNeHHO-
ro cogepxaHus yepes 45 MuH
Not less than 75% (Q) of the
labeled amount after 45 min

He meHee 75% (Q) oT 3asBNeHHO-
ro cogepxaHus yepes 30 MuH
Not less than 75% (Q) of the
labeled amount after 30 min

YcnoBus ucnbiTaHua
Test conditions

YO-petekums npu 214 Hm
UV detection at 214 nm

M3mepeHune B 06n1actn 230-350 HM
Measurement in the range of 230-350 nm

M3mepeHune B 06nactn 240-350 HM
Measurement in the range of 240-350 nm

M3mepeHue B obnactu 265-350 HM
Measurement in the range of 265-350 nm

MN3mepeHue B o6nactn 215-340 HM
Measurement in the range of 215-340 nm

M3mepeHue B o6nactm 230-250 HM
Measurement in the range of 230-250 nm

Y®-cnekTpodoToMeTpums.

Annapart: Bpalatowascs kopsuHka. Cpega:

0,1 M HCL. O6bem: 900 mn. CkopocTb: 50 06/MUH.
TemnepaTtypa: 37£0,5 °C. Bpems: 30 MuH.
MeTtoauka Tecta cootBetcTByeT D PO u Eur. Ph.
UV spectrophotometry.

Apparatus: rotating basket. Medium: 0.1 M HCL.
Volume: 900 mL. Speed: 50 rpm. Temperature:
37%0.5 °C. Time: 30 min.

According to SP RF and Ph. Eur.

Y®-cnekTpodoTomeTpus.

Annapart: Bpalatowascs kopsuHka. Cpepa:

0,1 M HCL. O6vem: 1000 mn. CkopocTb: 100 06/MUH.
MeToamka Tecta cootBeTcTByeT DEA3C

UV spectrophotometry.

Apparatus: rotating basket. Medium: 0.1 M HCL.
Volume: 1,000 mL. Speed: 100 rpm.

According to the Eurasian Pharmacopoeia

Y®-cnektpodoTomeTpus.

Annapart: fonactHas mMewarska. Cpepa:

0,01 M HCL. O6bem: 900 mn. CkopocTb: 75 06/MuUH.
TemnepaTtypa: 37+0,5 °C. Bpemsi: 45 MuH.
MeToauka Tecta cootBetcTByeT D PO

UV spectrophotometry.

Apparatus: paddle. Medium: 0.01 M HCL. Volume:
900 mL. Speed: 75 rpm. Temperature: 37%0.5 °C.
Time: 45 min.

According to SP RF

CnekTpodoTomeTpums.

Annapart: Bpalatowascs kopsuHka. Cpesna: Boaa
ounweHHas. 06vem: 900 mn. CkopocCTb:

50 06/MuH. Temnepartypa: 370,5 °C. Bpems: 30 MuH.
MeTtoauka Tecta cootBetcTByeT D PO
Spectrophotometry,

Apparatus: rotating basket. Medium: purified water.
Volume: 900 mL. Speed: 50 rpm. Temperature:
37%0.5 °C. Time: 30 min.

According to SP RF
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Table 4 (continued)
Mokasatenu Mpoussoauntenu
Parameters Manufacturers

PactBope-
Hue
Dissolution

Mpumecun
Impurities

OpHopoga-
HOCTb A03U-
poBaHus
Dosage
uniformity

MpoussoaunTens 5
(poccuiickmnin)
Manufacturer 5 (Russian)

MpounsBoautens 6
(poccuiickmnin)
Manufacturer 6 (Russian)

Mpoussoautens 1
(3apy6exHbii)
Manufacturer 1 (foreign)

MpousBoautens 2
(3apy6exHblit)
Manufacturer 2 (foreign)

Mpounssoauntens 3
(poccuicknii)
Manufacturer 3 (Russian)

Mpoussoauntens 4
(3apybexHbii)
Manufacturer 4 (foreign)

MpounsBoautens 5
(poccuiickmnin)
Manufacturer 5 (Russian)

lMpoussoauntens 6
(poccuickmni)
Manufacturer 6 (Russian)

Mpoussoauntens 1
(3apybexHbin)
Manufacturer 1 (foreign)

MpoussoaunTens 2
(3apybexHbii)
Manufacturer 2 (foreign)

Mpoussoauntens 3
(poccumckmni)
Manufacturer 3 (Russian)

MeToab! YcnoBus ucnbiTaHus
Methods Test conditions

He meHee 75% (Q) oT 3asBneHHo- CnekTtpodoTomeTpums.

ro cogepxaHus yepes 45 MuH Annapart: Bpalatowascs kopsuHka. Cpega:

Not less than 75% (Q) of the 0,1 M HCL. O6bem: 900 mn. CkopocTb: 50 06/MUH.

labeled amount in 45 min MeToaumka Tecta cootsetcTByeT [ PO
Spectrophotometry.

Apparatus: rotating basket. Medium: 0.1 M HCL.
Volume: 900 mL. Speed: 50 rpm.

According to SP RF
He meHee 75% (Q) oT 3asBneHHo-  CnekTpodoTomeTpums.
ro conepxanus yepes 45 MuH Annapat: Bpawatowascs kopsmHka. Cpepaa:
Not less than 75% (Q) of the 0,1 M HCL. O6bem: 1000 mn. CkopocTb: 100 06/MUH.
labeled content in 45 min MeTtoauka Tecta cootBetcTByeT D PO
Spectrophotometry.

Apparatus: rotating basket. Medium: 0.1 M HCL.
Volume: 1,000 mL. Speed: 100 rpm.

According to SP RF
BIXX KonoHka: 125x4 MM, 5 MKM, C NpeAKONOHKOM
HPLC (30%4 MM, 5 MkM). TemnepaTtypa konoHku: 30 °C.

CkopocTb noToka: 1,0 mn/MuH. letektop: dnyo-
pumeTpuueckuii (390-480 HM). O6bEM UHBEK-
umnu: 15 mkn. Bpems ynepxumBaHus nuka: ~12 MuH
Column: 125x4 mm, 5 um, with pre-column

(30x4 mm, 5 um). Column temperature: 30 °C. Flow
rate: 1.0 mL/min. Detector: fluorimetric (390~

480 nm). Injection volume: 15 ulL. Retention time of

peak: ~12 min
TCX MnactuHka: cunukarens. Netekuus: YO-ceeT
TLC npu 254 HM. HacblweHne kamepsbl: 30 MUH

Plate: silica gel. Detection: UV light at 254 nm.
Chamber saturation: 30 min

TCX MnactuHka: 20x10 cm. OeTtekums: YD-ceeT

TLC npu 254 HM. HacblweHne Kamepbl: He MeHee 1 4
Plate: 20x10 cm. Detection: UV light at 254 nm.
Chamber saturation: at least 1 h

BaXX KonoHka: 200x4,6 MM, 5 MKM. Temnepatypa
HPLC KonoHku: 25 °C. CkopocTb noToka: 1,8 MaA/MUH.
LetexkTop: YO npu 265 HM. O6beM MHBEKLMK:
20 mkn. Bpems ynepxuanunsa: ~9,939 Mux
Column: 200%4.6 mm, 5 um. Column Temperature:
25 °C. Flow Rate: 1.8 mL/min. Detector: UV at
265 nm. Injection Volume: 20 uL. Retention Time:

~9.939 min
TCX MnacTtuHka: 15x15 cm. detekumsa: YD-ceeT
TLC npu 254 Hm. KaMepa npenBapuTenbHO HacblWeHa

Plate: 15x15 cm. Detection: UV light at 254 nm.
Chamber pre-saturated

TCX MnacTuHka: cunukarens. Oetekumnsa: YD-ceeT
TLC npu 254 Hm

Plate: silica gel. Detection: UV light at 254 nm
BIXX Letektop: YO unu AMA, 273 HM, KioBeTa 10 MM
HPLC Detector: UV or diode array detector, 273 nm,

10 mm cuvette
Y®-cnekTpodoToMeTpus [OnvHa BonHbl: 309 HM, KtoBeTa 10 MM
UV spectrophotometry Wavelength: 309 nm, cuvette 10 mm
Y®-cnektpodoToMeTpus, [nuna BonHbl: 305 HM, kioBeTa 10 MM
cnocob 1 Wavelength: 305 nm, cuvette 10 mm

UV spectrophotometry, method 1
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Table 4 (continued)
Mokasarenu Mpoussoautenn Metoabi YcnoBus ucnbitaHusa
Parameters Manufacturers Methods Test conditions
Mpoussoauntens 4 Y®-BIXX OnuHa BonHbl: 309 HM, kioBeTa 10 MM
(3apybexHbii) UV-HPLC Wavelength: 309 nm, cuvette 10 mm

Manufacturer 4 (foreign)

OpHopoga-
HOCTb fo3u- [poussoautens 5 Y®-cnektpodoToMeTpus [nuHa BonHbI: 273 HM, KloBeTa 10 MM
poBaHuA (poccuiickuin) UV spectrophotometry Wavelength: 273 nm, cuvette 10 mm
Dosage Manufacturer 5 (Russian)
uniformity
lMpoussoauntens 6 Y®-cnektpodoTomMeTpus [nvHa BonHbI: 273 HM, ktoBeTa 10 MM
(poccumckmm) UV spectrophotometry Wavelength: 273 nm, cuvette 10 mm
Manufacturer 6 (Russian)
Mpoussoauntens 1 Ot 10,013 po 11,067 mr (95-105% B3IXX.
(3apyb6exHbin) OT 3a5BJIEHHOrO) KonoHka: 250x4 MM, 5 MKM, C NpeaKONOHKOM
Manufacturer 1 (foreign) ~ From 10.013 to 11.067 mg (4%4 mm). CkopocTb notoka: 1,0-1,5-1,0 Ma/MuH.
(95-105% of the declared norm) NetekTop: YO unu AM[1, 214 HM. O6beM MHB-
ekumu: 20 Mkn. Bpema xpomatorpapupoBaHms:
10 mMuH
HPLC.
Column: 250x4 mm, 5 um, with guard column
(4x4 mm). Flow rate: 1.0-1.5-1.0 mL/min. Detector:
UV or DMD, 214 nm. Injection volume: 20 L.
Chromatography time: 10 min
Mpoussoauntens 2 0719,3 0o 10,8 mMr Y®-cnekTpodoTomMeTpums.
(3apybexHbii) From 9.3 to 10.8 mg [nvHa BonHbI: 273 HM, kioBeTa 10 MM
Manufacturer 2 (foreign) UV spectrophotometry.
Wavelength: 273 nm, cuvette 10 mm
Mpoussoautens 3 0719,0 po 11,0 Mr Y®-cnekTpodoToMeTpus.
Konnye- (poccuiickmin) From 9.0 to 11.0 mg [nuna BonHbl: 309 HM, kioBeTa 10 MM
CTBEHHOE Manufacturer 3 (Russian) Method: UV spectrophotometry.
onpepene- Wavelength: 309 nm, cuvette 10 mm
Hue
Assay Mpounssogutens 4 0719,0 po 11,0 mMr (90-110% B3XX.

(3apy6exHblit)
Manufacturer 4 (foreign)

OT 33a59B/IEHHOrO)

From 9.0 to 11.0 mg (90-110% of

the declared norm)

KonoHka: 150x4,6 MM, 4 MkM. CKOpOCTb NOTOKa:
1,0 Mn/mMuH. Oetektop: YO npu 305 HM, KloBeTa
10 MM. O6bem uHbekumm: 20 Mk, Bpems xpoma-
Torpadupoanus: 10 MuH

HPLC.

Column: 150%x4.6 mm, 4 um. Flow rate: 1.0 mL/min.
Detector: UV at 305 nm, 10 mm cuvette. Injection
volume: 20 uL. Chromatography time: 10 min

Mpounssoauntens 5 070,009 no 0,011 r CnekTpodoToMeTpUs.
(poccuickmnin) From 0.009 to 0.011 g [nviHa BonHbl: 309 HM, kioBeTa 10 MM
Manufacturer 5 (Russian) Spectrophotometry.

Wavelength: 309 nm, cuvette 10 mm

Mpoussoauntens 6 071 0,00925 pno 0,01075 r CnekTpodoToMeTpUs.
(poccuiickmnin) From 0.00925 to 0.01075 g [nviHa BonHbI: 273 HM, ktoBeTa 10 MM
Manufacturer 6 (Russian) Spectrophotometry.

Wavelength: 273 nm, cuvette 10 mm

Tabnuua coctaBneHa aBTopaMu no AaHHbIM [0CynapCTBEHHOro peecTpa nekapcTBeHHbIx cpeacTs / The table was adapted by the authors from the
State Register of Medicines

MpumeyuaHue. @ PO — [ocydapcmeeHHas ¢apmakones Pocculickol ®edepayuu; Ph. Eur. — Egponelickas ¢apmakones; PEAIC — @ap-
Makones Espazulickozo 3koHoMu4ecko2o cor3a; BIXX — eeicokosppekmusHas wudkocmHas xpomamozpagus; YP-cnekmpogomomem-
pus — abcopbyuoHHaAs cnekmpogpomomempus 8 yaempaguonemogoli u sudumoli obnacmsx; YO-demekyus — ynsmpaguonemosas de-
mekuyus; TCX — moHkocaoliHas xpomamozpagus; IMI — 0uodHo-MampuyHbIl demekmop.

Note. SP RF, State Pharmacopoeia of the Russian Federation; Ph. Eur., European Pharmacopoeia; HPLC, high-efficiency liquid
chromatography; UV spectrophotometry, absorption spectrophotometry in the ultraviolet and visible regions; UV detection, ultraviolet
detection; TLC, thin-layer chromatography,; DMD, diode array detector.
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