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TOBY XYPAAHI'YHA
KNAPUTPOMULIUH 250 mr KAMCYNTAN SMUAH CTAHOAPTYUNANBIH
ACYYOANAO
Yauptran: KnaputpomuumH 250 Mmr kancyntam 63anamanuinr yungsapnax TeXHONOormmr
BGonoBCpyymK, CTaHZapTyunanbiH Y3YYN3NTUAT TOrTOOCHOOP OPYUH YEWWH, ©preH
XYP33HUIN YUNAINTIN aHTUOMOTUKUIAT ©6pUIiH OPOHA00 YNAB3apnax 6onomxron 60mnox
6a yvaHapbliH 6aTtanraatan OyTaargaxyyHuir Gara 3apgnaap yWnaBapnax, AOTOOAbIH
SMUINH 3ax 333M133C XyypaMy aHTUOMOTUKUIT LLaxaH raprax ay xonborgonTton Teaunryn
TOAr93p 6aNaMaNyyaunH 4YaHapbliH Wanryyp y3yynantyyauuir OfOH YICbIH KULIKIT
OMPTCOH apraynanbir awmrinaH mMa3gpar yagsap eHAepTan Garaxx TOHOr TEXeepemKeep
TOAOPXONNOX Hb MOHron yncblH YHOSCHUA 3MUAH 604510MbIN XaP3arKyYNaxaa TOO0PXOM
XyBb HAM3pP Opyynax Hb AaMXUITYIA FOM.
3opwunro, 3opunt: KnaputpomuumH 250 Mr kancyntam aMuinr JOTOOLOA YUIABIPNAX,
CTaHOapTuunax cyganraa sasyynax 3opunroop KnapuTpoMuLMHbL TYYXUR  3ONIAT
TexHonormnH  GonoBcpyynantag — opyynaH  Kancyng o Ayyprax,  TypluunTtaap
ynnaBeapnacaH KnaputpomumuuHbl 250 Mr  kancyntanM 9SMUWAH  YaHapbIr  wanrax
apraunanbeir ¢papmakonen, crtaHgapt 6apumT GuurMir awmrnaH eepuiH Hexueng
B6onoscpyynax, 60noBcpyyncaH apradnanaap Wwku HApUNH UMNOPTbIH By TaaraaxyyHW
YaHapblH Y3YYNANTYYOUAT TOAOPXOWIDK, ©6pPUNH YUNABIPNACOH OYyTI3rgaXYYHTIN
XapbLyynaH YH3ax 30punTyyabir TaBbX axunnaa.
XaparnargaxyyH, apra 3ym: CypanraaHg Makponug, aMUHOINMKo3una,
LuedanocnopuHbl OYNrMMH  aHTMOMOTUKYYAbIH  YWNABIOPMANA3Pa3d  TIPryynax
Typwnaratar BHXAY-bIH Zhejiang Zhenyuan Pharmaceutical Co.,Ltd -4 yinaBapnacaH
KnaputoMuumHbl TYyXWUiA SOMWAM COHIOX, TEXHOMNornnH GonoBcpyynantag opyymk, 0
HOMEpPWIAH Kancyng AyypracaH 601Ho.

KnaputpomuumH 250 Mr  kancyntam SMUWH  YaHapbliH  Y3Yynantyyauur
ToAopXonnox apradnansir AnoH, Xatag, EBponbiH hapmakonen 6onoH MNS 5236:
2003, bypxyyn (kancyn)-Tan aMm, epeHxun Wwaapanara 3apar 6apymt Guurmir awmrnax
B6onoBcpyymK ynMaap YncblH CTaHAApTbiH TeCnUr 6anTracoeH 6a MeH xapbLyyrncaH
cypnanraar MoHron yncelH amuinH Gyptrang 2007 oHooc xonw 6ypTraracoH 4
UMNOPTAOMYUAH VXKW HIPUAH OYTI3rO3XYYHUAT COHIMOH aBY TIAMS3PUNH  YANYNary
6ooucbiH TOOH aryynamx OO0OMnoOH yycanT 339par y3yynantyyauir ©6onoBcpyyrcaH
CTaHOapTblH TOCNWIVH LWaap4narbiH Aaryy TOAOPXOMIoX 3aMaap SByynas.

Yp AyH: KnaputpomuuuHbl Tyyxui 34 Hb ypcax YaHap, acrapax XvWH MmyyTan ydup

Kancyn Ayyprard MalluHbI XXWUrg axunnaraar xaHrax yagaxryi 6avicaH Tyn TypLUMATbIH



YP OyHA 5%-blH NONUBMHUNNUPPONUAMHLI YycMmarnbir xonbory 604MCoOp COHIOH aBu
MeXNenkyyncaH 6ereeq Tycnax 6oaMcbiH SH3 GypunH Havpnarata KnapntpomMmuymnHbIr
7 xyBunbapaap Mexnenkyymk, O3NTrocoH Mexneryyasn TEexXHONOMMMH — YHOCSH
napameTpyyaumr TOOOPXOWSCHbI YHACOHA  TOXMPOMXKTOW I3 Y3COH 6 Ayraaprtau
HavpnarbIr COHIOH aBy 0 HOMepUINH Kancyng casfiacaH ©onHo.
KnaputpomuuyuH 250 Mr kancyntanm SMUIAH YaHapblH y3yynantyyaunr 6onoscpyyncaH
CTaHOapTblH TOCNAWWH daryy TOAOPXOWIK, XOHANeHrnnH nadopatopuop Lwanrax
GaTtanraaxyynaxag waapgnara xaHrax 6aricaH Gereep xapbuyyrcaH cyganraaraap
A0TOOAbIH 3MUAH YUNAB3PT ynnaBapnacaH KnaputpomumuyuH 250 mMr kancyntam amMuiH
ynnunardy 6oamMcbiH aryynamx, yycanTbir TOOOPXOMNCOH AyH Hb WMHaooHesn, Opoc,
OHITXar 339par OpHyyAdad VYWUNAB3PMACOH WXWM HIPUWH  ByTI9rasXyyHYYOUNHXTIN
ovponuoo Garvraa Hb OMAHWIA TyplwunATaap YWNAB3PMAAC3H Kancyntam aM UMMOPTbIH
OYTI3rA3XYYHUAT XMMUNH XYBbZ OPNOX Yafaxywuy, ragrunr 6atnax Har y3yynant 6omx
Gaviraa om.

Tynxyyp yr: KnaputpomuuuHd 250 Mr kancyntam am, ctaHgapTyunan, yungeapnan



ABSTRACT

STANDARDIZING THE CLARITHROMYCIN 250 mg CAPSULE
Background: It is possible to produce the modern antibiotic, clarithromycin 250 mg
capsule, for its wide range of effects through the processing and use of standardised
technology. The manufacture of high quality pharmaceutical products will minimize the
opportunity of imitation and artificial antibiotics in the local market. Furthermore,
determining the quality of these drugs by using methods and facilities in line with
international standards will also contribute to quality control. Therefore, this area
requires the biggest investment for implementing the Drug Policy of Mongolia.
Purpose: Research was conducted about the production and standardization of
clarithromycin 250mg. This was done by checking quality of drugs that contain
clarithromycin  250mg and produced through this experiment. International
pharmacopeia was used as a basis of comparison. Some parameters of clarithromycin
powders were also explored, which involved their production using technological
processing and then cased in a numbered capsule. These were then compared to
imported equivalents of the product to measure their quality.
Materials and methods: The starting material of Clarithromycin was produced and
obtained by Zhejiang Zhenuan Pharmaceutical Co Ltd of the Republic of China, which is
a leading and highly experienced company in its field. This company has produced
many leading drugs including Macrolide, Aminoglycoside, and the Cephalosporin group
of antibiotics. Manufacture included in technological operation then, it was filled out in
“0” number capsule. To produce the standardized Clarithromycin 250mg capsules, we
adduced the general requirements ffrom the MNS 5236: 2003, European
Pharmacopoeia, CHINA Pharmacopoeia, and JAPAN Pharmacopeia. The project was
carried out according to the guidelines of these four countries because they have a
substance import production service that has been registered at the Medicine
Registration of Mongolia since 2007 and made products by domestic experiment of
dissolution tests. The powdered starting material of Clarithromycin could not provide the
smooth operation of the Filler machine because of its poor flow quality and excessive
weight.
Result: As a result, the Clarithromycin’s grain substance with several of chemical
compound was grained by seven versions which meant the connector substance of
Polivinilpirolide was soluble. Using the prepared grain, under the technological
guidelines, some parameters were defined. It was found that the compound in Capsule
No.6 was most convenient and it was added to Capsule No.0. To assess its quality, it
was compared with the Clarithromycin 250 mg capsule standard. It was found that the
compound produced in a domestic medical factory was similar to the productions made



in Indonesia, Russia, India and other countries. As a result, this experiment shows that
Mongolain produced drugs containing Clarithromycin 250mg meet international
standards and therefore can be used for export retail. Furthermore, the data from this
experiment provides a good basis for an international index.

Key words: Claritromycin 250 mg capsules, standardization, technological processing
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