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BeBegeHue

BO3 u JOHUCE® omny6aukoBany nepecMOTpeHHbIe PEKOMEHIAIINH 110 BOIIPOCY BEIECHUSI TUapeH,
COJIEVICTBYIOIIIETO 3HAYNTEILHOMY COKpAIleHHI0 CMEPTHOCTH, BbI3bIBaeMOM muapeedl. B aTux
HOBBIX PEKOMEHJIAIUSIX yUYNTHIBAETCS IPOrPecc B ABYX CYLIECTBEHHBIX 00IACTSIX: IOATBEPKICHIE
6oxree 9(hHEKTHBHOIO NEWCTBHUS HOBOW PEIENTyphl CONleW TepopalbHOW perujipaTaluw,
cofiep>KallllX IITI0KO3y U COJIb B MAJIbIX KOHLIEHTPAIUAIX, U YCIEIITHOE NCIIONb30BaHNE IIMTHKOBBIX
T00aBOK B KayecTBE JONOJHEHUS K PeruipaTalliOHHON Tepalnuy IpU BEISHUU IHUapeiHbIX
3a6oJeBaHU".

st Toro, 4TOOBI 9TH PEeKOMEHAAIINN Pealn30BANNCH Ha MPAKTHKE, HEOOXOIUMO ITOOYIUThH
MIPOMBIIIUIEHHOCTh K MPOM3BOJICTBY IIMHKOBBIX PEIENTYp, COIAEepIKAIINX B Ka4eCTBE aKTHBHOTO
WHTPEIMeHTa TOIBKO IWHK. MHOTWe BHTaAaMHUHHBIC TperapaThl W Ipyrue NHIIeBble TOOaBKH,
coepIKalllye IUHK, IMEIOTCs B ITpogazke. OIHaKO PeIKo CIIy4aeTcsl TaK, YTOObI B DTUX IIperapaTax
IIUHK COJEpXKajcs B PEeKOMEHAyeMbIX mo3ax. [losToMy Heo6XOmuM Ipemnapat, COAEpKaIlui
TOJIBKO IXHK. [Ipenapat JoKeH ObITh COCTAaBIEH TAKUM 00Pa30M, YTOOBI HE IIPOSIBIISIICS CAITBHBIH
METaINIMYeCKUI NPUBKYC LHMHKA, YTO IJIs HAIMEHTOB OETCKOro Bo3pacTa ObLIO Obl Gollee
npueMieMbIM. KOMITO3MIMY IIMHKOBBIX CONIEH AJIS JeTel MOXKHO ObLIO ObI 0pOPMIISITH B BUJIE
MIepOpaIbHBIX PACTBOPOB MU TableToK. CrennduKauy IITHKOBBIX IPETapaToB, NCIOIb3YeMBbIX
IpY JIeYeHUN auaped, npuseeHs! B [Ipuinoxenun 1.

BceM opraHu3anysM, 3aHIMAIOIIAMCS 3aKyTIKOW TaOJIeTOK IIMHKA WIIA TIEPOPATEHBIX PACTBOPOB
C CONIIMU ILIMHKA, CJIeLyeT CTPEMUTHCS MOKYNAaTh U3 3aciyKMBAIOIINX JOBEPHUS NCTOUHHUKOB, K
KOTOPBIM OTHOCSITCSI KOMITAHWH, TTPOIIEIITE MPeIBAPUTEIBHY IO KBATN(GUKAIINIO TI0 TabIeTKaM
LIMHKA ¥ NepopalbHBIM pacTBopaM, corylacHO IepevuHio nocraBiinkoB TOHUCE®, a takxe Te,
KTO 00JajlaeT MOITBePKIEHHBIM OITBITOM TTPOM3BOJICTBA MMPOLYKIINH BHICOKOTO KavecTBa. Korma
OpraHM3alNHU OOBSIBISIIOT TOPTH IO 3aKyNKe ITUHKOBBIX IpenapaToB, B TEHAEPHBIX JOKYMEHTaxX
HEOOXOIMMO YeTKO YKa3bIBaTh CIeNMGbUKAIIUNM KauyecTBa, HEOOXOMMMBIE B COOTBETCTBHUU C
[punoxenvem 1. Kpome Toro, Ta6ieTku cynbdara IUHKA U IIEpOpabHbIE pACTBOPHI CyIbdara
LMHKA JOJIKHBI COOTBETCTBOBAThH CIeNUMDUKALNUIM, COLEPKAIIUMCSI B COOTBETCTBYIOIIUX
pasmenax dapmakoren, Kacalolnxcs TabJIeTOK Cylibdara IUHKA U/WIIA TIepOPATBHBIX PACTBOPOB
cynbdaTa nuHKa (cM. cooTBeTcTByromun pasuenl dapmakonen CIHA B Ilpunoxenusx 2 u 3).
Paznensr dapmakonen, Kacarolquecss TabIETOK cyibdaTa IWHKA W TEPOPATBHBIX PACTBOPOB
cyirbdaTa IMUHKA TaKXe MPOXOISAT CTagWI0 pa3pabOTKW Ha TpeaMeT BKIOUYEHUS B
MexnyHaponHyto (apMaKkoIero.

' WHO/UNICEF. Joint Statement - Clinical Management of Acute Diarrhoea. WHO/FCH/CAH/04.7, May 2004.
http://www.who.int/child-adolescent-health/New_Publications/CHILD_HEALTH/Acute_Diarrhoea.pdf

BeegeHve



HacTosimmee pyKoBOJICTBO MOATOTOBJIEHO AJSI TOTO, YTOOBI OKa3aTh MOMOIIb JIHIIAM,
OTBETCTBEHHBIM 3a TMPUHSATHE PEIICHUU, W MPOrpaMMHEIM MeHeIXKepaM IIph BBIOOpe U
OpraHW3aluy CHAOXKEHUS BhICOKOKAYeCTBEHHBIMU ITMHKOBBIMU TIperapaTamMu (TaOJeTKY IIMHKA
U TIepopalIbHbIe PaCTBOPHI IIMHKOBHIX COJIET), KOTOPbIE NCIOIB3YIOTCS B MPOMDMITAKTUKE U JICUCHUHN
Iuapen y IeTel B BO3pacTe IO IATU JeT. DTU PEeKOMEHJAlIMU MOTYT Tak¥Ke MPUMEHSITHCS
MIPOU3BOTUTEISIMU (hapMalleBTHIECKON TPOAYKIIMHA TPU pa3paboTKe BBICOKOKAYEeCTBEHHBIX
LIUHKOBBIX IperapaTosB.

I'Ipowssoncmo TabneTok n nepoparnbHbIX PacTBOPOB C COMNAMU LIMHKa



Crieumdvkaumm, B paBHOW CTEMEHN
OTHOCALLIMECA K TabneTkam U
nepoparnbHbIM pacTBopam

TabmeTky OIWHKAa M OWHK COAEpIKalllie IepopallbHblE PacTBOPbHI INOJKHBI IPOU3BOAUTHCS B
COOTBETCTBUY C OOUICTIPU3HAHHBIMY MPUHIUIIAMY HAJJIeXKAIIed MTPOU3BOLCTBEHHON MTPAKTUKHU
(GMP) ¢ ucnonb30oBaHWEM WHIPEIUEHTOB, KOTOPbIE COOTBETCTBYIOT CHEIUMUKALNSIM, 3a1aTd
KOTOPBIX — OOECHEeYUTh COOTBETCTBHE KOHEYHOW IMPONYKIUU TPeGOBAHUSIM HOPMATHBHBIX
pasgenoB (cM. IIpunoxenusa 2 um 3). JlonmodHWTeNbHYI0O WHGOPMAOHWIO, KacaloIIyICs
IIPOU3BOJICTBEHHBIX IPOLELyp, MOXHO HalTH B HokymeHTe “Good Manufacturing Practices for
Pharmaceutical Products: Main Principles”., Cepus Texanueckux nokiagos BO3, No 908, 2003
ron, I[Ipunoxenue 4, crpanunsl 37—89, http://whqglibdoc.who.int/trsf WHO_TRS_908.pdf.
WHdopmanuio B OTHOILLIEHUN YCIOBUM XpaHEHHS MOXKHO HauTH B gokyMeHTe “Guide to Good
Storage Practices for Pharmaceuticals”, Cepust Texamyeckux pokiagoB BO3, No 908, 2003 rox,
[Ipunoxenwne 9, crpanunsr 125—136, http://whqlibdoc.who.int/trsy WHO_TRS_908.pdf.

2.1 WHrpepgueHTsl N npouecc

2.1.1 WNcxogHble maTepuansl

K ucxomupiM MaTepuajgaM OTHOCATCS TaKWe MaTepHUallbl, KOTOPbIe HCIOJb3YIOTCS IPHU
MIPOM3BOJICTBE KAKOTO-IN00 (hapMareBTHUECKOTo TMperapata WM TaKue, KOTOpPbIe BCTYMAIOT B
KOHTaKT C IpemapaTtoM Ipu mpou3BoacTBe. Ciofja MOTyT OTHOCUTBHCSI ChIPhEBble MaTEpHabI,
aKTHUBHBIE W HEAaKTUBHBIC WHTPEIWEHTHI, HATIOJHUTENIH, MPOIEJIICHTHl, KOHTeWHEepPhl U
YIIaKOBOUHbBIE MaTepHralbl. BasKHbIM acIeKTOM HajJIexKalllel Iponu3BOICTBeHHON pakTUKU (GMP)
B OTHOIIIEHUH (hapMalleBTUIECKUX IIPENapaToB SIBISIETCS OOeclieYeHrue KaueCcTBa BCeX UCXOMHBIX
MaTepuajloB. HeoOXOMMMOCTh aHAIUTHYECKOW IPOBEPKU KauyeCcTBa MCXOIHBIX MaTepHUalIOB
TTOIPOOHO pa3bsICHsIETCS B pasfeie 14 pekomeHmarui BO3 mo Hamjeskaren Ipon3BOICTBEHHOM
MpaKTHKe, O KOTOPOU TOBOPUIIOCH BhIle. HecobiroieHre HeoOX0UMOro KadyecTBa MCXOJHBIX
MaTeprualioB MOXKET WMETh YPE3BBIYANHO Cephe3HbIe IOCIEeACTBUS (CM. paMmKy 1. Bompocsr
0e30IacHOCTH TPOIYKTA).

2.1.2 UnHk

HI/IHK B TabJeTKax U OUHKOBBIX IIEPOPATIBHBIX paCTBOPaX COIECPXKUTCS B BUIIC cynbd)aTa OWHKa,
TJIIOKOHaTa WHKa WX aueTaTa HUHKAa; BCE OHU OTHOCATCA K paCTBOPMMBIM IUHKOBBIM COJISIM.
Hawu6omee yacto I/ICHOJIBS}’GMOI;I III/IHKOBOI;I COJIBIO SABJIIACTCA CyJIBCbaT OWHKa, I'NIaBHbIM O6p330M,
IIOTOMY, YTO OH SBJISIETCS HauboJjee ACIICBBIM U3 TPEX BBIMICYIIOMSHYTBIX ITUHKOBBIX conen. B
KIIMHUYECKUX HCCIICAOBAHUAX IIO OLCHKE 9(1)(1)CKTI/IBHOCTI/I OWHKOBBIX HO6aBOK Opu JICYCHUU

CI'IeLl,VI(bI/IKaLI,VIVI, B paBHOl7I CcTeneHn oTHoCcALLMeCA K TabneTtkam n repopanbHbIM pacTBopam



Pamka 1: Bonpocbl 6e3onacHocTv npogyKTa

MHorne pasBuBaloLMeca CTpaHbl MOMAHOCTbIO
3aBUCAT OT MMMoOpTa UCXOAHbLIX MaTtepuanos,
KOTOpble  MCMOMb3YITCA MPU  MECTHOM
NMPON3BOACTBE OCHOBHbIX U HEMATEHTOBAHHbIX
neKapcTBeHHbIX CpedcTB. MicxoaHble maTepuansl
Hepenko MHOrOKpPaTHO NepexoaAT 13 PyK B PyKW,
npexge 4vyeMm MocTynaioT B pacrnopAxeHue
npov3BoAMTENA U cHOopLLMKA OKOHYATENLHOrO
peannayemoro NpoayKTa, 1 CyLLLeCTByeT Hemanas
BEPOATHOCTb TOrO, UTO MaTepuan B rnpoLecce
pacnpefeneHua U NPOXoXAeHWUA TOProBou
LLeNoYyKM nofBepraeTcA NOBTOPHON MapKMpPOBKeE.
B pesynbTaTte Xxumuueckue BellecTBa U
maTepuarsl, Heobxogumble AnA NPOU3BOACTBA
hapmaueBTMUECKMX MpenapaToB, MOTyT
NMOABEPrHyTbCA 3apaxeHuio NN U3MEHAT CBOe
HanMeHoBaHMe nNMbo cnyyanHbiM obpasom, nbo
B pe3ynbTaTe HebpexHocTW, a mHorga u
NMpeayMbiLLAEHHO.

K Hanbonee HOKYMEHTUPOBaHHbLIM cryyaam
3apaxeHna OTHOCUTCA cyyaln aUaTUNEHr NKONA,
C KOTOPbIM B HACTOfALLIEE BPEMA CBA3bLIBAIOT COTHU
CMEPTHbIX CryuyaeB BO BceM Mvpe’. MNMornapgaHve B
OpraHv3m Ou3TUNEHrNUKONA HEPEOKO BbI3biBAET
CMepTb B pesynbTaTte HapyLUeHnA paboTbl MoYek.
B ravtv B 1996 rogy okono 100 geTten ckoHyan1cb
B pe3ynbTaTe ynotpebneHva JeTckoro cvpona,
cofepxaliero rauuepon,  3apaxXeHHbIn
ouatuneHrnnkonem. [[pyrve cnyvam Obinu
oTMeuyeHbl B 1998 rogy B 'ypraoHe, MHauA, u B
2006 rogy B NaHawme.

Jagvir Singh, A.K. Dutta, Shashi Khare, N.K.
Dubey, A.K. Harit, N.K. Jain, T.C. Wadhwa,
S.R. Gupta, A.C. Dhariwal, D.C. Jain, Rajesh
Bhatia, Jotna Sokhey. Diethylene glycol
poisoning in Gurgaon, India, 1998. Bulletin
of the World Health Organization, 2001, 79:
88-95.

IVaped HCIOJb30BAINCh DTU TPU COJIU LIMHKA, U HUKAKOIO
pasznuuns B b GeKTUBHOCTH 0OHApyKeHO He ObL10. [ToaToMy
OHU CUMTAIOTCS B paBHOM cTeneHU 3¢ dekTuBHEIMUA. OgHAKO
B CHIIy TOTO, 4TO CyJIb(haT IIUHKA OTHOCUTCS K HanboJliee 4acTo
IIpUMEHSIEMbIM LMHKOBBIM COISIM, B JAaHHOM JOKyMEHTe
OCHOBHOE BHHMaHUE YyHeNseTcs LUHKOBBIM IIpemapaTam,
coziepKalluM CcyibdaT [UHKA.

m  Cynsdar rnmmHKa, MOHOTHIPAT

Mounexyasprast dopmyia ZnH SO ,H,0

OtHocuTenbHasT MOJEKyJIsipHass Macca  179.46

XUMHYECKOe HauMEHOBAHUE cynbdar
LIMHKA,
MOHOTHUpAT

KauecTBO aKTHBHOTO HHIPpEACHTaA JOJIZKHO COOTBETCTBOBATH
Tp66OBaHI/I}IM paszeina (I)apMaKOHCI/I 10 TaHHOMY BCH_[CCTByl.

2.1.3 TlMogcnawmeatowpme 1 apomaTmsvpytoLLe
JobaBku

Ta6JIeTKI/I OUHKa 1 OUHKOBBIC NIEPOPAIBHBIEC PACTBOPBI MOTYT
COIep>XKaTb OJWH WUIIU 60.]'[66 H606XOI[I/IMLIX aPOMaTI/I3I/IpyIOII_[I/IX
Y TIOJICJTAIIIBAIOIIIAX TOOABOK, CIIOCOOCTBYOIITUX YTy YIIICHUIO
BOCIIpUATHAA. B MapKHPOBKE HeO6XOJII/IMO yKaSbIBaTL Ha3BaHUC
(Ha3BaHMUS) U KOIUYECTBO (KOJIUUECTBA) JIOOBIX JOOABOK. DTH
IOOABKM:

B JIOJKHBI OBITh Oe3BpeTHBI B JTaHHBIX HCIIOJIb3yEeMbBIX
o0beMax,

] HUX KOJIHUYECTBO HE ITOJI2KHO IIPEBLIIIATL MUHHUMAJIIBHOTO
KOJIM4YeCTBa, HeO6XOILI/IMOFO JJIsL JOCTHU2KECHM S 2KEJIa€MOT'O

addekTa,

u HE OOJI2KHBbI CHH2KATb 6I/IO,]IOCTy1'IHOCTI) Ui TEPareBTUYCCKYIO SCbeeKTI/IBHOCTB HIIn

0e30I1acHOCTh TpenapaToB, U

| | HE JOJI2KHBI BJIHATHL HA aHAIMU3bl U TECTBI, KOTOPBLIEC IIPOBOJATCSA IIPHU IIPOBEPKE Ha

COOTBETCTBUEC CTaHIapTaM, YCTAaHOBJICHHBIM B (bapMaKonee.

2.2 KoHueHTpauma

KOHL[CHTpaI_[I/IH OIpeacIsieT HeOGXOILI/IMoe KOJIMYECTBO aKTUBHOI'O MHTPEAUEHTA B O,]IHOI;I TabJIeTKe

Uiin B OIPERCICHHOM obbeMe IIepopallbHOTO pacTBOpa. DTO KOJIHYECTBO IIPOBEPAETCA

HUZKETIPUBENCHHBIM CIIOCOOOM.

' Zinc sulfate. The United States Pharmacopeia USP 26, 2003. pp 1958-59.
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Tab6merku MoryT comepxkath oT 10 mo 20 Mr nwHKa, a KOHIIEHTPALUS ITMHKA B ITEPOPATbHBIX
pacTBopax MoxKeT cocTaBisaTh 10 mr/5 mi. Kakas KoHIIEHTparus SBIIeTCs HauTyyIlle, 3aBUCUT
OT TOTO, HACKOJBKO MAlMEHT IMPUIEpPKUBAETCS peXKUMa JIeUeHUs, YUYUThIBasl TaKxKe TaKue
BOIIPOCHI, KaK I[eHa, JOCTYITHOCTh JIEKAPCTBEHHOTO CPEACTBA U MPONOIKUTEIbHOCTh JICUSHUS
(10-mHeBHBIN My 14-THEBHBIN UK JedeHwus ). 2KemaTeabHO, YTOOBI B MacIlTabax CTPaHbI BO
n30exkaHue OIIMOOK B JO3UPOBKE MCIIONb30BAINCh TAOJETKH WM IIepOpajbHbIE PAaCTBOPBI
OJIMHAKOBOW KOHIIEHTpalmu. Eciii BBIOOp clellaH B TOJB3y TabjeToK mwHKa 1o 10 mr, 3To
03HAYAeT, YTO JIETH CTAPIIIEro BO3pacTa JOIKHBI OyIyT IPUHUMATH IT0 IBE TAOIETKH €3KeTHEBHO;
€CJIM BBIOMpAIOTCS TaOJeTKU IMHKA 110 20 MT, TO ®TO O3HAYaeT, YTO JETSIM MIIAJIIET0 Bo3pacTa
CJeIyeT naBaTh eKeTHEeBHO JUIIb TIOJIOBUHY TaOIETKH, ¥ YTOOBI 9TO OBLIO JIerde NenaTh, TAOIeTKH
IOJIKHBI UMETh HACEUKy.

Uto KacaeTcsl MepopalbHBIX PACTBOPOB, MOCKOIBKY TPYZHO TOYHO OTMEPHUTH MOMYAHON
JIOXKW PacTBOpPa, PEKOMEHyeTCsI, YTOOBI IIMHKOBEIE ITepOpalibHbIEe pacTBOPHI comepxkairu 10 mr
BIEMEHTApHOTO ITWHKA Ha 5 MJI, TO €CTh, Ha OfHY YaWHYIO JOXKY. DTO O3HaYyaeT, YTO JETSIM B
BO3pacTe 10 6 MecsIeB JaeTcs OJHa YalHas JIOKKa, a IETSIM CTapIllero Bo3pacTa Hy>KHO JTaBaTh
IO JIBe YaWHBIX JIOKKH TepOPaJbHOTO pacTBOpa B JICHb.

Upe3BbIYaTHO BaXKHO ONPEIENHUTh HEOOXOTUMYIO NO3WPOBKY B IpoOIecce MPUOOPETeHHS
Iperapara.

2.3 WpeHntndukaumsa

ITpu nomorm naeHTUGrKanroHHOoro tecta (ID) mpoBepsieTcst HOJIMHHOCTD BEIIECTBA, YKa3aHHOTO
Ha MapkupoBke. CoriiacHo cooTBeTcTBYIOIIUM pasnesam Papmakorneu CIIA (Ilpunoxkenus 2 u
3), TONJIMHHOCTh CyJibhdaTa IMUHKA NPOBEPSETCS MPH MOMOIIU IMPOCTHIX M OBICTPHIX
KOJIOPUMETPUUYECKUX PEaKITU C UCTIOIh30BAaHUEM JBYX METOIOB IIPOBEPOK, ONMMCAHHBIX B pa3mesiax
2.32.1u 2322

2.3.1 PacTtBopsl

m  TecroBsrin pacTBOp — PacTBOpHUTH YacTh N3METHUSHHBIX TA0JIETOK B BOJIE MITN PACTBOPUTD
HeOOJBIIIOE KOJIMYECTBO TEPOPaLHOTO pacTBOpa B BOJE IS MOJYYEHUsS pacTBoOpa,
copepxkarttero okojo 0,05 r cynbdara MuHKa Ha MIL.

m  [IMIepuHOBBIN pPacTBOpP — cMech IMulepuHa U Bogbl (85:15).
m  PactBop cynmsduma marpust — PactBoputh 12 T cynbduma HaTpus, pa3orpeBas Ipu

BTOM B 45 MJI CMecH BOJbI U TNIUIIepUHOBOro pacTBopa (10:29), maTh OCTHITh U JOIOIHUTH
mo 100 M Takoi ke cMechio. PacTBOp HOMKEH OBITh GECIIBETHBIM.

m  PactBop comsaHon kmuenoTsl — Hannts 20 T cONsSTHON KUCIOTHI B MEPHYIO KOJIOY 00BEMOM
100 MJ1, TOTIOTHUTH BOJOM IO IOJHOTO 00heMa U IepeMellaTh.

m  PacrtBop xmopucrtoro 6apus — Ilomoxuts 61 T xJopuctoro 6apusi B MEPHYIO KOJIOY
oobsemMom 1000 M, pacTBOpPHTH B BOJE W JOBECTH O O0BeMa, JNOOABIsS BONLY, H
nepeMelarh.

m  PacrBop rugpokcuna Harpusa — [1ooXuTh 42 T TUIPOKCHIA HATPUS B MEPHYIO KOJIOY
o6bsemoM 100 mMir, TOBEeCTH MO HYKHOTO O0O0heMa BOIOM W TIepeMeIaTh.
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s PacrBop ximopucrtoro ammonusa — I[lonoxuts 107 r XJIOPUCTOrO aMMOHHUSI B MEPHYIO
KoJ0y o6veMoM 1000 Mi1, TOBECTH IO HY>KHOTO 00'hbeMa BOJOW W IepPEeMeIaTh.

2.3.2 VgeHTndvKaunoHHbIe TeCTbl

2.3.2.1 Cynbgpar

K 5 mir TecToBOro pactBopa 106aBUTH 1| MIT COIITHON KHCIOTHI B 1 MII pacTBOpa XJIOPHCTOTO
oapmsa. O6pa3yeTcsi GeNbIi 0CaIOK.

2.3.2.2 UnHk

K 5 M TectoBoro pactsopa mo6aButh 0,2 MiI pacTBOopa rugpokcuaa HaTpusa. O6pasyercs
Oenbiil ocaiok. J1006aBUTH ele 2 MII pacTBOpa TUAPOKCHUA HATPHUS, W OCAJOK PACTBOPSIETCSI.
Io6asuTs 10 MiI pacTBOpa XJIOPACTOTO AMMOHMS, PACTBOP OCTaeTCsl Mpo3pavHbIM. [100aBUThH
0,1 mx pacTBopa cyiabduma HATPUS, U 00pa3yeTcs GebId OCATIOK.

2.4 AHanus

AHaIN3 IPOBOIUTCS JJISI TOTO, YTOOBI yOSTUTHCS, YTO COJEP>KAHIE COOTBETCTBYET MapKHUPOBKE.
Hanpumep, eciu »TuKeTka Ha yIakoBKe yKa3blBaeT Ha copjepxkaHue 20 MUILIUTpaMM (M)
BIIEMEHTAPHOTO IIMHKA B TabJeTKaxX WU Ha TO, YTO B IEPOPAbHBIX PACTBOPAX DIEMEHTapHOTO
uuHKa comepxutcs 10 Mr/5 mi, mpoBepKa IOJXKHA TOKa3aTh, YTO IOJyYEeHHOE 3HAUYEHUE
HaxOIUTCs B Ipefenax oT 95 nporueHToB 10 105 mpoiieHToB A TaOJIeTOK WK B Ipeaeiaax oT 90
nporeHToB Mo 110 mpoleHTOB 11 MepopabHBIX pacTBOPOB.

2.4.1 AHanu3 TabneTtok

B3BecuTh n n3MenbunTh He MeHee 20 TadieTok. B cocyx o6bemom 200 MIT IepeHecTH TIIATETHHO
B3BEIIIEHHYIO YacTh ITOPOIITKA, COOTBETCTBYIOIIy0 puMepHO 90 Mr mmHka. PactBoputh B 15
MJI pacTBOpa YKCYCHOM KHUCIOTBHI M JTUCIIEPTAPOBATH MPH MOMOIIY YJIBTPa3ByKa B TeueHHUe 15
MHUHYT. PacTBOpUTH BOJIOW 1O TOJTHOTO OO0BeMa W pas3mernaTh. J1o6aBuTh B pacTtBop 50 mr
U3METHYeHHOTO B TIOPOIIIOK KCHUJIEHOJIa OpaHXKeBOro M pasmelnaTh. HelTpaiamsoBaTh pacTBOp,
mo6aBUB ITPUMEPHO 2 T METeHaMHUHA JI0 TeX IOp, TIOKa pacTBOp HE CTaHeT (hHOJIETOBO-PO30BBIM.
TutpoBats mpu momolnu 0,1 MOJIIPHOTO THUTPOBAHHOTO pPAacCTBOpPa JUHATPUEBOU COIH
STUIIEHIUAMUH TeTpayKcycHo KucioThl (BIITK) o Tex mop, moka pacTBop He CTaHET >KeJIThIM.

Kaxneiit munaunautp 0,1 MOISIpHOTO TUTPOBAaHHOI'O PacTBOpa NUHATPHEBON CONHU
STUIICHIUAMUH TETPAYKCYCHOM KUCIOThI COOTBETCTBYET 17,946 Mr cynbdara nunka (ZnSO,-H,0)
uiu 6,53 Mr 3JeMeHTapHOro ITUHKA.

2.4.2 lNposepKa repopanbHbIX pacTBOPOB

[lepenuTh TIIATEILHO OTMEPEHHBIM 00BEM ITMHKOBOTO IEPOPaIbHOTO pPacTBOpPa, KOTOPBIM
COOTBETCTBYET IpuMepHO 99 Mr mmHKAa, B K00y o6bemMoM 250 mur. [Jo6aButs 50 mir Bogst u 10
MJI aMMHUavYHOTO OydepHOro TECTOBOTO pacTBOpa XJIOpHUIa aMMOHHs, a Takxe 0,3 mxu
HPUOXPOMHOTO YEPHOTO TECTOBOTO PacTBOpa, W TUTpoBaTh npu momoinu 0,05 MoJsipHOTrO
TUTPOBAaHHOTO PACTBOpa JAWHATPUEBON COINW DTHIIEHAMAMHUH TETPAYKCYCHOW KHCIOTHI IO TeX
II0p, TIOKA PacTBOpP He ITPHOOpeTeT 3eJIeHBIV IIBET.
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Kaxpgpin mummunutp 0,05 MOJSIpHOTO pacTBOpa OHUHATPUEBOW CONM STHUICHIHMAMHUH
TETPAyKCYCHOM KHUCJIOThI COOTBETCTBYET 8,973 Mr cynbdara nunka (ZnSO,H,0) umu 3,27 mr
BJIEMEHTapHOro IIMHKA.

2.5 Ynakoska n xpaHeHue

TabneTKr MHKA W IUHKOBBIE TIepOpalbHbIe PAaCTBOPHI CIEyeT XpaHUTh B IUIOTHO 3aKPhITOM
KoHTelHepe. [III0THO 3aKphITEIM KOHTEMHEPOM IO ONPEAENICHUIO SIBIIeTCS KOHTENHEP, KOTOPBIN
JOJIKEH IIPEJOXPaHSTh IIperapaT OT BHEITHETO MEXaHUYECKOTO BO3JIENCTBHS U OT IIOTEPh, KOTIa
OH HaXOJIUTCS B OOBIYHBIX YCIOBHSIX OOPaOOTKH, TPAHCIIOPTUPOBKY, XpPAaHEHUSI U PACIIpELeIeHMSI.

ITockoabKy nucriepcHbIe TaOJETKW UYyBCTBUTEIBbHBI K BO3JEUCTBUIO BJArW, ONWCTepHAas
YIIAaKOBKA, BEPOSITHO, SIBJISIETCS] HAMOO0JIee TIOAXOISIIEeH ISl JaHHOTO rperapara. TaGeTky mHKa
He CIle/lyeT YIaKOBbIBaTh B OYTHUIKY WITW aHAJIOTHYHBIE MYJIBTH030BbIe KOHTEHHEPHI, ITOCKOIBKY
B HHUX TIOMajaeT Bjlara BCSIKWUHM pa3, KOTJma KOHTEWHep OTKphIBAaeTCs, W IIperapaT MOXKeT
ne3arperupoBathes. TaOmeTky cynbdaTa IIMHKA CIelyeT XpaHUTh B COOTBETCTBUY C YKa3aHUSIMHU
TIPOM3BOIUTES.

ITepopanbHbIl pacTBOp cynbdaTa IMUHKA CIELyeT XPaHUTh B INIOTHO 3aKPBITOM KOHTEMHepe.
Kpome Toro, ero ciemyeT obGeperath OT CBeTa W XPaHUTh B COOTBETCTBUM C yKa3aHUSMH
TIPOU3BOTUTEI .

HuHKOBBIE pacTBOPhI MeHee CTAaOWIbHBI, YeM TBepjble TpermapaThl, H MODTOMY B
pa3BUBAIOIIMXCS CTPaHAX HaJJIeXKalllee XpaHeHre TIepOpabHbIX pACTBOPOB 00ECIIEUNTh TPy IHEE,
yeM XpaHeHHe TabJeToK. HeoOXoarMo M3yYuTh BONPOC O XpaHEHWH IIMHKOBBIX MEpOPATBHBIX
pacTBOpPOB TIPM KOMHATHOU TEMIIEpaType, YTOOBI yOEIUTHCS, YTO IIUHKOBBIE TEpOpabHBIE
pacTBOpPbI XPAHUTH MPHU DTOU TEMIIEPAType JOIMYCTUMO.

2.6 Mapkuposka

IMonsiTre “MapKuUpOBKa” OTHOCHUTCS KO BCEM BHIaM MapKHUPOBOK W IPYTHX NMHUCHBMEHHBIX WU
rpadUYecKNX MaTeprajioB, M300pakKeHHBIX HEIIOCPEICTBEHHO Ha KOHTEWHEepe, COoaepIKaliemM
npernapar, WiIM Ha JII000M yHakOBKe, B KOTOPOW IIpenapaTr 3aKJIIo4YeH. DTHKEeTKa Ha yIIaKOBKe
IOJKHA OTpaXkaTh Ha3BaHWE W KOIMYECTBO aKTHBHOTO WHTPEIUEHTa, HOMEp IMapTHH, CPOK
TOJHOCTH, Ha3BaHUE W aJpec IPOU3BOIUTEINSI, KOINYECTBO SIMHMUIL IPEerapaToB Ha yIaKOBKY U
JekapcTBeHHYI0 (hopMy. CONpPOBOIUTEIBHBIN TOKYMEHT K YIIaKOBKE MJIM Ha CaMOW YIaKOBKe
TOJIKEH COIepKaTh HEOOXOIUMYI0 HH(MOPMAIIUIO, TAKYIO KaK CIIOCO0 IPUMEHEHHsI, COJepKaHNe
BCeX MHTPEIUCHTOB, HEOIATONPHUSTHBIE TOCIEICTBHS, TPOTHBOIIOKA3aHUS, YCIOBHUS XpaHEHUS
U T.J. B Tex ciy4asix, KOrga B IIEJISIX CONCHCTBHS COONIONEHUIO JICKAPCTBEHHOIO PEKHMMa U
mpreMy JIeKapcTBa NOOABIISIOTCS PUCYHKH MIIM KaKWe-TUOO WHBbIE M300pasKeHUs, COTIACHO
npaBuinaM GMP HeoGxonumasi mHGOpMaIusi, HaIpUMep, CPOK TOTHOCTH, KOHIIEHTpPALUs,
KOJIMYECTBO €IUHUIL M JeKapcTBeHHas dhopMa NOJKHA OBITh SICHBIM OOpa3oM OTOOpakeHa Ha
BTOPUYHOM YIIaKOBKE.

TabneTKy IMHKA ¥ [IMHKOBBIE IIEpOPaIbHbIE PACTBOPHI JOJKHBI B CBOEH MapKUPOBKE OTPazKaTh
couepxanue Cyibdara uHKa (ZnSO,"H,0) 1 deMeHTapHOrO IIUHKA.
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LononH1TenbHble cneupdoykauyn
TabneTok uUyHKa

3.1 [OucnepcHocTb TabneTok UMHKa

ITo nmpuunHe TOrO, YTO TaHHOE JIeUeHHe IIPeyCMOTPEHO JIJIS IeTel paHHero U MJIaJIIIero Bo3pacra,
Ta0JIETKY IIWHKA JTOJKHBI OBITh MUCTIEPCHBIMU. B HEOG0IbIIIOM 00'eMe BOIBI (5 MIT) WIIH TPYTHOTO
MOJIOKa ITMHKOBasi TaOJieTKa [OJIKHa Je3arperupoBaThcsi MeHee 4YeM 3a OJHY MUHYTY.
JlezarperupoBaHre CUMTAETCS TOJIHBIM, KOrja 0ojiee He OCTaeTCs TBEPHbIX YacTHI] TabIIETKU.
ITockoIBKy Bce BBIIIE PeKOMEHAyeMble IIMHKOBBIE CONM XOPOIIIO PAacTBOPSIOTCA B BOfAE IIpH
TIOJTHOM pacIiajie TabJeTOK, MOXHO CYUTAaTh, YTO IIMHKOBAS COJIb TIOIHOCTHIO PacTBOPSIETCS B
Boze. I[ToaToMy TabGJeTKM IIMHKA CJIeLyeT MpOBEepsITh Ha CKOPOCTh UX paclaja, U yupekIeHus,
3aHUMaAloOIINecs 3aKyNKOMW JeKapCcTB, NOJXKHBI NPOBEePsITh Haluume cepTudukara,
CBUJICTEIBCTBYIOIIETO O CKOPOCTH Je3arperupoBaHUsT TaOIeTKU.

Cornacuo Papmakonee CIIA, meszarpermpoBaHHe TaONETKH TOJKHO IPOMCXOIUTH MeHee
yeM 3a MUHYTY. Bpems pasioxkeHus onpefnensieTcsl Py IMOMOIIN MeTOHOIOTUH, OMUChIBAeMOM
B ®apmakonee CHIA B [Ipunoxenuu 4, rae Tak:Ke NPUBOILATCA clelU(bUKAIUNA YCTPOWCTBA,
HEOOXOTMMOTO ISl TIPOBEICHUST MOJOOHOTO TecTa, M JaeTcsl CXeMAaTHYeCKOe ONUCaHUe ero
BHEIITHEeTO BHUA.

Jltst TaBNEeTOK, He TTOKPBITHIX OOOJOYKOW, TECT MPOBOJUTCS CIEIYIOIUM 0OPa3oM:

B KaXJIyIO M3 IIeCTH NMPOGUPOK UCIBITATEIBHOTO amiapaTa noMelnaercs mo 1 tabiuerke,
IpyA TOM HCHOJb3yeTcsl Boma ¢ Temmeparypout 37 °C = 2 °C;

®m  yepe3 OJHY MHHYTY KOp3WHA C MPOOMPKAMH H3bIMAeTCs W3 BOIbI, W TMpPOBEpseTcs
pe3yJbTaT;

m  BCe IIeCTh TaOJIETOK JOJKHBI TIOTHOCTHIO Ie3arperupoBaThCs B TEUCHUE OJJHON MUHYTEI;

®m  ecau XOTs Obl OfHAa WIW IBEe TAaOJIETKH He Ae3arperupyloTcsl MOTHOCTHIO B TeUeHUe
MHHYTBI, TO HEOOXOAMMO MPOBEPUTH ele 12 TablIeToK;

u PE3YIbTAThl IMPOBEPKU CUUTAIOTCA YITOBJICTBOPHUTEIBbHBIMU, €CIIA HE MEHEEC 16 u3 18
TaOJIETOK IMOJTHOCTEIO AC3arperupyroTcsd B TCUCHUC OJITHOM MUHYTHI.

3.2 OpgHopoAHOCTL cogepIKaHuA

JlexapcTBeHHBIE (hOPMBI, TaKHE KaK TaOJIETKH, HEOOXOIMMO OIIEHUBATh Ha TIPEIMET OJHOPOITHOCTH
UX COIACp2KaHUs. 910 O3Ha4YaeT, 4To O6’bCM AKTUBHBIX MHIPEAUCHTOB, COIACPXKAIIUXCA BO BCEX
TabJIeTKax, TOIKEeH OBITh B MPUEMIIEMBIX TIpefiellaX CpeHero cojepKanus. Pesyaprar aHamuza
Ha cojiepxKaHue, IpOoBOAUMbIN 1Mo 20 MpPOM3BOJILHO BHIOPaHHBIM TabieTKaM (cM. pasuen 2.4),
IOJIKEH OBITh B TPUEMIIEMbBIX TIpefeliaXx IO OTHOIICHWIO K COJIEPKAaHWIO, 3asBIICHHOMY Ha
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yIaKoOBKe. B HIKenpUBOIUMBIX TIpeJieiiax OTHOPOJHOCTH IIMHKOBOE COIIEP>KaHMe OHON TaOIeTKN
YBSI3BIBA€TCS CO CPEIHHUM COMEpIKaHUEeM.

B ToMm, uTO KacaeTcs TabIeTOK Cyibdara IIMHKA, OMHOPOTHOCTh COREPIKAHUS OIPEIeNsIeTCs
MyTeM W3MepeHus coiepxkaHus Kaxmoud u3 10 TableToK NpH MOMOIIY BBIMICYHOMSIHYTOTO
MeTozia TUTpoBaHUs. [Ipy IpoBeieHNN aHaIN3a B IIOPOIIIOK M3MelbyaroTes He MeHee 20 TaGleToK,
1 HeGOobIIast YacTh STOrO MOPOIIKA WCIOIb3yeTCs ISl MOMyUYeHHsI pacTBOpa Cyibdara MUHKA.
IIpu mpoBepKe OXHOPOTHOCTH COAEpIKaHMUS B IOPOIIOK M3MeNbyaeTcs KaxKjgas TableTka U
HCIIOJb3YyeTCs IO OTHENbHOCTH JIJs NPUTOTOBIEHUS pacTBopa cylbdaTa IMUHKA. 3aTeM
coziepKaHKe KaXKJIoN TabJIeTKHN PacCCUNTHIBACTCS C UCIIONB30BaHIEM METOfa IIBETHOTO TUTPOBAHUS
BIOTK, ynomsayToro B paszueie 2.4.1. [locie THTpoBaHUS KOTMYECTBO IIMHKA B KaXKION TabIeTKe
TOJKHO OBITH B IIpenienax + 15% cpemHero KonndecTBa aKTHUBHOTO MHTpenueHTa. OnHaKO eciu
B OJTHOM M3 TaOJIETOK OTKIIOHEHUE MpeBhItaeT + 15%, Ho HaxomuTcs B ipeenax + 25% cpemgHero
KOJIMYeCTBAa aKTHBHOTO WHIPEIMEeHTa, HeOOXOOUMO IpoBepUTh emle 20 TaGeTOK M3 TOW XKe
MIepBOHAYAIILHON MTAPTHUH, U3 KOTOPOH GbLH B3sITHI TepBble 10 Tabierok. [IpoBepsieMblit mpemapat
YIOBJIETBOPSIET TPEOOBAHUSAM JIMIIb B TOM CIydYae, €Clli KOIMYeCTBO OOHAPYKEHHOTO IIMHKA
MpeBbIIIaeT mpenenbl + 15% cpegHero komudectsa He Golee yeM B ogHou u3 30 TabnmeTok. Hu
B OJHOM TaOIlleTKe He TOJKHO ObITh OTKJIOHEHUS + 25% OT CpemHero coieprKaHmUs.

[ononHuTenbHble creuyidrkaumm TabneTok LiMHKa



10

LononH1TenbHble cneuydvkaumm gna
LIMHKOBbLIX NepopanbHbIX pacTBOPOB

41 pH

pH — »To Mepa KUCIOTHOCTH WIIU IIeJOYHOCTU pacTBopa. Korma pH mMeert 3Havenue 7, pacTBOp
CUMTaeTCs] HeUTPaIbHBIM. 3HaYCeHUSI MeHee 7 yKa3bIBaIOT Ha KMUCIOTHOCTb, a 60Jee 7 YKa3hIBatOT
Ha 11esoyHocTh. COrllacHO ONpeNeNeHnIo cooTBeTcTRyIomero padnena Papmaxkonen CIIA pH
IIepOPaIbHOTO PacTBOpa Cyibdara IUHKA JOJKEH ObITh B mpepenax oT 2,5 mo 4,5. Metonst
n3Mepenns pH dapMmaneBTHUYeCKOro mperapata ¥ HEOOXOZUMble MHCTPYMEHTBI MOAPOOHO
onmcaHbl B [IpritoxkeHny 5. DTOT TECT MUPOKO UCTIOIMB3yeTCs Ta00paTOPUSIMUA KOHTPOIISI Ka4eCTBa
JIEKapCTBEHHBIX cpeicTB. pH omnpenenseTcs Mpu MOMOIIM HAJEXHOTO U JOJKHBIM 00pa3oM
KaJTUOPOBAaHHOTO TOTEHIIMOMETPUYECKOTO WHCTpyMeHTa (pH-meTpa), KOTOphI MOXKET IaBaTh
s3HaueHus: pH ¢ TounocTsio 10 0,02 pH 1 B KOTOpOM HCTIOIB3yeTCS MHIUKATOPHBIN DIEKTPOI,
YyBCTBUTEIBHBIN K BOIOPOTHON aKTUBHOCTHU. pH ciienyeT uamepsTh mipu Temnepatype 25 °C +
2°C. pH-meTp xanmuGpyercst pU TIOMOIIYM CepTUGUIIMPOBAHHBIX KoMMepueckKnx pH GydepHbix
pacTBopoB, pH 3HaueHWs KOTOpbIX M3BecTHBI ¢ TOUYHOCTHIO no 0,01 emmuunsr pH. Ecam pH
OMHKOBOTO PacTBOpa BBIXOAUT 3a Ipeflelbl, ycTaHOBIeHHble B (dapmakoree, TO 3TO MOKET
OKa3aTh BIUSHUE KaK HAa CTaOWIBLHOCTH, TaK W Ha BKYC IIperapara.

4.2 YpenbHbiN BeC

YIoenbHbIM BECOM Ha3bIBAaETCS OTHOILLIEHHWE Beca TaHHOI'O BEIECTBAa K BeCy BOIBI, B3STOU B TOM
XKe o0beMe. YIeIbHBIA BeCc MepopalbHOTO pacTBOpa CyibgaTa IMUHKA COINIACHO OIpeIelIeHUIo
Papmaronen CIIA momxken 66ITh B ipenenax 1,18 — 1,24 (cm. [Ipmioxxenne 6). Y aenbHBIN Bec
KUIKOCTH, €CId He OTOBapHBaeTCs] MHOE, paBHSETCS OTHOILIEHHWIO Beca DTOU KUAKOCTHU IIPU
TeMIlepaType OKpyzXKaromero Bo3myxa 25 ‘C K Becy paBHOro o0bemMa BOABLI IIPU TOM 3Ke
TeMriepaType. OmpeneseHue yaelbHOro Beca IMPOBOIUTCS ITyTeM B3BEIIUBaHUS, TIPU TOCTOSTHHOMN
TeMIepaType, TECTUPYyeMON KUAKOCTA M TAaKOTO 3Ke 0o0bheMa BOIBI B CIEIHAIBHOM COCYIE
(HarTOMUHAIOIEM KOJI0Y), IMEHYEMOM HUKHOMETD.

m  BospMuTe THIATENHHO BBIMBITBIM CYXOW IHUKHOMETpP, KOTOPBIM OBLI TPEIBAPUTEIHHO
B3BEIIICH B IIOPOKHEM BHJIE U 3allOTHUTE €r0 CBEXKEMPOKUIITYSHHON BOJIOH, TEMITepaTypa
KoTopou moBexneHa 1o 25 “C. OTHEMUTE Bec IOPOKHEro MIKHOMETpa OT Beca MUKHOMETpa
C BOJIOM JIJISI TOTO, YTOOBI TIOMYYUTh Bec BOmbI mpu 25 “C (W).

m  JloBenuTe TeMmmepaTypy NpoBepsemMon Xugkoctu 1o npuMepHo 20 °C, U 3amoJgHUTE €10
MIIKHOMETP ITOIHOCTHIO.

I'Ipoussoncmo TabneTok n nepoparnbHbIX PacTBOPOB C COMNAMU LIMHKa



m  3areM JOBEIUTE TeMIepaTypy 3allOJIHEHHOro MuKHoMeTpa jao 25 °C, ynanuTe W3IUILIKA
SKUAKOCTH Y B3BECHTE 3aIIOJHEHHBIN MUKHOMETp. OTHUMUTE BeC TOPOKHEr0 MUKHOMETpa
OT Beca MMKHOMETPa, HATIOJTHEHHOTO TECTUPYEMOH KUIKOCTBIO, JJISI TOTO, YTOOBI TIOYYUTh
BeC TecTupyeMon xujakoctu mpu 25 ‘C (W).

m  YOenbHBINM BeC XKUIKOCTU OIpenelsieTcs AeJeHHeM Beca TeCTUPYeMOW XUIKOCTH,
conepKallencsl B IMKHOMETpe, Ha BeC BOJBI, cojiepsKarrencs: B HeM 1pu 25 °C B 06oux
cIryyasix:

sp=W/W .

HononHuTtenbHble CI'IeLI,l/I(*)VIKaLI,I/IVI ONA LUMHKOBBLIX NnepoparbHbIX paCcTBOPOB
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[NprieMnemocTb TabneTok LyHKa r
LIMHKOBBIX MepopanbHbIX pacTBOPOB A
NauVeHToB

5.1 OueHkKa KOppeKuumn BKyca

BonopacTBopuMble IMHKOBBIE COA UMEIOT CUIBbHBIN FOPHKUIN METaIMYeCKUN PUBKYC, U AeTH
OyIyT OTKa3bIBaThCS IMPUHUMAThL JIEKAPCTBO, €CIW DTOT METAJUIMYEeCKUU TPUBKYC He Oymer
IIOJTHOCTBIO OTKOPPUTHPOBaH.

OpHako 1MOJ00HOE OPraHOJEITUYECKOE CBOMCTBO JICKAPCTBEHHBIX CPEICTB HE OTHOCUTCS K
YHCTy OOBIYHBIX CIEIIU(UKAIIAN, TpeOyeMbIX B COOTBETCTBUH ¢ hapMaKoIleel, TOCKOIbKY BKYC
MOXKHO OIEHHUTh, Wb INPUHUMAS 3TO JIEKapCTBEHHOE CcpelcTBO. KpaTkoe pyKOBOACTBO B
OTHOIIIEHWM TOTO, KaKUM OOpa3oM OIEHWBAaTh BKYC KaKOTO-JTMOO JIEKaPCTBEHHOTO CpPEICTBa,
OBLIO Oy GIMKOBaHO EBPOIIEICKMM KOMHUTETOM OpTaHU3allii, 3aHIMATOIIINXCS JIEKAPCTBEHHBIMU
CpeJiCTBaMM B OTHOILIEHUM MEIUIIMHCKUX MpernapaToB s yenoBeka (cMm. Ilpunoxenue 7). O1o
PYKOBOJICTBO MOKET OKAa3aThCs IOJNIE3HBIM ISl TPOM3BOAUTENCH, IIAHUPYIOIINX Pa3paboTKy
OWHKOBBIX TPEIapaToB IS JEUCHUS TUApPer Yy JeTeH.

[Tpu 3aKkynKe KaHAMJATHBIX IMHKOBBIX MpenapaToB (TaOIETKHM WITU IIepOpabHbIE PACTBOPHI)
CJIelyeT OIeHWBaTh, HACKOJIBKO OTKOPPUTHPOBAH UX BKYC, OTJIaB UX Ha MPOOHBIE WCIIBITAHUS C
MIPUBJICYCHIEM MaTepey U JIETeH ¢ TeM, YTOOBI YOeIUThCS, YTO BKYC UCIIPABJICH B JOCTATOYHOMN
CTeNleHW W IIWHKOBBIE TIperapaThl MpHeMyeMbl. Pelatoinee 3HaUYeHUE B COONIONEHUM pexXuMa
JIeYeHNs EeThbMH MMeeT MIPUeMIIEMOCTh TperiapaTa, ¢ TOYKHA 3peHUs MaTepew.

KoppurrnpoBanme BKyca HEpemKO JOCTHTAeTCs IMyTeM NoOaBKW B TpemapaT (GpyKTOBBIX
apoMaTH3aTOpoB. BMecTe ¢ TeMm, opraHbl, 3aHUMAIOIIHECs 3aKyIKOM JIEKapCTBEHHBIX CPENCTB,
IOJXKHBI UMETh B BHIy, YTO TIpemnapaT MpeIHa3HavYeH IS JeTel U 9TO BKYC HEKOTOPHIX (hPYKTOB
OymeT IJIsl HUX HelpHeMIIeM, eCIM OHU He 3HAKOMbBI ¢ OTUM (PYKTOM. ApOMaTHU3HUPYIOLINE W
TIOfICITAIIINBAIOIIE JTOOABKH TOJIXKHBI OBITH 3HAKOMBI B TeX palOHAax, Iie IperapaT OymeT
MIPUMEHSITHCS.

SaKyHaIOHII/IM opraHam HCO6XOJII/IMO TaK2K€ O3HAKOMUTLECA C I/IH(bOpMaI_H/IeI;I O BKYCOBBIX
IIPOBEPKaXx, OPraHu3yeMbIX IIPOU3BOIUTEIIEM TabJIETOK OUHKA WX IIEPOPATIbHBIX paCTBOPOB.

5.2 OueHka NnpuemnemocTu u cobnrogeHne pexxuma

Ist mosrHOM 9 (HEeKTUBHOCTH JIEUCTBUS ITUHKA B MPOGUIIaKTUKE U JICUSHUH TUaperd HeoOX0IIMO
CTporoe CoOJTIojieHre pexkxuMa JiedHus B TedeHne 10 — 14 gHert. OgHAKO COOIONEHUS pexkuma
MOXHO TOOUTHCS JIHWIINb B TOM ClIydyae, €ClIi IITWHKOBBIE IIpermapaThl, IpeajiaraeMble IJIst
WCTIONB30BaHUS B JICUCHUU TUApEeH, MpUeMJIeMbl IJIs JAeTel paHHero W MIIaIIllero BOo3pacTa.

I'Ipoussoncmo TabneTok n nepoparnbHbIX PacTBOPOB C COMNAMU LIMHKa



IToaTOMY, HACTOSITEITEHO PEKOMEHITyeTCsI, YTOOBI BCe IIMHKOBBIC TIpeNapaThl, pacCMaTpUBacMble
Ha TIpefiMeT NMPUMEHEHUs B JIEYeHUU IUapey, IMPOBEepsUINCh Ha MPUEMIIEMOCTh IPU TOMOIIH
CTaHmapTHON MeTonoioruu. Dta meronoinorus (IIpunoxenne §) 1oaKHA TO3BOIUTH OE30ITIO0YHO
BBISIBUTDH CKOIIBKO JIeTeN MPUHUMAIOT IMHKOBHIN IpenapaT B TeUeHNe TaKOoTo Neprojia BpeMeHH,
KOTOPBINA CUUTAETCS yJOBIETBOPUTEIHHBIM. B KauecTBe 00IIel peKOMEHIalli MOXKHO CKa3aTh,
YTO JIeYeHUe OOIaJaeT NOCTATOYHOM IpHemMieMocThio, eciu 80% oT o0beMa Ha3HaYeHHBIX
JIEKapCTBEHHBIX CPEICTB MPUHUMAIOT, IO KpawHen Mepe, 70% netert.

[NpremnemocTb TabneTok LMHKa 1 LMHKOBbLIX nMepoparnbHbIX pacTBopoB AMnA nauneHToB
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[poune coobpaxeHA

6.1 PeuenTtypa 1 nponsBogCcTBO Npenaparta

JIJI?I JICUCHUSI TUapen PEKOMCEHAYETCS MCIIOJb30BaTh IIperapar, conepxamnﬁ TOJIBKO ITWMHK.
Oco0eHHO BaXHO HE ITOJIb30BaThCS OWHKOBBIMU pEHCHTYypaMU, TaKXKE COICpzKallMU 2KeJie30,
IIOCKOJIBKY 2K€JIE30 MOZKET IIOBJIUATH Ha YCBOCHUE ITUHKA.

JlekapcTBeHHast dhopMa IIMHKA, MIPOU3BOAMMAs Ha MeCcTe WM UMIIOpPTHpyeMasi, TOJKHa
MIPOU3BOJIUTLCS B COOTBETCTBHM C BBINICYIIOMSHYTHIMU cTaHmapramu BO3, KacatomimMmucs
HaJjIexkallen MpOU3BOACTBEHHON MpakTHKHU. CTaOWIBHOCTH IIpenapara CleyeT OIpPenelsTh,
pyKoBogcTBysich pekoMeHpanussmu BO3 “Guidelines for stability testing of pharmaceutical products
containing well established drug substances in conventional dosage forms, [Ipunoxenue 5, Cepust
TexHuueckux nokaanos BO3 No. 863, 1996 rox, ¢ nompaBkamu, coaepKalluMUCS Ha CTPaHULIE
12 Cepun TexHmueckux mpokinagoB BO3, No 937, 2006 rog”!, u ®TUMHU JaHHBIMH HEOOXOIUMO
pacroJiarath Ipu 3aKyTKe.

6.2 Perucrpauua npenapara

TabieTky IWHKAa U IepopajbHble PAacTBOPBI CIELyeT PeTHCTPUPOBATh KaK JeKapCTBEHHBIE
CpefcTBa, KOTOpbIe MPOJNAIOTCS 6e3 pelenTta. PerucTpalMoHHBIE TPOLENyphl W TPeOOBaHUS B
OTHOIIGHUH JEKapCTBEHHBIX CPEICTB B Pa3HBIX CTpaHAX pPa3lWUYHbI, OLHAKO OpTraHbI,
3aHUMAIOIIECsT PerlaMeHTHPOBAHUEM JIEKapCTBEHHBIX CPEICTB MPH PETUCTPAllH TabIEeTOK
LMHKA WU TIePOPAbHBIX PACTBOPOB, TOJXKHBI JOOMBATECS CIELYIOMINX MIHIMAIbHBIX [APaHTUN:

m  Halnuyue cepTudmUKara, NOIATBEpXKIAIOMIEro, 4YTo IpermapaT M3rOTOBIEH Ha
IIPOM3BOJICTBEHHOM y4acTKe, NpujepkuBaroliemcs mpasuin GMP,

| | HajIu4ue CepTI/I('l)I/IKaTa O IIPOM3BEIACHHOM aHaJINn3€, IIOATBEPZKIAIOIIEM, UYTO IIperapar

COOTBETCTBYCT TpC6OBaHI/IHM H606XOILI/IMOI‘O paszciia C]:)EIPMEIKOI'ICI/I,

| | TOATBEPKIACHUEC TOTO, YTO HOE€3arperupyemMocTb, OO3HUPOBKaA, BpEMs HO€3arperaiiuu u
KOppUTHpPpOBaHUE BKYyCa OTBEYAIOT Tpe6OBaHI/I$IM, u

u IIOJIHasL I/IHCbOpMaIlI/IH OTHOCHUTEJIbHO MMPOMU3BOJACTBEHHOT'O IIpoLecCa, MHIPEAUECHTOB U UX
TIPOUCXOKICHM A, JTaHHBIC O KOHTPOJIC Ka4YeCTBa, CTa6I/IHLHOCTI/I, YIIaKOBKU U MapKHUPOBKH,
KOTOpPBIE COOTBETCTBOBAIIN OBI CTaHgapTy.

Bomee nmoppo6Hyo mHMDOPMALKIO Ha 3Ty TeMy MOXKHO HaWTH B JOKYyMEHTE, 03arllaBIeHHOM
“Implementing the new recommendation for the management of diarrhoea — Guidelines for

' KowmwuteT akcneptoB BO3 no cneundmkaumam ana cpapmaueBTUiecknx npenapatos - [atei goknad - Cepria TEXHUUYECKNX
poknagos, No 937. BO3/XeHeBa, 2006 rog. (ISBN-13 9789241209373)

I'Ipoussoncmo TabneTok n nepoparnbHbIX PacTBOPOB C COMNAMU LIMHKa



policy makers and programme managers”', a Takxke Ha BeO-canite BO3 “Medicines Policy and
Standards, Technical Cooperation for Essential Drugs and Traditional Medicine” o agpecy: http:/
J/www.who.int/medicines/en/.

6.3 BknioueHune LMHKOBBIX MpPenapaToB B HaLMOHanNbHbIN NepeyeHb
OCHOBHbIX NeKapCTBEHHbIX CPEACTB

Bcemupnast opraHm3anusi 31paBOOXpaHEHHSI K OCHOBHBIM JIEKapCTBEHHBIM CPEICTBAM OTHOCHUT
Takue, KOTOpble “yIOBIETBOPSIIOT TMOTPEOHOCTH HACEJNEHHSI B OOJACTH IMEPBUYHON MEJHKO-
canuTapHon momoru”. TabileTku cyibdara IIWHKA W TepopaiibHbie pacTBOpbl mo 10 Mr Ha
eIVHUITY JIEKapCTBEHHOM (hOpMBI BKIIOUEHBI B 14-e n3nanue npuMepHoro nepeuns BO3 ocHOBHBIX
nmexkapcTBeHHBIX cpeacTB (http://www.who.int/entity/medicines/services/expertcommittees/
essentialmedicines/TRS933SelectionUseEM.pdf).

BaskHO NOMOITHUTDH HAITMOHAIBHBIN ITepeueHb OCHOBHBIX JEKaPCTBEHHBIX CPEICTB BKIIOUEHUEM
LUHKOBBIX IIPENapaToB, IOCKOJbKY MepeueHb OCHOBHBIX JIEKAPCTBEHHBIX CPEACTB UCIONb3yETCs
B HAIIMOHAJIBHOM CHAOXKCHUY JIEKAPCTBaMU, a TAKKe IIPH Pa3pabOTKe CTaHIaPTHBIX PEKOMEH TAIIHM
110 JiedeHuto. [IocKoIbKy B GONMBIIMHCTBE cTpaH HOBBIM [lepeuers BO3 0CHOBHBIX JIEKApCTBEHHBIX
CPEeJICTB, KOTOPhIN ObLT MepecMoTpeH B Mapte 2005 roga (cM. BbIIlle), He OBLI aBTOMaTUYECKH
YTBEpXKJIeH, HEOOXOAMMO TIPEICTaBUTh 3asIBKY B HaimoHaIBHBIN KOMUTET, Begatoimil [lepeanem
OCHOBHBIX JIEKAPCTBEHHBIX CPEJICTB, O BKIIOUEHUU HOBBIX COJIEH MEPOPATHHOMN peruapaTauu u
nmHKa. Het Heo6xoquMocT yka3eiBaTh B [lepedHe OCHOBHBIX JIEKaPCTBEHHBIX CPEICTB, O KaKOM
VMEHHO COJIM IIMHKA UJIET pedb; JJOCTATOYHO YIOMSHYTb COJiepKaHNe 3JIeMeHTapHoro nuHka 10
u 20 mr.

6.4 TlocTpeanusauuoHHOe HabnogeHue u KOHTponb 3a
HebnaronpuATHLIMM peakUuMAMN Ha npenapar 2

Kax »To 1 JOIKHO UMETh MECTO B TeX CIIydasx, KOr[a B CTpaHe IIPUCTYIIAIOT K PACIPOCTPAHEHHIO
HOBOTO JIeKapCTBEHHOTO CpPEACTBa, HEOOXOIWMO OPTaHM30BATH MHUIOTHBIE MPOTPAMMEI
[IOCTpeaIN3aliOHHOIO HAOIIOAECHNSI U KOHTPOJISI B OTHOIIEHUHM HEOIAroNpHUsITHBIX peakIyui Ha
JeKapCTBEHHbIE CpeflicTBa. Takue IMporpaMMbl TIOMOTYT YJIOCTOBEPHUTHCS B KAauyecTBE HOBOTO
IpenapaTa, IMOCTYIUBIIErO Ha PBIHOK, W NIPEZOTBPATUThH IIMPOKOMACIITAOHBIC IPOSBICHUS
HeOIlaronpusITHOW peakKIWy Ha Hero. B paMkax cHcTeMaTHYecKOW TporpaMMbI Haa3opa
OCYIIIECTBIISIETCSI IPOU3BOIBHBIN OTOOP 00pa3loB IpenapaToB, MOCTYNAOIMINX Ha PhIHOK, W UX
MpoBepKa J1abopaTopred KOHTPOJS KadecTBa B CTpaHE 4Yepe3 yCTAHOBIGHHBbIE BpeMEHHBIE
nHTepBanbl. [IporpamMMa mo HeOJAronpuUsTHON peaklWU Ha JeKapCTBEHHBbIE IIperapaThbl
OTclleXMBaeT 0e30IIacCHOCTh HOBOTO JeKapcTBa. I[IpoBomuUTCsS cBepKa MapKHUPOBKU H
COIIPOBOKJAIOIIEN NOKyMEHTAllud C TEeMH, KOTOpble ObLIM YTBEPKIEHBbI IPHU PErHUCTPaALlUU.
Taxske HOIKHa OBITh 33JIeMICTBOBAHA CHCTeMa ITOJayuyd KajJo0 Ha KadecTBO Iperapara.

' Implementing the new recommendation for the management of diarrhoea - Guidelines for policy makers and programme
managers. World Health Organization, 2006 (ISBN 92 4 159421 7) http://www.who.int/child-adolescent-health/
New_Publications/CHILD_HEALTH/ISBN_92_4_159421_7.pdf.

2 Adverse Drug Reactions Monitoring (WHO). http://www.who.int/medicines/areas/quality_safety/safety_efficacy/
advdrugreactions/en/index.html.

Mpoune coobpaxeHus
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6.4.1 HebnaronpuATHble peakuun Ha npenapar

K HacrosiiieMy BpeMeHH HUKaKUX COOOIIIEHUH 00 OCTPON HeGJIarONPUSTHON PEakIINy, BhI3BAHHON
KaKOU-TN60 hopMOM ITMHKOBOM JTOOABKHU, UCIIONB3YEMOM JIJIST JICUCHHS TUaper, He OTMEYalloCh.
Bonee 9100 nerelt mMpWHSAIM ydacTHe B IpoBepKe d(hGdEKTUBHOCTH IIperapaTa, B KOTOPOM
n3ydanach d(pdEKTUBHOCTh KaK IJane6o, TaK M IUHKOBBIX IpernapaToB, M YUCIO JETeH,
IIOMHOKEHHOE Ha YHUCIIO JeT IpoBeeHNsT HaOmoaeHn 3a 9 GhEeKTUBHOCTHIO, COCTABIIIO ITOYTH
12 000. Jo3upoBKa IIMHKOBBIX IIpermapaToOB COCTaBIsjia OT 5 O 45 MT B JeHb, U B Pa3IMYIHBIX
YCIIOBHSIX ObLiIa OTMEUYeHa XOpoIlasi TOIEepaHTHOCTh. B XoJe ncnbITaHu HE OBIIO OOHAPYXKEHO
HUKAKWUX Pa3iIUYHMM, C TOUYKW 3pEeHUs HeOIArONpPUSTHBIX PeaKIUi Ha pa3IMYHbIe COJHM IIMHKA
(cynbdart, ameTaT M TIIOKOHAT), KOTOPbIE HCIIONb30BAINCh NPU HCIBITAHUSAX N00aBOK. B
HACTOSIIee BpeMsl eJIMHCTBEHHBIM H3BECTHBIM MOOOYHBIM TOCIEICTBHEM IIMHKOBOM JIOOABKU
SIBJISIETCS] TOITHOTA. M3 ceMH HCIIBITAaHUH, B KOTOPBIX COOOIIANIOCH O CIIyYasiX TOILIHOTHI, JIUIIb
B JIByX OTMeYaJlach TOIITHOTA B 6ollee TsKelon (hopMe y JeTel, MOMYYaBIIuX [TWHK, IO CPABHEHUTIO
C JIeTbMH B rpymie miane6o. B omHoM mcmblTaHUM cOOOIIANIOCh O TOIITHOTE B Ooiee TAXKEIOon
dbopme, IO cpaBHEHHUIO ¢ KOHTPOIBHON TPYIIIION, B TeX CIydyasx, KOrJa B IIMHKOBBIN IIperapar
JNOOABISITNCH pa3InYHble MUKPONHTATEIbHBIE BEIECTBA, W TOIIHOTHI HE OTMEYaloCh, KOTJa
MIPUHUMAJICS TONBKO Ipemnapatr nuHKa. Conep:kaHue MeIu M3ydyaloCh B UEThIpPEX HCIBITAHUSIX.
IIpu mpoBeneHWM TpeX M3 yKa3aHHBIX YeThIpeX HMCIBITAHUN HE ObLIO OOHApPYXKEHO HUKAKON
Pa3HULBI B CONEP>KaHWKM MEIW B CHIBOPOTKE TOCTE BBEICHMS JTOOABKU. B OIHOM WCHBITAaHUU
OBLII0 0OHAPYZKEHO 3HAYNTENBHOE TOHIKEHUE COEePKAHMIS MEAH y TPYIIIbI AeTeH, IOy IaBIIIIX
OWHKOBBI TIperapaT, MO0 CPaBHEHWIO C IPYNIION IeTel, He MOJydyaBIIed TaKoro IIperapara.
OpHaKoO TH JETH CTPajalyl HEeIOCTATOYHOCTHIO MUTAHUS M MEPCUCTEHTHOW IHapeed ¢ camoro
Havyaia. B memom, MaHHBIX O TOM, YTO KPAaTKOBPEMEHHOE BBEJIEHWE ITMHKOBOU JTOOABKH IIPHU
JIeYeHNU JUaper OTPUIATeNbHO CKa3bIBaeTCs Ha COAEpKaHUHU MeI, UMeeTCs HeJOCTaTOYHO.
[TomMrMoO wmCTBITAHUN B OOJIACTH JIEUSHUS AUaper ObLIO IMPOBEIEHO HECKOIBKO WCIBITAHUM IO
oteHke d¢hHEeKTUBHOCTH IMHKA TIPH JICUSHUH THEBMOHWH, MAISIPUHT, KOPH X OOBIYHON TIPOCTY L.
Jleuerve oOBIYHO TIpegycMmaTpuBaio mpuem 20 MT B JeHb B TeYeHUE BCel OOJe3HH,
MIPOIOJIKUTEIIBFHOCTh KOTOPON OOBIYHO COCTaBJIsiIa MeHee AByX Helelb. B THX mccieqoBaHusIX
He HabII0IaI0Ch HUKAKUX CEPhe3HBIX HEOIArOMPUSITHRIX SBIICHUN, 00YCIOBICHHBIX BBEIIEHIEM
IITHKOBOU IOOABKH.

OpFaHI/ISM YEJIOBCKa HaJCJICH SCDCI)CKTI/IBHLIMI/I TOMEOCTAaTUYCCKUMU MEXaHU3MaMU, KOTOPLIE
PETYJIUPYIOT YCBOCHHUEC M YyICp2KaHUEC IMHUHKA, YTO YMEHBIIACT BEPOSATHOCTH HAKOIIJIICHUA
TOKCHUYCCKHX BEIICCTB U OTPULIATEIILHOI'O BJIMSHNA HA OPraHru3M. Ecimu B OpraHu3M B OJHOPa30BOM
TIOpsAaKe MOoIamacT CINIIKOM OOJIBIIIOE KOIHUYECTBO OUHKA, 5TO MOXKET BbI3BAThb 2KCJIYTOYHLIC
HapyHoI€HUs, a TaKXKE€ THIIMYHBIC NPU3HAKU W CUMIITOMbBI, KOTOPBIE COIIPOBOZKIAIOT ITHMIIEBBIC
OTpaBJICHUA. 3HavYnTeIbHEIE JA03bl HVMHKA B TCUCHUE IJIUTECIBbHBIX IIEPHUOTOB MOI'YT IIPUBECTU K
TNOHUKEHHOMN KOHLCHTpAIINX JIMTIOIIPOTEMHOB IJIa3MbI Y IIOHN2KEHHOMY YCBOCHHWIO MEIIN. BwmecTte
C TEM, 9TO JIETKO KOPPEKTUPYETCS IIyTEM PEryJINPOBaHUA ypOBHeIZ OUHKa 1 M€Y, IOCTYIIaOIITUX
B OpraHusMm. OTMeyasioch BCEro JHUIIh HECKOIbKO ClIy4JacB HeGJIaFOHpI/IHTHLIX HOCJIG,ILCTBI/II;I,
CBA3AaHHBIX C YPE3MCPHBIM IPHUEMOM IIMHKA. Bonbmiass gacts »THX ClIlyqyacB uUMmeja MECTO Yy
B3POCJIBIX, KOTOPLIE CO3HATEIbHO IPUHUMAIN MHOI'OKPAaTHYIO HOPMAJIbHYIO €2KE€ITHEBHYIO 103y
OUHKA B TCUYCHUC JIUTCIBHOI'O IEPUOJa BPEMCHU. I[ax{e B HamboJllee SKCTPEMAJBHBIX ClIyvdasixX
}’HOTpe6JIeHI/I$I oomee yem 1 TpaMMa DUHKaA €2KECITHEBHO B TCUCHNE MHOI'UX MECAIICB OOJIBIIMHCTBO
ITaITMEeHTOB OCBO60}K,]IaJII/ICI) OT BCE€X MPU3HAKOB 1 CUMIITOMOB, BKJItO4Yas yCTAJIOCTh, 2KE€JIY JOYHO-
KUIIIEYHBIN ,III/ICKOMCI)OPT U aHEMHIO, KAaK TOJIBKO IIpEKpalialiCsad IIpuemM TabIIETOK OWHKa "

I'Ipoussoncmo TabneTok n nepoparnbHbIX PacTBOPOB C COMNAMU LIMHKa



collep:KaHKe IIMHKA B CHIBOPOTKE BO3BpAIllaliOCh K HOpMaJIbHOMY. B mokiaze, moaroToBIeHHOM
¢ corpynumyaromuM lleatpom BO3 mo MexmayHapogHOMY KOHTPOIIO 3a JIEKapPCTBEHHBIMHU
cpencTBaMu B Yrcana, llIBenust, 61 OTMEUYEH JIUIIb OJUH CIly4al y peOeHKa, Tlie BepOSTHOCTh
NPUIMHHON CBSI3M C LIMHKOM OblIa “ompefeieHHON” (MO0O0OYHbIN dhdEKT: KPOBOTEUECHUE M3
HOca). IMeeTcst Bcero JUIb 4 COOOIIEHUSI O BO3MOXKHOW HeOJarONpHUsITHON peaKIUuH Ha IIHK
y meTten B Bo3pacte 1o 10 jer.

6.4.2 OTueTHOCTb 00 OTpuLIATENbHOW peakuum Ha npenapar

HecMoTpss Ha OTCYTCTBHE Cephe3HBIX HEOJATONMPHUSTHBIX MOCIEINCTBUMN, O0YCIOBICHHBIX
yHOTpeOIeHrEeM HOBBIX COJIEH IMepOpaIbHON peruapaTalliy WIId MOTpebIeHIeM Ta0JIeTOK ITUHKa,
KOTOpbIe OBLTHA ObI OTpaKeHBI B IUTEpPAType, Ha TOT MOMEHT KOrjla JieueHue OyIeT MPUHUMATh
IIAPOKHME MAaCIITabbl, HEOOXOIUMO TMOIATOTOBATH MEXaHW3Mbl aKTUBHOTO WHMOPMHUPOBAHUS B
OTHOIIIEHUY OTPUIATEIbHBIX MIPOSIBIIEHUN, CBSI3aHHBIX C IPUMEHEHNeM DTUX IIpernapaToB. DTOro
MOKHO JIOCTUTHYTH IIyTEM CO3JAHUS CHCTEMBI PEryJISIPHON OTUYETHOCTH MEIyUpeKIeHUN W/UITI
IyTeM TpPOBENEeHHUS CIEeIUAJbHBIX HKCCIEIOBAHUN. DTa CHUCTeMa KOHTPOIS 3a MPOSIBICHUEM
HeOJAaTONPHUSITHBIX ITOCIENCTBAN JOJKHA OBITh pa3paboTaHa B paMKaX CHCTEM KOHTPOJS 3a
TIPOSIBJICHUEM HEeOJIarONPUSITHRIX TOCIEACTBUN NMPUMEHEHUS IPYTHX JIGKAPCTBEHHBIX CPEJICTB.
YupexXmeHus 30paBOOXPaHEHUS NOIKHBI MOIYYUTh (DOPMBI OTUYETHOCTH, TIE PETUCTUPYIOTCS
OTpHUIIaTeNIbHbIe TposiBieHus. Ha KaXXjIoM ypoBHE CHCTEMbI 31paBOOXPaHEHHS NOJKEH OBbITh
Ha3HAaYeH KOOPJMHATOp, 3aHUMAIOIIUNCS CBEIEHUEM IaHHBIX, W JOJKHA OBITh pa3paboTaHa
crucTeMa OTYETHOCTH Tepe]] LeHTPAIbHBIMUA OpraHaMH.

IIpencraBieHre oTyeTa O Ka4eCTBE M O6E30IIaCHOCTH JIEKAPCTBEHHBIX CPEJICTB MEK Iy HAPOIHBIM
oprasnam, Haripumep, BO3, FOHUCE® u npyrum, 0OMOKeT ApyTUM CTpaHaM U MO3BOJUT HAKOIIUTh
OTIBIT NPUMEHEHNSI HOBBIX JIEKAPCTBEHHBIX (hOPM Ha OCHOBE IIMHKA.

6.5 Bonpocbl cobniogeHna KauecTsa Npy 3aKynke TabneTok LMHKa u
nepopanbHbIX PacTBOpOB '

ITepBoodepenHON Mepor OOeCTIeYeHH ST KaueCcTBa JIEKAPCTBEHHBIX CPEIICTB, MCIIONb3YEeMbIX B CTpaHe,
SIBJISIETCST TIPaBUJIbHASI TIPAKTHKA 3aKyNOK. BmecTe ¢ Tem, s oOecrieyeHHs] HaIJIeXKaIlero
KavyecTBa ITMHKOBBIX TEPOPATHHBIX PACTBOPOB W/WIX TaOIETOK, MOCTYMAIOIIAX B MPOJaxXy, Ha
BCEX YPOBHSIX CHCTEMBI 3[[PaBOOXPAaHEHMS IONXKEH OCYIIECTBISTHCS KOHTPOIb 3a KayeCTBOM
mponaykumu. BceoGbeMiriomiast crucTeMa BKIIFOYaeT B ceOs oOeclieueHre KavyecTBa B IIpOIecce
perucTpaIuy JIeKapcTBEHHOTO CPENICTBA, o 3aKyIKHY U pacTipoCTpaHeHU S Yepes] TOCy1apCTBEHHBIN
W 9aCTHBINA ceKTOpbl. OHA TaKKe BKITIOYAeT B ce0st MeXaHU3M U3BSITHS W3 KAaHAIIOB CHAOXKEHUS
BCSIKOW TPOIYKLIMHM HEeHaJJIeKallero kayecTBa. B pasmenax 2, 3 m 4 HaACTOSIIEro AOKyMeHTa
MIPUBOIKUTCS HEOOXomMMas crenuduKanus, UCIOJb3YIOIIasics B TeX CUTyallHsX, KOTjia
HEOOXOMMO MPOBENIeHNEe KOHTPOJISI KavyecTra.

' TpvmepHana cucTema obecrneyeHnsa KauecTa Ana yupexneHuin, 3aH1matoLmxca 3akynkor (PekoMmeHgauyin B OTHOLLEHWN
cucTem obecreyeHrs KauecTsa, B KOTOPbIX YAENAeTCcA BHAMaH1e Bornpocam npensaputensHom KBandukawm npogyKLmn,
a TaKxe npomssoauTenen, 3aKkyrnku, XxpaHeHna 1 pacrnpocTpaHeHra (apmMaLleBTYeckmx npenapatos). Mpunoxexve 6,
Cepua TexHnueckunx goknagos BO3, 937, 2006 rog.

Mpoune coobpaxeHus
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CneuydrKaLmn LIMHKOBbLIX NpenapaTos,
Cronb3yembIX B NeUeH auapen

1. Josuposka

m  Kaxnas mHAUBUAyaIbHas JI03a IIMHKOBOTO Mpernapara JoikHa copepkath 10 umau 20 mr
BIIEMEHTapHOTO ITWHKA.

m  JIns nepopabHBIX PACTBOPOB KOHIICHTPAIIUS DJIEMEHTAPHOTO IIMHKA JOJIKHA COCTABIISATh
6o 10 mr/5 ma, au6o 20 Mr/5 M.

m B TaGmerouHou dopMe Kaxkjas TablleTKa JTOJKHA cojepxaTh au6o 10, mu6o 20 mr
BIIeMEHTapHOTO ITMHKA. TabjaeTku, comepxkamiue 20 Mr dJIeMeHTapHOTO ITUHKA, JOJKHBI
MMETh HAaceuKy.

2. Tyn UMHKOBBLIX conen

HI/IHKOBaX COJIb, UCIIOJIB3yEMas IJIsl IEPOpPAJIbHBIX PAaCTBOPOB HIIN Ta6JIeTOK, IIPUMECHSIEMBIX B
JICUEHNN Ouapeu, HOJIZKHa OBITH BOILOpaCTBOpI/IMOI;I. HOBTOMy CJIENYET HCIOJb30BaTh JIUIIb
CIIeayomue TUHKOBBIC COJIN:

m  Cynbdar nuHKA.
m  Arnerar IIUHKA.

m  ['TrokoHAT IMUHKA.

3. Tun TabneTok

IMockonmbKY TaOIeTKN IIWHKA TpeHa3HAYEHBI JIJIST JeTell paHHero W MITAJIIero Bo3pacTa, BaskKHO,
4TOOBI TAOJETKW OBLIM TUCIEPCHBIMUA. DTO O3HAYAET, YTO TAOJETKU JIOIKHBI MOJHOCTHIO
Ie3arperupoBaTbcs MeHee 4eM 3a 60 ceKyHJ B 5 MJI BOIBI WJIM TPYJHOTO MOIIOKA.

4. KoppurnposaHue BKyca

IInHKOBBIE COMM MMEIOT HENPUATHBIM METaUNIMYeCKUN TPUBKYC, BCIEICTBHE Yero 0 Hadaia
IBAJIIIaTOTO CTOJETHUS ITMHK MCIOIB30BAJICS B KaueCTBe PBOTHOTO cpelcTBa. UTOOBI JeTH paHHETO
¥ MJIAJIIEero Bo3pacTa MPUHUMANK TaOJIeTKW ITMHKA WY ITUHKOBBIE IepOpajbHbIE PAaCTBOPHI
exxenHeBHO B TeueHmne 10-14 mHel, BaxKHO, YTOOBI HTOT METAIUIMYSCKIUH MPUBKYC OBLT ITIOTHOCTHIO
3aMacKHUpOBaH.

I'Ipoussoncmo TabneTok n nepoparnbHbIX PacTBOPOB C COMNAMU LIMHKa



5. YnakoBka

TabneTky W TiepopallbHbIe PACTBOPHI JTOJKHEI OBITH PACIIaAKOBAaHBI M3 pacueTa Ha TOJHBIA Kypc
neuenusi, cocrosmuit u3 10-14 exxemHEeBHBIX H03 LUHKA (T.e., IJIS MEPOPATbHBIX PAacTBOPOB,
comepxarux 20 MT/5 MII, aMITyJIbI JOJIKHBI cofepKaTh 50—75 M mepopaTbHOTO PacTBOPA; IS
Ta0JIeTOK OJMCTEepHAsl yIMaKoBKa JOJKHa cogepkaTh 10—14 TabmeTok).

6. NMpogomKnTenbLHOCTbL XpaHEeHUA

I_[I/IHKOBLIC npenapaTrbl TOJ2KHBI XPAaHUTLCA HE MEHEE JIBYX JICT.

MPUNOXXEHWE 1: Crneuvdukaummn LMHKOBBIX MpernaparoB, UCMOonb3yeMbIX B MEYEH arapen
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Paszgen dapmakonen CLUA, kacatoLLMACA
TabneTok cynbdarta LMHKa

© 2006 The United States Pharmacopeial Convention, Inc. Bce mpaBa 3ape3epBupoBaHbI.

TabneTku cynbdaTa TUHKA copepxkaT He MeHee yeM 95,0 npouenTta u He 6omee 105,0 mpouenTa
o6o3HaveHHOro Ha ymakoBke KomwdectBa ZnSO,H,O. OHu MOryT comepXaThb HEOOXOAMMBIE
apoMaTH3aTOPhl U MOACTAIINBAIOIINE CPEICTBA B KOJMYECTBE OTHOIO MM Ooiee.

YnakoBka m xpaHeHwue: JlepxXaTh B INIOTHO 3aKPBITHIX KOHTEMHEpPaXx W XPaHUTH IIPHU
KOHTPOJIUPYEMON KOMHATHOM TeMIIepaType.

Mapkuposka: B MapkupoBKe TablIETOK yKa3bIBaeTCs cofiepxKanue cynbdara nunka (ZnSO,'H,0)
U colepKaHWe DIEMEHTapHOI'O LIMHKA.

NnenTudukamnms:

TecToBBIN pacTBOP — PacTBopuTh YacTh M3MENbYEHHON TaGJETKU B BOIE IS
MOJIy4YeHUsI pacTBOpa, cojepkaiuero npumepHo 0,05 r
cynbdaTa TUHKA Ha MIIL.

I'munepuHOBBIN pacTBOp — Cwmech riunepuHa 1 Bonpl (85:15).

PactBop cyinpduna Hatpus — PacrtBoputs 12 1 cynbduma HaTpus ¢ HarpeBaHueM B 45
MJ CMECH BOJIbl U TIMLEpUHOBOro pactBopa (10:29),
OXJIAAUTH U pacTBOpUTH B 100 MI To ke cmecu. PacTBop
TOJKEH OCTaBaThCSl OECIIBETHBIM.

PacTBOp consIHON KUCIOTBI — Tepemuts 20 T constHOM KUCTOTHI B 100-MII MepHYTO KOOy,
PacTBOPUTH IO MOIHOTO 00beMa BOIOW W IepeMelaTh.

PactBop xJiopmcToro Gapus — Tlomoxwuts 61 T XJOpHCTOro Oapusi B MEPHYIO KOJIOY
oobemom 1000 M, pacTBOPHUTH B BOJE, HOBECTHU IO
IIOJTHOTO 00'beMa U TepeMelaTh.

PactBop rugpokcuna Hatpuss ~— —  Ilodoxuth 42 T THOpOKCHIA HATpUsS B MEpPHYIO KOIOy
o6beMomM 100 M1, pacTBOPUTH JIO TIOJTHOTO 00'beMa BOJIOM
7 TepeMelaTh.

PactBop xiopucroro ammonusi —  [lomoxkwuts 107 T XJIOPUCTOrO aMMOHUSI B MEPHYIO KOJIOY

oowveMoM 1000 Mut, pacTBOPHUTH IIO TIOTHOTO 00heMa BOION
U TlepeMeInaTh.

A: K 5 Mt TecToBOTO pacTBopa 100aBUTH 1 MJI pacTBOpa COISTHOM KHCIOTHI U 1 MJI pacTBopa
xmopucroro 6apusa. O6pasyeTcst OeIbIl 0CamoK.

B: K 5 M1 TecroBoro pactsopa no6asuth 0,2 M1 pacTBopa rugpokcuaa HaTpus. O6pa3yercs
OenbIi ocafok. JIoGaBUTH ellle 2 MJI pacTBOpa THAPOKCUIA HATPUS, U OCAOK PACTBOPSIETCSI.
Io6asuTth 10 MIT pacTBOpa XJIOPHUCTOT0 AMMOHMS, ¥ pPACTBOP OCTaeTCs IMPOo3pavyHbIM. [100aBUTh
0,1 mur pacrBopa cynbduaa HATpUS, 1 00pa3yeTcss GBI OCALOK.

I'Ipoussoncmo TabneTok n nepoparnbHbIX PacTBOPOB C COMNAMU LIMHKa



Heszarperanusa: 60 cexyH.
OmIHOPOTHOCTH €IWHUIL JO3UPOBAHUS: yIOBJICTBOPSIONIAs TPeOOBAHUSIM.
OcTraToyHbIe PaCTBOPUTEM: YIOBIIETBOPSIONINE TPeOOBAHUSIM.

Anamm3: B3BecuTh u Menko pacteperh He MeHee 20 TaGieTok. B MepHyto K010y o6Bemom 200
MJI TIEpEHECTHU TIIATEeIbHO B3BEIIEHHYIO JOJI0 TOpPOIlKa, COOTBETCTRYIOIIYI0 MpuMepHO 90 Mr
nwHKa. PacTBopuTh B 15 MJI pa30aBIIeHHON yKCYCHOM KHCIOTHI M 006paboTaTh YIbTPa3ByKOM B
TeyeHrne 15 MuHyT. PacTBOpUTE BONIOM IO IOTHOTO 00beMa U TepeMerath. [Jo6aBUTh B pacTBOP
50 Mr W3MeNbUYeHHOTO B TIOPOIIOK KCHIIEHOJAa OpaHXKEeBOTO W pa3melnaTh. HeWlTpaams3oBath
pacTBOp, T00aBUB MPUMEPHO 2 T MeTeHaMUHa, 10 TeX ITOp, IT0Ka pacTBOp He CTaHeT (PUOJIETOBO-
po3oBbiM. TuTpoBarh mpu oMoy 0,1 MO THUTPOBAaHHOTO pacTBOpa IWHATPUEBOW COJH
DTUICHINAMUH TeTPAYKCYCHON KHCIOTHI O TeX TOp, TIOKa PACTBOP HE CTAHET KeIThIM. KaxKibIi
wmit 0,1 MOJIST THTPOBAHHOTO paCTBOPA AMHATPUEBON COIU STUICHINAMUH TETPAyYKCYCHOM KACIOTHI
cooTBeTcTByeT 17,946 mr ZnSO4-H20.

MPUNOXEHWUE 2: Pazpen dapmakonen CLUA, kacatloLpminca TabneTok cynbgara LyHka
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Paszgen dapmakonen CLUA, kacatoLLMACA
nepopansHOro pacteopa cynbdaTta LUyHKa

© 2006 The United States Pharmacopeial Convention, Inc. Bce npaBa 3ape3epBupoBaHBI.

ITepopanbHBIN pacTBOp cyibdaTa HMHKA comepkuT He MeHee 90,0 mponernTta u He 6omee 110,0
NPOIEHTA YKa3bIBA€MOIO Ha ynakoBke Cyibdara numnka (ZnSO4'H,0). OH MOXeT Takxke
coJiepKaTh HEOOXOAMMbIE apOMAaTHU3aTOPbl U MOACIAIINBAIOIIE NOOABKH B KOIMYECTBE OJHOTO
uiu Golee.

YnakoBka u xpaHeHme: Jlep:KaTh B IJIOTHO 3aKPBITHIX KOHTEMHepax, 3allIUIIIEeHHbIX OT CBETa,
U XpaHUTh B MPOXJIATHOM CyXOM IOMEILIECHUU.

MapxkupoBka: MapkupoBaTh II€pOPaIbHBIN PaCTBOP MO COMAECPKAHUIO Cyibdara IMUHKA
(ZnSO4-H,0) u s1eMeHTapHOTO IHHKA.

Nneatudukanms: [lepopalbHBIA pacTBOp COOTBETCTBYET TeCTaM Ha IIMHK M cyiabdar.
pH: ot 2,5 no 4,5.

VYnensnsin Bec: ot 1,18 mo 1,24.

OcTaTouHble PACTBOPUTENN: YAOBIETBOPSIONINE TPEOOBAHUSIM.

Anamm3: IlepeduTh TIIATETBHO OTMEpPEHHBIN 00BEM IEpOPATHLHOTO PAacTBOPa, KOTOPBIN
cootsercTByeT puMepHo 99 mMr ZnSO4H,0O B kon0y oobemom 250 mir. [To6aButh 50 Ml BOMIBI
n 10 M1 amMmMmmayHOro OyepHOrO TECTOBOTO pPacTBOpa XJOpHja aMMOHHUs, a Takxke 0,3 M
HPUOXPOMHOr0 YEPHOI'O TECTOBOT'O pacTBOpa, W TuUTpoBaTh npu mnomomu 0,05 momspHOro
TUTPOBAaHHOI'O PacTBOpa AWHATPUEBOM COJIU STUIIEHAMAMHUH TETPayKCyCHOM KHUCJIOTBI IO TeX
Iop, MOKa pacTBOp He mpuodOpeTeT 3eneHbll nBeT. Kaxmsin ma 0,05 momsipHOrOo pactBopa
JUHATPUEBON COJH STHIIEHAMAMUH TETPayKCYCHON KHUCIIOTBI COOTBETCTBYeT 8,973 Mr cyibdara
nuHKa (ZnSO4-H,0).

I'Ipoussoncmo TabneTok n nepoparnbHbIX PacTBOPOB C COMNAMU LIMHKa



Le3arperauu

© 2006 The United States Pharmacopeial Convention, Inc. USP 30, 2007. General chapter
Disintegration <701>. p 276. Bce npaBa 3ape3epBHpOBaHbI.

DTOT TecT mpegHa3HAUYeH IJIsl ONPEHeNIeHUs] COOTBETCTBUS HOPMaM Je3arperariay, KOTOpble
YCTaHOBIIEHBI B COOTBETCTBYIOIINX pa3nenax PapMakorien, 3a UCKIIOUeHUEeM TeX CIIydaeB, Koraa
Ha yTIaKOBKe yKa3aHO, YTO TabJIEeTKH WM KarlCyJIbl IpeJHa3HaYeHb] 111 UCTIONb30BaHUS B KAUeCTBE
MacTUJIOK WU JOJKHBI pa3keBbIBATHCS, HJIM H3TOTOBIEHBI KakK IpemapaTsl C
MoanbUIUPOBaHHBIM BBICBOOOXKIeHUEM. McXonsl 13 MapKUPOBKH, ONPENETUTe, K KAKOMY THUILY
OTHOCUTCS IIPOBEPSIEMBIH TIperapaT, U Ipujep>KUBafiTeCh yCTAHOBIEHHOMN POy phI, UCIIONb3Y S
6 nnn Oojee eIWHMUI JTO3WPOBAHUSI.

IS menen maHHOTO TecTa MOHSATHE “Ie3arperanys’ He MOoApa3yMeBaeT IOJHOe PacTBOPEHUE
eIVHUITBI TIpeTiapaTa WK Jaxke ero akTUBHOro MHrpenreHTa. [lonHas ne3arperaiys onpenessercs
KaK COCTOSIHUE, IPX KOTOPOM OCaJOK OT €AMHUIIBI JIEKapCTBEHHOIO IIpernapaTa, 3a UCKIIOUYeHUEM
(parMeHTOB HEPaCTBOPUMOM OOOJOYKH WMIIW KAIlCyJbl, OCTAIOMICHCS Ha (GUIBTPE MPUOOpa IS
TEeCTUPOBAHMUS, TIPEICTABIISICT COOON MSTKYIO Maccy, He MMEIOIIYI0 OILyTHMOTO TBEPIOTO sijipa.

Mpubop

[Ipubop cocTonuT M3 ceTyaToro mepKareist, Hu3Kon emkoctr 1000 mir, BeicoTort 138 - 155 MM r
BHYTpPeHHUM auameTpoM 97 - 110 MM, KOTOpBIN HAIONHSETCS >KUIKOCTBIO ISl MOTPYKEeHUs
IIpernapaToB, HarpeBaTebHON YacTHW JJISI HarpeBa JXUIKOCTH IO Temrmepatypsl 35 - 39 °C, u
YCTPOWMCTBA, 3a7a4a KOTOPOTO — MOTHUMATh U OIyCKaTh CETUYATHIN NepKaTelb B XKUIKOCTD IJISI
MIOTPY>KEHUS C TIOCTOSTHHOM YacToTor 29 - 32 muKiIa B MUHYTY, ITOTPy>Kas JiepKaTeldb He MeHee
yeM Ha 5,3 cM u He Gomee yeMm Ha 5,7 cM. 2KHIKOCTH cOCy[ 3aIMBAeTCS C TaKUM pPacueTOM,
YTOOBI B BBICILIEH TOUKE ITePEeMEIIIeHNsI CETYATOrO JiepsKaTessl BBEpX ero HUKHSIS YacTh OCTaBajach,
0 KpalHen Mepe, Ha 1,5 ¢cM HUXKe ypOBHS 3aIIOTHSIONIEN XKUIKOCTH, U NIPU IBUKEHUU BHU3 JO
IHA COCyJla OCTaBaBaJloch He MeHee 2,5 cM. Bpems, 3aTpaunBaeMoe Ha TiepeMellleHue BBepX,
IOJIKHO PaBHSTHCS BPpEeMEHHM, 3aTpauMBaeMOMYy Ha IepeMellleHre BHU3, U Mepexo]] OT MoIbeMa
K CITyCKY JIOJKEH OBITH ILIABHBIM, 03 pe3KWX M3MEHEHHMI HalpaBJICHUS NBUKeHHs. CeTdaThIin
JepKaTenb IepeMellaeTcsl M0 BepTHKaNIbHOM och. HHKakoro 3aMeTHOro TrOpH30HTAJIBHOTO
IBUXKEHUS WU MepeMelleHus 10 OTHOIICHUIO K OCU He NOIyCKaeTcs.

Cetuarsii gepxxatenb — CeTyaThIll JepKaTelb yIepKUBaeT IIeCTh IPO3PauHbIX OTKPBITHIX
TpyOOK IuHOM 77,5 + 2,5 MM, nMerolnux BHyTpeHHUN quametp 20,7 - 23 MM U CTeHKH TOJIIIITHON
1,0 - 2,8 mm. Tpybru ymep-KWBalOTCS B BEPTHKAIbHOM MOJOXKEHUHW TPU ITOMOIIU IBYX
IJITACTMACCOBBIX KPYroB guameTpoM 8,8 - 9,2 cMm, TommuHOM 5-8,5 MM U HMEIOUINX IIECTh
OTBEPCTUN IHaMeTpoM 22 - 26 MM, pacIOIOKEHHBIX HAa PAaBHOM PAaCCTOSHUM OT IIEHTpa KpyTa u
Ha paBHOM pacCTOSHHUU APYT oT apyra. K HUKHeN MOBEPXHOCTH HUXKHEro Kpyra IpHUKpelsieHa
CeTOYKa W3 HepKaBEIOIIeW CTaIM IIPOCTOTO IIePeKPECTHOTO TIIETeHUs ¢ oTBepcTusiMu 1,8 — 2,2
MM. Tommmaa mpoosoku 0,57 — 0,66 mm. detanmm mpubopa MPOYHO YIEpKUBAIOTCS BMecTe

MPUNOXEHWME 4: Oes3arperauma
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IIpu oMo TPEX BUHTOB, COCTUHAIOUINX 00a IJIaCTMaCCOBBIX Kpyra. B HeHTpaJIBHOfI qacTu
ACpKaTECIIA MPEAYCMOTPEHO KPEIJICHUE IS YCTpOI;ICTBa, OCYIIECTBJIAIONIETO IEPEMECIICHUEC
aepxKaTeirsd 1o BepTI/IKaJ'H)HOI;I OCH.

KOHCprKL{I/IH ACPKATCIII MOKET U3MCHATHCA IIPU YCIOBUHU, YTO IapaMETPbl CTEKIISSHHBIX
Tp}I60K 1 CETOYKH OCTAIOTCA HECHM3MCHHBIMU.

Hucku — IIprMeHeHne IUCKOB JOIyCKAeTCs JIUITh B TeX CIydasx, KOrja TO MPeIIrucaHo
WA pa3pellieHo B COOTBETCTBYIOIEM pasjene Papmakoren. B aTom citydae, B KaxXIyto TpyOKy
ToMeTtaeTcst JUCK Tomuaon 9,5 + 0,15 MM 1 muametpom 20,7 + 0,15 MM. [IMCK M3TOTOBIIEH U3
MOAXOMSIIEro JJIsl STOM IeJU MPO3pavyHoro IJIaCTHKA, C yAelbHbIM BecoMm oT 1,18 mo 1,20. B
IMCKe TPOoJeaHbl IATh MapajlIebHbIX oTBepcTui tuaMmeTpoM 2 + 0,1 Mm. OIHO M3 OTBEPCTHH
COBIIQJIaeT C OCBIO AMCKa. JIpyrue oTBepcTUs pacnoioXkeHbl Ha paccTosHuU 6 + 0,2 MM OT ocH
0 BOOOpasKaeMbIM JIMHUSIM, TEPIEeHANKYISIPHBIM OCA W TMapallIelbHBIM Jpyr japyry. Kpas
IUICKa UMEIOT YeThIpe OJMHAKOBBIX INIOCKUX Cpe3a, OUepTaHUsI KOTOPBIX OOPa3yIoT TparennH, ¢
OCHOBaHUSIMU TIEPIIEHINKYISIPHBIMI OCHOBAHMIO MYCKA. Tpamenuy pacioioKeHbl CHMMETPIYHO.
Wx mapaiiesbHbIe CTOPOHBI COBIIAIAIOT C OCHOBAHUSIMH JUCKA W TapaJlIelIbHbl BOOOpaskaeMbIM
JIIWHUSM, COSIUHSIOIINM IIEHTPHI JIBYX COCETHUX OTBEPCTHM, HAXOMSAIIMXCS Ha paccTOSHUH 6
MM OT ocH aucka. CTopoHa TpallelMd B HUXKHEM 4YacTH JuckKa mMmeeT aiuuHy 1,6 £ 0,1 MM, u
OTCTyHaeT OT JIMHUU OKPYKHOCTH qucka Ha 1,6 + 0,1 mm. [TapannenapHble CTOPOHBI TpalelUu B
BEpXHEN dYacTd AMcKa uMeroT niauHy 9,4 + 0,2 MM, M B IIEHTPAJbHOM YacTH OTCTYMAalOT OT
JINHUY OKPY>KHOCTY OIMIMHIpA Ha 2,6 + 0,1 mM. Bce moBepXHOCTH AycKa INIafKo OTIIOINPOBAHBI.
Ecau wcnonbp3oBaHUe MHUCKOB IpepycMaTpuBaeTcss B PapMakoree, TO HEOOXOIUMO TTOMECTHUTh
IVCK B KaXKIyI0 TPyOKY W MOIB30BAaThCS MPUOOPOM TaK, KaK DTO MPELyCMOTPEHO ITPOIIELYPOI.

Mpouenypa

TaomeTku 6e3 000109YKH — [10IOKUTE IO OTHOM J03e TperapaTa B KaXkIyio U3 IIecTH TPyOoK
KOHTeWHepa U, eClId DTO MPeLyCMOTPEHO, BCTaBHUTh AUCK. Mcmoap3ys BOmy HIU
IpeycMaTpUBaeMyIo Cpely B KauecTBe XKMIKOCTH IS MOTPyKEHHS, TeMIlepaTypa KOTOpOM
nopgnepkuBaeTcs Ha yposHe 37 + 2 °C. [IpuBectu anmnapar B nerictsue. [lo 3aBepiieHur BpeMeHH,
YKa3aHHOTO B COOTBETCTBYIOIIeM pasfene PapMakoren, MOAHSITh KOHTEWHEpP M3 KUAKOCTH U
o0cienoBaTh TaOIETKHU: BCe TaOIETKU TOJKHBI MOJHOCTHIO Je3arperupoBaThesi. Ecnu 1 wmm 2
TaOJIETKYN HE JIe3arperupyroTcsl TIOTHOCTHIO, IIPOBECTH TTOBTOPHYIO MPOBEPKY 1o 12 TabGieTkam.
[Ipemapar ymoBIeTBOpsieT TpeOOBaHWSIM, ecid He MeHee 16 m3 obmiero umcia 18 TabmeTox
Ie3arperupyroTcs.

I'Ipoussoncmo TabneTok n nepoparnbHbIX PacTBOPOB C COMNAMU LIMHKa
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© 2006 The United States Pharmacopeial Convention, Inc. USP 30, 2007. General chapter
PH <791>. pp. 328-329. Bce npaBa 3ape3epBUpPOBaHbI.

Ing menenn koMmneHguyMma moj pH moHmMaeTcs 3HaueHHe, OIpefelsieMoe INpPH IOMOIIH
MOAXOMSINEro [HJs O®TOW IeJIM, HEeOOXOAMMBIM 00pa3oM OTKaJuOpPOBaHHOTO
[IOTEHIIMOMETPUYECKOro MHCTpyMeHTa (pH-mMeTpa), KOTOphI MOXKET OIpeneNsiTh 3HaueHus: pH
¢ TouHocThio 1o 0,02 enmuaumsl pH, MCHoNb3ysl WHAWKATOPHBIN DJIEKTPO]], YYBCTBUTEIbHBIN K
AKTUBHOCTU BOIOPONHBIX MOHOB, CTEKJISHHBIA BJIEKTPOI U COOTBETCTBYIOLIUN KOHTPOJIbHBIN
BIIEKTPOA. DTOT NHCTPYMEHT JOJKEeH N3MepsTh Pa3HOCTh MOTEHIINAIOB Ha I1ape dIEeKTPOIOB M,
C menplo KanuOpoBKHM pH, BBOZUTH B LeNb NEpEeMEHHBIN IMOTCHIIMAN, YIPABISIS peKUMaMu
“crampmaptrusanusi”’, “HOIB”, “acHUMMeTpHusi” WUIH “KaluOpOBKa”, U MMETh BO3MOXKHOCTH
KOPPEeKTHPOBATh MOTEHIINAN B MIJININBOJIbTaX IIPA N3MEHEHHUIX [TOKa3aHUI B IIpefeax eqUHALIbI
pH, ynpaBisig pexXumom “TeMneparypbl” U/AIHA “KpyTU3HbI”. I3MepeHUsl MPOU3BOILATCI IPU
TemmepaType 25 + 2 °C, eciii ©HOe He MpefyCMaTpPUBAEeTCsI B COOTBETCTBYIOIIIEM pa3fiesie UiIn B
JAHHOM TEKCTe.

[llxana pH paccuuteiBaercs u3 ypasHenus: pH = pHs + (E - E) [ k, tne £E u E -
MTOTEeHITNAIBI, COOTBETCTBEHHO HAOJI0JaeMble B CITy4ae, KOrja rajJbBaHUYeCKas sT9eKa COIEepPKUT
HCTIBITBIBAEMBIN PAaCTBOP, BOJOPOIHBIN ITOKa3aTelb KOTOPOro paBeH pH 1 Korjga oHa COIEpKUT
OycepHBIIT pacTBOP /I KATTMOPOBKH, BOIOPOIHBIN ITOKa3aTellb KOTOPOTo paBeH pHs. Bemmumaa
k mipenicTaBIsieT cOOOI0 BEIMYMHY M3MEHEHHUsI MTOTEeHIIMAalla, COOTBETCTBYIOIIYIO M3MeHeHno pH
Ha OIHY eIWHWILY, U TeopeTudeckn paBHa [0.05916 + 0.000198 (¢t — 25 °C)] BombT mpm JIOGOM
Temmeparype L.

CremyeT TOg4epKHYTbh, uTO ompenenenus pH, pHs u 3mauenwus, npumaBaembie 6ydepHBIM
pacTBopaM i1 KaaWOPOBKH, CIyXKaT IJs IOCTPOSHUS MPAaKTHYHOM W PabOTOCTIOCOOHOM
CHCTEMBI, TTO3BOJISIONIEN pe3yIbTaThl OMHOM JTaOOPaTOPUHU CPaBHUBATH C pe3ylbTaTaMU JPYTOM.
Usmepsiemble TakuM oOpa3oM 3HaueHHWsT pH He COOTBETCTBYIOT B TOYHOCTH pe3yjbTaTaM,
pacCcUMTaHHBIM HCXOis U3 omnpeneienus pH = —log a,’. Eciu WcnbITbIBaeMbIA PacTBOp B
JIOCTAaTOYHOM CTETIeHW aHAJOIMYeH II0 CBOeMY cocTaBy OydhepHOMY pacTBOpY, HCIIONb3YyEMOMY
IJIsT KaTMOpOBKY, 3HaueHWe pH, moilydeHHOe WHCTPYMEHTAJIBHBIM IIyT€M, BeChbMa OJM3KO
3HaueHuIo pH, momyyaemMoMy pacuyeTHbIM myTeM. HecMOTpst Ha TO, 9YTO HUKAKOTO CyXKACHUS He
BBICKa3bIBAETCs II0 TIOBOJLY IEJIeCOOOPA3HOCTH MPUMEHEHHST TAaHHOW CHCTEMBI JIUIST W3MEPECHHUS
AKTUBHOCTH WM KOHUEHTPAMM WOHOB BOJIOPOJA, IMONy4YaeMble 3HAUCHHUS B 3HAYUTEIBHOMN
CTENeH! OTpaKaloT aKTHBHOCTh MOHOB BOJOPOIA B BOTHBIX pacTBOpax.

B tex cumyuwasix, korga pH-meTp KanuOpyeTcs IpU IIOMOIIM BOZHOro Oydepa, a 3aTeM
WCTIONBb3YyeTCsl At u3Mepenus: pH 6e3BOIHOTO pacTBOpa WU CYCIIEH3WH, KOHCTAaHTa MOHU3AINI
KUCIIOThI UIIM OCHOBAHUSI, AUBJIEKTpAUYEecKasi KOHCTaHTa Cpelibl, IOTEHIIAN KUJKOCTHON I'PaHUIIbI
(dbakTOpBI, KOTOPBIE MOTYT MIPUBECTH K OIINOKE MpUOIU3UTEeNsHO B 1 exumauny pH) 1 BogopogHo-
MOHHAs PeakIusl CTEKISTHHOIO BIIEKTPOJa - Bce IpeTepleBaroT u3MeHeHus. [lo sTum npuuuHam
3HaueHus1 pH, moxy4YeHHble TOJOGHBIM 06pa30M C paCTBOPAaMH, JUIITb YACTUYHO SIBIISIOIIAMIUCS
BOIHBIMU IIO CBOEMY XapaKTepy, MOXKHO paccMaTpUBaTh JIMIIb KaK KaxKyIuecs: 3HaueHHUs pH.

MPUNOXXEHWE 5: pH
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BycbepHble pacTBopbl ana kanubposku pH-meTtpa

Bydepusre pacTBophl AT KaTMOPOBKHU TOTOBSITCS B COOTBETCTBUU C HUKETPUBOTUMON
tabnurieit!. BydepHble comu TpeGyeMol YMCTOTH MOXKHO TIOJTYYUTh B HallmoHaTbHOM WHCTUTYTE
CTaHIAPTOB W TEXHOJOTHHU. PacTBOpHI MOXHO XpaHWUTh B MPOYHOM CTEKJISHHOW TIOCYyJe WA
TTOJTUDTAIICHOBBIX €MKOCTSIX, OCHAILEHHBIX IJIOTHOM MPOOKOW WIIM TyOyCOM, IOTJIOIIAOIIIAM
IBYOKHCH yTiepoma (HaTpueBas m3BecTh). CBexXXue pacTBOPHI MOXKHO TOTOBUTH dYepe3
oTIpeJieJIeHHbIe MHTEPBAIIbI, YTOOBI HE TPEBBIIIATh 3-MECSITHOTO CPOKa XPAHEHUsI BOJIbI, CBOOOTHOM
OT JIBYOKWCH yriepona. B Tabnume ykazans! 3HaueHUs pH OydepHBIX pacTBOPOB B 3aBUCHMOCTH
OT TeMIepaTypbl. HukemnpuBeneHHble MHCTPYKIIUM KacaloTCsl NPUTOTOBIEHUS PacTBOPOB,
WMEIOIINX OIpefielIeHHbIe MOJISIIIbHBIE KOHIIeHTparuu. BMecte ¢ TeM, ymo6cTBa pajy U C TeM,
YTOOBI OOJIETYUTHh IPUTOTOBIECHUE, WHCTPYKIIMHM PACIIACAHBI C TOYKU 3PEHHS] PAaCTBOPEHUS IO
o6wemMa 1000 M BMECTO TOTO, YTOOBI IIPEAIINCHIBATh Hcmoab3oBanre 1000 © pacTBOpUTEIS, YTO
JIEXKUT B OCHOBE MOJISLIIBHON KOHIIEHTPAIIUU PACTBOPOB. YKa3aHHBIE KOJTMYECTBA HEIb3ST BHIBECTH
IyTeM pacueTa 0e3 MOTOIHUTEIFHON WH(MOPMAIIIH.

3HaueHua pH 6ydepHbIX pacTBOpoB AnA KanubpoBku

Temnepatypa TeTtpaokcanat Budrtanat OKBU-MOMAMbHLIM ~ TeTpabopatr  vMapokeya KanbLuys,

© Kanua Kanua docdar HaTpua HaCbILLEHHbIN Npy
0,05 monA 0,05 monA 0,05 monA 0,01 monA 25°C

10 1.67 4.00 6.92 9.33 13.00

15 1.67 4.00 6.90 9.28 12.81

20 1.68 4.00 6.88 9.23 12.63

25 1.68 4.01 6.86 9.18 12.45

30 1.68 4.02 6.85 9.14 12.29

35 1.69 4.02 6.84 9.10 12.13

40 1.69 4.04 6.84 9.07 11.98

45 1.70 4.05 6.83 9.04 11.84

50 1.71 4.06 6.83 9.01 11.71

55 1.72 4.08 6.83 8.99 11.57

60 1.72 4.09 6.84 8.96 11.45

Terpaokcanar kamms, 0,05 monst — Pactsoputs 12,61 r KH,(C,0,),2H,0 B Bosie 1 moBeCTH
00beM 1o 1000 mur.

budramnar xkanus, 0,05 monst — Pactopurs 10,12 r KHC,H,O,, BrICyII€HHBIX TpEIBAPUTEITHHO

B TeueHue 1 yvaca npu temmnepatype 110 °C, B Bome u mosectu 1o 1000 mur.

T MoxHo 1crnonb3oBaTh MMeloLLiecA B popaxe bydepHbie pacTBopbl AA KanubpoBky pH-MeTpa, KoTopble 0TKanMbpoBaHbl
Mpw MoMoLLY MeTofoB, pa3paboTaHHbix HavuuoHanbHbIM MHCTUTYTOM cTaHgapToB U TexHonorvn (NIST), 1 Ha KOTopbIx
ykasbiBaeTcA 3HaueHne pH ¢ TouHocTbio go 0,01 eguHuubl pH. MoXHO Mcnonb3oBaTh pacTBOPbl, MPUrOTOBEHHbIE 13
maTepuanoB Knacca peareHToB Mo crieLydukauyy AMeprKaHcKoro XMMMUeckoro obLLecTBa unv Apyrix NoAXoaALLmMX
mMaTepranoB B yKa3aHHbIX KOMYecTBax Mpu ycrnoBun, uto pH MpUroToBfEHHOro pacTBopa TOYHO Takoi Xe, Kak 1 pH
pacTBopa, MPUroTOBNEHHOr0 N3 peareHToB, CEPTUMMLIMPOBaHHbIX HaLMoHanbHbIM MHCTUTYTOM CTaHOapTOB ¥ TEXHOMOTN.

I'Ipoussoncmo TabneTok n nepoparnbHbIX PacTBOPOB C COMNAMU LIMHKa



Oxsumonsnbab  docdar, 0,05 mons — Pacrsopurs 3,53 r Na,HPO, u 3,39 r KH,PO,,
KaXXIbI U3 KOTOPBIX MPEIBAPUTEIHHO B TeUEHUE 2 YacoB BhICYIIeH npu Temmepatype 120 °C,
B Boje U JoBecTH 10 o0nmeMa 1000 muir.

Terpadopar narpus, 0,01 mons — Pacrsoputs 3,80 r Na,B,0.-10H,0 B BOfe M mOBECTH 110

oobema 1000 mur. [IpuHSITH Mephl, MPETSITCTBYIONINE MTOTIOMIEHUIO TBYOKHUCH YTIepoja.

I'mapokcua KambIius, HACBIIIEHHBIN rpu 25 “C — YOpaTh U3NHIIKY FHAPOKCUIA KaJbI[Us,
CMEIIIaHHOTO ¢ BOJAOW, W Mepef IpUMeHeHHueM HepeiuTs B apyrou cocyq mpu 25 °C. IlpunaTs
Mepbl, TPOTUBOJIEVCTRYIOIINE MOTJIOMICHNIO NTBYOKUCH YIJIepofa.

BernenctBue pasznuumii B Xxapakrepe W (yHKIIMOHMPOBAaHUHM HMMeromuxcss pH-MeTpoB ObLIO
Obl HemexecooOpa3HO HOaBaTh eAWHBIE OOIIMEe WHCTPYKUHUHU Adsl ompenerenus pH
HOTEHIIUOMETPUYECKAM MeTomoM. OOIue IPUHIINIIBI, KOTOPBIX CIeLyeT IPUIepPKUBATHCS TIPH
BBITIOJITHEHUM WHCTPYKIIWH, ONpEIeNIsieMbIX MPOU3BOIUTENIEM sl KaXKJIOr0 MHCTPyMeHTa,
manaraorcss Huxke. [Ipexpue 4eM MPUCTYNHTh K paboTe, OOCIHeIyiTe DIEKTPOAbI M CONEBOM
MOCTHK, €CIIi TaKOBO¥ uMeeTcs. [Ipy Heo6X0IMMOCTH JOTIOJTHATE PACTBOP COIEBOTO MOCTHKA M
IPAMATE Mepbl K COOIIONEHUIO APYTUX IIPEIOCTOPOKHOCTEH, YHOMSHYTBIX ITPOM3BOIUTEIEM
npudopa WA DIEKTPOIOB.

Yrtobbl oTKamuOpoBaTh pH-MeTp, Bo3bMHTE JBa OydepHBIX pacTBopa IS KaJluOpPOBKMU,
pH KoTophIX pazmmdaeTcs He 6ojee YeM Ha 4 eTMHUIILI U TAKUM 00pa30M, YTOOKI IIPEeIIToIaraeMbIi
pH mposepsieMoro maTepuana okaszajcsi B ®TOM Auamna3zoHe. HamoigHuTe ofHy SYeMKy OIHUM
O0ycdepHBIM PacTBOPOB /IS TPAAYHUPOBKH, UMEIOIINM Ty TeMIepaTypy, IpA KOTOpOHu OyneT
n3MepsiThes pH mpoBepsieMoro coctaBa. Y CTaHOBUTE PETYJISTOP “TeMIlepaTypbl” Ha TeMIepaTypy
pacTBOpa W YCTaHOBHUTE KOHTPOJb KalMOPOBKW TaK, 4YTOOBI Habmiomaemoe 3HaueHWe pH
COOTBETCTBOBAIIO TaOJMYHOMY. I[IpoMONTe BIEKTPOILI W STUYEHKY HEOOIBIINM KOIMYIECTBOM
BTOpOTO 0ychepHOTro pacTBOpa /I TPAIYHUPOBKH, 3aTeM HATIOIHUTE DTUM PaCTBOPOM STUEHKY,
COXpaHss TeMIlepaTypy pacTBopa Ha ypoBHE TeMIlepaTypbl IIpoBepsieMoro cocraBa. pH BToporo
OydepHOro pactBopa pacromaraetcss B mpenenax + 0,07 emuaunsl pH TabIUYHOTO 3HAYSHUS.
Ecnu otmeuaetcs 6ojiee 3HAUMTEITLHOE OTKIIOHEHUE, OOCIIEIYHUTE BIICKTPOJIBI 1, €CIIA OOHAPYKUTCS
W3BSTH, 3aMEHUTE WX. BBICTaBUTE PeryisaiTop “KPyTU3HBI” WM “TeMIepaTypbl” TaKUM O0pPa3oM,
4yTOOBl HabNrogaeMoe 3HaYeHuWe pH cooTBeTcTBOBalio TaGauyHOMY. IIOBTOpSIATE MUK
IpajlyipOBKH JIO TeX IOp, MOKa 00a pacTBOpa JJIs TPAIyUPOBKY HE NOCTUTHYT 3HaYeHWH pH B
npeneiax 0,02 equHuIbl pH TaGIMYHOTO 3HaUSHUS O3 JOTIOTHUTEIBHBIX KOPPEKTUPOBOK. Korma
cucTeMa HayHeT (GyHKIMOHUPOBATH YIOBIETBOPUTEIHHO, MIPOMOUTE BIEKTPOABI U SUCHKY
HECKOJbKO pa3 HEOONBIIUM KOJIWUYECTBOM MPOBEPSIEMOTO COCTaBa, HAMOIHUTE SYCUKY
IIPOBEPSIEMBIM COCTABOM M cunThIBanTe 3HaueHus pH. [Ipu onpenenennn pH moms3yiTech BOIOMN,
CBOOOITHOM OT OBYOKWCH YIJIEPOAA, ISl PACTBOPEHUST MIIM pa30aBIeHUS IIPOBEPSIEMOTO COCTABA.
Bo Bcex ciywasix m3mepeHus pH HeoOXoquMoO JaBaTh NOCTATOYHOE BpeMs IJIST CTaOWIIM3aIlAH
TipoIiecca.

B Tex CliydasiX, Korga JOCTaTOYHO HUMEThb HpI/I6J'II/ISI/ITeJILHbIe 3HAYCHUA pH, MO2KHO
HCIIOJIb30BaTh MHIAUKATOPLI JJAKMYCOBBIE 6yMa)KKI/I

MPUNOXXEHWE 5: pH
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YoenbHbI BEC

© 2006 The United States Pharmacopeial Convention, Inc. USP 30, 2006. General chapter
Specific Gravity <841>. pp. 365-366. Bce mpaBa 3ape3epBUpPOBaHEI.

IIpy OTCyTCTBMM HMHBIX yKa3aHHW B COOTBETCTBYIOIeM pasneine dapmarkomnen ompeneneHue
YACJIBHOTI'O B€Ca OTHOCHUTCSA JIMIIb K 2KHUIKOCTSM M, €CJIM HMHOE HE OIIPEACICHO, MCXOOUT H3
OTHOILIICHMS Beca XKUIKOCTH B Bo3myxe mpu Temmeparype 25 ‘C K Becy paBHOTO 00beMa BOHbI
IIpY TOU Ke TeMmIiepaType. B Tex ciyuasix Korja B COOTBETCTBYIOLeM paszeie PapMmakornen
ompeJensieTcss TeMIepaTypa, TO yJIeJIbHbIM BECOM Ha3bIBaeTCs COOTHOIIICHHME Beca XKUJKOCTH B
BO3MlyXe IIPU yKa3aHHOW TeMIlepaType K BeCcy paBHOTO o0beMa BOJBI IIPU TOH Ke TeMIlepaType.
Eciam npm temnepatype 25 ‘C BellecTBO HaXOLWUTCS B TBEPAOM COCTOSHHUU, TO €rO YIENbHBIN
BeC oIpefelsieTcs IIpU TeMIlepaType, yKa3aHHO! B COOTBETCTBYIOLEM paslieie Papmakoneu, u
cpaBHUBaeTcs ¢ Bomon mpu Temnepatype 25 “C.

Mertop 1

IIporiemypa — Bo3pmuTe Ge3ynpevdHO YACTHIN CyXOHW MMKHOMETP, KOTOPHIN OBLI TPEIBAPUTEILHO
OTKaIMOPOBaH IO BeCy, M B3BEChTE, COJIEP3KAIIYIOCs B HEM CBEXKEBCKHUIISTYCHYTO BOIY, TeMIIepaTypa
KoTopo noBeneHa 1o 25 ‘C. [JoBeguTe TemmepaTypy kunkocta 1o mpumepHo 20 “C 1 HarmoTHUTE
ero MUKHOMeTp. [loBennuTe TeMIiepaTypy 3allOIHEHHOTO NUKHOMeTpa J1o 25 “C, yranuTe U3IHUIITKI
BOIbI W B3BecbTe. OTHHMHTE BeC IMHKHOMETpa OT Beca 3allOJTHEHHOI'O ITMKHOMeTpa. Ecimm
dapmakomnes INpegycMaTpUBaeT TeMIepaTypy, oTiauyarolryiocs ot 25 °C, To TemIepaTypa
3aMIOJTHEHHOTO TMTUKHOMETpPA NOJKEH OBITh MOBENEH IO TeMIepaTyphl BECOB, MPEXJE YeM BBI
MIPUCTYNIUTE K B3BelIMBaHUI0. OTHUMHUTE BeC MOPOXKHEro0 NMUKHOMETpa OT Beca 3allOJHEHHOTO
MMMKHOMeETpa.

YIempHBIM BeCOM KUIKOCTU OYIET SBISIThCS OTHOIICHWE, TIOyYeHHOe ITyTeM NeJIeHUs Beca
JKUJIKOCTHU, COJEpIKaIlleficss B MMKHOMETPE, Ha BeC BOJbI, COJepKalllercss B HeM, o0a IIpHu
temnepatype 25 ‘C, u 3TO B TOM CiIyuyae, €ciId B COOTBETCTBYIOIIeM pazneie Papmakoneu He
MIpeyCMaTpUBAETCSl MHOU ITOPSIIOK.

I'Ipoussoncmo TabneTok n nepoparnbHbIX PacTBOPOB C COMNAMU LIMHKa



KauecTBeHHaA oLleHKa BKyca npernaparta
rpynnov nuy,

ITpu oueHKe npenapaTa HAWITYYIINM CyIbeH SBIsieTCs oTpeduTenb. K moTpeduTensM OTHOCSTCS
JIA1Ia, KOTOPBIX B MIPEIBAPUTEIHHOM IOPSIKE MOXKHO OTHECTH K (haKTUUECKUM IIOJIB30BATEISAM
IpenapaTa, IIPOBEPSIEMOr0 Ha IPEAMET €ro KayeCTBEHHBIX CBOMCTB. B COOTBETCTBUH C 3THUM
olpelie]IecHUEM U IIPUHMMAsi BO BHUMaHUE CEHCOPHbIE Pa3jIM4Msl MEXKIy B3POCIbIMU U AETHMU,
OYEBHUIHO, YTO JETHW B KadecTBe LEJIEBOM IOMYISIIUU SIBISIOTCS Hanmbosiee MOIXOMSIINMHI
y4acTHUKaMHM IIpoliecca OLEHKHU BKyca JETCKHUX PeLenTyp.

1. KauecTBeHHasa ouLeHKa BKyCa aHANMUTUYeCKMMmn metogamu

HCHOJIIBYCMLIﬁ aHAJIUTUYECKUN METOJ BE€CbMa IIOXO2K Ha METOJ OIPEACICHUSA CKOPOCTHU
BBICBO60}KI[CHI/IH JIEKApCTBEHHOI'0 CpeacTBa M OCHOBaH, IIaBHBIM 06p330M, Ha BbISBICHNU
HaIn4Ius JJEKAPpCTBEHHOI'O CPEICTBA B TECUCHUE HEIIPOMOJIZKUTEJILHOI'O IIEPHUOJa BpEMEHU B BOILHOfI
cpene (HaHpI/IMCp, HNCKYCCTBCHHAs CJ'IIOHa). OH oTrHOCHTCS K K KOCBEHHBIM METOgaM OIICHKH
KOppuUIrupoBaHUs BKYCa, IIOCKOJIBKY IIPU STOM HE NPOUCXOAUT OLEHKH BKYCa U NOACITAIIIECHHOCTU
JICKAapCTBEHHOT'O ITperiapara. JToT METOJ OOBIYHO HCTIOJB3YETCA JIsI OIEHKU 9(1)(1)CKTI/IBHOCTI/I
IIOKPLITHUA U KOMIUIEKCUPOBAHUS PELCIITYPHI. KOppI/II‘I/IpOBaHI/IC BKYCa CUYUTACTCs NOCTUTHYTBIM,
€CJIM Ha IMPOTAXKCHUU 1-2 MUHYT JICKAapCTBEHHOE BEUIICCTBO oo He BBIABIIACTCA, oo
BBIABIISACTCA B 061)eMax, HE TOCTUTaroIIuX ITopora O6Hapy}KeHI/Iﬂ €T0 HEIPHUATHOI'O BKYCA.

2. KauecTBeHHaAa OLEHKa BKyca C MPUMEHEHUEM AEerycTauMoHHOro
ceHcopa

JlerycTaliMOHHBIN CEHCOp (DIEKTPOHHBIN SI3BIK, €-53bIK) ONpefelseT BKyC NPUMEpPHO TaK XKe,
KaK ero OIlpefiesIsieT YeIOBeK Oyarofgapsi BKyCOBBIM OIIYIIIeHHsIM. BKycoBbIe BelllecTBa BBI3BIBAIOT
W3MEHEHHUs B TJIOTHOCTH BDIEKTPUUYECKOTO 3apsija IUIUIHON/TIOIMMEPHON MeMOpaHHOMU
MIOBEPXHOCTH H/WIU B MOHHOM paclpefelieHNU BOIM3M IMTOBEPXHOCTH MeMOpaHBI CEHCopa.
ITomyyaeMbIll BIEKTpUYECKUI MOTEHIMAN pa3iudaeTcs NI BEIIeCTB C Pa3jIUYHbIM BKYCOM B
KaXJol MeMOpaHe, W pa3inyaeTcs B Pa3HbIX MeMOpaHax. TakuM oOpa3oM, mHbOpMaus o
BKyce opMupyeTcs B BUJle KapTUHBI MeMOpaHHbIX noTeHranoB (1). MadbopManys Ha BbIXone
“3IEKTPOHHOrO $13bIKa” XapaKTepU3yeT BKYCOBOE KauyeCTBO HCIIBITHIBAEMON pPELEINTYphl U €ro
MHTEHCUBHOCTH 10 CPaBHEHHIO JTMOO B YCTAHOBJICHHBIMH CTaHIAPTaMU (HapUMep, IPU OLCHKE
TFOPHKOCTH COJSTHOKHCIIOTO XMHUHA WM KOMEMHOBOI'O PacTBOpa IPHU Pa3lIUYHBIX YPOBHSX

' [okymeHT Aana pa3wvbiuneHva: Formulation of choice for the paediatric formulation. EMEA/CHMP/PEG/194810/2005.
http://www.emea.eu.int/pdfs/human/peg/19481005en.pdf. © EMEA 2006.
BornponssegeHne n/unm pacnpocTpaHeHrie 3Toro AoKyMeHTa pa3peLuaeTca TOMbKO AMA HeKOMMEpPUeCKMX Lenen 1 npu
ycnosun ynoMmunHaHna astopctea EMEA.
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KOHIEHTpalllK), JUOO 110 CPaBHEHUIO C IPYIMMH dTaJOHaMu (HaIpHUMep, C peLelTypamy,
coJlepKallMMU TIpoBepseMoe aKTHBHOE COCIMHEHWE, He cojiepiKallee KaKUX-JIu6o
KOPPUTHPYIOIINX ar€HTOB). DTy METOJOJIOTHIO0 MOXKHO IIPUMEHSITh B OTHOLIIEHNH MHOTHX JETCKUAX
JlekapcTBEeHHBIX hopM (2,3). [Iponienypa cpaBHATEIBLHO HEAOporas M HezaTpyaHuTenbHast. [lomumo
OLICHKY BKyca B IIpolecce pa3paboTKH JIEKApCTBEHHOTO IperapaTa, JerycTalrOHHbIe CEHCOPBI
TaK¥Ke MOTYT HaXOJIUTh IPIMEHEeHHE TIPU ITPOBepKe HOBBIX BEIIIECTB Ha TOPHKOCTH U IIPH KOHTPOJIE
CcTaOUILHOCTH BKycCa B TeUeHHE BPEMEHHU.

3. KauecTBeHHaA oueHKa BKyca npenapaTa rpynnov nuy,

ITpu oueHKe npenapaTta HAWITYYIINM CyIbeH SBIsieTcs oTpeduTensb. K morpeduTensM oTHOCSITCS
JIAIIA, KOTOPBIX B MIPEeIBapUTEIHHOM IOPSIKE MOKHO OTHECTH K (haKTUUECKUM IOJIB30BaTEISIM
IpernapaTa, IIpOBEPsIEMOr0 Ha IMpPEeAMET €ro KaueCTBEHHBIX CBOMCTB. B COOTBETCTBHH C BTHM
olpelle]IeHUEM U IIPUHHUMAsi BO BHUMaHUE CEHCOPHbIE Pa3iIM4Ms MEXKIy B3POCIbIMU U AETHMU,
OYEBHIHO, UTO [T B KayecTBe LEJIEBOM IOMYISIUN SBISIOTCS Hanboliee MOIXOMSIINMHI
y4acTHHUKaMHM IIpoliecca OLEHKHU BKyca JETCKHUX PeLeNTyp.

3.1 PekomeHZauum rno npoBefeHNo NPOBEPKM BKyca npernapara ¢ yyactmem
geteun

HpI/I IUTAaHUPOBAHUN H3YUYCHUA BKyCOBOI;I IIpUEMIIEMOCTH IIp€liapaTa IJIst ILCTGI;I clenyrmue

nmapaMeTphbl HeO6XOILI/IMO IIpHUMAaThb BO BHUMAaHUEC B Ka4Y€CTBE KIIIOYEBLIX BJICMEHTOB:

L Tect JOJI2KEH OBITh KPaTKOBPEMEHHBIM, YUYUTBIBAsI KPATKOBPEMEHHOCTh BHUMAaHU L JICTCI;I.

| | HOCKOJ’ILKy JETHU JIETKO OTBJICKAIOTCsA, TECT HOJ2KEH HOCHUTDH 3aI/IHT€pCCOBBIBaIOH_[I/II;I
XapakTep, U A€TU HOJ2KHBI NCHBIThIBATh MPUATHBIC YyBCTBaA IIPU €TI0 IIPOBENCHUU.

L Hpouenypa JOJI2KHa OBITH KaK MOKHO Oolree HpOCTOI;I C TEM, YTOOBI €€ MOTIN IOHSTh
Hdaze OETU BEeCbMa paHHETO BO3pacTa (HaHpHMep, JOIIKOJBHOI'O BOSpaCTa).

u Y1o06BI NOJIYYUTh HAICXKHYIO OIIEHKY, HE ITOITyCKast YTOOBI AC€TU yCTaBaJId U IIyTalln
npemnapaTbl, KOJIUYECTBO INPOBEPACMBIX BapHaHTOB JITOJ2XKHO OBITH OrpaHUYCHO
MaKCHUMAJIbHO 10 YETBIPEX.

H3y4eHne BKycOBOH IIpUEMIIEMOCTH IIperapaTa He OIIMCAaHO HU B KaKOM perilaMeHTUPYIOIIeM
PYKOBOZCTBE, OTHAKO HTOT IIPOIIECC HEOOXOIMMO pacCMaTpUBaTh KaK KIMHAYECKOE UCCIIelOBaHuUE,
MIPOBOJUMOE C YYacCTHEM KBaTU(MUIIMPOBAHHOTO IMEPCOHANA W TPH HAIUYUH yTBEPKICHHUS CO
ctopoHbl KoMuTera mo sTHKe, W IIPH BTOM II€JIeCOOOPa3HO 3apyUHUThCS HHGOOPMUPOBAHHBIM
COTJIacCMeM CO CTOPOHBI POJUTENIeN MW ONEeKyHOB M corjacheM pebeHka. [Ipw TuraHmpoBaHUU
HEOOXOIMMOI'0 U3yUeHUsl 0€30IIaCHOCTH IIPerapaToB, B KOTOPOM AETH BIIOJIHE MOTYT IPUHAMATD
ydJacTue, MOTYyT BO3HUKATh TPYZHOCTH DTUUYECKOTO XapakTepa.

3.2 YuacTvue geTten 1 npoBefeHne Tecta

OOBIYHO CUUTAETCS, YTO K YYaCTHIO BO BKYCOBBIX HCIBITAHUSIX MOTYT IOIYCKaThCs IETH B
Bo3pacTe 4 yerT m crapire. J[leTm GoJjiee paHHETro BO3pacTa HEpPeIKO OYEeHb 3aCTEHUYWBHI W HE
JKeJNaloT y4acTBoBaTh. KpoMe TOro, MX CIIOCOOHOCTH MOHSITH WHCTPYKTaXXK W CIEOBATH €My
Hepenko orpaHwueHa. [losToMy OHHM OBICTPO TEpSAIOT WHTEPEC WM C TPYIOM COXPaHSIOT
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KOHIIEHTPAIINIO Ha MTPOTSKEHUH BCETo Tieprojia TeCTUPOBaHUS. [IpoIeHT Heyjad MOXKET JOXOIUTh
10 50%, B 3aBUCUMOCTH OT IIOpPSiIKa IIPOBEIECHUS U MPOIOJIXKUTEILHOCTH TecTa. Kpome Toro,
OHU YacTO HE CITOCOOHBI TIepellaTh CBOW OIIYINEHUS W Tpenrnodtrenus (4,5). IIias Toro, YToOk
MTOBBICUTH OCMBICIICHUE JETHhMU MPOBEPKY M MX MOTHBAIIMIO, PEKOMEHJYeTCSI HAUMHATE JINOO C
YCUJICHHBIX KOHIIEHTPAIIUN TECTUPYEMOTO areHTa, KOTOPBIN OIIEHUBAeTCS (apOMaTH3aTOPhI WJTH
MOJICTIATIIMBAIOIIIE NOGABKM), TN0O C M3BECTHBIX COSIMHEHNN (HAIIpUMep, ITUPOKO UCTIONb3yeMble
apoMaTH3aTOPbI), TIOCIIe KOTOPBIX MOXKHO BBOIUTH OoJiee crenubriecKre, HeOObIYHbIE (HAIIpIMep,
3eMJISTHIKA UJTU BUIITHS, a TIOTOM TPeHainIb). B HEKOTOPHIX ciIydyasx HaYMHATH TECT C BHICOKUX
KOHIICHTPAIIUN TECTUPYEMOrO areHTa (HallpruMep, TOICIAIIIUBAOIIIe TOOABKU) HElleJIeCOO0pa3HO
IO TMPUYMHE HETPHUSITHOTO CIAIKOrO MPHUBKYCAa MIW FOPHKOTO OCTATOYHOTO BKyca. M36aBUThCS
OT TIPEBIIYIIETO BKyca MOXKHO IPY TTOMOIIY HEOTHOKPATHOTO IIPOITOJIACKUBAHUS PTa, COIICHOTO
CYXOTO TIEYeHbSI W YCTAaHOBHUB JOCTATOYHO IMPOJOIKUTEIbHBIE MHTEPBAIBI MEXKIYy CECCHUSIMHU.

3.3 CeHcopHasa oueHKka: adpheKTUBHOE 1 aHAMUTUUECKOE TECTMPOBaHNE U
paHXxupoBaHmne

Bo3MoxkHO, HanboJIee KPUTUUSCKUM acTIeKTOM CEHCOPHOW OIIEHKU SIBIISICTCS OTIpefielieHre TeH,
TO €CTh, TOTO, YTO UMEHHO JOJIXKHO OBITh orpeneiicHo. Lleap mpoBepky mpeaonpeaesieT THI |
BO3pacT YYaCTHHUKOB, U METOJOJOTUIO IJIAHUPOBAHUS, MPOBEACHUS U WHTEpPHpeTanuu
HCCIIEJOBAaHUS U €ro pe3ydbTaros (6).

m  AddexTuBHOE TecTHpOBaHUE IIpejIoNaraeT MPOBEpKy MPUEMIIEMOCTH/IPEIIIOUYTEHHUSI.
% ¢C

TunyHbIe BOIIPOCHI IIPU DTOM TaKWe: “KaKylo TabIIETKY ThI IPEAIOYNTACIIE”, “HACKOIBKO
3TO Tebe HpaBUTCS” M “YTO TeOe He HpaBUTCS .

m  JIng aHATUTAYECKOTO TECTUPOBAHUS HEOOXOAMMO TIPUMEHSITh OObEKTUBHBIE CEHCOPHbBIS
METONOJIOTHY, HalleJIeHHbIe Ha OIpefielIeHNe XapaKTePUCTUK/CBONCTB HCITBITHIBAEMOTO
rpenapata, 6e3 orpefielieHns] Mepbl IPUeMIIeMOCTH/TIpeaouTeHus. [Ipn aHamuTHIecKoM
TECTUPOBAaHHMM 3aJal0TCsl TaKWe BOIPOCHI, KaK “Kakasi TabjeTKa 0ojiee ropbKas” WIIH
“kakas TabJeTKa He Takas”. AHAJTUTHIECKHE METObI TIO3BOJISIOT OMPEICIUTh CEHCOPHBIE
KavyecTBa MEIUIIMHCKOTO IIperapaTa U MPOBECTH pa3iinyue MeKJy BapHaHTaMM, OJHAKO
OHU HE TIOMOTYT TIpeJiCKa3aTh, HACKOIBKO OIPENeSIeHHBIN BapUaHT OyJeT IpHeMJeM.
OHHM 4YacTO SBISIOTCA TEXHUYECKUM WHCTPYMEHTOM, MCIIOIb3yeMBIM B IIpoliecce
Pa3pabOTKH/ONTUMH3AIINY TIPETIapaToB.

m  PanxwupoBaHHe — 9TO BecbMa IIPSIMOJIMHENHBIN METOJ, KOTOPBIA MOXKHO HCIIONb30BaTh
IJIs BBISIBJICHUS IIPEAIIOYTEHHS WU aHAJUTUYECKOM OLEHKHU (“Ipollry TeOs pa3joKUTh
IIpenapathl B MOPsAIKe JIUYHOIO IPEAIIOYTeHNs” WM “IIPOLIy pa3lIoXKUTh IIperapaThl B
MOpsiiIKe YCUIIEHHs UX TOPBKOro BKyca”, COOTBETCTBeHHO). [IpenMyiiecTBo aToro Mmetoza
B TOM, YTO OH IpocT. OgHAKO pe3yibTaThl MOTLYT OBITh CyOBEKTUBHBIMH, YUHTHIBAs
OTPaHMYEHHOCTh NAaMATH U BHMMAHHS TECTUPYIOIIETro JHUIa Ha IMPOTSXKEHUH BCEro
Ieprosia MPOBEPKU. DTO OrpaHUYEHHE MOKET IIPOSIBISTHCS B OONbIIEN CTENeHH, B
3aBUCHMOCTH OT BO3pacTa y4acCTBYIOIIUX JIMII.

3.4 TlpyHUMNbI OLEHKN

B GodbpIIMHCTBE CiIy4yaeB OIEHWBAIOTCS 3allaX, KOHCHUCTEHIIWS, BKYC W OCTAaTOYHBIA BKYC, a
TakKe WHOIJa BHEITHWHN BUJ (HaIIpUMep, €ClIM IPUCYTCTBYET OKpacka). PopMyIWpOBKH
BOTIPOCHUKA TOJIZKHBI OBITH TIPOCTHIMU, TIOHSTHBIMU U SICHBIMU JIJIST BCEX YYaCTHUKOB, HE3aBUCUMO
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OT BO3pacTa, COIMAIBLHBIX HABBIKOB M YPOBHS pa3BUTHs. [IIIsT ONMCaHUS HUKENPHUBEIEHHBIX
CBOMCTB PEKOMEHJyeTCS HCIIOJIb30BaTh IIMPOKO INPUMEHseMble TEPMUHBI, IIOT0OpaHHbIE
COOTBETCTBEHHO BO3PACTy yYaCTHUKOB:

B CIIaJKUH, COJEHBIN, KUCIBIN U TOPbKUAN I XapaKTEPUCTUKHU BKyca

B KUIKWAHN, T'yCTOW, BSI3KHUHM, PacChIMYATHIM IS XapaKTePUCTUKH KOHCHUCTEHIIMU
TeCTUPYEeMOTo IIperiapara

N CIIQJKUN, COJICHBIN, KUCIBIA U TOPbKUM, HO TAKIKE BAXKYIIlEe, BBI3BIBAIOIIEE OHEMEHUE
AN CBEXee OILIYIIEHNEe B OTHOILIEHUU OCTaTOYHOI'O BKyca

Crnenyromue nBa IPpUHIIMIIA OLEHKHN BKyca HEOOXOINMO YCTAHOBUTE IIPU U3y4YEHNUN BKYCOBOM
IIPAEMIIEMOCTH IIPENapaToB IJIsl JETEeN: YCTHOE CYXKACHWE U IeJloHnYecKas Iukaia aur, (7).

m  YcTHOe CyXJAeHHe IPOBOJIUTCS IO IIKaie OHeHKH oT 1 1o 5 (1 cooTBeTCTByeT OueHb
MPUSITHOMY OIIYIICHUIO, W 5 COOTBETCTBYET OYeHb HENPUSITHOMY) M oOlerdaer
CTaTUCTUYECKYIO OIIEHKY MOJyYeHHBIX JaHHBIX (8)

u FG,ILOHI/I‘-IeCKa}I HIKaJIa JIUILL IIO3BOJIACT BBIPASUTD IIPEAINIOYTCHU S IIPU IIOMOIITH FpaCbI/I‘{eCKOI;I
IIKaJbI.

Cunraercs, 4TO JeTH 5-6-IeTHETr0 BO3pacTa He CIOCOOHBI YJIOBUThH Pa3inuvusl B BOCHPUSITHU
BKyca IpedepeHINaIbHBIM MeTOmoM. J1oCcTOBepHas OlleHKa pa3jIMyuil, B OCOOCHHOCTU B DTOMN
BO3PACTHOM IpyMHIIe (IO 5 JeT) MOXKeT ObITh NOTy4eHa IyTeM HEMPOU3BOIBHOIO YCTHOTO CYKIEHMS
pebeHKa Imociie KOHTPOJIBHOTO BOIpoca. B camolt mirajiert BO3pacTHOM IpyIIie TeJOHNIECKYIo
LKAy JIAI HeJb3sI UCTIOIb30BATh UCKIIOUNATEIBHO AJIST TOTO, YTOOBI IPOBECTH Pa3inyre MEXKILy
BKYCOBBIMU KauyecTBaMH MCIBIThIBa€MbIX IIpenapaTos. JleTw MIiaginero Bo3pacTa MOTYT
ACCOIIMUPOBATh PUCYHKH IIKAJBI C TIOHATHSIMHU, HE NMEIOIINMH OTHOIIIEHHUS K BKyCy (Hampumep,
CYACTIIMBOE BbIpaXKeHME JINLA OyAeT sl HUX O3Ha4aTh = 5] CKOpo BBy U3 OOJIBHUIIBI, [I€YaIbHOE
Tuno OyIerT o3HavaTh = 0OJb WU TUCKOMGOPT). BbipaskeHust Iuna W MPUBBIYKHA MTOBEICHUS
caMUX CyOBEKTOB OOCIeNOBaHMS (KUCIIble TPUMAChl, NMOXUMaHWE ILIEYaMM, TOIIHOTA WIIHN
BBITIIIEBbIBAHME JIEKAPCTBA) MOTYT TaK3Ke IMOBIUSTH Ha IPUEMIIEMOCTD HCIIBITHIBAEMBIX TIPETIapaToB
(4,5). Ous Toro, yToObl W3yYeHWe BKYCOBOW IPHUEMIIEMOCTH IIpeNapaToB IS JeTeW paHHero
BO3pacTa IPUHECIO JOCTOBEpHbIE pe3yJbTaThl, NpejjlaraeTcsl NMPUBJIEYh K HCCIEJOBAHUIO
ponuTener, ONEeKyHOB MW MeApaOOTHUKOB, OIpaIlNBasi UX B OTHOIIEHUU KaKHUX-IHUOO
TPEeBOXKAIIUX MPU3HAKOB WJIM IPYTUX HAGIIONEHWM, CBSI3aHHBIX C M3yUYeHUEM IPUEMIIEMOCTH
JIEKapCTBEHHOTO cpencTsa. [lo mpuunHe TOro, 4To neTH Oosee CTapiiero Bo3pacta BbICKa3bIBAIOT
0oJiee KPUTUYECKHE CYKIEHUs, YeM NEeTH PaHHEro BO3pacTa, OHU CIOCOOHBI YIOBUTH Pa3Inyue
MEXJy pelleiTypaMU U BbIPA3UTh 5TO KaK IPY IIOMOIIY YCTHOTO CyXKAEHNUSI, TaK U IIPU IOMOIIU
reJOHUYEeCKOM IIIKalIbI.

HezaBucuMo oT Bo3pacTa jieTell ¥ M30paHHOTO IPUHITUIIA OLIEHKH, IIPeJIaraeTCs BKIIFOUUTh
B BOIPOCHWK 3aKIFOYNATEIbHBIE BOIIPOCHI, Kacaroluecs OOIIel BKYCOBOW OIIEHKHW IIperapara,
Tak¥e Kak “Kakod mpenapaT ObLI JIyqIInM” WM “BKyC KaKOoro IpernapaTa HauMeHee IpUsITeH”.
Takme 3Ke METOIbl MOXKHO WCIIOIH30BaTh IIPH OIEHKE IMPUMEHSIeMOro apoMaTh3aTropa: “Kakou
U3 WUCTIPOOOBAaHHBIX 3allaxOB TeOe TMOHpAaBUIICS OOINbIIE BCero” WM “KaKOW W3 HUX Tebe
[IOHPABUJICSI MEHBIIIE BCEro”.
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Kak crnaHnpoBaTtb N3y4veHne
rnpmemMnemMocCTiu

N3yuenne npueMIieMOCTH cefyeT pacCMaTpUBaTh KaK KIMHAYECKOe NCCIeJOBaHNe, ITPOBOIUMOe
KBaTMGUIMPOBAHHBIM TIEPCOHAIIOM NIPY HAIMYWAU OJOOpeHUs co cTopoHbl KomuTeTa 1Mo aTmke
1 WHOOPMHUPOBAHHOIO COTJIacHsl POJUTEJIEN MU ONEKYyHOB.

N3ydyeHue npueMieMOCTH IpenapaTa JOJIKHO IIPOBOSUTHCS HA MECTHOM YPOBHE C yyacTHeM
IeTe!, CTPAJaroIIAX OCTPOM JUapeer, KOTOPhIM ObLIM Ha3HAaYEHBI JUCIIEPCHbIE TaOJNETKY ITMHKA
(omHa Tabmetka 20 mr B meHb B TeueHwe 10 mHei). BimcrepHble ymaKoBKM TaGJIETOK ITMHKA
TepenaoTCs OTAEILHBIM IIPOJaBIlaM JIEKapCTBEHHBIX CPEICTB U IPOBaMIepaM MEINKO-CAaHUTAPHON
ITOMOIITY Ha MECTHOM ypoBHe. Uepes 2 HeleIn IMPOBOIUTCS MTOCEIIIeHNe Ha IOMY IeTel, KOTOPhIM
Ha3HaYeHBI IUCIIEPCHbBIC TaOJIETKU IIWHKA, JJIST OLICHKH ITPUEMIIEMOCTH TIperapaTa i COOIIOCHUST
peskuMa JieueHUs ITUTHKOBBIMH IIpeltapaTaMH.

[NomyasmoHHOE 00CIIeIOBaHNe IOKHO OBITh HAIIPABIIEHO Ha JieTel B Bo3pacTe 3—59 MecsIies,
CTPaJAOIINX SMU30JaMHU OCTPOW IHAped, W B TeX CIIyvasiX, KOTja JIMIa, o0eclieYynBaloine
yXOII, 0OpaTHIITHCH 32 TIOMOIIIBIO K OTHOMY W3 TIPOJIABIIOB JIEKAPCTBEHHBIX CPEJICTB WIIH IIPOBAIEPY
MEeJIMKO-CAaHUTAPHON TIOMOIIY, W KOTOPHIM OBLIM BBIJAHBI TaOJETKH IIUHKA B OJIMCTESPHOM
yIIaKOBKe.

Pasmep rpynnbl, oTo6paHHON gnAa HabntopgeHuA

TLtst ToITyYeHnst MUHUMANTBHBIX OTKIIOHEHUH * 7,5% B IPUEeMIIEMOCTH TIperrapaTa JIsl pa3iTMIHbIX
IeTell B BO3pacTe, IpEeBbIIIAIONIEM M He MeHee 18 MecsimeB ¢ yciaoBueM oxumaHus 70%
MIPUEeMIIEMOCTH (p), yCTaHABIIMBAasI YPOBEHb JIOBEPUTEIBHOCTH Ha ypoBHE 95% (z = 1.95), pa3zmep
o0ciesyeMon TpyIIbl JOIKEH COCTaBIATh 0 140 neTeil Ha rpymily. Y YUThIBasl HOTEHIIUAIbHBIN
OTCeB, HEOOXOIMMO K KaXKJIOH rpynne qo6aBuTh o 10 4eroBex, 4To MpUBEIET K OKOHYATEITHbHON
ob1Ient ynciaeHHocTy obcienyembix rpymi B 300 demosexk (o 150 B KaxKmoi BO3pacTHOM TPYIITIE).

N3mepeHne

B oTHOMmICeHNN OpUEMIIEMOCTH 1 CO6JHOJICHI/I$I pPeXKUMa UCIIOJIBb3YIOTCA CICAYIOLINEC ONIPENCIICHNA:

IIpuemnemocts: IIpueMieMocTh U3MepsieTCss HA OCHOBE COOOIIEHMI JIMII, 00eCHeYUBAIOIINX
YXOHI, O TIOBeIleHNH peOeHKa B TOT MOMEHT, KOTJa OH IPUHUMAeT JIEKapCTBO. YXa’KMBAIOIINX
IIPOCSIT paccKa3aTh 00 UX BOCIIPUSITAN BKyca IIMHKOBOM Ta0JIETKH, KOT/Ia peOCHOK ee IPUHUMAET
U II0 CPaBHEHMIO C IPYIMMHU JIeKapcTBaMU. BapuaHThI oTBeTa BKIIIOUAIOT B ceOsl «Iydlle», «TO
JKe camMoe» WM «XyXKe», 4eM IpyTHhe JIeKapCcTBa.

Coonronmenue pexxuma: CoOIIOJeHNE PeXXUMa BBISBISETCS MO OTHOIIEHUIO K COONIOIEHUIO
yKa3aHHOW J03bI, YaCTOTHI €3KETHEBHOTO MPHeMa, IPOIOKUTEILHOCTH JIEIEHUST ¥ TOATOTOBKHU
(mucriepcum) TabJIETOK.
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