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MWHUCTEPCTBO 3/IPABOOXPAHEHUS1 POCCUHUCKOM
OEJEPALINN

OBIIASI PAPMAKOIIEHMHASI CTATHS

YnakoBka, MADKMPOBKA U O0®C.1.1.0025.18
TPAHCIIOPTHPOBAHHE
JIEKAPCTBEHHBIX CPEACTB BBoaurcs BriepBbie

Hactosimiast o6mmias gpapmakorneliHasi CTaThsl yCTaHABIUBACT OOIIHE
TpeOOBaHUsI K yHakoBKE, MAapKUPOBKE U  TPaHCHOPTHPOBAHMIO
(mepeBo3ke)  (papmarieBTUYECKMX ~ CyOCTaHIUN,  JICKAPCTBEHHBIX
[IPENapaToB ¥ BCIIOMOI'aTEIbHBIX BEIIECTB.

TpeboBanusi JaHHON CTaTbu HE  PACHpOCTPAHSIOTCS  Ha
JIEKapCTBEHHOE DPACTUTENIBHOE ChIPhE M JICKAPCTBEHHBIC PACTUTEIIbHBIC
Ipenaparsl.

OcCHOBHBIE TEPMUHBI U ONIPeAeICHUS

Ynakoéxka — cpenctBo WIM KOMIUIEKC CpPEICTB, COBMECTHO
o0ecrneunBaroIuX 3allUTy U COXPAaHHOCTh JIEKApPCTBEHHBIX CPEICTB OT
IIOBPEXKIAECHUA M IIOTEPb, OKPYKAIOIIEH CpeAbpl OT 3arps3HEHUM, B
nporecce ux oOpaleHusl.

Ilpumeuanue: Tlog mpormeccoMm oOpamieHus] 371eCh MOHUMAIOT
TPaHCIOPTUPOBAHKE, XPAHCHUE U PEATIU3ALIMIO JICKAPCTBEHHBIX CPEICTB.

B  3aBucMMOCTH  OT  HENOCPEACTBEHHOIO  KOHTaKTa ¢
JIEKapCTBEHHBIM CpPEICTBOM PpA3JIMYalOT IIEPBUYHYI0 U BTOPUYHYIO
YIAKOBKY.

Mapxupoeka — uHQoOpManMsis B BUAEC HAJANUCEH, 3HAKOB,
CUMBOJIOB, TMHKTOTpaMM, LU(POBBIX, IIBETOBBIX M  YCJOBHBIX
0o0O3HaueHU#, = HAHOCHUMas  HA  YINAKOBKY, W/WIH  3TUKETKY,

COIIPOBOAUTCIIBHBIC JOKYMCHTBI JIJIA o0ecreyeHus I/II[CHTI/I(I)I/IKaHI/II/I,
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nH(GOPMUPOBaHUS MOTpeduTeNeH, criocodax oOpalieHus ¢ yakoBaHHON
OPOAYKIIMEH TpH TPAHCIOPTUPOBAHUU U XPAHEHUM, ISl YCKOPEHHS
00paboTKu HHPOPMALIUU TTPH MTOTPY30YHO-PA3TPY30UHBIX padoTax.
Tpanucnopmupoeanue  (nepeéozka) —  TIpOIleCC  TEpEMEILICHUS
JICKapPCTBEHHBIX CPEACTB OT MPOU3BOAUTEINS JO KOHEUHOTO MOTPEOUTENs
(MEIUIIMHCKOTO  YYPEXKIEHHUS  WIM  KOHKPETHOro  MallMeHTa),
BBITIOTHSIEMBIT OpraHu3aIsIMH, OCYIIECTBIIAIOIUMU
(dapMaleBTHUECKYIO JeATEIbHOCTh, C HUCIONIb30BAHUEM TPAHCIOPTHBIX
CPEICTB, 00OECHEYMBAIONINX COXPAHHOCTh JIEKAPCTBEHHBIX CPEACTB OT
NOBPEXKJIECHUA M TIOTE€Ph, OKPYXKAIOIIEW Cpelpl OT 3arps3HEHUui.
TpancnoptupoBaHue SBISETCS COCTABHON YacThIO Mpoliecca 0OpaIieHus
JIEKapCTBEHHBIX CPENICTB.
Ilpumeuanue: Jlpyrue TepMHHBI W ONpEACNICHUS, HCIOJb3yeMbIE B
Hacroseit ODC, nanum orpaxenue B ODC «Otdop npod».
Kanaccudguxanus ynakoBku

K kommuiekcy cpenctB, 0Opa3ylolIUX YIMAKOBKY JIEKapCTBEHHBIX
CPEICTB, OTHOCST Tapy, YKyIIOPOYHbIE CPEACTBA, CPEACTBA JOZUPOBAHMUS,
CpeJlICTBa JOCTAaBKH, BCIOMOTaTelIbHbIE YITAKOBOUHBIE CPEJICTBA U JPYTHE
AIIEMEHTHI YIaKOBKH, periiaMeHTUPOBAHHBIC TpeOOBaHUSIMU
dapmakoneiHOM CTaTbM WJIM HOPMATMBHOW JOKYMEHTAIlMM Ha
KOHKPETHOE JIEKAPCTBEHHOE CPEJCTBO.

Ilo cmenenu 3auumor

VYnakoBKka ~ MOXET  MMETh  HECKOJbKO  CJIOEB  3alllUTHI
JIEKapCTBEHHOTO CPEJICTRA.

DNEeMEHTBl nepeuuHou (8HympeHHeu) YNnakoeku HaXOUATCS B
HEMOCPEICTBEHHOM (DU3UYECKOM KOHTAKTE C JIEKAPCTBEHHBIM CPEJICTBOM
1 00ECMEeYMBAIOT €ro 3allUTy OT BIUSHUS BO3JECUCTBUU OKpYyKaroIleH
Cpellbl B Mpolecce oOpalleHus JeKapcTBEHHOro cpeficTBa. B HEKOTOphIX
CIIyqasix nepBUYHAs yIaKoBKa MpECTaBISIeT co0oif
CHEIUAIN3UPOBAaHHYI0 CHCTEMY JOCTaBKH JIEKAPCTBEHHOTO CPEJCTBA,
HaTpUMep, a’dpo30Jib WIN JA03UPYIOIIEe YCTPOUCTBO, OTPEryIMPOBAHHOE
Ha OTITYCK OJIHOM /103bI JIEKAPCTBEHHOTO CPE/ICTBA.

DNEeMEHTbl 8MOPUYHOU (6HewlHeli) YNnakoéku HE BCTYHalT B

HpHMOﬁ KOHTAKT C JICKApCTBCHHBIM CpCACTBOM, HO o0ecrneynBaoT
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HEOOXOJMMYIO 3alUTy B LEISAX COXpPAHEHUs CTaOMIbHOCTU. BTOpHuHas
YIAKOBKa COJAEPKUT OJIHY WMJIM HECKOJIBKO €MHUIL] IEPBUYHOMN YIAaKOBKH,
B YCTAHOBJICHHBIX CIIy4asiX MOXKET COJIEPKATh CPEACTBA JIO3UPOBAHUS U
CpencTBa JOCTAaBKU JIEKAPCTBEHHOIO IMpernapara K MECTy Ha3HaueHUs
(MepHBIE JIOKKH, CTaKaHYMKH, HACAAKU U TMp.) U JONOJHUTEIIbHbIC
AIIEMEHTHI YIIAKOBKH (HOXK JIJIs BCKPBITUS aMITyJl U TIp.).

Bropuunas ymakoBka, copepikaiasi He0OXonIuMyro HH(OpMaIuio
JUIsi TPUMEHEHWs 10 HA3HAUCHWIO, KakK IMPaBWIIO, SABISIETCA
nompeoumenbCKou YnaxkosKoll.

C 1nenpro AOMOTHUTENBPHOM 3alIUThl JEKAPCTBEHHOIO IIperapara
WM, UCXOMSI U3 OCOOCHHOCTEHW ero MpUMEHEHUs, MePBUYHAS yIaKOBKa
MO>KET OBITh TOMEILIEHA B NPOMENCYIMOUHYIO YHAKOBKY).

JlekapcTBEHHBIE CpEICTBA BO BTOPUYHOW (MMOTPEOUTEITHCKOM)
yIAKOBKE MOTYT OBITh IIOMEIIEHBI B 2pynnogylo (00beOUuHeHHYI0)
YNAxKoeKy, NPEJCTaBISIONIYI0 COO0M, KaK MPAaBHIIO, KAPTOHHBIE KOPOOKU
WIM CTOMbl, C TMOCJEeAyomuM oOepThiIBaHUEM CTom  OyMarow,
TEPMOYCaJIOYHOM  IUICHKOM B  COOTBETCTBHUM C  YKa3aHUAMU
dbapmakoneiiHOM CTaTbU WM HOPMATUBHOM JokyMeHTanuu. Ilpu
HEOOXOJMMOCTH TpYMNIOBasi yNakOBKa MOXKET OBITh CKII€eHa WIH
oOBsi3aHa C HCIOJb30BAHUEM BCIIOMOTATENIbHBIX YIMAKOBOYHBIX U
0OBSI30YHBIX CPENCTB, 00ECIEUNBAOIINX TPOYHOCTh YITAKOBKH.

B cnydae peanus3anuu JEKapCTBEHHBIX IIPENApPaToB TOJIBKO B
ne4eOHO-IPOPUITAKTHUECKIE YUPEKICHUS JOMYCKACTCsl UCIIOIb30BaHNE
YHaKOBKU  «O0Jil  CMAyuoHaposy, OObEIMHAIONIEH yCTaHOBJIEHHOE
KOJIMYECTBO JIEKAPCTBEHHBIX MPENapaToB B TNEPBHUYHOM YIAKOBKE,
NOMENIEHHBIX B TPYNIIOBYI YIIAKOBKY B COOTBETCTBHM C YKa3aHUSIMHU
(apMakorneiHoil cTaTbu WM HOPMATUBHOM JTOKYMEHTAIIUU.

Kaxnas ynaxosounass eounuya nr000TO BHUAA T'PYIIOBON
VIAKOBKHA JIOJDKHAa OBITh CHaO)KEHA DJTHKETKOW WM  OKJIECHA
OaHJEPOIBLHOM JIGHTOM ¢ HaHECEHHOW Ha Hee MapkupoBkoil. Ilpu
CKJIEMBAaHUM WM OOBSI3BIBAHWU TPYMIOBOW YIAKOBKH KOHITBI OOBSI3KH
JOJKHBI  OBITH 3aKJI€EHBl ATUKETKOHM, oOecredynBaronieil KOHTPOJb

BCKPBITHA.
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[Ipu TpaHCOPTUPOBAHUH JIEKAPCTBEHHBIX CPEACTB, HAXOMAIIUXCS
B MOTPEOUTEIBCKOM WM TpPYNIOBOM YIAaKOBKE, KX IIOMEIIAIOT B
MPAHCHOPMHYIO VNAKOBKY), 00eCIIeYnBAIOITY IO COXPaHHOCTb
JIEKapCTBEHHBIX CPEACTB NpPU TEpeBO3Ke. B yCTaHOBIEHHBIX clydasx
JIOMYCKAeTCsl TPAHCTIOPTUPOBATh JIEKAPCTBEHHBIE CPEJICTBA B IPYIIIOBOM
YIaKOBKE B 2p)y306bIX KoHmeliHepax 0€3 YKIAIKU B TPaHCHOPTHYIO
YIAKOBKY.

Ilo 3auwume om eckpvimus

Vnakoexa c¢ 3awumoti om HecaHKYUOHUPOBAHHO20 BCKPLIMUSL
(ynakoska ¢  KOHmMpoOneM  Nepeoco  8CKpblmus) -  YIaKOBKa,
npeAycMaTpuBaroiiasi HEeBO3MOXKHOCTh MCIIOJIb30BAHUSI €€ COINEPKUMOTO
0e3 O4YeBUJHOIO HApPYIICHHS CIEUUAJBLHOTO JJIEMEHTa YIaKOBKH,
HEOOpPAaTUMO W3MEHSIOIIETOCs MPU MEPBOM BCKPBITHUH, YTO MO3BOJSET
OTCIIEKUBATh MPU3HAKU JTFO00TO HAPYIICHHS IIEJIOCTHOCTH YITaKOBKH.

VYnaxoexa ¢ 3awumoii om 6ckpvimus 0emvMu — yIaKOBKa, TPYAHO
JOCTyIHAs [JIsi BCKPBITHS MaJeHbKUMM JI€TbMHM, HO BO3MOXKHas K
HCIIOIb30BAHUIO B3POCIBIMU JIFOIbMHU.

Ilo 3augume om ghaxmopoe eneutnezo 6030eiicmeus

Xopowo yKynopeHHas ynaxkoeka — YyTaKOBKa, OOECIICYMBAIONIAS
3alUTy COAEPNKUMOTO OT TMOMNaJaHusi W3BHE IMOCTOPOHHUX TBEPIBIX,
KUAKAX W Ta3000pa3HbIX BEMIECTB, W/WIU TOTEPH COACPKUMOTO TMPHU
OOBIYHBIX YCJIOBUSX XpaHEHUs, TPAHCTIOPTUPOBAHUS U PeaTU3allUU.

Ilpumeyanue. ]JInsi aHHOTO KOHTEKCTAa OOBIYHBIMH CUHTAIOTCS
yCIIOBUSI XpaHEHUS B MIPOBETPUBAEMOM MOMEIICHUH TIPU
OTHOCHUTETLHOU BIIaXHOCTH HE Oonee 60 = 5% wu Temmeparype 15-20
°C wuny, B 3aBUCHUMOCTH OT KJIMMaTrhudeckod 30HBI, 10 30 °C, mnpu
HCKJIIOYCHUU TOCTOPOHHUX 3aMaxoB, HCTOYHHMKOB 3arps3HECHUS W
WHTEHCHUBHOT'O OCBEILICHMUS.

Ilnomno ykynopennas ynaxkoéka — YIaKOBKa, 0OECIEUMBAIOIIAS
3aIUTY COAEPKUMOTO OT MOMAaJaHUs W3BHE IOCTOPOHHUX TBEPIBIX,
KUAKAX W Ta3000pa3HbIX BEIIECTB, H/WIM TIOTEPH COAEPKUMOTO,
BBIBETPUBAHUS, PACIUIBIBAHUS WJIM MCHAPEHUs] TIPU OOBIUYHBIX YCIOBHUSAX

XPAaHEHUs, TPAHCIIOPTUPOBAHUS U PEaU3alUu.
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I'epmemuuno VKYNOpeHHas YRnakoexa - YIIaKOBKa,
oOecreunBarolias 3alldTy COAECPNKUMOTO OT TOMNAJaHUs U3BHE
MMOCTOPOHHUX BEIECTB, W/ MU TIOTEPU COACPIKUMOTO, 00CCIICUnBAIOIIAsT
HEMPOHUIIAEMOCTb JJIs1 TBEPBIX, KUAKUX U Ta3000pa3HbIX BEIIECTB MPU
OOBIYHBIX YCIOBUSAX XPAHEHUS, TPAHCIIOPTUPOBAHUS U Peau3aluu.

Ecnm yka3aHa IUIOTHO YKYNOpPEHHAas YIAKOBKA, €€ MOXKHO
3aMEHUTh T€PMETUYHO YKYTIOPEHHOW YIIaKOBKOM, HO HE HA0OOPOT.

I'epymemuyno 3anasnuas ynakoeka — yrakoBKa, oOecrieunBaronas
TEPMETUYHOCTD € MOMOIIBIO PACIUIABICHUS MaT€praIa YIIAaKOBKHU.

Boszoyxonenponuyaemass ynaxkogéka — TUIOTHO YKYIIOpEHHAs
yIakoBKa, oOecrneyuBaromas HENPOHUUAEMOCTh JUIsl BO3AyXa, ra3oB,
napoB M JAPYTHX Ta3000pa3HBIX BEUIECTB TPHU OOBIYHBIX YCIOBHUSX
XPaHEHUS, TPAHCTIOPTUPOBAHUS U PEATIA3ALINH.

Bnacounenponuyaemas  ynakoéka — THIOTHO  YKYIIOPEHHas
yIIaKOBKa, 00€CHEUYMBAIONIAsl HEMPOHUIIAEMOCTh MJii BOJbI, BJIaru H
IPYTUX OSKUJIKUX BEHIECTB TMpU OOBIYHBIX YCIOBUAX XpaHEHUS,
TPAHCIIOPTUPOBAHUS U PEATTA3ALINHU.

Ecnm yka3aHa «BO31yXO»- WIHM «BJIaroHENpPOHUILIaEMas» yIaKOBKa,
€€ MOYKHO 3aME€HUTh Ha TEPMETUYHO YKYITOPEHHYIO.

Ceemozawyumnas ynaxkoeéka — YIaKOBKa, 0OecreurBaromnias
3alIUTy COAECPKUMOIO OT JICMCTBUSL CBETOBOM JSHEPIHMM 3a CYET
OCOOEHHBIX CBOMCTB HMCIOJB3YEMOT0 YMAaKOBOYHOTO MaTepuiia WIH 3a
CUET CHEIUAJbHOIO TOKPHITUS YHNAKOBKU. (CBETOHENPOHUIIAEMOCTH
YIaKOBKM TaKXe MOXHO OO0ECHEeuUTbh, IMOMEIIAsi CBETONPOHUIAEMYIO
YIIAKOBKY BHYTPb MOAXOASIIETO CBETO3AIIMTHOIO Marepuaa.

H3omepmuueckas  ynaxkoeéxka-  yIakOBKa, BHYTPU  KOTOPOH
COXpaHsieTCsl 3aJlaHHasg TemIleparypa B TEYEHHUE YCTAHOBJIECHHOTO
BPEMEHH.

Bakyymnaa ynakoéka — yIlakOBKa, BHYTPEHHEE [aBJICHUE B
KOTOpOM HUXE aTMOC(hepHOTO.

Ilo Konuuecmey ucnonb306anuil u KOauuecmay 003

Oounopa3zosas ynakogka - yIaKkoBKa, cojepiKaliasi JIeKapCTBEHHOE
CPEACTBO B KOJIMYECTBE, MPEAHAZHAYEHHOM JIJIS1 [IOJIHOTO MCITOIb30BaHUS

HCTIOCPCACTBCHHO ITOCJIC BCKPBLITHA YIIAKOBKHU.
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MHnoeopaszoeas ynaxkoska - ynakoBKa, COJAEpKallias JEKapCTBEHHOE
CPEIICTBO B KOJIIMYECTBE, KOTOPOE MPEAINojaraeTcsi MHCIoiIb30BaTh
MHOTOKPAaTHO IO YacTsAM, MOCJIEI0BaTEIbHO OTOMpas conepKalleecs: B
HEl JIEKApCTBEHHOE CPEJCTBO 0e3 M3MEeHEeHUs: 0e30MacHOCTH, KauecTBa
WIM YHUCTOTHI OCTAaBIIEHCA YacTH JIEKapCTBEHHOIO CpEACTBA JO €ro
MOJTHOTO MCTOIb30BaHUS.

00no000306as ynakoska — yIaKkoBKa, coiepalias JeKapCTBEHHBIH
mpenapar B TBEpPJOH, MATKONW WM KUJKOW JIEKapCTBEHHOW ¢dopme B
KOJIMYECTBE, COOTBETCTBYIOLIEM OJJHOM J103€.

MHnoeooo3zo6as  ynakoska —  YIaKOBKa, coJieprKaias
JICKapCTBEHHOE CPEACTBO B KOJWYECTBE, COOTBETCTBYIOLIEM Oolee
OJTHOM JT03bI JIEKAPCTBEHHOTO CPEJICTRA.

MHorogo3oBasi ~ ymakoBKa ~ MOXET  OBITh  JIO3UPOBAHHOM
(comepkuMoe yaKoBKHU PACTIPEEIICHO Ha J03bl) U HE I03UPOBAHHOM.

MHuoromo30Basi He TO3UPOBAHHAS YITAKOBKA MPEACTABISIET COOOU
MHOTOPa30BYIO YIIAKOBKY.

Komnnexm ynaxosxku — motpeOuTenbckas (BTOpUYHAsi, BHEIIHSS)
yIaKkoBKa, coJep)Kalias TEPBUYHBIC YIMAKOBKH C JIEKAPCTBEHHBIM
IIpenapaToM U pacTBOPUTENEM (pa30aBUTEIIEM).

Habop — mnorpebutenbckas (BTOpUYHAs, BHEIIHSS) YIAKOBKa,
coiepxaias JaBa W/uIM Oojiee KOMIUIEKTOB C JIEKapCTBEHHBIMH
npenapaTraMu.

Ilo muny u 6uody

Knaccudukanmonnas eiuHuila, XapakTepusyrolasi ynakoBKy 0
Marepuany U KOHCTPYKIIMH, OTIPEEIseT TUIl YIIAaKOBKH,
KJaccu(UKAIIMOHHAS €IMHUIIA, XapaKTePU3YIOIasl yIakoBKy 1o ¢hopme,
OINPEEIISIET BUJI YIIAKOBKH.

Amnyna — niepBUYHAs YIAaKOBKA U3 MEAMIIMHCKOrO OECIIBETHOTO
WM CBETO3AILUTHOIO CTEKJIA WM MOJIMMEPHOrO Marepuaia, UMeroas
WIMHAPUYECKUM KOPIYC C BBITSHYTOM TOPJIOBUHOM, TE€pPMETUYHO
3allanuBaeMoO TIOCJI€ HAMOJIHEHWS JIEKAPCTBEHHBIM CPEICTBOM, C
IUIOCKUM  WJIM  BBIIYKJIBIM  (BOTHYTBIM)  JTHOM,  OTKpbIBaemas
HCKIIFOUUTENBHO MyTeM pasznambiBanus. CopepkumMoe MNpeaHa3HaueHO

AJI1 OOJHOKPATHOTO IIPUMCHCHU .
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bannon — ymakoBka, UMEIOMIas KOPIyC KaruieoOpaszHOM,
mapooOpa3HoN WM IWIMHAPUYECKON (OopMbI, cO cPepuueckuM WM
BOTHYTBIM JTHOM, C Y3KOU TOPJIOBUHOM.

[Tpumeuanne: CrekIsHHBIA OajUIOH JIOMYCKAaeTCs Ha3bIBaTh
OyTBUIBIO.

bannon asposonvuuvll (aspo3onvHas ynakoeéka) — TEPMETHUHO
3aKpbITasi MEepBUYHAs YNAaKOBKa M3 CTEKJA, MOJUMEPHBIX MaTepHUalioB
WIKM MeTajlyla, UMEIoIas KOPIyC HMUIMHIApUYEecKOod (OpMbI € y3KOH
TOPJIOBHHOM, YKYIOpHBaeMasi ¢ MOMOIIbIO KJIamaHHO-PACIBUTUTEIbHON
CUCTEMBI (JO3HMpYIOUIEH WM HEOO3UPYIOIIEH), BHYTPU KOTOPOM
COXpAHSETCS  3aJaHHO€  JIaBJI€HUE,  MO3BOJISIIOUIEE  MPOBOAUTH
pacnblICHHUE.

bannon  2azosbii  —  ymakoBka U3 MeTala,  OOBIYHO
WIMHAPUYECKON (HOpMBI, MpeHa3HaYeHHAs! VISl CXKATOr0, CHKUKEHHOTO
WIK PACTBOPEHHOTO ra3a, CHaO)KEHHas YCTPONCTBOM, PEryIHpYIOLIUM
CIIOHTaHHBIA BBIXOJ Ta3za MpU arMOC(EpHOM AaBIEHUM W KOMHATHOMN
TEeMIIepaType.

banxa — nepBuyHas yrnakoBKa U3 MEIUIIMHCKOTO OECIIBETHOTO MU
CBETO3AIUTHOTO CTEKJIa WM W3 IMOJUMEPHOrO Marepuaya, MMEroIIas
KOpITyC TPEUMYILIECTBEHHO UMUJIUHAPUYECKON WM JAPYyrol ¢Gopmbl C
TOPJIOBHHOM, AMAMETP KOTOPOM paBeH IHUaMEeTpy KOpIyca WM MEHBIIE
€ro, C MIOCKUM WJIM BOTHYTHIM JTHOM.

bapaban — ynakoBka U3 MOIMMEPHOTO MaTepHasa, MeTajula Wid
¢bubOpoBOro KapToHa, UMEKIAas KOPIyC HMUIMHApHUYECKOr (GopMbl 6e3
oOpydeil WU 3WUTOB KaTaHUs, C IUIOCKUM JTHOM U CBHEMHOW WIH
HECHEMHOW KPBILIKOM.

[Tpumedanne: bouku He knaccuduIpyroTcs Kak 6apadaH.

bouka — TpaHcnopTHas  yHakoBKa, MMEIOWIAs  KOPILYC
MWIMHIPUYECKON Wi mapabonuueckoil (opmbl, ¢ oOpyuyamMu WU
3UraMM KaTaHus C JIByMSl IUIOCKMMH TOpLHAaMH (JOHBbSIMH) PABHOTO
auameTpa.

bymuinika — nepBuyHas ynakoBKa W3 MEIMIIMHCKOTO OECIBETHOTO
WIA CBETO3AIIUTHOTO CTEKJa WIM U3 TMOJIMMEPHOTO Marepuana,

UMEIoIas MPEUMYIIECTBEHHO WJIMHIPUYECKUNA KOPIYC pa3HOOOpa3HOi

8/45



07.08.2025, 16:03

about:blank

about:blank

(GOpMBI, IEPEXOAAIIHI B Y3KYIO TOPJIOBUHY, C IJIOCKUM WJIH BOTHYTBHIM
JTHOM.

bymuvine — ynakoBka W3 METUIIMHCKOTO OECI[BETHOTO WJIH
CBETO3alIMTHOTO CTEKJIa WJIM W3 TOJMMEPHOrO0 Marepuaia C
UUAJMHJIPUYECKUM KOPITYCOM, TIEpPEXONsiiuM B 0OoJiee WM MEHee
BBIPAKEHHYIO Y3KYIO0 TOPJOBUHY, C IUJIOCKUM WJIM BOTHYTHIM JIHOM
BMeCTUMOCTBIO cBbIle 3000 mut.

HUnvekyuonnolil winpuy — NepBUYHAs yIaKOBKa U3 MEIUIIMHCKOTO
CTEKJAa WM TOJUMEPHBIX MAaTEPHAIOB IIJIMHIPUICCKOU (QOPMBI C
KaHIOJIeOOpa3HbIM HOCHKOM, 0€3 WiIM ¢ (PUKCUPOBAHHOW WIJIOH,
MOIBUKHBIM TOPIIHEM CO IITOKOM, C 3aIUTHBIM KOJIAYKOM, OOBIYHO
UCIIONIb3yeMasi NIl BBEACHHS IMapEHTEPAJIbHBIX JIEKaPCTBEHHBIX (POpM.
NHBEKIIMOHHBIA IIPHUI] C JICKAPCTBEHHBIM CPEJICTBOM MPEACTABISAET
co00¥ peIBapUTEIHHO HAMTOJIHEHHBIHN IIMPUIL.

Kanucmpa — ynaxkoBka U3 NOJMMEPHOIO Marepuaia Wiud MeTala
C KOpIIyCOM, HMEIIIMM B CEYEHHH, TMapajuieibHOM [AHY, (opmy,
ONMU3KYI0 K MPSMOYTOJBHON WIJIM MHOTOYTOJIBHOM, C MPUCIIOCOOTICHHEM
JUISI TIEPEHOCA, CIIMBHOM TOPIOBUHON U KPBIIIKON C 3aTBOPOM.

[Ipumeuanue: CiuBHOE OTBEPCTHUE M YCTPOWCTBO AJIS MEpPEHOCA
O0OBIYHO pacrojararoTcsi B BEpXHEH yacTu KopIiryca Wi cOOKYy.

Kapmpuoow — nepBruHasi ynakoBKa U3 MEIUIMHCKOTO CTEKJIA WU
NOJIMMEPHBIX ~ MaTepuayioB, OOBIYHO  IWIMHAPUYECKOH  (HOpMBI,
MOAXOAIIAS JIJISl )KUAKUX WU TBEPABIX JTO3UPOBAHHBIX JIEKAPCTBEHHBIX
dbopM; mnpegHazHaYeHHAas, IIABHBIM OOpa3oM, Jis MCIOIb30BaHUS B
CIEHHUAIBHO CKOHCTPYUPOBAHHBIX ammaparax (Hampumep, MIpHil-
pyuKax).

Koumeiinep (epy3o60ii xommetinep) - €IWHUIA TPAHCHOPTHOTO
000OpyIOBaHUSI MHOTOKPATHOTO NPUMEHEHHs, MpeAHa3HAYeHHAs s
MEePEBO3KM W BPEMEHHOTO XPaHEHHUS TPY30B 0€3 MPOMEKYTOUHBIX

neperpys3ok, yaoOHas Uisi MEXaHU3WPOBAHHOW 3arpy3Kd M pasrpy3KH,

NOTPY3KHU U BBITPY3KH, BHYTPEHHUM 00BEMOM, paBHBIM 1M 1 Goee.
Koumeiinep nonumepnolti 0na  Kposu u ee KOMHOHEHMO8
OOHOKPAMHO20 NpUMEHeHUsi — YIaKOBKa, MPEICTaBIsAomas co0oi

3aMKHYTYI0  DJIACTUYHYI), TIE€PMETUYHYIO, CTEPWIBHYI) CHCTEMY
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OJHOKPAaTHOTO IPUMEHEHHUs, MNpPEAHA3HAYCHHYIO MJI1 B3STHS KpOBH,
pasneNnieHus ee Ha KOMIIOHEHTBI, XPaHEHHs, TPAaHCIOPTUPOBAHUS U
NEpeJIMBAaHUsI KPOBM M €€ KOMIIOHEHTOB; COCTOAINAs M3 OCHOBHOM
€MKOCTH ISl KPOBU M JIOTIOJHUTENIBbHBIX €MKOCTEW JJii KOMIIOHEHTOB
KPOBH M COCAMHUTEIBHBIX TpyOOK. Kaxkmas eMKOCTh YNaKOBKH HUMEET
HMITYUEPbl C BHYTPEHHUM MEMOpaHHBIM KJalmaHOM, OCHOBHAs €MKOCTb
MMEET y3€J B3STUS KpPOBH. Pa3nuuaroT ymakoBKY, COAEpPKaLlyl0 U HE
COJIEPIKAIIYI0 AHTUKOATYJISIHT

W/WIM  pacTBOp KOHCEpBAaHTa, a Takke OJHO, -IBYX, -TpeX U
YETHIPEXKAMEPHYIO YIIaKOBKY.

Konmypnas 6e3vauetikosas ynaxkoexa (cmpun) - TuOKasi yrnakoBKa
U3 KOMOMHUPOBAHHBIX MaTEPHAIOB C JIEKAPCTBEHHBIM CPEICTBOM,
3aleyaTaHHbIM ~ MEXIy JBYMs CJIOSMH YIIAKOBKH, M3 KOTOPBIX
JIEKapCTBEHHOE CPEJICTBO M3BJIEKAETCS ITyTEM pa3phiBa YIIAKOBKH.

Konmypnas aueiikosas ynakoexa (bnucmep) - rubkasi ynakoBka u3
KOMOMHUPOBAHHBIX MaTe€pUaioOB, COCTOAIIAS U3 ABYX CIOEB, OAWH W3
KOTOPBIX  MpEACTaBiIsAeT  co00Ml  TepMO(POpPMOBAHHBIE  SUCHKH,
noBTopsitone (GopMy yHaKoBbIBAEMOIO JIEKAPCTBEHHOIO Iperapara;
JEKapCTBEHHOE  CPEICTBO M3  YNAKOBKM  M3BJEKAETCS  IyTEM
BBIIABJIMBAHUS WJIA BCKPBITHSL.

Kopobka — ynakoBka U3 KapToHa WU MOJIMMEPHOTO MaTepuana,
UMeEroIlas KOpIyc pa3HooOpa3Ho (QopMBI, € IUIOCKHM JIHOM,
3aKpbIBa€Masi KJIalmaHOM MM KPBIIIKOW Chb€MHOM WIIM HA IApHUPE, WU B
dbopme obeqaitku.

Ilpumeuanue: 1.KopoOKy, BBITIOJIHEHHYIO W3 OJIHON 3aroTOBKH,
3aKpBIBAEMYIO KJIallaHAMM, JIOITYCKAeTCsl Ha3bIBATh NAUKOUL.

2.KopoOKky, 3akpblBaeMyl0 KpbIIIIKOW B ¢opMe obOeuaiiku,
JIOITYCKAETCsl Ha3bIBaTh NEHAIOM.

Meuwiok — TpaHCHOpTHasi MsTKas yIaKOBKa, MMEOIIAs KOPIyC B
dopMe pykaBa ¢ JHOM U OTKpPBITBIM BEpXOM (TOpPJIOBHHON) WIH
3aKPBITHIM BEPXOM C KJIAIIAHOM.

Ilakem — ymaxkoBKa, IpOU3BEACHHAas Ha OCHOBE Oymaru, (oJibru,

MMOJIMMCPHOI'0O Marcpuaja, UMCromas KopmnyCc B BUAC pyKaBa C THOM H

OTKpPBITBIM ~ BEPXOM, NPEUMYIIECTBEHHO THOKasi, cocTosmas u3
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MOBEPXHOCTEN, 0€3 UM C TUIOCKUM JTHOM, 3aKpbIBaeMasi Ha JHE WM IO
CTOPOHAM METOJIOM CKJICUBAHMS, TEPMOCBApUBAHUS WJIU CILIWBAHMUS;
BEpX MOXET OBITh 3aKphIT IIyTeM CIUIABICHUS MarepualioB, B
3aBUCUMOCTH OT MIpeIHa3HAYCHUSI.

Ipumeuanue: Tlaker HEOONBIION EMKOCTH JIOMYCKAETCs HAa3bIBAThH
naxkemuKkom, caue.

Ilpobupka — nepBUYHas yIaKkoBKa U3 MEIUIIMHCKOTO OECIIBETHOTO
CTEKJa, TMOJMMEPHOrO Marepuajia Wid MeTauia (ajJlOMUHUA), C
HWIMHIPUYECKUM KOPITyCOM, C IUIOCKMM WM BBIIYKJIBIM JTHOM, C
TOpPJIOBUHOM,  JuMamMeTp KOTOpOM  paBeH JMaMeTpy  KopIlyca,
YKyIOpHBaeMasi MPOOKON MM KPBILIKOW, BMECTUMOCTBIO O SMII.

Cmona  — TrpynmoBasi yHakoBKa, MpPeACTaBIAONIas coOoi
HAJO)KEHHBIE OJIHA Ha JAPYTYIO0, KaK MPaBHIIO, IJIOCKUE, OMHAKOBBIE IO
pasMepy, NoTpeOUTENbCKUE YIIAKOBKHU, HAIIPUMEp, TTAYKH.

Tyba — mepBUYHAs YNAKOBKa, W3TOTOBJIEHHAS M3 THUOKHUX
METAJUIMYECKUX, TOJIUMEPHBIX WM KOMOWHHUPOBAaHHBIX MAaTepUaJIOB,
UMEIoIIasi KOPITyC MPEUMYIIECTBEHHO HUIUHAPUIECKON (POPMBI € Y3KOI
TOPJIOBUHOM, YKyNOpUBaeMON KoJjmadykoM (OyIIOHOM), H JIHOM,
3aKpbIBAEMBIM  TIOCJI€  HANOJHEHHsI  JIEKAPCTBEHHBIM  CPEICTBOM.
BricBOOOXIeHNE JIEKAPCTBEHHOTO CPEJCTBA OCYLIECTBISIETCA 4Yepe3
TOPJIOBHHY IIyTE€M CHABIMBAHUS YIIaKOBKU.

Tiobuk-kanenvHuya — TEPBUYHAs YMaKOBKa W3 AJIACTUYHOTO
MOJUMEPHOTO MaTepHajia ¢ KJalmaHOM HIIM BUHTOBOW TOPJIOBHHOM, C
3alIMTHBIM KOJITIAYKOM, OOEeCleYrBaroias MPUHYIUTEIbHOE HCTEUEHUE
HaxoJsIIErocsi B HEW JIEKapCTBEHHOTO CpelcTBa (KUJKOCTH) 4Yepes
KarieoOpa3oBaTelib PU HaJAaBIMBAHUM HAa KOPIYC YIAKOBKHU.

@nakon — TIEpBUYHASI YMAKOBKAa M3 MEIUIIMHCKOTO OECI[BETHOTO
WIM CBETO3AIUMTHOTO CTEKJIAa WJIM MOJIMMEPHOIO Marepuasna, UMeromas
KOPITYC pa3HOOOpa3Hoi (OPMBI, PE3KO TMEPEXONAIIuii B TOPJIOBHHY,
IUaMeTp BEHUYMKA KOTOPOW 3HAYMTEIHHO MEHbIIE HUaMeTpa KopIryca, ¢
TUIOCKUM WUJTH BOTHYTBIM JTHOM.

@Dnakon-kaneibHUya —CUCTEMA  YIMAKOBKH, MPEACTABIISIONIAN
co0Ooli (pmakoH M3 MEIUIIMHCKOTO OECIBETHOTO WJIM CBETO3AIIUTHOTO

CTCKJIa WM TIOJIMMCPHOI0 Marcpuaiaa, ¢ BHUHTOBOM FOpHOBHHOﬁ,
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YKOMIUIEKTOBAaHHBI ~ HAaBUHYMBAEMOW  KPBIIIKOW M MPOOKOMA-
KarnejabHUIleH, oOecreynBaronell CBOOOAHOE WM NPUHYIUTEIHHOE
VCTEYEHNE KUJKUX JIECKAPCTBEHHBIX CPEICTB C 3aJaHHON CKOPOCTBIO.
Dnaxon uz mpyoku cmekisiHHOU (Opoma) — IEpBUYHAS yIIaKOBKa,
npeAcTapisomas coboil  (pnakoH ¢ [MIAJAKOW TOPJIOBUHOM U
OPSAMOYTOJIbHBIM BEHUHMKOM, MPEIHA3HAYEHHBIN [ YKYyNOpHUBAaHUS

HpO6KOﬁ 1 aJIIOMUHHEBBIM 3aKaTBIBAEMBIM HMIIM O0KUMHBIM KOJIIIAYKOM,

BMecTUMOCTBIO OT 5 a0 30 wmu. CopepkuMoe MapeHTEPATbHBIX
JIEKapCTBEHHBIX IMpenapaToB u3 (JIAKOHA, YKYIOPEHHOIO pPE3MHOBOM
MpOOKO, U3BIEKAETCS MyTEM MPOKAJIBIBAHUS TPOOKH UIJION.

@nsea  —  TpaHCHOpPTHas  MHOTOOOOpOTHAsl — YINAaKOBKa,
MpeAHA3HAYEHHAs] JJIsI  MHOTOKPAaTHOTO  IMPUMEHEHUS, HMEIoIas
UUIUHAPUYECKUN KOPIYC U IIMPOKYH LWIMHAPUYECKYIO T'OPJIOBUHY,
JUaMeTp KOTOPOW MEHbIIIE AUaMETpa KopIyca, ¢ MPUCIOCOOICHUEM IS
IIEPEHOCA U KPBILIKOMN C 3aTBOPOM.

UInpuy-mwobux — TepBUYHAS yHAKOBKAa M3  AJIACTUYHOIO
MOJIMMEPHOTO0 MaTepualia C HAHECEHHOM Ha TOPJIOBUHY pe3bood u
WHBEKIIMOHHOM MIJVIOW C 3allMTHBIM KOJIIAYKOM, OOCCIICUHBAIONIast
IPUHYIUTEIBHOE MCTEYCHUE HAXOMSIIETOCd B HEHW CONEPKUMOIO
(MHBEKIMOHHBIX PAcTBOPOB) 4Yepe3 UMYy TMpU CXKATHH KopIoyca
YIIAKOBKH.

Awux — TpaHCIIOPTHAsI JKECTKas YIAKOBKA C MPSIMOYTOJIbHBIMU
WIM MHOTOYIOJIBHBIMU CTOPOHAaMH, C JHOM, JABYMS TOPLEBBIMU U
OOKOBBIMHU CTE€HKaMH, C KPBILIIKON Ui O€3 Hee.

Ipumeuanue: 1.5muk 6€3 KpPBHIIKK C BBICTYHNAIOIIMMH WIH HE
BBICTYIAIOIIUMH YIJIOBBIMU IUITAHKaMU BBICOTOM He Oonee 130 mm
JOIyCKaeTCsl Ha3bIBATh JI0MKOM.

2.CTOpOHBI  fAIIMKAa MOTYT  COAEpKaTrb  OTBEPCTUSA  JUIA
MaHHUIYJSIUUY, BEHTWIALUH, JEMOHCTPALUNA COAECPKUMOTO.

Ilpumeuanue. 1IpuBeeHHBIN NIEPEUYEHb TUIIOB U BUIOB YIIAKOBKHU
HE SIBJISIETCS MCUYEPIBIBAIOIIAM, OH MOXKET JOIOJHATHCSA B COOTBETCTBUU
C YKa3aHUSMH JICUCTBYIOIIUX HOPMAaTUBHBIX JOKYMEHTOB.

Ilo mexanuueckum ceoiicmeam
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Kecmrasa ynakoexa- ymakoBka, ¢opmMa U pa3Mepbl KOTOpOH He
U3MEHSIIOTCS TPU HAMOJTHEHUH W YAAJICHUH COACPKUMOTO.
Msekas ynaxkoseka- ymakoBKa, (hopMa U pa3mMepbl KOTOPOMl M3MEHSIOTCS
IIPY HAMOJIHEHUH WJIW YAAJICHUH COIEPHKUMOTO.
Xpynkasi ynakoeéka- yNAKOBKa, YYyBCTBHUTENIbHAs K BO3IEHCTBUIO
JMHAMUYECKHUX HArpy30K.
l'ubkas ynaxoska- yNaKOBKa, HW3rOTOBJIEHHAs W3 JIETKO CrUOaeMbIX
yIaKOBOYHBIX MaTepuajoB Ha OCHOBe Oymaru, (poiabru, IMOJIUMEPOB,
KapTOHa.

JJIeMeHThI YIIAKOBKH

Tapa — OCHOBHOW DJJIEMEHT YIIAKOBKHM, IPEAHA3HAYEHHBIN U1
pa3MeIleHusl JEKapCTBEHHBIX CPENICTB, KOHCTPYKIHSI KOTOPOTO MOXKET
npeaycMaTpUBaTh HAJIMYME YKYMOPOUYHBIX CPEACTB ISl CO3JaHUS
repMETUYHOCTH WJIM 3aMKHYTOTO MTPOCTPAHCTBA.

Ykynopounoe cpeocmeo- w3snenue, npegHA3HAYEHHOE IS
YKYNOPUBaHUS YIAKOBKU U COXPAHEHUS €€ COAEP>KUMOTO.

VYKynopo4HbIE CpEICTBa HMMEIOT pa3nuuyHblii  Bua  (dopma,
BHEIIIHKE OYEPTaHUs) U TUII (MaTepuaj u MOJIEIb).

OCHOBHBIC BUIBI U THUITBI YKYTTOPOYHBIX CPEICTB:

Ilpobka — yKyNOpO4HOE CpElICTBO, BCTAaBISIEMOE BHYTPh
TOPJIOBUHEI Taphl.

Kpviwika- ykynopouHoe CpeiacTBO, 3aKpeIiieMoe IO BCEMY
Hapy>KHOMY NIEPUMETPY BepXa WU Taphbl.

bywon -xpbllika, HABUHYMBaeMas Ha TOPJIOBUHY TYOBI.

IIpobxa-kpwiwika- yKyNOpPOYHOE CPEICTBO, COCTOSIIEE UX ABYX
yacTel — BepXHEH KPBIIIKA U BHYTPEHHEN TTPOOKH.

Konnauok — yKynmopoyHOe€ CpEeACTBO, HaJAEBAaEMOE  WJIHU
HAaBUHYMBAEMOE Ha BEHYMK FOPJIOBUHBI Taphl.

Cpeocmeo 0o3uposanusn (0ozamop, 0o3upyrouee yCmpoucmeo) -
(GYHKIIMOHAJIBHOE  YCTPOMCTBO ISl OTMEpHUBAHUS  (JI0O3UPOBAHUS)
3alaHHOM Macchbl WM OObEMa JIEKapCTBEHHOIO Mpernapara, KOTOpoe
MOXET OBITh  DJIEMEHTOM  YKYIIOPOYHOTO  CpelcTBa  (BCTaBKH-
KalleJIbHUIIBI, TJIa3HBIC W HA3aJdbHBIC KAMNCIbHHUIIBI W Jp.) WU

CaMOCTOATCIIbHBIM KOMIIOHCHTOM YIIAKOBKH (MCpHLIe J'IO)KKI/I/JIO}KG‘IKI/I,
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MEpHbIE KOJMAYKW/CTaKaHYMKH, IINPUIEBBIE 103aTOPbI, IHUIETKH,
anIJIMKaTOpbl BATMHAJIBHBIE U PEKTAJIBHBIE U AP.).

['panyupoBka CpeACTB [03UPOBaHUS JODKHA OBITH YETKOM,
HecTupaeMoil.  JIOJbKHO ~ OBITh  TapaHTHMPOBAHO  COOTBETCTBHE
PEKOMEHJIOBAaHHON K MpHEMYy J03bl JIEKAPCTBEHHOIO IIpernapara Tou
703€, KOTopasi OyJeT OTMEpEHa C IMOMOILBIO JO3UPYIOIIEr0 YCTPOHCTBA
YIAKOBKH U JOCTaBJICHA MALIUEHTY.

Hacaoka-0o3amop — yKylOpPOYHOE CPENCTBO, YacTh KOTOPOIO
BIABIMBAETCS BHYTPh TOPJIOBUHBI yNAakOBKM (Tapsl) W  IpH
Ha/JaBIMBaHUM Ha DJaCTUYHBIA KOpPIYC O3TOM YNAakoBKU (Tapbl)
o0ecreynBaeT MPUHYOUTEIBHOE HCTEUYEHUE >KHJIKOTO JIEKAPCTBEHHOTIO
CpEICTBa J103aMHU.

Hozamop-oepanuuumeny -  (QyHKUHOHAIBHOE  YCTPOWCTBO
YIAKOBKH, IpeIHa3HAYEHHOE s OTMEpHUBAHMUS ’KHUJIKOTO
JIEKapCTBEHHOIO CpeACTBA MO 00BbEMYy M MPENSATCTBYIOUIEE WIIN
3aTPYIHSIOLIEE IOBTOPHOE 3aII0JIHEHUE YITAKOBKHU.

Cpeocmeo  Odocmaeku  J1eKApCMEEHHO20  npenapama  —
(yHKLIMOHAIBHOE YCTPOMCTBO, JJIEMEHT YNAKOBKU (YKYIIOPOYHOIO
CpelicTBa), O0eCIeuYnBarOUIMil TOCTaBKy JIEKAPCTBEHHOIO Ipernapara K
MECTY €r0 BBE/ICHUS.

A3po3onbHuiil Kaanan - 3aTBOP JUISL a3PO30JBbHOM  YIIAKOBKH,
COXpAHSIOLIMI [aBJICHHE BHYTPU YHNAKOBKM W TIO3BOJSIOUIMI IIpH
Ha)KaTHH MPOBOJUTH PACHbLICHUE YITAKOBAHHON MPOAYKIUH.

Jozupyrowuii  xnanan  0ns  aspo3oneil  SBISETCS  CIOKHBIM
AIIEMEHTOM YIIaKOBKH, OOECHEYMBAIOUINM JIO3UPOBAHUE M JOCTABKY
JIEKapCTBEHHOTO INpenapaTa K MECTY €ro BBE/ICHUS.

3awummnoe npucnocodnienue - SIEMEHT YKYIIOPOUHOIO CPEJCTBA,
IPEJOXPAHSIONIMN YIIAKOBKY OT HECAHKI[MOHMPOBAHHOTO BCKPBITHS H
o0ecrneynBaroIid BU3yaJbHbII KOHTPOJIb IEPBOTO BCKPBITHSI.

3alUTHBIMUA  TPUCIIOCOOJIEHUSIMU  YTIAKOBKU  SIBJISIFOTCS:  JIUCK
BBIJIBUKHOTO  KJIallaHa, MPeIOXPAaHUTENbHOE KOJIbLO, KOHTPOJIBHOE
CTOIIOPHOE KOJIBIO, OTPBIBHON MOsICOK, mepdopauus, memOpaHa u3

¢donbru u T.1I.
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I'epmemusupyiouwee npucnocobnenue — dIEMEHT YKYIIOPOYHOTO
CPENCTBa, MPEIOXPAHSIOIINNA CONEPKUMOE YIAKOBKM OT IMOTEPU U OT
BO3JICHCTBUAS ~ BHENTHUX  KIUMaTHYeCKUX  (PakTopoB  (KPBIMIKU
CaMOYTUIOTHSIFOIIUECS, KPBIIIKU C TEPMETUIUPYIOIIUMHU MPOKIAJAKAMU,
KPBIIIKH CO BCTABKOM M3 CHJIMKAreJsl U JIp.).

llpoknaoka  yniomuumenvHas - JJIEMEHT  YHaKOBKH,
NPEICTABISIIONINNA COOOM TUIOCKHM WM penbedHbIl TOPU30HTANIbHBIN
BKJIQJIBIII B BUJE JIMCKA WM KOJIbLIA, IPEAHA3HAYEHHBIN I IJIOTHOTO
COEIMHEHHUs (TepMETH3alM1) YKYIIOPOYHOIO CPEACTBA C MOBEPXHOCTHIO
Taphl.

OO0mue TpeOOBaHNS K YIIAKOBKE JIEKAPCTBEHHBIX CPEACTB

VYnakoBKa JEKapCTBEHHOTO CPEACTBA JOJDKHA OBITh HAJIJICKAIIIETO
Ka4eCTBa.

VYnakoBka Y COCTaBISIIOIIME  YIAKOBKY DJIEMEHTHI  (Tapa,
YKYIIOPOYHBIE CpEACTBAa H Jp.), JOJDKHBI OBITh BBINOJHEHBI B
COOTBETCTBMM ¢ TpeOOBaHUSIMHU JCHCTByromux B  Poccuiickoi
®degepaliuu CTAaHAAPTOB MO YTBEPKJICHHBIM B YCTAHOBJICHHOM MOPSIKE
HOPMATUBHBIM JIOKYMEHTaM (W/WK 4YepTekaM) Ha YIaKoBKY (Tapy,
YKYIIOPOYHBIE CPEJCTBA U JAp.) JJIsl KOHKPETHBIX BHJIOB MPOTYKIIUH.
®opma  (KOHCTPYKIIUS), pa3Mepbl, JOMYCTUMbIE OTKJIOHEHHUS OT
pa3MepoB YNAKOBKM M COCTABIAIONIMX €€ 3JIEMEHTOB, a TaKke
peraMeHTUpyeMble TTOKa3aTelu KauecTBa U O€30MaCHOCTU YIAaKOBKHU U
DIIEMEHTOB YITAKOBKH, JOJDKHBI OTBEUaTh TPEOOBAHUSM JICHCTBYIOIINX
CTaHJIapTOB.

JInsi mpou3BOACTBA YHAKOBKM M COCTaBISIOIIMX €€ 3JIEMEHTOB
JNOJDKHBI TIPUMEHSATHCS YIAKOBOYHBIE MaTepHUaibl, MNPUTOAHbIC I
KOHTaKTa C YIAKOBBIBAEMOW MPOAYKUWEW, B COOTBETCTBHH C
TpeOOBaHUSIMU  CTaHAAPTOB M TEXHUYECKOM JIOKyMEHTAllMM Ha
KOHKPETHbIC BHJIbl YMAKOBKM U PEKOMEHAAIMSAMH MO HCIOIb30BAHUIO
ONpENEICHHBIX BHUJOB YNAKOBOYHBIX MAaTEpUaJiOB I  YIAKOBKH
JIEKapCTBEHHBIX CPEJCTB. YMAaKOBOYHBIC MaTepuajbl JODKHBI OBITh
HETOKCUYHBIMU, COBMECTUMBIMH C JIEKAPCTBEHHBIMH CPEICTBAMHU,
paspeiieHHbIMU Mun3apaBoM Poccuum K NpPUMEHEHHIO B KOHTAKTE C

HUMU.
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Marepuanbl MepBUYHONM M BTOPHUYHOM YHAKOBKH JOJDKHBI OBITH
paspenieHsl JUisl IPOU3BOCTBA JAHHOIO BHJ1a YIIAKOBKU C yYE€TOM ITyTH
BBEJCHUS JIEKAPCTBEHHOro Ipemnapara. [lepBuyHble yIIaKOBOYHBIE
MaTepHuaibl JTOJKHBI OBITh BBIYIEHBI C YYETOM MpPaBUJl HaJUIeKallel
pou3BOCTBEHHOM NTpakTuku (GMP).

DU3NKO-XMMHYECKUE M MEXAHWYECKHE CBOMCTBA YIIAKOBOYHBIX
MaTepuasoB, WCIOIb3YEMBIX I NEPBUYHOM M BTOPUYHOM YIAKOBKH
(papManieBTUUECKUX CyOCTaHIMM, JIEKapCTBEHHBIX IIpenaparoB AJis
MEIULIMHCKOTO NMPUMEHEHNS U BCIIOMOTATEIbHBIX BEIIECTB ONPEIEISIOT
Ha craauu (apManeBTUYECKOW pa3pabOTKM U IPOU3BOICTBEHHOIO
IIpoIEcCa JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C HOPMAaTUBHBIMH
JOKYMEHTAMH Ha YIIAKOBOYHBIE MATEPUAJIBI.

VYnakoBka IOMKHA OBITH OJHOW W TOW e AN KaXAOW CepHH
YIaKOBBIBAEMBIX JIEKAPCTBEHHBIX CPEICTB.

VYnakoBKa JIEKapCTBEHHBIX CPEACTB JAODKHA OBITh YMCTOM, CYXOM,
0€e3 MOCTOPOHHMX 3aIaXOB.

VYnakoBka JOKHA OOecneunTh coxpaHeHue 3¢GEGeKTUBHOCTH,
KauecTBa U OE30MACHOCTH JIEKAPCTBEHHOTO CPE/ICTBA HA BCEX 3TAIlaxX €ro
oOpalieHus: OHa HE JOJDKHA IMPUBOAMTH K IOTEPE JIEKAPCTBEHHOIO
CpEICTBa, B TOM 4HUCIE, NOCpeACcTBOM U (y3un UM NPOHUKHOBEHMS
JIEKapCTBEHHOTO CPENICTBA Yepe3 Hee; ObITh JOCTATOYHO MPOYHOM, YTOOBI
yAEpKHUBAaTh  COAEPKUMOE MpU  OOBIYHOM  HCIIOJIB30BAaHUU; HE
MU3MEHATHCS NOJ AEHCTBUEM KOMIIOHEHTOB JIEKAPCTBEHHOTO Mpenapara.

VYnakoBka [JODKHA 00J7azaTh CBOWCTBAMM, 3allUIIAIOIIMMU
JIEKapCTBEHHOE CPEACTBO OT HEOIArompusTHOrO BO3AEUCTBUSA (HaKTOPOB
BHEIIHEW  Cpelbl, CHOCOOHBIX TOBIUATH HAa  KA4ECTBO  WIH
3p(GEeKTUBHOCTh  JICKAPCTBEHHOTO  CPENCTBA, TaKUX Kak  CBET,
TeMIepaTypa, arMoc(epHble Ta3bl U Mapbl BO3ayXa (KUCIOPOA, yIiepoaa
OKCHJIBI, BJara W [p.), MUKPOOHOJIOTHMUYECKOE 3arpsi3HEHUE; a TaKxke
OpPENATCTBOBaTh ~ IPOHUIAEMOCTH  (IPOHUKHOBEHHIO)  YKa3aHHbIX
(akTOpOB K JIEKAPCTBEHHOMY CPEIICTBY 4epe3 MaTepuajbl yMaKOBKH U
YKYIOPOYHBIE CPEICTBA. YIIAKOBKA JIOJDKHA 3alIUINATH JIEKAPCTBEHHOE

CPEeACTBO OT (PU3UUECKOTO (MEXaHUUYECKOTO) MOBPEKICHUS.
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VYnakoBka JoiKHA OOECIeYrMBaTh COXPaHEHHE Macchl (0Obema),
KauecTBa M CTAaOWJIBHOCTU JIEKAPCTBEHHOIO CpEACTBa (coleprkaHue
JEMCTBYIOIIETO BEIIECTBA B Mpeeiax, yCTAHOBICHHBIX (hapMaKOeHHON
CTaTbeil) B TEUEHHE YCTAHOBJIEHHOTO CPOKAa TOJHOCTH B 3asBICHHBIX
YCJIOBUSX XPaHEHUSI.

BriOpanHble BUI U TUN YIIAKOBKU HE JIOJKHBI B3aUMOJIEHCTBOBATD
¢u3nuecKkn WM XUMHYECKHM C  JIEKAPCTBEHHBIM  CPEICTBOM,
HaXOASIIUMCS BHYTPH YIIAKOBKHM, YTO MOYKET MPHUBECTH K HU3MEHEHUIO
Ka4yecTBa MOCJIEIHETO.

BoiOpannble  aJie  yHakoBKM — JIGKAPCTBEHHOTO  Ipemnapara
YKYIIOPOYHBIE CPEACTBA JIOJKHBI OBITh MHEPTHBI MO OTHOUIEHUIO K
COJIEP)KUMOMY YIAKOBKM, 0O€CleuuBaTh HANIEKHOCTh YKYNOPKH, HE
ObITh ~ TPUYMHOW  HEKEIATCTLHOTO  B3aWMOJICHCTBUS  MEXIY
COJIEPKUMBIM YIIAKOBKHU M BHEIIIHEW CPENION.

Mexnay »sileMeHTaMu NEPBUYHON YHNAKOBKM U KOMIIOHEHTaMU
JEKAPCTBEHHOTO  CPEICTBAa,  BKJIIOYAIOIIMMHM  JEHCTBYIOIIME U
BCIIOMOTaTeNIbHbIE  BEHIECTBAa, B  TOM  YHUCJIE  PACTBOPUTEINH,
UCIIONIb3yEMblEe B Pa3UYHBIX JIEKAPCTBEHHBIX (OpMax, BO3MONKHO
MHOKECTBO BEPOATHBIX B3aUMOAECHCTBUI, BKIIFOUAS:

-BBICBOOOKJIEHHE (HAmpUMep, BBIIMIETAUUBAHUE) XUMUYECKHUX
BEILIECTB U3 3JIEMEHTOB YIIaKOBKHU;

-BBICBOOOK/ICHNE BUIUMBIX/HEBUAMMBIX YaCTHII;

-abcopOmmst wim  amcopOnus KOMIIOHEHTOB —JIGKAPCTBEHHOTO
CpencTBa MaTepuaiaMy yIAaKOBKH U €€ 3JIEMEHTOB;

-XUMUYECKOE B3aUMOCHCTBUE MEXKY JIEKAPCTBEHHBIM CPEJICTBOM
Y DJIEMEHTAMHU YIIaKOBKU;

-pa3pyllieHHEe  DJIEMEHTOB  YMAKOBKA TMPU  KOHTAKTE C
JIEKAPCTBEHHBIM CPEACTBOM;

-BJIMSIHUE MIPOU3BOJICTBEHHOTO npoiiecca (Hanpumep,
CTEpUJIM3allK) Ha YIAKOBKY H T.I.

VYhakoBka JIOJDKHa 00€CHEUYUTh COONIIOICHHE OCOOCHHOCTEH
YCJIOBUM XpaHEHUS JIEKAPCTBEHHOIO CPEACTBA B COOTBETCTBHHM C
nokaszareneM «XpaHeHue» (apMakONeHHONW CTaThU WM HOPMAaTHBHOMN

JIOKyMEHTAIINH.
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MapkrpoBKa, HAaHECEHHAas Ha YIAKOBKY, JOJDKHA OO0ECHEeYUTb
UACHTU(UKALIUIO  JIEKAPCTBEHHOTO  CpEACTBA U MPENOCTaBUTH
YCTaHOBJICHHBI HOPMAaTHBHBIMU JOKYMEHTaMH 00beM HH(POpMAIMH O
JIEKapCTBEHHOM  CpPEACTBE  IOTPEOUTEINIO 17§ CIEUAIIACTAM,
OCYLIECTBIISIOIINUM C HUM padoTy.

VYnakoBka JOKHA CIIOCOOCTBOBAaTh 3allUTe MMOTpeOUTens ot
ITOZIJIEIIKH, danbcuduxanmn, IIPENOTBPALLICHUS BCKPBITHS
JIEKapCTBEHHOTO CpPEJICTBA [0 HMCIOJB30BaHMS, a Takke 00ecleyuTh
yI0OCTBO 1 OE€30MAaCHOCTH MPHU €0 UCIIOIb30BaHUH.

Jlo3upoBaHHasi yakoBKa JOJKHA 00€CTIeUUTh J103UPOBAHHOE HIIU
ITOLITYYHOE U3BJICUCHHE JICKAPCTBEHHOIO CPECTBA.

VYakoBka J0JKHA HWMETh ICTETUYHBIN BHEIIHUM BUJ, yIOOHOMH
JUIsl TPAHCTIOPTUPOBAHUS U XPAHEHMS, JKOHOMUYHOM U COOTBETCTBOBATH
COBPEMEHHBIM JKOJIOTHYECKUM HOpPMaM, TpeOdoBaTb MHHUMAIbHBIX
3aTpar Ha yTUIN3ALMIO.

YnakoBka, npeaHa3HAYEHHAas TUISt HapKOTHYECKHUX "
IICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEICTB, paanodapMareBTHIECKUX
JIEKAPCTBEHHBIX IMPENAapaToB M HEKOTOPBIX JAPYIHMX JIEKAPCTBEHHBIX
CPEJIICTB, JIOJDKHA COOTBETCTBOBAaTh TPEOOBAHUSAM, MNPEABSIBISEMBIM K
HEl COOTBETCTBYHOIMMH DenepanbHbIMU 3aKOHAMH W HOPMATHBHO-
IIpaBOBBIMM aKkTaMu Poccuiickon @enepanumu.

YnakoBoYHbIe MATePHAJIbI

VYnakoBOUHBIM MaTepuan — J000W Marepualn, MpeaHa3HaueHHBIH
JUISl TIPOM3BOJICTBA YNAKOBKM M DJIEMEHTOB YIIAKOBKHU JIEKAPCTBEHHOIO
npernapara,  (apmareBTUYeCKo  CyOCTaHIMM, BCIOMOTATEIBHOTO
BEILECTBA WU IPOMEKYTOUYHON MPOTYKIINH.

B 3aBMCHMOCTH OT HAJIMYKS MPSAMOIO KOHTAKTA C JIEKAPCTBEHHBIM
CPEIICTBOM (JIEKApCTBEHHOM (HOpPMOIi) yIMaKOBOYHBIE MaTepHUasIbl MOTYT
OBITh IEPBUYHBIMU U BTOPUYHBIMH.

OCHOBHBIM CBIPbEM YIIAKOBOYHBIX MaTepuasoB TUTS
JIEKAPCTBEHHBIX CPEICTB SIBISIOTCS CTEKJIO, MOJMMEPHBIE MaTepHallbl,
AIIaCTOMEpPHBIE MaTepualibl, MeTaIlI, OymMara, KapToH.

VYnakoBOYHBIE MaTepHalibl, COCTOSIIIME W3 JIByX M Oojee BHUIOB

CBhIPbiA, OTHOCAT K KOM6I/IHI/IpOBaHHBIM YIIAaKOBOYHBIM MaTCpHrajiaM.
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Cmekno

Crekno sBAseTCs NEPBUYHBIM YIAKOBOUYHBIM MaTEpPHAIOM IS
MIPOU3BOJICTBA  OJHOTO W3  OCHOBHBIX  DJIEMEHTOB  YIAKOBKH
JIEKAPCTBEHHBIX CPEJICTB - CTEKJISTHHOM Taphl.

[IpumeHsOT  pa3iIWyHble  MapKd  CTEKJIa  MEAUIMHCKOIO,
OTJIIMYAIOIIMECS] MEXTYy CO0O0M M0 XUMUYECKOMY cOCTaBy. Bbeibop mapku
CTEKJIa 3aBUCUT OT (PUNKO-XUMHUYECKUX CBOWCTB, CIIOCO0A MPUMEHEHHUS
U JIpyTUX  XapaKTePUCTUK  JIEKAPCTBEHHOTO  CpPEACTBA  W/WIM
JIEKapCTBEHHOM (DOPMBI, KOHTAKTUPYIOIIUX C MEPBUYHBIM YITAKOBOYHBIM
MaTEPHUAIOM - CTEKIJIOM.

Jlnst mapeHTepalbHBIX JIEKAPCTBEHHBIX IPENaparoB  OOBIYHO
UCIOJIb3YIOT OECIIBETHOE CTEKJIO, KOTOpPOE 00ECIeYrBAET BO3ZMOKHOCTD
OCYILIECTBJICHUSI BU3YyaJIbHOIO KOHTPOJS 3a CONEPKUMBIM YIAKOBKHU.
AHAJIOTUYHBIE PEKOMEHIAIMU YCTAHOBJIEHBI B OTHOLIEHUU IMEPBUYHOU
YIAKOBKH M3 CTEKJIA JIJISl HOPOIIKOB JUIsl HAPEHTEPAIbHOIO IPUMEHEHHS.

Mapka cTekna MEOUIHUHCKOTO, Kak [paBWIO, YyKa3aHa B
(apMakoneliHoil cTarbe WIM HOPMATHBHOW JOKyMEHTAaIlMM Ha
JIEKapCTBEHHBIN IIpenapar.

Crexiio mapku XT n XT-1 sBisercss XUMUYECKH U TEPMHUYECKU
CTOMKHM, MCHOJB3YyeTCs I MPOW3BOACTBa ImpuieB. CTEKIO0 Mapku
XT-1 Takke MOXET OBITh HCIIONB30BAHO JJISI MPOU3BOJICTBA OyTHIIOK
JUISL XpaHEHUs] KPOBH, TPAaHC(Y3UOHHBIX U MH(PY3MOHHBIX MpEnaparoB u
amITy.

Crexno mapoxk HC - st0 HeltpanbHOe ctekino. Mapku HC-1,
HC-1A u HC-3 ucnonb3yroT 115 IPOU3BOACTBA aMIyl U (DIaKOHOB, ITPU
ATOM CTEKJIO MAapKH HC-3 MOXHO HCNONB30BaTh MJIi pPacTBOPOB
BEIIECTB, IMOJABEPraloOlIUXCsA TUIAPOIN3Y, OKHUCICHHUIO U TOJ0OHBIM
U3MEHEHUAM, B TOM YHUCJE B IINpHUIax, a ctekio mMapku HC-1 — mns
pPacTBOPOB BEILLECTB, MEHEE UYBCTBUTEIBHBIX K HIesnodaM. becuseTrHoe
MenuiuHckoe crekino Mmapok HC-2 m HC-2A npennasHadueHo, Kak
MpaBWiIO, IJs TPOU3BOACTBA OYTBUIOK CTEKJISIHHBIX [UISl XPAaHEHUS
KpPOBH, TpaHC(Y3UOHHBIX U MH(Y3MOHHBIX MPENnaparoB U a’po30JIbHBIX

OaJUJIOHOB.
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Crexno mapku Ab-1 — sT0 ammymbHOE, Ge300pHOE, MIETOYHOE
CTEKJIO, HCIMOJb3yeMOE, B OCHOBHOM, JUIsl TIPOM3BOJCTBA aMIIYI,
(1akoHOB.

Crexino mapku CHC-1- cBeTo3amuTHOE HEUTPAIbHOE CTEKIJIO IS
MIPOU3BOJICTBA aMIyJ JJIs1 PACTBOPOB CBETOUYBCTBUTEIbHBIX BEIIECTB.

Jlnst mpou3BoacTBa 0aHOK U (JIAKOHOB, UCIIOJIB3YEMbIX B KaUeCTBE
MEPBUYHON YNAKOBKHU JICKAPCTBEHHBIX CPEJCTB, HE TPEOYIOIMIMX
CTEpUIN3AIMH, aCENTUYECKOro MPUTOTOBJICHHS U HE MpeJHa3HAYCHHBIX
JUIsl TIApEHTEPaJIbHOTO MPUMEHEHHUS, UCIIOJb3YIOT, KaK MPaBUIO, CTEKIIO
meaurmHckoe Mapok MTO (MenuuuHCKOE TapHOE O0eCIBEYEHHOE), a
JUISl CBETOUYBCTBUTENBHBIX BELIECTB - OKpalleHHoe cTekiao Mapok OC,
OC-1 (opamxeBoe TapHOe).

XHWMHUYECKUH COCTaB, (PU3HKO-XMMHYECKHUE CBOMICTBA CTEKJIa
MEAUIIMHCKOTO JIOTKHBI COOTBETCTBOBATh YCTaHOBJICHHBIM
TpeOOBaHUSIM, MEPEUYEHb U KPUTEPUU MPUEMIIEMOCTH KOTOPBIX 3aBUCST
OT MapKH CTEKJIa METUIIMHCKOTO (OT MPEANoIaraeMoro UCroiab30BaHus).
JI71s1 OIIEHKM Ka4ecTBa MEAMIIMHCKOIO CTEKJa MPOBOJSAT €r0 UCIBITAaHUS
0 TaKUM IIOKa3areasiM KakK, TepMUYECKas CTOMKOCTb, KOA(DUIIMEHT
JUHEWHOTO TEMJIOBOIO PAaCUIMPEHUs, IUIOTHOCTh, BOJAOCTOUMKOCTb,
IeJI04YE€CTONKOCTb.

@®opMa (KOHCTPYKIIUS), BHEIIHUN BHUJ, OCHOBHBIC MapamMeTphbl U
pa3Mepbl, BMECTUMOCTh, Macca, a TaKXKe Jpyrue TMoka3aTesd KayecTBa
TOTOBOM YMakKOBKH (SJIEMEHTA YIMAKOBKH) JOJKHBI COOTBETCTBOBATH
TpeOOBaHUSIM JIEUCTBYIONIMX CTAaHJAPTOB Ha OSTOT BHJl YIAKOBKHU
(27IEMEHT YyIaKOBKH).

VYhakoBKa M3 CBETO3AIIMTHOIO CTEKJIa JOJKHA COOTBETCTBOBATH
YCTAHOBJICHHBIM TPEOOBAaHUM IO CBETO3AIIUTHBIM CBOMCTBAM.

IHonumepnvie mamepuainni

[lonumepHble Marepuaibl HAXOJAT IIMPOKOE MPUMEHEHHUE B
IIPOU3BOJICTBE YIMAKOBKHU JIJIsl JICKAPCTBEHHBIX CPEACTB M Pa3TUUYHBIX
AJIEMEHTOB YIMAKOBKU - Tapbl, YKYMOPOYHBIX CPEACTB, CPEICTB

AO3HUPOBAaHUA U NJOCTAaBKH, BCIIOMOI'AaTCIIBHBIX YIIAKOBOYHBLIX CPCICTB U

Ap.
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[lonumepHble  MaTepuanbl MOTYT OBITh  MEPBHUYHBIMU U
BTOPUYHBIMH YIIAKOBOYHBIMHM MaTE€pHATAMM.

JUis  JIeKapCTBEHHBIX CPEICTB B  KA4ECTBE  YIAKOBOYHBIX
MaTEepUaIOB HCIIOJIB3YIOT OIPEACIICHHBIE BHJBI U MapKH MOJIUMEPHBIX
MaTepHaJIOB, pa3pelIeHHbIX K NpuMeHeHuto. Jlis mnpou3BoacTBa
YIAKOBKM ¥  DJIEMEHTOB YIIAKOBKM MCIOJB3YIOT  IOJUIIPOIIMIIEH,
MOJIMATUJIEH HHU3KOTO W  BBICOKOTO JIABJIEHUS M HUX CMECH,
HNOJIUBUHWIXJIOPHU], MNONMITUWICHTEpePTaANaT, MOJIUCTUPOI U Jpyrue
MOJINMEPHBIE MaT€pUAIBL.

B cocraB ynakoBOUHBIX MOJIMMEPHBIX MAaTepHUaoB MOTYT OBITh
BKJIFOUEHBI CIIEHUAJIbHbIE J00aBKH, COCTOSIIME W3 AHTHUOKCHJIAHTOB,
CTaOUIN3aTOpPOB,  IUIACTU(UKATOPOB,  CMA3bIBAIOUIMX  BELIECTB,
KpacuTenei, MoIu(pHUKaTopoB yIapHOH IPOUHOCTH U JIp.

ITpu BBIOOpPE MNOAXONALIETO BHJA M MapKd IOJIMMEPHOTO
MaTtepualia, MNpPEeJHA3HAYEHHOTO i1 IPOU3BOJICTBA YMAKOBKM H €€
AJIEMEHTOB JUIsl KOHKPETHOI'O JIEKAPCTBEHHOTO CPEJCTBA, HEOOXOIHMMO
UMETh MH(POPMAIUIO O €r0 XMMHYECKOM COCTaBe, (PU3MKO-XUMUYECKHUX
U TOKCHKOJIOIMUECKHX CBOWCTBaX, YTOOBI OLIEHUTh IMOTEHIMAJIBHBIN
PUCK TPpH MCHOJB30BAHMM B KayeCTBE YIAKOBOYHOI'O Marepuaia,
O0COOEHHO IEPBUYHOTO.

[TepBuunas MOJINMEpHas yIaKOBKa, KaK IPaBUIIO,
YKOMIUIEKTOBaHa  IIOJIMMEPHBIMM  YKYIIOPOYHBIMH  CPEICTBaMH,
MPEICTABISIIOIIMMU CO00M pa3anyHble KOHCTPYKIIUHU KPBIIIEK U MPOOOK
C IO3UPYIOUIUMH, T€PMETUZUPYIOIIMMH U IPYTUMHU yCTPONHCTBAMH.

[lepBuyHass monuMepHass YMAakOBKa JUISl  HapeHTEpajbHBIX
pacTBOpPOB NpeAcCTaBisgeT co00M (akoH, OyTBUIKY MM IAKET,
MIOMEIICHHbIM, B YCTAHOBJIEHHBIX CIy4yasX, B MELIOK W3 IUICHKH
nonuMepHou. I1o CpaBHEHMIO CO CTEKJISIHHOW, IOJMMEpHas YIIaKOBKa
UMeEEeT HEKOTOphbIEe MPEUMYIIECTBA: OHA HEOBIoIascs, THOKas U Jierkas,
YTO 0COOEHHO Ba)KHO B Cllydae BbIOOpa YNAaKOBKHU JJIsl MAPEHTEPATIbHBIX
pacTBOpoB. BMecTe ¢ Tem, pu BeIOOpE YHAKOBKH JJIsl TApEHTEPATIbHBIX
pacTBOpPOB  CIE€AYeT YYMTBIBaTh CBOMCTBO  IOJYIPOHUIIAEMOCTHU

IMOJIMMCPHBIX YIIAKOBOYHBIX MATCPUAJIOB.
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[TomumepHass ymakoBKa ©  DJEMEHTHI  YIMAKOBKH  JOJDKHBI
COOTBETCTBOBATh TPEOOBAHMAM JCHCTBYIOIIMX CTaHIAPTOB HA 3TOT BUJY
ynakoBku. [lokazarenm kadyecTBa W KPUTEPUH  TOTPEIIHOCTH
YCTaHOBJICHBI B HOPMATUBHBIX JIOKYMEHTaxX JJisi KOHKPETHBIX BHUJIOB
VIAKOBKA B 3aBUCHMOCTH OT €€ Ha3HAuUCHHWs U  XapakTepa
yIaKOBBIBAEMBbIX JIEKAPCTBEHHBIX CPEICTB.

Anacmomepnwle Mamepuanl (pe3umna, CUTUKOHOBbLE
anacmomeput)

DnacToMepHBIC MaTepuaibl HCIONB3YIOTCSA, B OCHOBHOM, Kak
NEPBUYHBIA YINAKOBOYHBIM Marepuai JJis MPOU3BOACTBA YKYIOPOUYHBIX
cpenctB. IlpeacraBmsitor co0oif  CIOXHBIA ~ MHOTOKOMITOHCHTHBIHN
NOJMMEPHBIM AIIACTUYHBIM MaTepuall, BKIIOYAIOUIUN 31aCTOMEPHYIO
COCTABJISIONTYIO U PAa3IMYHbIE TOOaBKH.

OcCHOBHBIE  CBOMCTBA M  XapaKTEPUCTHKU  AJIACTOMEPHOTO
MaTepualia CyIIECTBEHHO 3aBHCAT OT COCTaBa W THUIA BYJIKaHU3AIUU
(cimBaHus) ee 6a30BOTO 3JacTOMEpPa, a TakkKe OT J00aBOK, BBOJMMBIX
JUIsE  O0eCTICUeHUsST 3aJaHHBIX CBOMCTB (YCKOPHUTENH, HAIMOJHHUTEIH,
IUIACTU(PUKATOPBI, MSATUYUTENH, CTAOMIN3aTOPhl, AHTUOKCUJIAHTHI U Jp.),
KOTOpPBIE MOTYT COCTaBIIATH 10 50% 31acTOMEPHON CMECH.

B npousBoicTBE pPE3MHOBBIX MPOOOK, MpEIHA3HAUYCHHBIX IS
YIAKOBKH JICKAPCTBEHHBIX CPENICTB, HAUOOJbINEE UCTIOIB30BAHNE NMEET
pPE3MHOBAasl CMEChb Ha OCHOBE OYyTHJIKAyYyKOB M TaJIOOyTHIIKAyYyKOB
(x10p-OyTHIIOBOTO U OPOM-OyTHIIOBOTO Kay4dyKa).

CUTMKOHOBBIA BJIACTOMEp TMOJIYYalOT TMOMEPEYHbIM CIIMBAaHUEM
JUHEHHOTO IIOJHMCUJIOKCAHa, B KadyecTBe 00sg3aTelIbHOM J100aBKHU
UCIIOJIb3YIOT KPEMHHUSI IUOKCHU]I.

DnacToMepHBIC YKYIOPOYHBIE CPENICTBA MMEIOT Pa3IMYHBIN THIT
(koH(urypanmio, pasmepsl) B 3aBUCUMOCTH OT BHUJA YIAKOBKHU
JIEKapCTBEHHOTO CPEJICTBA, DJIEMEHTOM KOTOPOU OHU SIBJISIOTCS.

[Tpu BBIOOpE Mapku MaTepualia Jjisi MPOU3BOACTBA PE3UHOBBIX U
CWJIMKOHOBBIX ~ MPOOOK  HEOOXOAMMO  YYUTHIBATH  BO3MOXKHOCTH
OTPUIIATEIBHOTO  BIUSHUA  COCTaBa  d2JacTOMEpPHOM  CMecH  Ha
3G (HEKTUBHOCTD, YHUCTOTY, CTaOUIILHOCTD 151 0€30macHOCTh

HCITIOJIb30BAHUA JICKAPCTBCHHOI'O CPCIACTBA.
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Ecnu pe3suHoBbBIE WIH CUITMKOHOBBIE TIPOOKH SIBIISIFOTCS 3JIEMEHTOM
NEPBUYHONM YMAKOBKM M MPEAHA3HAYEHBl NJIsi NPSIMOTO KOHTAaKTa C
JICKapCTBEHHBIM CPEACTBOM, TO HEOOXOJUMO HMETh HH(POPMAIHIO O
HAJIMYUU YACTHI], KOTOPbIE MOTYT MOMNACTh B JIEKAPCTBEHHOE CPEICTBO C
MTOBEPXHOCTHU MPOOOK.

B Tom ciywae, eciu OHU TPEACTABISIIOT COOOM AIIEMEHT
MEPBUYHON YMAaKOBKU MH(Y3MOHHBIX paCTBOPOB B OyTHUIKaX, (IakoHaX
U TpelHa3HayeHbl JJis MPOKAIbIBAHUS METANIMYECKONH WMHBEKIIMOHHON
UIJION, TO HEOOXOUMO YUUTHIBATh Takue (YHKIIMOHAIbHbBIE MTapaMeTpPh
poOOK Kak:

-IPOHUIIAEMOCTh - CHJIa, HeoOxomumas Jaisi TPOKaJbIBaHUs
AIIACTOMEPHON MPOOKH;

-pparmMeHTanus - MOKazaresib KOJUYECTBA JIACTOMEPHBIX YACTHII,
o0pa3yroumxcs B MpoIiecce MpoKaJIbIBaHuUsA,

-CaMO3aKyIlopka — TMoOKa3aTenb 3()PEeKTUBHOCTH MOBTOPHOU
3aKyMOPKU AJIACTOMEPHBIX MPOOOK MOCTIE MPOHUKHOBEHUS U yIATICHUS
UTJIBI,

-1IeJIOCTHOCTD 3aKYTOPKU YIAaKOBKHU — MOKa3aTelb 3()(PEeKTUBHOCTH
3aKyMOPKH KOHKPETHOM CHCTEMBI 371aCTOMEpHas MpoOKa/ymaKkoBKa.

Pe3uHOBBIE W CUJIMKOHOBBIE TPOOKH, MpeIHAa3HAYCHHBIE s
YKYTOPKH JIEKAPCTBEHHBIX CPEACTB, JODKHBI 1O CBOUM (PU3UKO-
XUMUYECKUM, OHOJOTHUYECKMM H  (PYHKIIMOHAJIBHBIM  CBOMCTBaM
COOTBETCTBOBATh TPEOOBAHUAM JEHCTBYIOUINX CTAaHAAPTOB.

Memann

Jlyis IpOU3BOJCTBA YIMAKOBKU M HEKOTOPBIX 3JIEMEHTOB YMAKOBKHU
JIEKapCTBEHHBIX CPEACTB B KAa4eCTBE IMEPBUYHOTO U BTOPUYHOIO
YIaKOBOYHOTO MaTrepHalia HCIOJIb3YIOT CTajbHbIE M aJTIOMHHHEBBIC
CIUTaBbl METAJIJIOB.

AJIOMUHUI SBISIETCS OCHOBHBIM KOMIIOHEHTOM aJTIOMHUHHEBBIX
CIUTABOB, HCIIOJIb3YEMbIX JMJI TONyYeHHUs NEePBUYHON YIAKOBKHU
(6amnoHOB a’pO30JbHBIX, TYO, OAHOK, TPOOHPOK U p.), TPAHCIIOPTHOM
ynakoBku (06apabanoB, Oouek, (isr), CpencTB YKYHOpPKH (KOJIA4YKOB,

KPBIIIEK) U IPYTUX 3JIEMEHTOB YIIaKOBKH.
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AnromuHUEBas Qoibra WCIOIB3YyeTCs B MPOW3BOJCTBE T'HOKON
KOHTYPHOH YITAaKOBKH, Pa3JIMYHBIX T'€PMETHU3UPYIOUIMX W 3allUTHBIX
DIIEMEHTOB YMAKOBKH, a TaKKe COBMECTHO ¢ Oymaroil w/wim
MOJIMMEPHBIM ~ MaTepHajoM  MPHUMEHSeTCS Ui  IPOHM3BOJICTBA
KOMOMHHPOBAaHHOHN YITAKOBKH.

M3 cramu pa3muuHBIX MapoK, BKIIOYas HEPIKaBEIOIIYHO CTallb,
BBIITYCKAIOT B OCHOBHOM KPYITHOTA0APUTHYIO YIAKOBKY — OOYKH, (IISATH
u ap. Kectb, TpencTaBuAOIIyr0 COOOH  CIUIaB  CcTamd  C
COOTBETCTBYIOIIMM IMOKPBITHEM W3 METalla, UCIOJIB3YIOT B OCHOBHOM
ISl TIPOM3BOJCTBA TEPBUYHOW YMAKOBKH - OAHOK METAJTHYECKHX,
’KECTSHBIX U KPBIIIEK IS HUX.

VIakoBKa M3 METAJUIMYECKUX MaTepUalioB UMEET OINpeleIICHHbIC
IPEUMYIIECTBA Mepe]l YITAKOBKON U3 MOJMMEPHOTO Marepraia M CTeKIIa,
TaK Kak sBISeTCs Oojiee MPOYHOM, HEMPOHHWIAEMON sl Ta30B,
HeObIomIelica, o0ecrednBaeT MPEKPacHyl0 3allUTy YMaKOBKA OT
BCKPBITHSL.

COOTBETCTBYIOIINE MapKH CIUIABOB METAJJIOB PEKOMEHIOBaHbBI B
KayecTBE IEPBUYHOTO YMAKOBOYHOTO MarepHaia sl MpPOH3BOJICTBA
YIIAKOBKH IS JICKAPCTBEHHBIX CPEJICTB, HCIIOIb3yEMBIX IOJl IaBJICHUEM
B BHJIC a9PO30JIeH, CXKIKCHHBIX T'a30B H JIp.

BMmecte ¢ TeM, MeTralul HE TpEAHA3HAYEH I NEPBUYHON
YIAKOBKMA  JICKAPCTBEHHBIX  MpENaparoB Ui  MapeHTePaIbHOTO
PUMEHCHHSI.

Konmayky  alOMUHHEBBIC,  HUCIONB3yeMble B KauecTBE
YKYIIOPOYHOTO CPE/ICTBA, 3aKAaTHIBAEMOTO MJIH O0KMMHOTO Ha TOPJIOBUHE
OyThUIKM WM (1akoHa TIOCTe 3aloNHEHHS WX JICKAPCTBEHHBIM
CPEACTBOM U VYKYNOPKH PE3WHOBBIMU TPOOKaMH, OOCCIEUNBAIOT
TepPMETHYHOCTh YKYITOPKH M KOHTPOJIb MEPBOTO BCKPBITUS U MOTYT OBIThH
BBITTOJIHEHBI JINOO U3 ATFOMUHUEBOU (OJIBTH, JTHOO U3 IBYX MaTepHAIIOB
— QIIOMHHHS W TOJMMEPHOro Marepuaia (MOJHMIIPONHICHA) C
n00aBIeHUEM KpacUTeeH.

BeiOOp Mapok MeTayquioB s MPOM3BOJACTBA  YNAKOBKU H

QJICMCHTOB YIIAKOBKH, IMPCAHASHAYCHHBIX IJI JICKAPCTBCHHBIX CPCACTB,
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OCYILIECTBIISIETCA B COOTBETCTBUM C YKa3aHUSMHU JIEMCTBYIOILKX
CTaH/IapTOB Ha KOHKPETHBIN BUJ YIIAKOBKH.

BreiOpannbsle  Mmarepuasibl  JOMDKHBI  oOnmagath  (U3HKO-
MEXaHUYECKUMHU CBOMCTBaMH, OOECIEUMBAIOIIMMU YCTOHYHUBOCTh K
BO3JCHCTBHIO  HEOJIArompusiTHBIX  (AaKTOPOB  TEXHOJIOTUYECKUX
IOPOLECCOB MX IPOU3BOACTBA, TPAHCIOPTUPOBAHUS, XPAHEHUS W
ucnonb3oBanus. [lo mokaszarensiMm 6€30MaCHOCTH MaTepUaibl JOJHKHBI
COOTBETCTBOBaTh JECHCTBYIOIIMM TEXHUUYECKUM pelIaMEHTaM WU
CaHUTapHBIM MPAaBUJIaM, HOPMaM U THTHEHUYECKUM HOpMaTHBaM.

®dopma, BHEWIHUN BHJ, OCHOBHBIE IIapaMeTpbl MU PpPa3MepHl,
BMECTHMOCTb, Macca, a TaKXe JIpyrue MOoKa3aTeJd KadecTBa IOTOBOM
YIAaKOBKM  (2JIEMEHTAa  YNAaKOBKM),  JOJDKHBI ~ COOTBETCTBOBATh
TpeOOBAHMAM JIEUCTBYIOIIMX CTAHIAPTOB HA 3TOT BHUJA YHAKOBKHU
(27IeMEHT YITaKOBKH).

bymacza u kapmon

bymara ucnonb3yercs B KayecTBE MEPBUYHOIO M BTOPUUYHOIO
YIOAKOBOYHOIO Marepuaia i JIEKAPCTBEHHBIX CPEICTB, a TAaKXKE B
KaueCTBE BCIIOMOIaTeIbHOIO YMAKOBOYHOTO cpejacTBa. Kapron uarie
BCEr0 IMPUMEHSIOT KaK BTOPUYHBIM YIAKOBOYHBIM Marepuan IpHu
IPOU3BOJICTBE BTOPUYHON  (IIOTPEOUTENBCKOW), TPYIIIOBOW WM
TPAHCIIOPTHOM YITAKOBKH (KOPOOOK, aYeK U Ip.).

JU1a IpOM3BOACTBA YNMAKOBKHU IMPUMEHSIOT ONPEIEIIEHHbIE MapKu
pa3iIuuHbIX BUAOB Oymaru (Oymara mapaduHUpOBaHHAs, MEPTaMEHT
pacTUTENbHBIA U Jp.) U KapTOHA (KapTOH AJs MOTPEeOUTENbCKOM Tapsl,
KapToH ropupoBaHHBIA U 1p.). B KauecTBe BTOPUYHBIX yMAKOBOYHBIX
CPECTB MCIIOJIb3YIOT OyMary: 3TUKETOUYHYIO, TUCUYI0, MEIIOYHYIO U Jp.

KauecTBO Oymarm u KapToOHa, HMCHOJB3YEMBIX B IPOU3BOJCTBE
YIAKOBKM JUIsl JIEKAPCTBEHHBIX CPEACTB, JOKHO COOTBETCTBOBATh
TpeOOBAHUAM JIEUCTBYIOIIMX CTAHAAPTOB, a IIOKAa3aTeld KayecTBa
YIIaKOBKH, BBIIIOJIHEHHOW C MCIOJb30BaHUEM ITHX MATEPUATIOB, JOIKHO
COOTBETCTBOBAaTh JIOKYMEHTAallMM Ha 3TOT BHJ M THII YHaKOBKH,
YTBEPAKJACHHON B YCTAaHOBJIEHHOM IOPSIKE.

Komﬁuuupoeauuble YnaKkoeouHbvle mamepuaivl
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bymara, kapToH u ¢onbra sBISIOTCS OCHOBOM AJIsI MPOU3BOJCTBA
KOMOMHHMPOBAHHBIX YIIAKOBOYHBIX MAaTEPUAJIOB, KOTOPHIE UCHOIb3YIOTCS
B KauyeCcTBE IMEPBUYHBIX (TMOKHE KOHTYpHbIE YHAKOBKH (OIUCTEpHI,
CTpHIIbI), TyOBl U JIp.) U BTOPUYHBIX YIAKOBOYHBIX MAaTE€pHAJIOB (TIaYKH,
KOpOOKH U Ap.).

KoMOuHMpoBaHHBI MaTepuan Ha OCHOBE Oymaru WiM KapToHa
npeacTaBisier co0oil ByX- MM MHOTOCTIOWHBIN Marepual, B KOTOPOM
Oymara WM KapTOH NPOYHO COEAMHEHBI CKIEUBAHHEM, NPUIPECCOBKOM
WIM WHBIMH CIOCOOAMHU C MOJMMEPHBIMU TUIEHKaMHU, aJIFOMUHHUEBOMN
(onbroil WM JpyruMy MaTepragamMH B Pa3IMUHBIX COYETAHUSIX CIIOEB, C
JIOTIOTHUTEIIBHON TTOBEPXHOCTHOM 00pabOTKOM cltoeB min 0e3 Hee.

[Tpumeuanue: cCKiIeeHHBIE CIOM OyMard M KapTOHA HE SIBISIOTCS
KOMOWHHUPOBaHHBIMHM MaTepuaiamu.

KoMOuHMpoBaHHBIE MaTeprabl HA OCHOBE (DOJIBIU MPEICTABISIIOT
co0Oi Tpex- WIM YETHIPEXCIOWHBIA  MaTepHal, BKJIIOYAIOIIHIA
QIIOMMHHMEBYIO  (DONIBry, TIOJIMATWIIEHOBYIO IUIEHKY U Oymary B
Pa3IMYHBIX COYETAHUSAX B 3aBUCUMOCTH OT MapKu Marepuara.

JlamyHar - KOMOWHHUpPOBaHHBIM  YNAaKOBOYHBIM  MaTrepual,
WCIIONb3yeMbIil B TPOU3BOACTBE TYyO MMl JIEKAPCTBEHHBIX CPEICTB,
npejacTaBisier coOOM  MHOTOCIOWHBIM — Marepuai, COCTOSIIMA U3
CpemMHHOTO  OapbepHOro  cimost  (amlOMUHHEBOW — (DONMBTH WU
HNOJMMEPHOTO Marepuajia), BHEUIHETO M BHYTPEHHEIO CJOEB U3
MOJINMEPHBIX MarepuajoB (IOJMATUIIEH) W JIBYX AJTr€3MOHHBIX CIIOEB,
KOTOPBIE CBA3BIBAIOT BMECTE TPU OCHOBHBIX CIIOSL.

Kpurtepuu Bp100pa ynakoBku

IIpu BbIOOpE ONTUMAJIBHOM YNAKOBKM U €€ DJIEMEHTOB,
BKJIFOUAIOIIMX YIIAKOBOYHBIE MaTEpHAJIbI, Tapy, YKYIIOPOUYHbIE CPEICTBA
U JAp., JJI1 KOHKPETHOIO JIEKapCTBEHHOIO CpEACTBA, HEO0OXOIUMO
YUHUTHIBATH:

-HA3HAYCHHUE YIaKOBKHU (nepBuyHas, BTOpUYHAas
(morpeduTenbekas), rpyImnoBas 1 T.4.);

-IpeHa3HAYCHUE YIIAKOBBIBAEMOIO JICKAPCTBEHHOIO CPEACTBA U

€ro KOJIM4YECCTBO,

26/45



07.08.2025, 16:03

about:blank

about:blank

-CBOMCTBa (papMaIEBTUUECKONH CYOCTAaHIIMM W KOMIIOHEHTOB
JIEKapCTBEHHOTO npemnapara, BKJIIOUAst JEHUCTBYIOIINE u
BCIIOMOTaTeIbHBIE BEIIECTBA, B TOM YHCIIE, PACTBOPUTEIIH,

-CBOMCTBa JIEKAPCTBEHHOMN (hOPMBI JIEKAPCTBEHHOTO Mpernapara;

-COBMECTUMOCTh KaXXJOTO DJJIEMEHTa TMEPBUYHONW YIMAKOBKU C
KOMITOHEHTaMH JIEKAPCTBEHHOTO CPEJICTRA;

-TpeOyeMyl0 CTEMeHb 3allUThl JIEKApCTBEHHOTO CpEACTBAa OT
BIUSHUS BHEIIHUX (PakTOpoB (arMochepHbIX, MHUKPOOHOIOTHYECKHX,
¢usmuecknx) Ha BCeX OdTamax oOpameHus, BKJIOYas XpaHCHHE,
TPaHCIIOPTUPOBAHUE U PEATU3ALIUIO;

-3aIUTHBIE XapaKTEPUCTHKU YMAKOBOYHBIX MAaTEpPHUaliOB, Taphl,
YKYHOPOYHBIX CPEICTB, KOHCTPYKIIMH YIIAKOBKH U T.II.,

-IPOJIOJKUTEIBHOCTD XPaHEHUS JIEKAPCTBEHHOTO CPEJICTBA;

- METOJI HaIlOJIHEHUSI YTIAKOBKH;

- CI0CO0 MapKUPOBKHU JIEKAPCTBEHHOTO CPEJICTBA;

-yI0OCTBO MCHOJB30BaHUS YIAKOBKH JIEKAPCTBEHHOTO IIperapara
UIsE TIOTpeOuTenst (KOJMMYEeCTBO 03, MapaMeTphl YMaKOBKH, CIOCOO
OTKpbIBAaHHUA/3aKpbIBaHUS,  pa300OpPUYMBOCTh  MAapKUPOBKH,  CIOCOO
JO3UPOBAHUS U IPUMEHEHUS JIEKapCTBEHHOTO Mpemnapara).

BriOop  ymakoBkH, CHOCOOHOM — 0OOecreduTh  Tpedyemyto
CTaOUIIBHOCTh JIEKAPCTBEHHOTO CPEJICTBA B TEUECHUE OMPEICIIEHHOTO
nepuofa BpPEMEHH, peIlaeTcs Npou3BoauTeneM (pa3paboTYMKOM) B
mpolecce HMCClIeAOBaHUS CTaOWIBHOCTH Ha CTaguM  pa3paboTKu
JIEKapCTBEHHOTO CPEJICTRA.

[Tpu BBIOOpPE YMAaKOBKU JAJIS1 IEKAPCTBEHHBIX CPEICTB HEOOXOIUMO
UCIIOJIb30BaTh MNpezcTaBieHHble B HacTodmed ODC naHHble 0 BUIAX U
TUMAX YMaKOBKW/ Tapbl, YKYMOPOUHBIX CpPEACTBAX, YMAKOBOYHBIX
MaTepUaioB U MPOYUX IJIEMEHTAX YIaKOBKHU.

BriOpannass ~ ymakoBka — (cMCTeMa  YIMAKOBKH) JOJKHA
COOTBETCTBOBaTh TpeboBaHUsM pazfena «OOmue TpeOoBaHUS K
ynakoBke» Hacrosimerr O®MC B TeyeHue BCEro 3asBICHHOIO CpOKa
TOIHOCTHU JIEKAPCTBEHHOTO CPEJCTBRA.

ConmepxuMoe YMakOBKA MOXET OBITh MpeIHa3HaYeHO s

MOoCJICAYIOUICTO HpOI/ISBOILCTBa/I/I?)FOTOBJICHI/IH JICKApCTBCHHBIX CPCIACTB
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(bapmamneBTrueckass CyOCTaHIIUS, BCTIOMOTATEIBHOE BEIIECTBO), IS
OKOHYaTeJIbHON (acoBku 17} NOCJIEeyIOIIEN MapKHUPOBKHU
(nepacdacoBaHHbIE JIEKAPCTBEHHBIE CPEACTBA), MAJS pacIlpeneiIeHUs
MEIULUHCKUM MEPCOHAIOM MO Ha3HAYEHMIO CTAl[MOHAPHBIM OOJIBHBIM
(YmakoBKM «JI1 CTAallMOHApOB»), [UIsl HHJWMBHIYalbHOTO IpHEMa
HALEHTOM.

VYnakoBka JIEKAPCTBEHHBIX IIPENaparos, U320MOBIEHHbIX
anmeyHvIMU  OpeaHu3ayuamMu, JOJDKHA COOTBETCTBOBAaTh IIpaBUIIaM
M3FOTOBJIEHUS M OTIYCKA JIEKAPCTBEHHBIX IPENApaToB, YTBEPKICHHBIM
YIOJIHOMOYEHHBIM (eiepabHbIM OPTaHOM UCIIOJIHUTEIBHOMN BIIACTH.

VYnakoBKka JIEKapCTBEHHBIX CPEACTB, HNPEOHASHAYEHHBIX 07
9KChopma,  JOJKHA  COOTBETCTBOBaTb  TPeOOBAHMSAM  JIOTOBOpa
(KOHTpaKTa) MOCTABIIMKA C BHEIIHEAKOHOMHUYECKOM OpraHu3alued uiu
MHOCTPAHHBIM [TOKYIIaTEIIEM.

[Ipu BbIOOpE YMAKOBKM JJIsi JICKAPCTBEHHBIX CPEACTB H
BCIIOMOTaTEJIbHBIX BELIECTB, OOJAJAlOIIUX OINACHBIMU CBOICTBaMH
(orHeomacHsle, B3pPBIBOONACHBIE, paanodapMaleBTUYECKUE, EIKHE,
KOPpPO3UOHHBIE, Ta3bl CXXaTble M CKWKEHHbIE U JIp.) CIEAyeT
PYKOBOACTBOBaThCSl TpeOOBaHUSAMHU  (papMakomeidHOW CTaTbu WU
HOPMAaTUBHOM JOKyMEHTaUuu U CcOoOTBeTCTByrOINUX denepanbHbIx
3aKOHOB M HOPMAaTUBHO-IIPAaBOBBIX akTOB Poccuiickon denepanuu.

JlexapcTBEHHBIE CpEICTBA, coZeprKalme nemyyue,
8b16EMPUBAIOUJUECH, SUSPOCKONUYECKUE UNU OKUCTAIOUWUEC 8eujecmed,
JOJDKHBI OBITh yIAakoBaHbl B OaHKM WM (MJIaKOHBI, YKYIIOPEHHBIE
HAaBUHUYMBAIOMIMMUCS KpPBIIIKAMH B KOMIUIEKTE C NpOOKaMH WJIHU
OpOKJIaJAKaMM €  YIJOTHUTEJIBHBIMM  JJIEMEHTaMH; HpoOKaMu ¢
YIUIOTHUTENBHBIMH DJIEMEHTAMM; 3aKaThIBAEMBIMH METAJUIMYECKUMU
KOJIMayKaMUd B KOMIUIEKT€ C MpoOKaMH WIM MPOKIAAKaMH C
YIUIOTHUTENBHBIMH 3JIEMEHTAMH, 3aKaTbIBAEMBIMA METaJUIMYECKUMU
KpBILIKaMHU.

Kaxxmoe JeKapCTBEHHOE  CpENCTBO, COAEpKallee  JeTydee
BEIIECTBO WM oOOQJajarollee 3amnaxoM, JODKHO OBbIThb yIAaKOBaHO

OTACJIBHO OT IMPOYHX JICKAPCTBCHHBIX CPECACTB.
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JlexkapcTBEHHBIE CPENCTBA, UYBCTBUTENIBHBIE K BO3ACHCTBUIO
CBETAa, JODKHBI OBITh YIIAKOBAHBI B CBETOHEITPOHUIIAEMYIO Tapy.

B kadecTBe mEpBUYHON YMAKOBKU MJS  papmayesmuieckux
CYOCManyuti U 6CNOMO2AMENbHLIX 6eujecmé PEKOMEHIO0BaHbl OaHKH,
OyTBbUIM U3 MEIUIIMHCKOTO OECIIBETHOTO M CBETO3AIIMTHOTO CTEKJIA WIIH
0aHKM M KaHUCTPHI U3 MOJMMEPHBIX MaTepuajoB, MAKEThl U MEIIKU U3
MOJUMEPHBIX, KOMOMHHPOBAHHBIX MaTepuajoB WM Oymaru, OWTOHBI
MeTaJuIMuecKue, OalsIoHbl Ta30Bble U T.II. BTOpUYHON yMakoBKOH
SABIAIOTCSL OapabaHbl, O0UKH, SITUKH, KOPOOKH, MOJMMEpPHBIC Belapa U
Ipyras ymakoBka. BpiOop rpynmoBoid W TpPaHCHOPTHOM YIAaKOBKHU
OCYIIECTBIIIETCS B COOTBETCTBUU C TpeOOBaHUSAMHU (PapMaKomeHHOM
CTaThbW WJIM HOPMAaTUBHOM JOKYMEHTAIIMHM Ha JIEKaPCTBEHHOE CPENCTBO,
IPU 3TOM TPYMIOBasi YMakoBKa Il (hapMaleBTUUECKUX CYyOCTaHIMN U
BCIIOMOTATEJIbHBIX BEIIECTB MOXKET OTCYTCTBOBATD.

[Ipu BbIOOpEe ymakoBKH uis (hapMaleBTUYECKUX CyOCTaHIuM,
NpelHa3HAYeHHBIX Il  IPOU3BOJCTBA/U3TOTOBICHUS  CTEPUIIbHBIX
JIeKapCTBEHHBIX  TpEenaparoB,  HEOOXOAMMO  O0eCHeuyuTh  HX
MaKCUMaJIbHYIO 3alllUTy OT MHUKPOOMOJOTHYECKOTO 3arps3HeHus, B
YCTaHOBJICHHBIX CIy4asX — 00eCIeYUTh CTEPUIbHOCTb.

s apmanieBTHYeCKUX CyOCTAaHIIMI MCIOJIb3YIOT, KaK MpaBuiIo,
IJIOTHO-YKYTIOPEHHYIO 170071 repMETHYHO-YKYTIOPEHHYIO, npu
HE0OXOIMMOCTHU JOTIOTHUTENIBHO, CBETOHEPOHUIIAEMYI0, YIIaKOBKY. [l
BCIIOMOTATEIbHBIX BEHIECTB, OOBIYHO HMEIOIIUX KPYIMHO-OOBEMHYIO
(kpynmHOTa0apUTHYIO) (PaCOBKY, MOAXOSAIICH MO YMOJIYAHUIO SIBIISICTCS
TUIOTHO-YKYTIOPEHHAs yIIaKOBKA.

Macca (oObeM) ymakoBku (hapMalieBTHYECKON CyOCTaHIIUU,
MOCTYTAIOIICH B oOpaieHne, J0MKHAa COOTBETCTBOBATH TPEOOBAHUSM,
yKa3aHHBIM B (hapMaKoNeHON CTaThe UM HOPMATUBHON TOKyMEHTAIUU
(mokazareinb « YIakoBKay).

[Ipu BbIOOpPE TMEPBUYHOM U BTOPUYHON (TIOTPEOUTEIIHCKOM)
YIAKOBKH JIeKaApCMEEeHHO20 npenapama W OLEHKe YynoOcTBa ee
UCIIONIb30BaHMSI ~ NOTpEeOUTENeM, HEOOXOJUMO  YUYUTHIBaTh,  YTO
J03UpOBaHHAs YIAKOBKa TapaHTHpPyeT Oojee Oe30macHoe MpUMEHEHHUE

JICKApCTBCHHOTO IIPCIlapard, YMCHbBIIACT BCPOATHOCTDH OIINOKU Ipu
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NPUMEHEHUU, TO €CTh ABIsETCA Oojee MPAaKTUYHOW Ui TAalKMeHTa.
OnHopa3oBasg  yHakoBKa  TaKke MOXET ObITb  IOJIE3HA  JUIS
JIEKapCTBEHHBIX MPENapaToB, HMEIOIINX OTPaHUYCHHBINA CPOK TOIHOCTH.

VYKynopo4HbIE CpPEACTBA OJIKHBI CIIOCOOCTBOBATH OBICTPOMY H
0€e30MacHOMY HCIIOJIb30BAHUIO JIEKAPCTBEHHBIX MpenaparoB. OHU MOTYT
OBITh yZlaJdsieMbIMU WM HE yJalsieMbIMU. THIT yIakOBKH, KOTOPBIM HE
TpeOyeT yaalieHusi yKYNOPOYHOTO CpEACTBa BO BpeMs IPHUMEHEHUS,
ABNseTCS OoJee NPENNOYTUTEIbHBIM, TaK Kak Takas YIaKoOBKa
MUHUMHU3UPYET PUCK MUKPOOMOIOTMYECKOTO M WHOTO 3arps3HEHUs u/
win (anbcupUKaLUK JIEKAPCTBEHHOTO IIpernapara.

YnakoBKa MOXET UMETh MMOBTOPHO 3aKPBIBAIOIIEECS YKYIOPOUHOE
CPEACTBO WM MPEACTaBIATh COOON YHNAKkoBKY ©€3 BO3MOXKHOCTH
MOBTOPHOTO  3aKpBITUS - YKYNOpPEHHas METOJOM  3amauBaHUs,
CKJIEMBaHMsI, TEPMOCBAPUBAHUS U T.1.

[Tpu BBIOOpE YIIAKOBKH J1€KapCmMEeHH020 npenapama HeoOX0AuMO
YUUTBIBATh CBOMCTBA IeKapCmeeHHO (hopmbl, B BUIE KOTOPOH OH OyaeT
WCIIONIb30BaTbCsA, €r0 arperaTHoe COCTOSHHE, CIOCO0 MpUMEHEHHUS,
YCIOBUSl TPOU3BOJICTBA/U3TOTOBJICHUS, KOJIMYECTBO JI03 U JIpYTHe
XapaKTEPUCTUKH.

Ocobennocmu ynako8Kku meepowlx 1eKapCmeeHHblx popm
(mabnemxu, opasice, KANCyivl, 2PAHYIbL, NOPOUIKUL)

JUia TBEpABIX JIEKAPCTBEHHBIX (POPM NEPBUYHOM MHOT0J030BOM
YIAKOBKOM SIBISIFOTCSL OaHKH, (PIAKOHBI, MPOOUPKU W3 MEIUIIUHCKOTO
OECLIBETHOTO WM CBETO3ALIUTHOTO CTEKJIA, MOJMMEPHOr0 Marepuaia
WIM MeTajlla, YKyHNOpEHHbIE MpOOKaMH, KpBIIIKAaMHU, KOJMadKaMH,
UMEIOIIMMHU, KaK IPaBUIO, YIIJIOTHUTEIN-aMOPTH3ATOPBI.

[TepBruHOI MHOTOZ030BOI YMaKOBKOW, HMMeEIOLIEH mnepdopaiuu
WIA SYEHKW I8 BMEIIEHHS UWHAMBUAYAJIbHBIX 7103  TBEPABIX
JICKapCTBEHHBIX (DOPM, SBISAIOTCA KOHTYPHBIE YMAKOBKU — CTPHIIBI U
OmucTepsl, M3rOTOBJIEHHbBIE u3 ¢donbru aJFOMUHHMEBOH,
KOMOMHUPOBAaHHBIX  MaTepHalioB Ha OCHOBe (oibru, Oymary,
HOJMMEPHBIX MaTepUalioB, YKYIIOPEHHbIE METOOM TEPMOCBAPHUBAHUSI.

B kauecTBe NMEpBUYHON OAHOT030BOM YIIAKOBKH JUISI TOPOLIKOB U

I'panyl, KakK IMpaBuHlIo, HNCITIOJIB3YIOT ITaKCTHUKH, camic nu3
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KOMOWHHMPOBAaHHBIX MAaTE€pPHAJIOB Ha OCHOBE OyMard, aJrOMUHUEBON
GoMbru  MONMMEpPHBIX  MaTepuasioB,  YKYNOPEHHBIX  METOJOM
TEPMOCBapUBaHUSI.

VYnakoBKa TBEpIbIX JIEKAPCTBEHHBIX (OPM JIOJKHA OBITH XOPOIIO
YKYHNOPEHHOH, OO€eCleYnBarolell 3alluTy OT MHKPOOMOJIIOIrHYECKOIO
3arpsi3HEHHUsT U OT TOro BHJa arMocdepHoro @akropa, K KOTOPOMY
YYBCTBUTEJIBHO COJIEPKAILEECS B YIIAKOBKE JIEKAPCTBEHHOE CPEJICTBO.

UyBCTBUTENIbHBIE K JIEUCTBUIO BJIArd IIHUITyYUE TBEPIbIC
JeKapcTBeHHbIE (opMbl (TaONeTKH, TpaHyNbl, MOPOIIKH) JOJHKHBI
XPaHUTHCS B TUIOTHO YKYTIOPEHHOM yIaKoBKe, 00eCTeUynBaIOIIeh 3alIuTy
OT TPOHUKHOBEHHUS BJAard. YMaKOBKAa TaKWX JIEKAPCTBEHHBIX (PopM
MOKET COJIEP>KaTh BIAronomIOIaloIINe areHThl, HAaIPUMED, CUITUKATellb.

Ecnu B coctaB rpaHyn U Apyrux TBEpIbIX JEKapCTBEHHBIX (Popm
BXOJST JIETy4H€ BEIIECTBA WJIM BEIECTBa, TpeOylollue 3alluThl OT
BO3JIEHCTBHUS BO3/yXa, TO yIaKkoBKa JOJDKHA OBITH
BO3/yXOHETIPOHUIIAEMO.

Tabnerku, copepxkamue 3(UpHBIE Macla U YNaKOBBIBAEMBIC B
poOUPKH, JTOJDKHBI OBITH 3aBEPHYTHI B TapadUHUPOBaHHYIO Oymary
WJIU IEPTaMeHT.

Karicynel g0mKHBI OBITH 3alIMIIEHBI OT BO3JECHCTBHSI CBETA,
M30BITOYHON BJIAYKHOCTH WJIM BBICYIIMBAHUS W HE JOJDKHBI XPAHUTHCS
npu Temneparype Boimie 30 °C.

BropuuHoii  (MOTpeOUTENBCKOI)  YHMAKOBKOM ISl  TBEPIBIX
JIEKapCTBEHHBIX (OpM SBISETCS, KaK MPaBWIO, MAKET, Mayka WIn
KopoOKa.

Ocobennocmu ynaxko8Ku MsASKUX J1eKAPCMEEHHbIX ¢hopm (Ma3zu,
nacmol, TUHUMEHMDBL, 2eU, KPEMBI, CYRNO3ZUMOPUU, NIACTbIPU).

VYakoBKa MSTKUX JIEKAPCTBEHHBIX (POPM JOJDKHA OBITH XOPOIIO
YKYHNOPEHHOHM, OO€eCleYnBarolell 3alluTy OT MHKPOOMOJIIOIHYECKOrO
3arpsi3HEHHsT U OT TOro BHja arMocdepHoro @akropa, K KOTOPOMY
YYBCTBUTEJIBHO COJIEPKAILEECS B YIIAKOBKE JIEKAPCTBEHHOE CPEJICTBO.

[TepBuunOM MHOTOZ030BOH YITAKOBKOM TS MSTKUX
JIeKapCTBEHHBIX (opM Hamboiee YacTo SBISIOTCS TyObl M3 THOKHX

MaTcpHruaJioB — MCTaljia (aJ'II-OMI/IHI/I}I), IMOJIMMCPHBIX NI
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KOMOWHHUPOBAHHBIX MAaTePUATIOB, YKYIIOPEHHBIC OYIIIOHAMH, KPBITIIKAMH,
KOJITAYKaMH M3 MOJIMMEPHBIX MaTepHaJIOB; peXke HCIOIb3YIOT OaHKU U3
CTEKJIa  MEIUIIMHCKOTO  OECIIBETHOTO  WJIM  CBETO3AIIMTHOTO,
YKYHOpPEHHbIE TIJIACTMACCOBOM KPBIIIKOW € TPOKIAIKOM wuiu 6e3
MIPOKJTAJIKH.

Hcnonb3oBanue TyO AJi YIAKOBKU MSTKUX JEKAPCTBEHHBIX (GOpM
oOecreurBaeT 3alUTy JIEKAPCTBEHHOTO Npernapara OT MHUKPOOHOTO
3arpsi3HEHHs] TPU  €ro  HMCHOJb30BAaHUU, BO3MOXHOCTh CHAOXKEHUS
YIAKOBKHA CPEACTBOM JIOCTaBKHM K MECTy HAHECEHHUS JIEKAPCTBEHHOTO
npenapara, 3alUTHBIM MPUCIIOCOOIEHUEM U JP.

VYnakoBka CTEpUIIBHBIX MATKHAX JIEKAPCTBEHHBIX (OPM JIOJDKHA
ObITh TEPMETHYHO YKYMOPEHHOM U 00s3aTeIbHO HMETh 3alUTHOE
MPUCIIOCOOICHHE 151 KOHTPOJISI IEPBOTO BCKPBITHSI.

VYnakoBKa MSATKHUX JIEKAPCTBEHHBIX (DOpPM, MpenHa3HAUYCHHBIX IS
HA3aJIbHOTO, YITHOTO, BAaTMHAJIILHOTO WM PEKTAIBHOTO HCITOJIb30BAHUS
MOXET HWMEThb  JIONOJHUTEIbHOE  YCTPOMCTBO  /JIi  BBEACHUS
JIEKapCTBEHHOTO TMpernapara Wi YKOMIUIEKTOBaHAa COOTBETCTBYIOIUM
anIuIMKaTopoM.

[lepBuyHasi ymakoBKa CyNMO3UTOPHUEB TPEIACTABISET COOOMU
SYEHKOBYIO WIIH O€3bAYEHKOBYIO KOHTYPHYIO YIAKOBKY WM STYEHKOBYIO
KOHTYPHYIO YHaKOBKY C OTKPBITBIM XBOCTHKOM W3 KOMOWHUPOBAHHBIX
MaTepUaoB C PAa3IMYHBIMU TOKPBITUSIMU M PAa3HBIMH pa3MepaMmi,
YKYTOPEHHYIO METOJIOM TE€PMOCBAapPUBAHUS.

[TepBuunOM YIIAKOBKOM TS IJIACTBIPEH, BKJIFOYAs
JIEHKOTUIACTHIPA, MOTYT OBITh O€3bYCHKOBBIE KOHTYPHBIC YHaKOBKU
pa3NUYHBIX pPa3MEPOB, a TaKXKe YKYINOPEHHbIE COOTBETCTBYIOIIUM
oOpa3oM maykd, TAKEThl C KIJAMaHOM, OaHKW W3 TOJUMEPHBIX
marepuanoB. KaxIplil TpaHCAepMalbHbIH U MEAUIIMHCKUN TUIACTHIPh
JIOJKEH OBITh TIOMEIIEH B WHANBUYATbHYIO IEPBUYHYIO YITAKOBKY.

TyObl, OaHKM W  KOHTYpPHbIE  YNAaKOBKH C  MSTKUMU
JIEKapCTBEHHBIMU (opMaMu TIOMEIIAIOT, KaK MPaBUJIO, BO BTOPUYHYIO
(mMOTpeOUTENbCKYIO) YITAKOBKY, MPEACTABISAIONIYIO COOOM TMadyKy WIu

KOPOOKY.
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Ocobennocmu ynakosku HCUOKUX HECMEPUNTbHBIX JIeKAPCMEEHHbIX
Gopm (pacmeopsi, cuponsl, Kanau, CYCNeH3uu, IMYTbCULL)

[lepBuyHas ymakoBKa MXUIKWX HECTEPHJIBHBIX JIEKAPCTBEHHBIX
dbopM Hanbosiee 4acTo SBISETCS MHOTOJO30BOM M MPENCTaBIsAECT COOOM
pa3auuHoro obvemMa u au3aiiHa (IakoHBI M3 OECLBETHOTO WIIU
CBETO3AIMTHOIO CTEKJa WA MOJMMEPHOTO Marepuala, YKYyNOpECHHbIE
cpenctBaMu (KpBIIKAMH, MPOOKaMH W Jp.), WUMCIOIMIMMH W/WIW HE
UMEIOIIMMHU 3aIATY OT HECAHKUIMOHUPOBAHHOTO BCKPBITHS, a TaKKe
YCTPOWCTBO C 3aIIUTON OT BCKPBITHS I€TbMH.

DIEMEHTOM YKYIOpPOYHOIO CPEACTBA MHOIOA030BOM YIIaKOBKHU
KUAKAX  JICKapCTBEHHBIX  IPENaparoB,  MNpPEJHAa3HAYEHHBIX IS
BHYTPEHHETO TPUMEHEHUS, SBISIETCA HO3UPYIOLIEE YCTPOWCTBO IS
OTMEpUBAaHHUS, B TOM YHCIE€ KalUIIMH, MNPEJIUCAHHON  J103bI
JIEKApCTBEHHOTO TMpemnapara. J(o3upyroliee yCTPOMCTBO TaKKE MOXKET
OBITH CAMOCTOSITENTHHBIM JIEMEHTOM YIaKOBKH - MEPHAsl JI0XKKA, MEPHBI
CTaKaHYMK, MTUATIETKA U Ap.

IlepBuunHas ynmakoBKa CyCHEH3UMM M OMYJIbCUH [UII BHYTPEHHETO
OpUMEHEHUSI MOXET  OBITh  OAHOJO30BOWM, CHAaOXKEHHOW  MpHU
HEOOXOAMMOCTH  TpUCIIOCOONEHHEM, O00eCHeunBaIoIUM  ya100CTBO
IPUMEHEHUS] JIEKAPCTBEHHOI'O CPEICTBA, a TaKXE YCTPOMCTBOM C
3aIIATON OT BCKPBITHS AETbMH.

@nakoHbl C JKHAKAMH HECTEPUIBHBIMU  JIEKAPCTBEHHBIMU
(dopmMamMy MOMEIIAIOT, KaK MPaBUIIO, BO BTOPUYHYIO (IOTPEOUTETBCKYIO)
YIaKOBKY, MPEICTABIIAIONIYIO COOOM MavyKy UM KOPOOKY.

Ocobennocmu  ynakosku 2azo00pa3ubiX JeKapCmEeHHbIX Gopm
(aspo3onu, cnpeu, 1ekapcmeenHvle hopmul 0l UHSATIAYUILL).

[lepBuunas ymakoBKa sl Ta3000pa3HBIX JIEKAPCTBEHHBIX (Popm
MOXET TMPEACTABISATh a’PO30JbHBIM OaJIOH METaUIMYECKUN WU
CTEKJISIHHBII C 3allUTHBIM MOJIMMEPHBIM MOKPBITHEM, JJIsI CIIPEEB - 3TO
TaKkKe MOXET ObiTh (IaKOH U3  MOJIMMEPHBIX  MaTepHalIOB.
VYKyNOpOYHBIM CPEICTBOM W OJHOBPEMEHHO CPEACTBOM JOCTAaBKH M
JIO3UPOBAHMS JIEKAPCTBEHHOIO IMIpenapara M3 a’po30JIbHOrO OasioHa
CIIYXKUT HOKUMHOMW (pacIbUIMTENbHBIN) KJIallaH, KOTOPBIA MOXET OBITh

KaK HEMpPEephIBHOTO JACUCTBUS, TaK U TO3UpYIolIMii. B cucteMy ymakoBku
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TAKXKe BXOJUT MPEAOXPAHUTEIbHBIN KOJIMAYOK, B HEKOTOPBIX CIydasx —
pacnbUIMTEIbHAS HAcaKa (PACTIBLIUTEND ).

Cuctembl pacbUICHHS U IO3UPOBAHUS a3P0O30JIeH U CIIPEEB MOTYT
ObITh Pa3JIMYHBIX THUIIOB W BUJOB, HAMpuUMep, (JIAKOH MOXKET ObITh
YKYIIOpPEH 00KUMHBIM MUKPOCHEEPOM C J103aTOPOM M PACHBUIUTEIIBHOM
HACaJIKOM ¢ HaIpaBJISAIOIICH TPYOKO# U Ap. yCTPOMCTBAMH.

VYnakoBKka JICKQPCTBEHHBIX (OPM I WHTAISIHNA  BKIIOYACT
JO3UpYyIOlllee YCTPOWCTBO U MOXKET ObITh MHOTOJ030BOM  WJIU
OJTHOZI030BOM.

VYnakoBka i JO3UPOBAHHBIX TOPOLIKOB JUJISl MHTaJIsUUN
MpeACTaBIsAeT CcOOOM WHIMBUAYAJbHbICE WHTAISATOPBI: KallCyJbHbIC
(cmuuxanep, poraxajep, IUCKXalep), pe3epByapHble (TypOyxainep,
LHUKJIOXanep, W3UXajep), MYIbTUAO3UPOBAHHbIE (MYJIBTUIIUCK), —
oOecreynBarolye J03MPOBaHNUE U BBeJIeHUE (JIOCTABKY) JEHCTBYIOIIETO
BEIIIECTBA B JIbIXATEJIbHBIC MY TH.

MHOTro/1030BbI€ YIAKOBKU JICKAPCTBEHHBIX (POPM 11 MHTASLUN
CHaOXEHbl  JO3HPYIOIIUM YCTPOMCTBOM, 328 HCKJIIOYEHUEM
JIEKapCTBEHHBIX (HOpM, MpeTHAZHAYCHHBIX JIJISl PACIIBUICHUSI C TTOMOIIbIO
HeOymai3epos.

[lepBuyHas ynakoBKa ra3o00pa3HbIX JIEKAPCTBEHHBIX (HOPM TOCIIEe
€e  HamoJHEHHMS  JIOJDKHA  00ECHEYUTh  OTCYTCTBHE  yTEYEK
JIEKapCTBEHHOTO Mperapara.

Bropuunoii (moTpeOuTenbCckoi) ynakoBKOM ra3000pa3HbIX
JIEKapCTBEHHBIX (DOPM SIBIISIIOTCS MAYKU U3 KapTOHA.

Ocobennocmu ynako8Ku CmepuibHblX 1eKapCmeeHHbIX hopm

(napenmepanvhbie, 2na3usle 1eKapcmeeHHvle popmul)

Br160p ynmakoBKH CTEPUIIBHBIX JIEKAPCTBEHHBIX (POPM 3aBUCHUT OT
TEXHOJIOTUU MPOU3BOCTBA JEKAPCTBEHHOTO Mpernapara, ero Ha3HaYeHUs
U IpyTuX (haKToOpoB.

B COOTBeTCTBUU € TEXHOJOTMYECKUM IIPOILIECCOM CTEPUIIbHBIC
JeKapCcTBEHHbIE (OPMBI MOTYT OBITh TOABEPTHYTHl  (PUHHUITHON
CTEpUWJIN3allMK, MOJYYEHbl B YCIOBUAX ACENTUYECKOTO MPOU3BOJICTBA,

IMPOU3BCACHEI IO TCXHOJIOTHU «BbIAYBAHUC-HAIIOJTHCHHUC-CTCPUIIN3 AU

u JIp.
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VYnakoBka ~ JIGKapCTBEHHBIX  TPENaparoB,  IMOABEPraeMbIX
(GUHUIIHON ~ CTepuiIM3aluu, JOJDKHA  TO3BOJIATH  CTEPUIIM30BATh
JIEKapCTBEHHBIE Mpenaparbl, Kak MUHUMYM, OJHUM M3 YKa3aHHBIX B
ODC «Crepunuzanus») METOIOM.

i nexapcmeentvlx cpedcme 01 napeHmeparbHo20 NPUMEHEHUs]
UCTIONIB3YIOT PAa3IMYHbIC TUTIBI U BUJIbI IEPBUYHON YIIAKOBKH:

-3aMastHHbIC aMITyJIbl Pa3UYHON KOHPUTYpallUd H3 CTEKIa U
HOJMMEPHOTO MaTepHuana;

-pmakoHBl W3  JApoTa WM CTEKJIOMACChl, YKYIOpPEHHBIE
PE3UHOBBIMH MTPOOKaMHU, 00KaTble KOJIMaYKaMU;

-OyTBUIKM 71 KPOBH, TpPaHCPYy3UOHHBIX U HH(Y3MOHHBIX
npenapaTtoB M3 CTEKJAa, YKYNOpEHHbIE pPE3MHOBBIMH TMpPOOKaMH,
oOKaTaHHBIC AJTIOMUHUEBBIMU KOJITTAUKaMU, WM IByMs KOJITIAUKaMHU, WIH
C aJIIOMUHMEBOH MPOKIIAJAKON U IByMS aTFOMUHUEBBIMU KOJIIAuKaMu;

-OyThUTKH ((pIaKOHBI) M3 MOJUMEPHOTO MaTepuaia, TepMETUYHO
3anasiHHbIC,

- makeThl (MEIIKH) M3 TOJMMEPHOrO MaTrepuajia, TepMETHUYHO
3anasiHHbIC,

-IITTPUI-TIOOUKY;

-IIpeIBAPUTEIILHO HATIOJTHEHHBIE IITPHIIbI;

-KapTPUIKH U JP.

VrnakoBKa JICKQpPCTBEHHBIX CPEACTB S MapeHTEpajbHOTo
MPUMEHEHHUS MOXKET ObITh OJHOAO030BOM (aMITysbl, KapTPUIKU, HIIPHUIL-
TIOOMKH, TIPEIBAPUTEIBHO HAMOJIHEHHbIE IMINPHIBI, TaKEeThl) WM

MHOT0/1030BO# ((pr1aKkoHBI, Oy THUIKH).

Ecnu He ykazaHo nHaue B papMaKkoneitHOM cTaThe UiIu
HOPMAaTWBHOM JOKYMEHTALIMH, YIIAKOBKA JIEKAPCTBEHHBIX CPEJICTB JJIs
NapeHTepaJIbHOTO MPUMEHEHHS I0JKHA OBITh TOCTATOYHO MPO3PAYHOM
JUISL IPOBEICHUSI BU3YAJIBHOM OLIEHKU COAEP>KUMOTO0, 33 UCKIIOUYECHUEM

YIIAKOBKH OJIAA UMIIIIAHTATOB.

HepBI/I‘-IHI:Ie YIAaKOBKHU JICKAPCTBCHHBIX CPEACTB JIA
MMapCHTCPAIIbHOTO IPUMCHCHUS OTOJIZKHBI OBITH YKYIIOPCHBI

COOTBETCTBYIOLIMMU crIOCOOaMH (3araiika; yKyrnopKka pe3uHOBOM HIn
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CUJIMKOHOBOM MPOOKOH, 00KaTON KOJTIAYKOM ), TTPOIIEAIITAMHI

BaJIMJALUIO.

DnacToMepHBIE CPEICTBA YKYIIOPKH JIEKAPCTBEHHBIX CPEJICTB IS
NapeHTepaJIbHOTO MPUMEHEHHS MOTYT OBbITh Pa3IMYHBIMU 1O (popme,
pasMmepy, UMETh ClieIUaIbHbIN JU3aifH, 4TO 00YCIOBIEHO
IPOU3BOACTBEHHBIMH MPOLIECCAMHU, HATIPUMED, TAKUMHU KaK
muodunm3anys. Pe3snHOBBIC U CHITMKOHOBEIE YKYTIOPOYHBIC CPEICTBA
JOJKHBI OBITH TOCTATOYHO AJIACTUYHBIMU, POYHBIMU, YTOOBI TIPU
MIPOKAJIBIBAHUN UTJION COXPAHSIIACH IIETOCTHOCTh U 00€CIIeunBaiach
TEPMETUYHOCTh YHAKOBKH MOCJIE U3BJICUEHUS UIJIBI U3 YKYIIOPOYHOTO

CpencTBa.

CucrteMa yKynopHBaHUs IEPBUYHON YIAKOBKHU JIEKAPCTBEHHBIX
CPEZICTB JJIsl MApEHTEPaTbHOTO MPUMEHEHUS PE3NHOBBIMU U
CHJIMKOHOBBIMH MPOOKAaMH CUUTACTCS LIEJI0CTHON TOJIBKO MOCIIE TOTO,
KaK Ha yKyTIOpEeHHOI nmpoOkoii ynakoBke ((iakoHe, OyThUIKE) OyaeT

o0xkaT (3aKaTaH) KOJIMauoK.

Kounmayky aJftoMAHHMEBBIE WM TIOJIMMEPHBIE SBIISIIOTCS KOHTPOJIEM
IIEPBOI0 BCKPBITUS CTEPUIIbHBIX JIEKAPCTBEHHBIX (DOPM.

[TorpeOuTenbCKkol yNAaKOBKOW JIEKAPCTBEHHBIX IpenaparoB s
HapeHTEPATLHOTO MPUMEHEHUS SBIISIOTCS KOPOOKH (BKIIIOUAsk KOPOOKHU €
MIEPEropojIKaMu), Madykh; MpPU OSTOM JIEKAPCTBEHHBIE IIpenaparbl B
NEpPBUYHOM ynakoBKe (aMmynbl, (JIAKOHBI, KapTPUIKU U Jp.)
MIPEIBAPUTEIBLHO MOTYT OBITH IMOMEIICHBI B IIPOMEKYTOUHYIO YIIAKOBKY
(6mucreps! U ap.).

[Ipy ynakoBBIBaHMM aMIlyll C XJIOpIMuloM  JIOIYCKAETCS
IPUMEHSATH B KAYECTBE aMOPTU3aTOPa MEIULIMHCKUM AJINTHUH.

VYIakoBKa J1eKkapcmeeHnbix cpedcme Ok UHbEeKYUll 6 KOMILIEKTE C
pacTBOpUTENEM  yKa3blBaeTcsi B  (hapMakoneiiHOW  cTaTrbe WU
HOPMAaTUBHOM JOKYMEHTALIUH.

B ynakoBKy ¢ ammyinaMu, He UMEIOIUMHI KOJIBIIO M3JI0Ma, JOJIKHO
ObITh BJIOXKEHO TMPHUCIOCOOJICHHE s BCKPBITHS aMIyl — HOX

aMIyJIbHBIN, cCKapupUKaTOp U T.II.
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Wmmutantatel U TaOAETKH 7151 UMIUIAHTAI[UHN YIIAaKOBBIBAIOT B
WHJVBHUIYaJIbHbIE CTEPUIIbHBIC YIIAKOBKH.

JUis enazHuix 1ekapcmeeHubix Gopm UCHONb3YOm OJHOI030BYIO U
MHOTOZI030BYI0 YIIAKOBKY C 3alllUTOM OT HECAaHKIHOHUPOBAHHOIO
BCKPBITHSL.

[lepBuyHasi ymakoBKa IVIa3HBIX Karellb MPEACTaBiIsieT co0oi
CTepuiIbHBIE (PIAKOHBI, (HIAKOHBI-KANEIbHULBI, TIOOMK-KaNeIbHUIIBI
o0bemoMm He Oomee 10mu, ecnu B QapMakonelHOW cTaThbe WU
HOPMAaTUBHOM JTOKyMEHTAllMU HE yKa3aHo MHoe. OIHOA030Bas yIakoBKa
[Ja3HbIX  Kameilb  OOEeCrevYrBaeT  COXPAaHEHHE  CTEPUIIbHOCTH
COJEP)KUMOIO U JO3UPYIOLIEro YCTPOMUCTBA 4O MOMEHTA UCIIOJIB30BAHHUS.

[lepBuuHas ymakoBKa IVIa3HBIX Ma3edl M Trejed MpeACTaBIseT
co0Oif  cTepusibHBIE, C)KMMaeMble TyObl CO BCTPOSHHBIM WIJIH
IPUIOKEHHBIM HAKOHEYHUKOM, COJEPKUMOE YIAKOBKH, €CIU HE
yKa3aHo uHaue — He Oosiee 10 .

OO0bEM MIa3HOW MPUMOUYKH B MHOTOJI030BOM YIAKOBKE JOJKEH
ObITh HEe Oomee 200 Mu1, eciny HET APYTHX yKa3aHUU B (apMakorneinHon
CTaTh€ WM HOPMATHUBHON JOKYMEHTALIUH.

Kaxayio masHylo IUICHKY/MMIIAHTAT Tepell IOMEIICHHUEM B
OnucTepbl, IEHAIBI U T.J. YIAKOBBIBAIOT MHAUBUAYAJIBHO.

CycneHsun U 3MyJabCUU JUIsl MapeHTEepaIbHOrO NPUMEHEHHs, B
dopMe Kamenb TIAa3HBIX WM MPEAHA3HAUYCHHBIX JJI HAHECEeHUs Ha
MOBPEXICHHYIO KOXY, BBIITYCKaIOT B CTEpHUIILHON
BO3IyXOHEIIPOHUIIAEMOW T€PMETUYHOMN YITaKOBKE.

Jlnst obecrieyeHust TpeOyeMoOM 3alUThl JIEKAPCTBEHHOIO CPEACTBA
OT BJIMSIHUSI BHEIIHUX (DAKTOPOB, MpH BHIOOpPE YMAKOBKU HEOOXOIUMO
3HaThb W YYWUTHIBATh 3AUAUIMHbBIE CEOUICMEA IJ1IEMEHMOE YNAKOGKU -
YHAKOBOUHBIX MAMEPUAIOE, YKYNOPOUHBIX CPEOCHE.

VYnakoBoyHble ~ MaTepHalibl M3 CTEKIa W MeTajia,
KOMOMHHPOBAHHBIA YMAKOBOYHBIM Marepuajl Ha OCHOBE aJIOMHUHUEBOMN
Gonpru  3aMMINAIOT  COAEPKUMOE  YMAKOBKA OT  YyJIeTy4HMBaHUs
(ucnapenusi,  NMPOHUIIAEMOCTH),  BJIaro- W  razooOMeHa,  OT

IMPOHUKHOBCHUA MUKPOOPIraHN3MOB U3BHC.
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[TonumepHbie MaTepualibl U KOMOWHUPOBAaHHbIC MaTepuaibl Ha
OCHOBe OymMarm W KapTOHa OOECMEYMBAIOT 3aIIUTYy COAECPKUMOTO
YIAKOBKA OT TMPOHUKHOBEHHSI aTMOC(HEpHOM MUKPOQIOPHI, CTENEHBb
3aIMThI JICKAPCTBEHHBIX CPEACTB OT YJIETy4YMBAHUS, BJIAaro-, mapo- H
ra3onpoOHUIAEMOCTh 3TUX MATEPHAJIOB 3aBUCAT Kak OT BHAA
OPUMEHSIEMOTO YMaKOBOYHOIO Marepuana, TakK H OT CBOICTB
JNEUCTBYIOIINX W BCIIOMOTAaTEIbHBIX BEIIECTB, BXOMAIINX B COCTaB
JIEKapCTBEHHOTO TIpernapara, oT TpeOOBaHUN K CTaOWUIBHOCTH U CPOKY
TOJHOCTH JIEKAPCTBEHHOT'O CPEACTBA, OT YCIOBUM €r0 XPaHCHHUS.

[Tapo- ¥ Tra30MpPOHUIAEMOCTh IMOJMMEPHBIX  MAaTE€pUAJIOB
HEOOXOJMMO YYMUTHIBaTh MHpPU BHIOOPE ONTUMANIbHON YHAKOBKH JJif
JIEKAPCTBEHHBIX NPENaparoB, MOUIEKAIINX CTEPWIM3ALHUH, B CBSI3HU C
TE€M, YTO YNAKOBKM M3 OTAECIbHBIX MapoOK MOJMMEPHBIX MaTepHasioB
ABJISIFOTCS Oy TPOHUIIAEMBIMHU.

B HanmeHbIIENH CTENEHW OT B3aWMMOJCUCTBUS JIEKAPCTBEHHOIO
cpenctBa ¢ arMochepHO cpefoi 3amMilaeT ynakoBka W3 OymMard u
KapTOHa.

3ammTy JIEKapCTBEHHOIO CPEACTBA OT CBETOBOIO MOTOKA
o0ecreynBaeT ynakoBKa M3 OpPAHKEBOIO CBETO3AIIMTHOIO CTEKIIA, W3
MeTajula, W3 aJIOMUHUEBON (ONbrH, M3 TOJUMEPHBIX MAaTepUalioB,
OKpAIIICHHBIX WA 3aMYTHECHHBIX THTAHA TUOKCHUIOM. YTMAKOBKY 0CO00
YyBCTBUTEJIBHBIX K CBETY (papMalleBTUUECKUX CcyOcTaHIui (cepedpa
HUTpAT, TMPO3E€PHUH) U3 CBETO3AIIUTHOTO CTEKJIAa PEKOMEHIYeTCs
OKJICMBATh YEPHOI CBETOHEIIPOHHUIIAEMOM OyMaroi.

[IpuMeHeHue yIMakoBKM M3 KapToHa, Oymaru sl oOecredeHus
3aIMTBl  JIEKAPCTBEHHOTO CpPEICTBA OT BO3JEKUCTBUS  CBETOBOIO
W3JIy4E€HUs, BOSMOXKHO IIPU MOATBEPKICHUU CBETO3ALIUTHBIX CBOMCTB B
COOTBETCTBYIOLIEH  OOJACTM  CHEKTpa  HUCIOJBb3YeMbIX  Mapok
YIIAaKOBOYHBIX MaTEpPUaIOB U3 KapTOHA U OyMaru.

Ecniu mnpu XpaHeHMM W TPaHCHOPTUPOBAHUU JIEKAPCTBEHHOIO
CpencTBa JOIYCKAaeTCs BO3JEMCTBHE HM3KOM TEMIIEpATypbl, TO IpHU
BBIOOpDE YNAKOBOYHOIO MaTepuajia HeoOXOJUMO YYHUTHIBATH PUCK
MOBPEXKACHUS YINAKOBKH W TOTEPH COACPKUMOIO NPU 3aMEpP3aHUU

IMOCICAHCTO.
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3anUTHBIE CBOMCTBAa TE€M BBIIIE, YEM TOJIEC MaTepuai (CTCHKH)
YHaKOBKHU U YE€M BBIIIE TEPMETUYHOCTh YKYIIOPUBAHUS YITAKOBKHU.

Marepuan pe3mHOBBIX MPOOOK CIIOCOOEH OOECIEYHTh 3alUTy OT
BO3/ICICTBUS CBETa, MPOHUKHOBEHUS! MUKPOOPTAHU3MOB, YJIETyYUBAHUS
(uctapenusi, MPOHUIIAEMOCTH); CTETICHb 3allTUThI OT Ta30MPOHUIIAEMOCTH
3aBUCUT OT (DU3UKO-XUMHUYECKHX CBOMCTB PE3MHOBOTO MaTepuara,
COCTaBa M CBOWCTB JIEKAPCTBEHHOTO CpPEIACTBA, €ro KOJIWYECTBa,
TEeMIIEpaTyphl.

Ha 3amuTHyro (QyHKIWIO YIAKOBKH — OKa3bIBACT  BIMSHUC

cobmonenue npaswi1 GMP npu npon3BoicTBE YIIaKOBKH.
OO01mue TpedOBaHNsI K MAPKHPOBKE JIEKAPCTBEHHBIX CPEACTB

MapkupoBKa JEKapCTBEHHBIX CPEACTB JOHKHA COOTBETCTBOBATH
TpeboBanusiM DenepaibHBIX 3aKOHOB W HOPMATHUBHO- MPABOBBIX aKTOB
Poccuiickont denepanuu.

MapkupoBka  JICGKQPCTBEHHBIX  IPENaparoB,  M3TOTOBIECHHBIX
anNTCYHBIMU  OpPTaHW3alUsIMH  (SKCTEMITIOPANbHBIX  JICKAPCTBEHHBIX
IpernapaTtoB) OCYIIECTBISIETCS B  COOTBETCTBHM C  IpaBUJIaAMHU
M3TOTOBJICHUS U OTITyCKa JICKAPCTBEHHBIX MPETIapaToB, YTBEPKIACHHBIMHU
YIOJTHOMOYEHHBIM (DefiepaibHbIM OPraHOM HCTIOTHUTEIBHON BIACTH.

MapkupoBka MOXET MPEIACTaBIAThH COOON HAINMHUCH, HAHECCHHBIC
HEMOCPEJICTBEHHO Ha YIMAKOBKY WJIM Ha JTUKETKY, MPHUKPEIUIIEMYI0 Ha
YIIaKOBKY.

Crioco6 HaHeceHHs] MapKUPOBKH JOHKEH 00€CTIE€YUTh COXPAHHOCTh
MapKApPOBKM B TEYCHHE BCErO0 CpPOKa TOMHOCTH JIEKAPCTBEHHOTO
CpeJICTBa TP COOTIOJICHUN YCTAHOBJICHHBIX YCIOBUM XpaHEHHUS.

ConmepxaHue  MapKHUPOBKH  JIGKAPCTBEHHOTO  CPEIACTBA |
opopMiIeHHE HAAMKMCEN Ha MOTPEOUTENHCKONM M TPYIMIIOBOM YIaKOBKE
(3TUKETKE YMaKOBOK) JOJAKHO OBITh YKa3aHO B (hapMaKOINEWHOU CTaThe
VI HOPMATUBHOW JJOKYMEHTAIIHH.

MapkupoBKka JIEKapCTBEHHOTO CPEICTBAa JODKHA OBITh HaHECEHA
XOPOIIO YUTAEMbIM IMIPU(TOM HA PYCCKOM SI3bIKE, TIPU STOM HAJIIHUCH,
3HAKW, CHMBOJIBI JIOJDKHBI OBITH KOHTPACTHBIMH (DOHY, Ha KOTOPBIH

HaHECEHa MapKUPOBKaA.
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MapkupoBka U OoQOpMIICHHE YIMAKOBKU JOJKHBI OBITh €IUHBIMU
JUISL KaKJIOM CEPUM YIIAKOBAaHHBIX JIEKAPCTBEHHBIX CPENICTB.

Kaxnas enuHuna mnoTpeOUTENbCKOM W TPYIIIOBOM  yHaKOBKHU
JOJKHA OBbITh CHAOXKEHAa ATUKETKOM, MHCTPYKLMEHW MO NPUMEHEHMIO
(MM THCTKOM-BKJIQIBIIIEM) B COOTBETCTBUU C  TPEeOOBAHHUSIMH
(apMakonelHONl cTaTbl WM HOPMATUBHOM  JOKYMEHTalUUU Ha
KOHKPETHOE JIEKAPCTBEHHOE CPEJICTBO.

Ecin pasmepbl nNOTpeOUTENbCKOM YNAaKOBKU JOMYCKAalOT, TO
COJEP)KAHHUE JIMCTKA-BKJIAIbIIA WJIA HWHCTPYKLHH IO TNPUMEHEHHUIO
MOXET OBITh HAHECEHO Ha YIAaKOBKY.

Ha mnepBuyHOil W BTOPUYHON (HMOTPEOUTENBCKOW) YHAKOBKE
JIEKapCTBEHHOTO Mperapara yKa3bIBacTCs:

-HAMEHOBAHWE JIEKAPCTBEHHOIO Mpemnapara (MeXIyHApOIHOE
HENIaTCHTOBAHHOE WM TPYNIIAPOBOYHOE WM XUMHYECKOE, WU
TOProBO€ HAUMEHOBAHUE),

- HOMED CEpuu;

-narta BhIOyCKa (M1 HMMYHOOHMOJOTMYECKHX JIEKApCTBEHHBIX
penaparoB);

-CpOK TOIHOCTH;

-JI03UPOBKA MM KOHLIEHTpaLWs;

-00beM;

-aKTUBHOCTb B €JUHULAX JECHCTBHS WIN KOJINYECTBO J03.

JIOTIOMTHUTENBHO HA BTOPUYHOM (MOTPEOUTENBCKOM) yHaKoBKe
JIEKapCTBEHHOTO Ipenapara He0OX0AUMO YKa3bIBaTh:

-TOProBO€ HAMMEHOBAHME JIEKAPCTBEHHOI'O IIpEnapara;

- HAMMEHOBAHKE ITPOU3BOAMTENS JIEKAPCTBEHHOTO NIpernapara;

~-HOMEp PETUCTPALMOHHOIO YA0CTOBEPEHUS;

-c11oco0 MPUMEHEHNUS;

-JIEKAPCTBEHHYIO opMmy;

-YCJIOBHS OTITYCKa;

-YCJIOBUS XpPaHEHNUS,

-IpeaYNPEAUTENBHBIC HAIIUCH;

- IITPUXOBOU KOZ.
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Ha nepBuuyHOii ymakoBke (papmalieBTUYECKUX  CyOCTaHLUN
YKa3bIBaCTCA:

-HaMEHOBaHME (hapMaIeBTUICCKON CyOCTaHIIMU (MEXKIyHAPOIHOE
HENMaTEeHTOBAHHOE WJIM TPYNIUPOBOYHOE WIIM XUMUYECKOE);

-TOProBO€ HAMMEHOBaHUE (papMaIleBTHUECKOM cyOCTaHIINY;

-HaMMEHOBaHKE MPOU3BOAUTENS (PapMalleBTUYECKOM CyOCTaHITNY;

-HOMEp CEpHH U JaTa MPOU3BOACTBA;

-KOJIMYECTBO B YIIAKOBKE M €ANHULIBI U3MEPEHUS KOJINYECTBA;

-CpOK TOIHOCTH;

-YCIIOBUSI XpPaHEHMUSI.

MapkupoBka JIEKapCTBEHHBIX CpPEACTB JOJDKHA  COAEpPIKaTh
clenyroume o0si3aTeNibHble HAANMUCH W HAANUCU MHGOPMALMOHHOTO
Xapakrepa:

- «XpaHHUTh B HEAOCTYITHOM JIJIS IETEU MECTER,

- CTEpUJIbHBIE JIEKAPCTBEHHBIE CPEACTBA JOJKHBI UMETh HAIIHUCH
«CrepriibHOY,

- JICKQpCTBEHHbBIE CPEACTBA B KAaYECTBE CHIBOPOTOK JOJIKHBI UMETh
yKa3aHu€ >KUBOTHOTO, U3 KpPOBH, IUIa3Mbl KPOBH, OPTaHOB W TKaHEH
KOTOPOT'O OHM IOTYYEHBI,

- BTOpUYHas (MOTpeOUTENbCKas) YITAKOBKA JIEKAPCTBEHHBIX CPEICTB,
MOJIyYEHHBIX W3 KPOBH, IJIa3Mbl KPOBU, OPTaHOB M TKaHEW YEJIOBEKA,
IoJDKHA uMeTh Haanuchk: "Antutena k BHUY-1, BUY-2, k Bupycy
renaruta C W TOBEPXHOCTHBIM AaHTUIEH BHUpyca renarura B
OTCYTCTBYIOT",

- BTOpHYHas (NMOTPEOUTENbCKAsl) YIAKOBKA TIOMEONAaTHYECKUX
JIEKApCTBEHHBIX IIpenaparoB JOJI’KHA UMETH HAJIUCh:
«TrOMEOITaTUYCCKUI»,

- Ha TEpPBUYHYI0 M BTOPUUYHYIO (TIOTPEOUTENBCKYIO) YIAKOBKY
paanodapMaleBTHIECKUX JIEKAPCTBEHHBIX CPEICTB JOKEH HAaHOCUTHCS
3HaK paguallMOHHON ONACHOCTH.

[Ipy  HeoOXomMMOCTM Ha  YNAKOBKY  HAHOCATCA  JIpyrue
IpEAYNPEAUTENbHBIE HAIUCH U CUMBOJIBL.

MapkupoBKa JIEKapCTBEHHBIX CPEACTB HE JOJDKHA COAEpP’KaTh

UH(OPMALIMIO PEKIAMHOTO XapaKTepa.
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VYnakoBka JIEKapCTBEHHBIX CPEICTB, NPeoOHA3HAYEHHBIX
UCKTIIOYUMENbHO Ol 9KCHOpmd, MAapKUPYeTCs B COOTBETCTBUU C
TPEOOBAHUSIMU CTPAHBI-UMIIOPTEPA.

Ha TpaHCcniOpTHOM yIIaKOBKE JIEKaPCTBEHHBIX CPEJICTB YKa3bIBACTCS:

-HAMMEHOBAHUE JIEKAPCTBEHHOI'O CPEJICTBA;

-CepHsl JIEKApCTBEHHOT'O CPE/CTBA;

-J1aTa BbIITYCKa;

-KOJIMYECTBO BTOPUYHBIX (MOTPEeOUTENBCKUX) YIIAKOBOK
JIEKapCTBEHHOT'O CPEJCTBA;

-HAMMEHOBAHUE IIPOU3BOJIUTENS JIEKAPCTBEHHOIO CPEICTBA, €ro
MECTOHAXOXJIeHHE (aapec, B TOM 4YHCIE€ CTpaHa U (WUJIU) MECTO
IPOU3BOJICTBA JIEKAPCTBEHHOTO CPECTBA);

-CpOK TOIHOCTH;

- YCIIOBUS XpaHEHUs U TPAaHCIIOPTUPOBAHUSA (IIEPEBO3KH).

[Tpu HEOOXOMMMOCTH Ha TPAHCHOPTHYIO YMAKOBKY OJIKHBI OBITH
HAHECEHBb! IIPENYIPEAUTEIbHbIE HAANNCH W MAHUIIYJSIUOHHBIC 3HAKH,
yKa3bIBaIOIIMe Ha CIOCOOBI 0OpaIlIeHus ¢ TPY30M.

TpaHcriopTHass ~ MapkMpoOBKa  ONACHBIX  TIPY30B  JOJDKHA
COOTBETCTBOBATh JIEUCTBYIOIINM TPEOOBAHHSIM.

TpeboBaHus K M3IOKEHUIO TEKCTOB MAapKUPOBKH  JIOJIKHBI
COOTBETCTBOBATh YKa3aHHBIM B JIEUCTBYIOIIMX HOPMATHBHO- IPABOBBIX
nokymeHrtax Poccuiickon ®@enepanuu.

OO0mue TpeOOBAHHUA K TPAHCIIOPTHPOBAHMIO JIEKAPCTBEHHBIX

CPeacTB

TpancnoptupoBaHue  (I€peBO3Ka)  JEKAPCTBEHHBIX  CPEICTB
OCYLIECTBIIIETC BCEMHM BUAAMM TpaHcHopTa (aBTOMOOWIIBHBIM,
KEJIE3HOJOPOXKHBIM, ABUALMOHHBIM, MOPCKHM, PEYHBIM) B 3aKPBITBIX
TPAHCIIOPTHBIX CpPEJCTBaX, COOMIOAsl IIpaBWiIa IIEPEBO3KU TIPYy30B,
YCTaHOBJICHHBIE JUIsI COOTBETCTBYIOIIETO BU/Ia TPAHCIIOPTA.

JlekapCTBEHHBIE CpPEICTBA, IOMJIEKAIIME TPAHCIOPTUPOBAHHUIO,
JOJDKHBI OBITh TOMEIIEHBI B KOHTEWHEp (Ipy30BOil) WIH JIpYrylo,
PENIAMEHTUPOBAHHYIO ACUCTBYIOIIMMM CTaHAAPTAMM, TPaHCIOPTHYIO

YIAKOBKY.
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TpaHncmopTupoBaHUE  JICKAPCTBEHHBIX  CPEICTB  HEOOXOAMMO
OCYIIECTBIISATh B YCIOBHSIX, 00€CIEUNBAIOIINX

-BO3MOYKHOCTh UX HJICHTU(DHUKAITNY;

-IpeI0TBpalICHUE B3aMMOJECHCTBUS TPAHCIIOPTUPYEMBIX
JIEKAPCTBEHHBIX CPEACTB M 3arps3HEHUs] (KOHTAMUHHPOBAHUS) OJHUX
JIEKAPCTBEHHBIX CPEICTB IPYTUMH;

-IPEAOTBPALICHHE TNOBPEKICHUM W XHUIICHUM JIEKAPCTBEHHBIX
CPENCTB;

- 3alIUTy OT HEOJArompHUsTHOTO BO3ACHCTBUS (DAKTOPOB BHEIIHEH
cpenbl (TeMmreparypa, CBET, BIAXKHOCTb) W JAPYTUX OTPULATEIbHBIX
(bakTopoB.

3HayeHus1 KIMMAaTUYECKUX (DAKTOPOB BHELIHEH Cpelbl, BIMSIOUIUX
Ha JIEKQPCTBEHHBIE CPEACTBA MPU UX TPAHCIIOPTUPOBAHUU, HE JOJKHBI
IPEBBIIATh JOMYCTUMBIX 3HAYEHUN, YCTAHOBIICHHBIX JEUCTBYIOIIUMU
MpaBUJIAMU.

TpaHcopTUpOBaHUE JIEKAPCTBEHHBIX CPEICTB B pailoHbl KpaliHero
CeBepa 1 npUpaBHEHHBIE K HUM TPYIHOAOCTYIIHbIC PailOHBI TPOBOJAT B
COOTBETCTBHH C JIEVCTBYIOIIMMH MMPABUIIAMMU.

[Ipu TpaHCHOPTUPOBAHUHU JIEKAPCTBEHHBIX CPEACTB, 00JIaarOIINX
OMaCHbIMU CBOMCTBaMU (orHeormnacHsble, B3pPBIBOOIIACHBIE,
paguodapManieBTUYeCcKie, eIKue, KOPPO3HWMHBIC, Ta3bl CXKaThle U
CKIDKEHHBIE, SIIOBUTHIC, MH(EKIIMOHHBIE U Jp.), HEOOX0IUMO COOIIOIATh
TpeboBanust DeAepabHBIX 3aKOHOB W HOPMATHUBHO-NPABOBBIX AaKTOB
Poccuiickoi denepanuu, pEenIaMEHTUPYFOILIIAX IpaBUJIa
TPAHCIIOPTUPOBAHMS OMACHBIX TIpy30B. [lpu »sTOoM rpynmoBas wu
TPAHCIIOPTHAsl YIIAKOBKA JOJKHBI COOTBETCTBOBATH KJIACCY OMACHOCTH U
MMETh MAPKUPOBKY C YKa3aHUEM 3HAKa OMACHOCTH.

TpaHcnopTHOE CpEeACTBO, MPEAHA3HAUYEHHOE [JIsi IEPEBO3KHU
JIEKAPCTBEHHBIX CPENICTB, 00IaJAI0ONIUX OMACHBIMA CBOMCTBAMMU, JOJAKHO
ObITh ~ OCHAIICHO  JOMOJHHUTEIbHBIM  OOOPYJOBAaHUEM  COIJIACHO
MPEANHUCAHUIO.

OcoOble yCIOBHS JOMKHBI OBITH CO3/IaHbI PU TPAHCIIOPTUPOBAHUU
(mepeBo3ke) TEPMOTAOMIBHBIX M CKOPOMOPTAIIUXCS JICKAPCTBEHHBIX

CpCACTB.
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TemneparypHbIit pexXUM npu TPaHCIIOPTUPOBAHUU
TEPMOJIAOMIIbHBIX JICKAPCTBEHHBIX CPEACTB JOHKEH COOTBETCTBOBATH
3aKOHOAATEIbHBIM TPeOOBaHUSIM, TpeOOBaHUAM (apMaKONEeHHON cTaThu
WIM HOPMATHUBHOM JOKYMEHTallUM TakuM 0O0pa3oM, 4TOObI M3MEHEHHE
TEMIIEPATypHOTO JHala3oHa BBHINIE WM HIDKE YPOBHS, HE BIUSIIO
OTpHULIATENBHO HA KaY€CTBO JIEKAPCTBEHHOTO CPEJICTRA.

[Ipy TpaHCHOPTUPOBAHMU TEPMOJAOMIIBHBIX  JIEKAPCTBEHHBIX
CPEIICTB  TPAHCHOPTHBIE CpPEICTBA JIOJDKHBI  OBITh  0OECIEUEHbI
npuOopaMu, KOHTPOIUPYIOIIUMU U PETUCTPUPYIOIIKUMHU TEMIEPATypy, a
TaKKe€ YCTpOHCTBaMH M 000pyIOBaHHEM, OOECIEYMBAIOIIUMUA U
MOJICPKUBAIOIIMMH HAJUICKAIINNA TEMIIEPATYPHBIA PEKUM.

TpancropTupoBaHUE TEPMOJAOMIBHBIX JIEKAPCTBEHHBIX CPEJNICTB,
BKJIIOYasi ~ MMMYHOOHMOJIOTHYECKHE  JICKapCTBEHHbIE  IpEraparsl,
OCYILIECTBIISIIOT B CHEIHHAIbHBIX  TPAHCHOPTHBIX  CPEACTBAX  —
aBTopedprxKeparopax, KOTOpble OCHAIICHBI Mpubdopamu (TepMorpadamu
U Jp.), TO3BOJAIONIMMH TIOJy4YaTh JOKYMEHTAJIbHOE MOATBEPKIACHHUE
COOJIIOZICHHSI TEMIIEPATypHOTO PEXHMMa BO BpPEeMsl TPAHCHOPTHPOBAHHSL.
CneunanbHble  aBTOpePpUKEpaTopbl W KOHTPOIbHO-U3MEPUTETbHBIC
(perucTpanioHHble) TPUOOPHI, HUCMHOJB3yeMble Ui  U3MEPECHHS
TEMIIEPaTypHOrO peXHMa, IMOAJiekKaT IOBEpKE B YCTaHOBICHHOM
nopsiake. M3orepMuueckne Ky30Ba CHEIHAIBHBIX aBTOpePHKEPaTOPOB
MOJBEPTatoT 1e3UH(EKIIMOHHONW 00pabOTKe B YCTAaHOBICHHOM IOPSIJIKE.

TpancnoprupoBanue TepMOIaOUIBHBIX JIEKAPCTBEHHBIX CPEICTB
aBTOpedprKEPaTOPHHIM TPAHCIIOPTOM OCYIIECTBISIETCA B
TpaHCIOpPTHON  ymakoBke. Crnoco®  pa3MmemieHusi TPaHCHIOPTHOM
YIaKOBKM B Ky30BE€ CICIHMAIBHOIO aBTopedpukeparopa IOJIKEH
oOecrnieurBaTh CBOOOAHYIO IIUPKYJALIMIO BO3JyXa W COXPaHHOCTH
TEPMOJIAOMIIbHBIX JIEKAPCTBEHHBIX CPEICTB.

[Ipu mepeBo3ke B APYTrUX 3aKPBITHIX TPAHCIOPTHBIX CPEACTBAX
(kpome  aBTOpedprKepaTOpoB)  TEPMOJIAOUIBHBIE  JICKAPCTBEHHBIC
CPEICTBa JOJKHBI OBITh TIOMEIICHBI B MEIUIIMHCKHE TEPMOKOHTEHHEPHI
(CYMKHU-XOJOAUIBHUKH).

[lepen TpaHCHOPTUPOBAaHMEM B TEPMOKOHTEUHEPHI BMECTE C

TepMOJIa6I/IJIBHBIMI/I JICKaApCTBCHHBIMU CpCACTBaMH 3aKJIaJbIBarOT
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XJIaJIO3JIEMEHTHI. YIIAaKOBKY TEPMOJIAOMIIHHBIX JICKAPCTBEHHBIX CPEICTB B
TEPMOKOHTEHHEPHI OCYIICCTBISIOT B TOMEHICHHSIX, TMpeIHa3HAYCHHBIX
st otux nenen. Jlns obecrneueHuss HEOOXOMUMOTO TEMIEPATypHOTO
peKMMa KOJIMYECTBO M THUN 3aKJIaJbIBAEMBIX B TEPMOKOHTEHHEPHI
XJIaJIO’JIEMEHTOB JIOJKHBI COOTBETCTBOBATh TPEOOBAHUSIM JOKYMEHTOB
Ha MCIIOJIb3yeMbIe TEPMOKOHTEHHEPHI U XJIaJJ03JIEMEHTHI.

Kontpons 3a coOmromeHneM TEMIIEpaTypHOTO peXuma Mpu
TPaHCIIOPTUPOBAHNUH, POIOJKUTEITEHOCTH HapyIICHUS
TEMIIEpaTypHOTO peXuMa (€CIu TPHUCYTCTBOBAJIO) OCYIIECTBISIOT C
TIOMOIIIBIO TEPMOPETUCTPATOPOB (Trepmorpados), 17001
TEPMOHMHIUKATOPOB, TTIOMEIIICHHBIX B TEPMOKOHTCHHEPHI.

[TpomOIKUTEIEHOCTS TPAHCIIOPTUPOBAHUS TEPMOKOHTEHHEPOB C
TEPMOJAOWIBHBIMA  JICKAPCTBEHHBIMH  CPEICTBAMH  HE  JIOJDKHA
NpPeBHIIATh  BPEMEHH, B  TEUEHHWE  KOTOPOTO  HCIOJIb3yeMbIC
TEPMOKOHTEHHEPHI TAPAaHTUPYIOT TMOAJEPKaHWE B HHUX TpeOyeMoro
TEMIIEPaTyPHOTO PeKUMA.

COBOKYITHOCTh ~ YCJIOBHI, CO3/aBaeMbIX TIpH  IPOU3BOJICTBE,
XpaHEHUH, TPAHCTIOPTHPOBAHWUH, HCIOIB30BAHUN TEPMOJIAOUIBHBIX
JIEKapCTBEHHBIX  CPEACTB, KOTOpbIE O0ECneunBarOT  TpeOyembli
TEMIEPaTYPHBIA PEXKUM OT TIPOU3BOIUTENS IO KOHEYHOTO MOTpeOUTEs,

HAa3BIBAIOT XOJIOAOBOU IEMBIO.
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