[Ipunoxenue
K npukazy denepaabHOro
areHTCTBA M0 TEXHUYECKOMY
PETryJIMPOBAHUIO U METPOJIOTUH
oT «31» suBaps 2023 r. Ne 208

Ilepeyennb

AOKYMEHTOB HaHHOHaJIbHOﬁ CHUCTEMBI CTaHJdapTU3anuu,
3aAKPCIVICHHBIX 34 TEXHUYCCKUM KOMUTETOM 10 CTAaHAAPTH3AIIUH
«PaspaﬁoTKa, NMPpOM3BOJACTBO U KOHTPOJIb KadeCTBa

JekapcTBeHHBbIX cpeacTB» (TK 458)

Ne O6o3HaueHne
HanmeHoBaHue crangapra
/o CTaHaapTa
1 | T'OCT 2237-93 [[{BeTkn poMamiku. TexHUUECKHE YCIOBUSA
2 |T'OCT 2397-75 Kopenb onyBaHunka
3 | T'OCT 2566-79 [To6eru anabazuca 6e3nuctHOrO. TeXHUUYECKHUE YCIOBUS
4 |TOCT 2628-75 [{BeTKHM pOMAIIKU JAIMATCKOU
5 |T'OCT 3164-78 Macmo Ba3enMHOBOE MEIUIMHCKOE. TexXHUYecKue

yCIIOBUS

6 |T'OCT 3322-69 I1;monp! yepHUKU. TeXHUUECKHUE YCIOBUS

7 | T'OCT 3525-75 [1;moa61 MasTMHBI

8 | T'OCT 3582-84 BazenuH menuiuHCcKui. TeXHUYECKHUE YCIOBHUS

9 |T'OCT 4227-76 [lanTel Mapama u  u3I00pa KOHCEPBUPOBAHHBIE.
TexHuueckue ycioBus

10 | TOCT 4564-79 JIuct ckymnuu. TexHu4YecKue yciaoBus

11 |TOCT 4565-79 Jluct cymaxa. TexHUYECKHE YCIOBHS

12 | TOCT 6077-80 ChIpbe  JICKAPCTBEHHOE  PACTUTEIIBHOE.  YTAaKOBKa,
MapKHUpPOBKA, TPAHCHIOPTUPOBAHUE U XPAHEHUE

13 | TOCT 6518-69 [IBeTKH JUTIBI

14 | TOCT 6716-71 KopneBumie nanmyatku (IUKOTO KajraHa, JIyOpOBKH,
y3HUKa)

15 | TOCT 10064-62 KenbllleHb TUKOpacTyUUi (KOPHH)

16 |T'OCT 12529-67 Kpanusa (sucr)

17 | TOCT 13382-67 JIuct Matb-u-madexu. TeXHUUECKHE yCIOBUS

18 | T'OCT 13399-89 [[BeTkn apHUKHU. TeXHUUECKHE YCIOBUS

19 | TOCT 13727-68 CrnoeBuia JMIIaiHUKA IE€TPApUU HUCIAHACKON (Mxa
HCJIaHJICKOTO)

20 [TOCT 14101-69 TpaBa noHHUKA

21 |T'OCT 14102-69 TpaBa mactymsen CyMKu




Ne Obo3HaueHue
HaunmMenoBanue crannapta

/11 CTaHJapTa

22 |[TOCT 14143-69 TpaBa xBomia

23 |[TOCT 14144-69 [[BETKM KOpOBsIKa

24 | TOCT 14260-89 IT;monp! mepua cTpydkoBOro. TeXHUUYECKUE YCIOBUS

25 | T'OCT 15056-89 KopHeBuia u kopHH JieBsiciiia. TeXHUYECKUE yCIoBUs

26 |T'OCT 15946-94 TpaBa uepeanl. TexHuueckue yciaoBus

27 |TOCT 16800-71 [{BeTKkHU OYy3UHBI YEPHOU

28 |[T'OCT 16989-71 TpaBa ¢uanku TpexuBeTHON U (HUATKU MOTEBOU

29 |TOCT 17768-90 CpencrtBa JeKapCTBEHHBbIE. YNAKOBKAa, MapKHUPOBKa,
TPAHCIIOPTUPOBAHUE U XPAaHEHHUE

30 | TTOCT 18102-95 Macno KacTopoBo€  MEIMIIMHCKOE. TeXHUYEeCKue
YCIIOBHUS

31 |T'OCT 21450-75 [1;moap1 YEPHON CMOPOAMHBI

32 |T'OCT 22226-76 JIukonoguii. TexHU4YECKUE yCI0BUS

33 | T'OCT 23938-79 KopeHb  KEHbIIEHS  KyJIbTUBUPYEMOIO  CBEXKHM.
TexHuyeckue ycioBus

34 | T'OCT 24027.0-80 Celppe  JIeKapCTBEHHOE  pacturTenpHoe.  [IpaBuna
MIPUEMKH U METOJIbI 0TOOpa Mpod

35 |T'OCT 24027.1-80 Celppe  JIEKapCTBEHHOE  pacTUTENbHOE.  MeTobl
OTpeIeIICHHS MOJIMHHOCTH, 3apaKEHHOCTH
aMOapHbIMU  BpPEIUTENISAMH,  HM3MEJIBUYCHHOCTH U
CoAEpKaHUs IPUMECEN

36 | T'OCT 24027.2-80 Chlpbe  JI€KapCTBEHHOE  pacCTUTENbHOE.  MeTobl
ONpENENICHUs]  BJIAXHOCTH,  COJEpXkaHUS  30JIbl,
OKCTPAKTUBHBIX M JAYOWJIBHBIX BEMIECTB, A(UPHOTO
Macia

37 | TOCT MUCO 14698-1- | UucTele  MOMEUIEHHS U CBSA3aHHBIE C  HUMH

2005 KOHTpoJiupyemble cpefpl. KoHTponbs Ouo3arpssHeHui.

Yacte 1. OO1IME TPpUHITUTIEI U METOBI

38 |T'OCT UCO 14698-2- | Uuctble TNOMEIICHUS W  CBS3aHHBIE C  HUMHU

2005 KOHTpOJIUpyeMble cpeibl. KoHTponbs Ouo3arps3sHeHUi.

Yacts 2. AHanu3 JaHHBIX 0 OM03arpsI3HEHUSIX

39 |T'OCT P 52249-2009 |IlpaBuna mpou3BOJACTBA MW  KOHTpPOJS  KadyecTBa
JIEKapCTBEHHBIX CPEICTB

40 | T'OCT P 52537-2006 | IIpou3BOACTBO JI€KApCTBEHHBIX CpeAcTB. (Cucrema

obecrieuenus kadecta. O0mue TpedoBaHuUs




/o

O0o3HaueHue
CTaHJIapTa

HanmmeHnoBaHue CTaHdapTa

41

I'OCT P 52538-2006

YUncteie nomentenus. Opexna  TEXHOJIOTHUYECKAS.
O6mue TpedboBaHus

42

I'OCT P 52539-2006

Yuctora Bo3ayxa B Je4eOHBIX yupexaceHusx. OO0miue
TpeOOBaHUS

43

I'OCT P 52550-2006

[IpownsBoacTBO JIEKapCTBEHHBIX CPEICTB.
OpraHu3aiMoOHHO-TEXHOJOTUYECKasl TOKYMEHTAIUs

44

I'OCT P 52896-2017

[Tpon3BoaCTBO JICKapCTBEHHBIX CPEICTB.
[Ipon3BOACTBEHHBIC CHCTEMBI M OOOPYIOBaHHUEC IS
MPOM3BOJICTBA  JICKAPCTBEHHBIX  cpeAcTB.  OOrmme
TpeOOBaHUS

45

I'OCT P 56697-2015

MeToapl HUCHBITAaHUS II0 BO3JCUCTBUIO XHMHYECKOU
NPOAYKIIMM HAa OpraHu3M  4YejoBeka. 3ydeHue
TOKCUYHOCTH Y HErPBI3YHOB MNpPU NEPOPATLHOM
MHOTOKpaTHOM BBeJICHUHU B TeueHue 90 nHei

46

I'OCT P 56698-2015

MeToapl HUCHBITAaHUS II0 BO3JICHMCTBUIO XHMHYECKOU
NPOAYKIMM HA OpraHu3M 4ejloBeka. HM3ydeHue
PENPOIYKTUBHOM TOKCUYHOCTH HA JBYX IMOKOJEHUSX
71a00pPATOPHBIX JKUBOTHBIX

47

I'OCT P 56699-2015

JlekapCTBEHHBIC ~ CpeIcTBa  JJII  MEIUIIMHCKOTO
IPUMCHCHHUSI. JloKIMHUYEeCKre VCCJICTIOBAHHUS
0e30macHOCTH OHMOTEXHOJOTUYECKUX JIEKaPCTBEHHBIX
nperapaToB. O0Iye peKOMEHIAIH

48

I'OCT P 56700-2015

JlexapcTBEeHHBIE cpeacTsa IS MEIUIIMHCKOTO
npuMeHeHus. JloknmmHuYeckne — (papMaKoJIOTHUECKHe
HUCCIIeN0BaHUs 0€30IMaCHOCTHU

49

I'OCT P 56701-2015

HeKapCTBeHHBIG CpcacTBa JJIA MCOAUIIMHCKOI'O
IIPUMCHCHMNA. PyKOBOI[CTBO 10 INUIAaHUPOBAHUIO
JOKIIMHNYCCKHUX I/ICCJ'IeI[OBaHI/Iﬁ 0e30I1aCHOCTH C OeJIbrO
MmocJICAyromero IIPOBCACHUA KIIMHUYCCKHX
I/ICCHC)IOBaHI/Iﬁ H pETUCTpalNM JICKAPCTBCHHLIX CPCACTB

50

I'OCT P 56702-2015

JlexapcTBeHHBIE  CpeiacTBa  JUISI  MEIUIIMHCKOTO
npuMeHeHUs. J[OKTUHUYECKHE TOKCHUKOJIOTHYCCKUE H
(hapMaKOKHHETHYECKUE UCCIIeIOBaHUS 0€30MMaCHOCTH




Ne Obo3HaueHue
HaunmeHnoBanue cTangapra
/11 CTaHJapTa
51 |TOCT P 57129-2016 | JlekapcTBEHHbIE  CpeACTBa i1  MEIULMUHCKOIO

npumeHeHus. Yactep 1. M3yyeHue cTaOUIbHOCTH HOBBIX
dbapmaneBTUYeCKUX CyOCTaHIIMA U JIEKapCTBEHHBIX
npenaparoB. O0IIMe MOJ0KEHUS

52

I'OCT P 57130-2016

JlekapcTBEeHHBIE ~ CpeACTBA A MEAUIMHCKOTO
npuMeHeHusi. MccnegoBaHue T€HOTOKCUYHOCTH U
WHTEpIIpETalysl MOJYyYEHHBIX TaHHBIX

53

I'OCT P 57146-2016

HeKapCTBCHHBIG CpcaAcCTBa JJI MCIHUIIUHCKOI'O
IIPUMCHCHMNA. I/ISY‘IGHI/IG KaHIOCPOTCHHOCTHU
JICKAPpCTBCHHBIX CPCACTB U BCIIOMOTI'aTCIIbHBIX BCHICCTB

54

I'OCT P 57147-2016

JlekapcTBeHHBIE ~ CpeACTBA  JIA  MEAUIMHCKOTO
MIPUMEHEHHMUS. JloxnmuHuuecKue UCCJIEI0BAHUS
MPOTUBOOMYXO0JIEBBIX JICKAPCTBEHHBIX CPEICTB

55

I'OCT P 57298-2016

PaI[I/IO(l)apMaHGBTI/I‘-IeCKI/IG JICKApCTBCHHBIC IIPCIIapaThl.
O6IHI/IC Tp€6OBaHH51 K oOpranu3anuni H3TrOTOBJICHUA
paI[I/IO(bapMaHeBTI/I‘IGCKI/IX IIpCImapaToB B MCAUIMHCKUX
OopraHu3anuax

56

I'OCT P 57647-2017

JlekapcTBeHHBIE ~ cpeacTBa WIA MEAMLMHCKOTO
npuMeHeHus1. PapMakoreHoMHKa. buomapkepsl

57

I'OCT P 57679-2017

JlekapcTBeHHBIE ~ CpeACcTBA A  MEAUIMHCKOTO
npumeHeHus. MccrnenmoBanus — OMOIKBUBAJIEHTHOCTH
JIEKapCTBEHHBIX MPENapaToB

58

I'OCT P 57680-2017

[Ipon3BOJICTBO JIEKAPCTBEHHBIX CPENCTB. PyKOBOACTBO
[0 HMCMOJIb30BAaHUIO KOMIBIOTEPU30BAHHBIX CUCTEM B
cucreMax kauecta GxP

59

I'OCT P 57688-2017

JlexapcTBeHHBIE  CpeACcTBa Uil  MEIUIIMHCKOTO
MIPUMEHEHUSI. Nzyuenue CTaOMJIBHOCTH
OMOTEXHOJIIOTUUECKUX/OUOTOTHIECKUX JICKaPCTBEHHBIX
npenapaToB

60

I'OCT P 57689-2017

JlekapcTBeHHBIE ~ CpelIcTBa OIS METUITMHCKOTO
NPUMEHCHUs. BEISIBICHHE TOKCHYECKOTO IEHCTBUS Ha
PENPOTYKTUBHYIO GbyHKITIIO u MYKCKYIO
PENpPOAYKTUBHYIO (DYHKLIHIO




Ne Obo3HaueHue
HaunmMenoBanue crannapta
/11 CTaHJapTa
61 |T'OCT P 57690-2017 | JlekapcTBeHHBIE  cpeacTBa  JJisl  MEIUIIUMHCKOIO
npumeHeHusi. @apmakonaazop. [lepuoanueckue oTyeThI
0 0€e30IaCHOCTH 3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX
npenaparoB
62 |T'OCT P 58173-2018 | CpeactBa  J€KapCTBEHHbIE Ui MEIUIIUHCKOIO
npuMeHenusi. HMccienoBaHuss HMMMYHOTOKCUYHOCTH
JEKApCTBEHHBIX  CPEJICTB, TMpEIHA3HAYEHHBIX IS
YeJioBeKa
63 |T'OCT P 59747.1- [[Inpunel TpeaBapUTENbHO HamojdHeHHble. Yacth 1.
2021 Humuaaps CTEKJISHHBIE  JUIA KapTpHUKEN C
JEKAapCTBEHHBIMU  MpermaparaMud ISl  MECTHOM
aHeCTe3UH, IPUMEHSIEMbIMU B CTOMATOJIOTHH
64 | T'OCT P 59747.2- [[Inpunel MpeaBapuUTENbHO HAIOJIHEHHbIE. YacTth 2.
2021 YIUIOTHUTENW  MOpPLIHEHM [ KapTPUIKEH ¢
JEKapCTBEHHBIMU  MIpernaparaMud sl  MECTHOM
aHECTE3UH, IPUMEHSIEMBIMU B CTOMATOJIOTUH
65 |T'OCT P 59747.3- [[Inpunel TpeaBapUTENbHO HaIoOJIHEHHbIE. YacTh 3.
2021 YKynopouHnsle ~ CpeAcTBa ISl KapTpUIKEH €
JEKapCTBEHHBIMU  TpemaparamMud  JJisl  MECTHOM
aHeCTe3UH, IPUMEHSIEMbIMU B CTOMATOJIOTHH
66 |T'OCT P 59747 4- [[Inpuiel mpeaBapuUTENbHO HamoJdHeHHble. Yacth 4.
2021 [Munuaapsl  CTEKISIHHBIE  JUII  CTEPUIM30BAHHBIX
TOTOBBIX K HAMOJHEHUIO IINPULEB ISl UHbEKIIMOHHBIX
JIEKapCTBEHHBIX (POpM
67 |T'OCT P 59747.5- [[Inpunel TpeaBapyUTENbHO HamoJdHEHHble. Yacth 5.
2021 YIUIoOTHUTENW  TOpPIIHEW ISl WOPULEB TS
WHBEKIIMOHHBIX JIEKAPCTBEHHBIX (POpM
68 |T'OCT P 59747.6- [[Inpuiel mpeaBapUTENbHO HamoJdHEHHble. Yacth 6.
2021 HwimHApEl  MOJMMEPHBIE  UISI  CTEPUIM30BAHHBIX
TOTOBBIX K HAIMOJHEHUIO IITPHUIIECB JII UHBbEKIIMOHHBIX
JIEKapCTBEHHBIX (OpM
69 | T'OCT P 59747.7- [[Inpuiel TpeaBapyUTENbHO HamoJdHEHHblEe. Yacte 7.
2021 YnakoBOYHBIE  CHCTEMBI I CTEPUIIM30BAHHBIX

IOTOBBIX K HAITIOJIHCHHUIO IIITPUIICB




Ne Obo3HaueHue
HaunmeHnoBanue cTangapra
/11 CTaHJapTa
70 | TOCT P 59747.8- [npuuel npeaBapuTeNbHO HanoJiHeHHble. YacTh 8.

2021 TpeboBanus W  METOAbI  HMCHBITAHUH  TOTOBBIX
MPEABAPUTEILHO HAIIOJIHEHHBIX IINPULIEB
71 |TOCT P 59847-2021 | UadopmaTtuzaius 310POBBSI. Nnentndukarus
JIEKapCTBEHHBIX CpEJIICTB JUTS MEIUIUHCKOIO
INPUMEHEHUS. DJEMEHTbl U CTPYKTYpPbl JaHHBIX IS
YHUKQJIBHOU UJEHTU(UKAUU 17} oOMeHa
(apMmaneBTHYECKON HMH(OpMaLueld 0 PErucTpUpyeMBbIX
JIEKapCTBEHHBIX MpernapaTax
72 | TOCT P EH 12296- | buorexnonorus. OOGopyaoBanue. MeToabl KOHTPOJIS
2009 3 (HEKTUBHOCTH OUYUCTKH
73 | TOCT P UCO 8872- | Konmauku  adlOMHUHHEBBIE Uil (PIIAKOHOB IS
2021 TpaHchy3uid, uHOY3Ud ©  uHBeKHUM.  OOmme
TpeOOBAHMS U METOJIbI UCTIBITAHUI
74 |TOCT P UCO 11418- | Tapa u yKymnopOYHBIE CPEACTBA ISl JIEKAPCTBEHHBIX
1-2017 npemnaparoB.  Yacte l. @DaKOHBI-KaIeIbHULIBI
CTEKJISTHHBIE
75 |TOCT P UCO 11418- | Tapa m yKynopO4YHBIE CPEACTBA ISl JIEKAPCTBEHHBIX
2-2017 npenaparoB. Yacte 2. CrTekisgHHbIE (IAKOHBI C
BUHTOBOU TOPJIOBUHOM JJIsI CUPOIIOB
76 |TOCT P UCO 11418- | Tapa u yKynopouyHbIE CPEACTBa ISl JIEKAPCTBEHHBIX
3-2017 npenapatoB. Yacte 3. drakoHsl U3 0O0JETrYeHHOTO
CTEKJIa C BUHTOBOW FOPJIOBUHOM JIJIsI TBEPABIX U )KUJIKUX
JIEKapCTBEHHBIX (POpM
77 |TOCT P UCO 11418- | Tapa m yKynopO4YHBIE CPEACTBA ISl JIEKAPCTBEHHBIX
4-2017 npenaparoB. Yacte 4. CrexissHHblE (IAKOHBI IS
TabJIeTOK
78 |T'OCT P UCO 11418- | Tapa u yKynopouyHbIE CPEACTBa ISl JIEKAPCTBEHHBIX
5-2021 npenapartoB. YacTe 5. KOMIUIEKT KpbIIKK-KaIleIbHULIBI
79 |TOCT P UCO 11418- | Tapa m yKynopO4yHBIE CPEACTBA ISl JIEKAPCTBEHHBIX
7-2021 npenaparoB. Yacte 7. @nakoHbI U3 CTEKISHHON TPyOKH
C BUHTOBOI TOPJIOBUHOM IJIS JKUJKHX JIEKapCTBEHHBIX
dbopm
80 | 'OCT P CO 13408- | Acentuueckoe MIPOU3BOJICTBO MEJIUIIMHCKON

2-2007

npoaykiuu. Yacte 2. @unbtpanus




Ne O06o3HaucHKe
HaumenoBanue crangapta

/11 CTaHJapTa

81 | T'OCT P UCO 13408- | Acentuyeckoe IIPOU3BOJICTBO MEIULUHCKON
3-2011 npoaykiuu. Yacts 3. JInopunuzarus

82 | TTOCT P UCO 13408- | AcenTnueckoe MIPOU3BOJCTBO MEIUIIMHCKON
4-2011 npoaykuuu. Yacte 4. OuncTKa HA MECTE

83 | T'OCT P UCO 13408- | Acentuueckoe IIPOU3BOJICTBO MEIULUHCKON
5-2011 npoaykuuu. Yacts 5. Crepunnszanust Ha MecTe

84 | T'OCT P UCO 15378- | IlepBuunble YIaKOBOYHbIE MaTepHalIbl TUIS

2017

JIEKapCTBEHHBIX CpencTB. YacTHele TpeOOBaHUS TIO
npuMenenutro MCO 9001:2008 ¢ ydyeTtom Hajiexarieit
npou3BoicTBeHHOM npakTrku (GMP)




