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KAHOHOAPMA

NPOAQKLLH

MACIIOPT Ne 8236052

Haii3 ® rpaHyJibl 1Jisi NPMIOTOBJIEHHS CYCIIeH3NH JIA pHeMa BHYTPL 100 mMr

Howmep naptnu (cepuu): 050726
Konnuectso B napTun{cepun): 9831 ym.

Kon-Bo 1ITyK BO BTOpUYHOH ynakosxe: Ne 9

Jlata mponssoctsa: 07.2026
Axanus BEMONHeH H0: JITI-Ne(005552)~(PT-RU)-200225

o | Tloxasarens Meron ucnerrannii/HJJ Ha MeTo, -«
; A lu A Tpeborarus HJ| PesynbTat HCTBITaHUI
wn Ka4vecTBa HCNIBITAHHH
1 lomcanme Oprarone A aC:;c:c z:nyn 1 NOPOLLXA CBETIO~KENITOTO LBETA € 3aTIaX0M ; a(;‘]naa;;; ?:;ﬁ:: :H r;opomxa CBETTIO-KENTOrO LBETA C
- Mesnee 2,00 MM - He meHee 95 % Pasmep vactuu: Menee 2,0 M - 100%
2 |Pasmep gactun | Curosoft anams, T® PO, O®C.1.4.2.0032 Mence 0,355 mm - ne Gonee 70 % Pasmep yactuw: mence 0.355 MM - 54%
BpeMs yNiepKHBaHHA OCHOBHOTO IIHKa Ha XPOMAaTOrpamMme
BricokoaddexTHBHas XKHAKOCTHAS HCTIBITYEMOr0 PACTEOPA, IPHIOTOBICHHOTO JiA
3 |MacHTnduKama |xpomatorpadus, [P PO, KOJIHYCCTBEHHOTO ONPEIEICHNS, IOKHO COOTRETCTBOBATE B2XX - INoareepxacHa
O®dC.1.2.1.2.0005 BPEMEHH YAEPXKHBaHHA MMUKA HUMECYJINIA HA XPOMATOIpaMMme
CTAKAAPTHOIO PAacTBOpa.
O HOPOIHOCTS OnHOPOIHOCTH MACCHI AO3MPOBAHHBIX Cpesmss Macca - 2014Mr
4 P JiekapcTBeHHbIX GopM, I['D PO, 2000 Mr = 7,5 % (ot 1850 no 2150 mr) OnHOPOAHOCTb Macch ~ 20/20 naketos - oT -2,3% 1o
paccH O®C.1.4.2.0009 +1.6%
PacniamaeMoCTL TBEpALIX TEKapCTBEHHBIX
He Gonee 1 -
S |PacmamaemMocTs bopm, T D Pd, ODC.1.4.2.0013 ¢ Gonee 15 mun (8 BoE) 2MuH
Pacmmopeme, or |8t racpn. aospoRsix s e ,
JILH! 0,
6 |HOMHHAJIBLHOTO JIeKapcg BeHH:I[)J: q)op»fnr O J'IP ¢>"p He menee 70 % (Q) uepes 45 mun. Mzc:;:}?;l-;l:/: . ° e
COREPXAMMA | hC 1420014 ' - oT 88% n1o 94%
Brenusuii Brg IIpn pacTBOpeHHH coaepxkuMoro akera B 100 Mt Boam ¢ ~ [Ipu pacTBOPEHHH COACPKUMOTO TakeTa B 100 mn
7 Cycnensun, F'® PO, O®C.1.4.1.0014 TeMnepaTypoii 20-25 °C B Teuerne 1-3 MHH o6pasyeTcs BOAS! ¢ TeMnepatypoii 20-25 °C B revenne 1-3 Myun
CYCIIEH3HH Y R
y CYCIIEH3HA 0T BelIoro 10 CBETNO-KENTOro LBeTa. 06pa3yeTca cyCneH3ns CBETIO-KENTOrO UBETa.
0 = w g o
CenumenTaIHONE| CepiMerTaIuonHas yeTofiunaocts, 'O Cycniensns, NONy4eHHas B TecTe "Buemnuii Bua cycnienann”, |- CyCl'[eHSItﬂ. nogydeHHas B TecTe "Brewnuii BuA ’
8 N PO, ODC.1.4.2.0020 nocne B36ANTHBANNA HE JOMHKHA PACCIANBATECA B TeUCHHEe 2 | cycreH3Hn", MOche B30aNTHBaHHA HE PACcCIaUEacTCA B
@ YOIOHTHBOCTY M il MHH. TeueHHe 2 MHH.
9 [pH Honomerpus, ['® PO, OPC.1.2.1.0004 012,5003,5 -3,05
TMpumecs C - e Gonee 0,3 % upumecs D - 0,00%
Bricoko3(deKTHRHAS KUAKOCTHAL Tpamecs D - ne onee 0,3 % npumecs C - 0,00%
10 (fIpuMecu xpomatorpadus, I'® PO, Jhobas equHIIHaA HEHACHTHGHUHPOBAHHASR IPHMECE - HE neofas ex HeHACHTHOHITHP p -
OPC.1.2.1.2.0005 Gonee 0.2 % 0,00%
CymMa iipumMeceii - He Gonee 1.0 % cymMa ipuMeced - 0.00%
ToTepa B M
11 lom P acce IToteps B Macce NpH BRICYNUTHBaHHUA, ['D He 6onee 1.0 % 0.20%
v = Uy Gl
i P®, OBC.1.2.1.0010
BLICYIIHBAHVH
OnuopoaHocTs fo3uposanud, ['P PO,
Omnoponnocts  |O®C.1.4.2.0008 (cnocob 1); B cooTserctamn ¢ TpeSopannamu ['D PO, OPC.1.4.2.0008 Mok - n=10
12 |no3upoBanublx | BeicokoadidekTHBHASA KHAKOCTHAS {cnocob 1) AQ’] —7.0%
CAMHAL xpomatorpagus, ['D PO, Tlokazarens npuemnemoctd (AV) nomken Guits He Gonee 15,0. -
OPC.1.2.1.2.0005
KommecraeHROE
ienénetie BricokoaddeKTHEHAA KHUAKOCTHAS
13 cogepx(anne ; xpomarorpaus, I'd PO, Ot 90,0 70 110,0 Mr - 95,80MT
T ——— O®dC.1.2.1.2.0005
PesynsTar Obiliee YHCHO a3pOOHBIX MHKPOOPraHH3MOB
O6nree IUCNO a3poBHBIX MHKPOOPraHH3MOB - He Gonee 500 (KOE® 1 1) - Menee 10
KOEs 1r Pesynsrar Obimee YHCHO APOROKEBBIX H TUTECHEBBIX
(KOE B 1 r) - Menee 10
Ofuiee YHCAO APOACKEBLIX M IUICCHCBHIX rpGoB - He Gonee 50 Pesyn Escherichia coli - He o6Hapyweto & 1
Mukpobuonoruue ' PO, ODC.1.2.4.0002.18. Kareropns KOEBIT YARTAT ESCHEriChia COt - L ObHAPYHK r
14 S ) Pesynutar Pseudomonas aeruginosa - He o6BapyxeHo
CKasd MHCTOTa 3A Escherichia coli - OtcytcBue B 11 S0
Pscudamonas sesuginosa - oxcyrcTeie,s 1 r Pesynrtar Staphylococcus aureus - He o6Hapyxeno B ]
Staphylococcus aurcus - oTcyTcTBHE B 1 T r 4 phy ) Py
SuTepobaKTEPHH, YCTONYHBEIC K JKENYH ~ OTCYTCTBUE B 1 T .
PesynbTar 3HTepoBaKTEpHH, YCTONYHBBIC K xkemyy - He
obuapykeno B 1 1
116 2T BIRAKCE HS KoM M - -Ilo 2 r B maxeTe H3 KOMOHHHPOBAHHOIG MaTEpHANA
Onuncanne {6ymara/donbra/monnatwies). Ilo 9, 15 nnn 30 nakeToB BMecTe P p
15 L n Ao 110 T HMEREEHIO TTOMEIAIOT B IAUKY U3 (6ymara/bomsra/nonmstivieH). [o 9 makeros BMecTe ¢
YTaKOBKH hE ::;YK ! P m ey HHCTPYKUHeIT 110 PHMEHEHHUIO B NAUKe U3 KapToNa.
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MCMBITaHUH

Meron nensrraguit/HJL Ha MeTox

Tpeboranus HJ

PezymnTaT ucnsrraHui

16 [Mapkuposka

B cooTBeTcTBHH ¢ TpeboBanuaMA pa3aena 1.3.2 moaynsa 1
PErHCTPALMOHHOrO J0che (YTB, MAKETHI NEPBHYHOM YIaKOBKH
JITI-Ne(005552)-(PI-RU) ot 20.02.25 u Bropu4HO# yIakxoBKH
JII-Ne(005552)«(PI"-RU) ot 14.10.25).

Ha neperunoii ynakoBxe (IaKETE) Ha PYCCKOM R3bIKE
YKa3BIB2IOT: TOPFOBOE HAHMEHOBAHHE Npenapara ¢
NpeIyNpeIHTENbHOR MapKHPOBKOit ®, MexXayHapoaHoe
HENaTeHTOBAHHOE HAUMEHOBAaHHE (Ha PYCCKOM H AHNIHHACKOM
AIBIKE), JIEKAPCTBEHHYIO GOPMY, A03HPOBKY, KGIMYECTBO
JICKapCTBEHHOTO CPCICTBA B TAKETC, COACPKAHKE
AefCTBYIOMIETO BElIECTRA, MPSAYNPEINTETEHYI0 HAMMHCH
«ConepxHT caxapo3y.», HHPOPMALHOHHYIO HAANHCE O cllocobe
npumeHerHs («Cnocob npuMeHeHns», «IIpenapar NpHHHMAKT
BHYTpB, 0 1 maxety (100 MIr HEMeCYIHAR) ABA pasa B CYTKH.
Tpenapar pexoMeHIyeTca MpHEMMATh noche eapl. CoaepxuMoe
naKeTa BHICHINAKT B CTAKAH M PACTBOPAIOT IPHMEpHO B 100 M
BoAu1. TIpUroT 1i pacTBOp Xp > HE fIGUTEKHUT.»),
HaUMEHOBaHME K CTPaHy GHPMBI-ACpPKaTeNT PETHCTPAHOHHOTO
YROCTOBEPEHNS, €€ JIOTOTHI (JIaTHHUIEH), HANMEHOBAHHE H
CTpaHy GUPMBI-IPOM3BONHUTEN, €€ JOYOTHIl, Tpaiyeckoe
H306paxkeHNe TIAKeTa, BLICHINACMOTO B CTaKaH C XHIKOCTBIO,
HOMEp CEPHH (1aTa NPOH3BOACTBA BKIIOHEHA B HOMEP CEPUH),
JATY HCTEYEHHA CpOKa NOAHOCTH, NONOANHTENRHO MOTYT ORITL
HaHEeCEHb] NPOU3BOCTBEHHBIC HIH TEXHONOTHYCCKHE OTMETKH,
PACTIONOKEHAE H $OPMa KOTOPBIX MOXET H3MEHAThCA, Ha
BTOPHIHOH YNaKoBKe (avke KapTOHHOH) Ha PYCCKOM A3BIKE
YKa3HBAT: TOPTOBOE HAHMEHOBAHHE NpENapara
TIpeSyNpeaUTENLHON MapKHPOBKOH ®, MexKayHapoaHoe
HETATCHTOBAHHOE HAHMEHOBAHHE, 1EKaPCTBEHHYIO GopMY,
KONHY9ECTBO HAKETOR B YIIAKOBKE, KOJIHHECTBO NEKAPLTBEHHOTO
CPEAICTBA B IaKeTE, IO3HPOBKY, COAEPRKAHHE nei‘{c’my}omem
BEILECTBA B KAKIOM NAKETe, YCIOBHA XPAHCHHU, HAANHCH
(«Conepxur caxaposy.», «XpaHHTb B HEIOCTYIIHOM J1A JeTeH
MecTe.», «Hpnme}{m N0 HA3HAYECHHIV Bpava.», «He TNPHMERATE
I10 HCTEYEHHH CPOKa I‘OI,IHOCTH.»), YCHAOBHA OTIIYCKA, HANOUCH
«® — 3apErHCTPHPOBAHHEIH TOBAPHBIH 3HAKY, HOMep
CBHACTENBCTBA O PETHCTPALHH TOBAPHOTO IHAKA,

- CoorsercTByYET TpeGoBanuam pazaena 1.3.2 moayns 1
PErHCTPAMOHHOTD Jocke (YTB. MAKeTHl IEpBHIHON
ynakoBkH JITT-Ne(005552)~(PT'-RU) ot 20.02.25 1
BTOpH4HOH ynakoeku JIFI-Ne(005552)-(PT-RU) ot
14.10.25). Ha nepenuno# ynakoBke (nakere) Ha
PYCCKOM A3BIKE YKa3aHbI: TOPTroBOe HaUMEHOBaHHE
npenapara ¢ npedynpenTeabHOA MapKHpoBKofi ®,
MEXTYHaPOHOE HEMATCHTOBAHHOE HaMMEHOBaHME (Ha
PYCCKOM H aHTIIHICKOM S351KE), JIEKapCTBeHHAS
thopMa, TO3MPOBKA, KOJHYECTBO JeKAaPCTBEHHOTO
CpeACTBa B NAKeTe, COACPHAHHE ACHCTBYIONLIEro
BEIMECTRA, IPEAYTNIPE/IHTENbHAA HaMHCh «COREPKHUT
caxapo3sy.», MB(OpMAlHOHBAs HAAHCE O cnocobe
npuMeHeHRA («Crioco6 mprMererusy, «Ilpenapar
TIPHHHMAIOT BHYTpb, 110 1 naxery (100 Mr
HHMECYNIH1a) iBa pa3a B cyTkH. [Ipenapat
PeKOMEHIYETCA IPHHHMATE 1ocite enpl. Conepkumoe
TIaKeTa BBICHIAIOT B CTAKaH H PacTBOPSAIOT MPHMEPHO B
100 mn pogpr. IIpHroToBneHHEIH PacTBOP XpaHEHHIO He
MOJUIEKUT.»), HAHMEHOBAHHE H CTPaHa PHPMbI-
JIepKATENsT PETHCTPALHOHHOTO YAOCTOBEPEHHA, €€
JIOTOTH (ATHHWLCH), HaHMcHOBaHHeE B cTpaHa
DHPMBI-IPOH3BOIKTES, €€ JIOTOTHIL, rpadyecKoe
H200paXEeHHE NAKeTa, BHICKINIAEMOTO B CTAKAH C
KHJKOCTBIO, HOMEp cepHH (laTa MpoH3BOACTBA
BKJIIOYEHA B HOMEp CEPHH), JaTa HCTEUEHHA CPOKa
TOJHOCTH, HAHECEHB! TEXHONOrHYeCKHe oTMeTKH. Ha
BTOPHYHOH YTaKoBKe {1auke KapTOHHOH) Ha PycckoM
A3bIKe YKa3aHBI: TOProBoe HauMEHOBaHHE Npenapara ¢
NPEAYNPEAHTENLHOH MapKHpOBKoOH ®,
MEXIYHAPOAHOE HENATEHTOBAHHOE HAMMEHOBAHHE,
NeKapeTReHHAS hopMa, KOMHYCCTBO [AKETOB B
YHaKOBKe, KOMMYECTRBO JICKAPCTBEHHOTO CPEJICTRA B
nakeTe, IO3HPOBKa, COAEPKaHHe AeHCTRYIONIETO
BEIECTBA B KAX/AOM [IAKETE, YCIOBHA XPaHEHNS,
Hagmuen («CoOepXXHT caxaposy.», « XpaHHTb B
HEJIOCTYTIHOM JUIA IeTel MecTe.», «[IpiMeHaTs no
Ha3HaYeHHIO Bpada.», «He OPHMEHATH N0 HCTEYEHHH
CpOKa FOHOCTH.»), YCIOBHS OTIYCKA, HAMIKCH «® —

W cTpany GUpMBI-IepxKaTess PErHCTPALHOHHOrO
yIOCTOBEpEHHS, ee JOTOTHI (NATHHHUEH); HaH! He M

3apETHCTPHP ¥l TOBaPHBIH 3HAKY, HOMEP
CBHAETENLCTBA O PETHCTPAIlHH TOBAPHOIY® 3HAKa,

cTpaHy HpMLI-NIpoN3BOAHTENA, e noroTn, GTIN-kox,
ITPHX-KOJI, rpadnuecKoe H300PaXKEHHE NAKETa, BHICHIIAEMOro
B £TaKaH ¢ XHAKOLThIO, HOMEP CEPHA (,':[a'ra NpoU3BOACTBA
BKJIIOYEHA B HOMED CEPHH), AaTy HCTEYEHHA CPOKa TOAHOCTH,
TpHX-Kon B hopmate DataMatrix, HHIHBHAYaNEHbIH
CEPHITHBIA HOMEpP TOProBOi €AKHHIILL, IONONHHTENLHO MOIYT
OBITh HaHECELHBI TPOU3BONCTBECHHBIE MY TEXHONOTHYCCKHE
OTMETKH, PACTIONIOKEHHE H (HOPMa KOTOPEIX MOKET HIMEHATHCS.
JIonoNHUTENBHO HA BTOPHYHON YNaKoBKe (ITa4Ke KaPTOHHOM)
HA AHITIHHCKOM A3LIKe YKa3nBaOT: TOProBOE HAHMEHOBAHKHE
JIeKapCTBEHHOTO Npenapara, MexIyHapoAHOE HelaTeHTOBAHHOE
HAaHMCHOBaHHE, JICKAPCTBCHHYIO GOpMY, HO3HPOBKY,
KOTIHYECTBO MAKETOB B YNAKOBKE, KOJIHYCCTBO AEKAPCTREHHOIO
CPEACTRA B MAKETE.

M cTpaHa QHMpPMBI-RepRaTENs
PETHCTPAHOHHOTO YAOCTOBEPEHNA, CE TOTOTHIL
(naTHEHIEH); HAUMEHOBAHHE H CTpaHa PHPMBI-
npoussonnTend, ee norotun, GTIN-kox, nrrpux-Kox,
rpaduaeckoe usoGpaxeHHe NaKeTa, BBICHINIAEMOro B
CTaKaH ¢ JKUAKOCTHEO, HOMCP CECPHH (ZaTa
TIPOH3BOJICTEA BKIIIOHEHA B HOMEp CEPHH), AaTa
HCTEYEHNsA CPOKA TOIHOCTH, INTPUX-KOA B (hopmMaTe
DataMatrix, HHAHBHAYILHLIN CepUilHBIA HOMEP
TOproeoil enuHuMiE!, Ha nauky HaHECCHBI
TEXHONOTHIECKHE 0TMETKH. JIOTONTHHTENLHO Ha
BTOPHYHOH ynakoBke (Nadke KapTOHHOM) Ha
aHTJIHHACKOM A3bIKE YKa3aHLl: TOProBoe HAHMCHOBAHHE
NeKapCTBEHHOo NIPenapaTa, MeXIYHApOaAHOS
HENATEHTOBAHHOE
topMa, JO3HPOBKa, KOMHIECTBO MAKETOB B YIaKOBKE,

KQIIHYECTBO JICKAPCT I

DBAHHUE, JIEKAPCT

Vcaorusa xpanenns: Ipu TeMneparype He Boiue 25 °C

Cpox roanoctu (Cpox xpanennn): 3 roza
Topen go: 07.2029
AHann3 BInoaueH: 24.07.2026

Sakirogenne OKK: Haits ® rpaHyns! 1S IPHTOTOBJICHH CYCIIEH3HH /U1 NIpHeMa BHyTps 100 Mr ceprs: 050726 cooTreTcTBYET TpeOOBaHMAM

HopMaTHBRHOM AokyMenTaruu JITI-Ne(005552)-(PI'-RU)-200225 /
AL~/

3am, HAYANLHHKA 0TAENA KOHTPOJA Ka4YeCTBA

TMacnopr Ne 8236052 or 24.07.2026

__Marseera H.M.

Cip.2u32



