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JluueHsua Munucrepcrsa [pombiNeHHOCTH v Toprosan P® Ne 00072-11C

Ceptudukar Kayectsa cepum Ne 3019 ot 31.03.2022

MenbgoHuiA, pacteop ana uubekumii 100 mr/mn, amnyna 5 mn

Homep cepun
[ara Hayana npousBoacTea
Konudecrtso

AHaNK3 BbINONHEH NO HOPMATUBHOMY LOKYMEHTY

TOpProBoe HalmMeHoBaHWE NeKapCTBEHHOro NpenapaTta, NekapeTeeHHan ¢DDME, AO3MpPOBKa

PeructpauunoHHoe yaocrosepenue J/1M-004141

010322

04.03.2022

21081 ynakosokK

/IN-004141-250719, U3m. Nel

HaumeHoBaHue nokasartens

MeToa _KOHTpoAA
HopmaTnBHOE 3HayeHue

PesynsTaT KOHTpOnA

OnucaHue

Bu3yanbHbliA
Mpo3payHas BecuBeTHasA HUOKOCTb.

Mpo3spayHan BecuseTHas MUOKOCTb.

MopnnHHOCTL

TCX

OcHOBHOE NATHO Ha XPOMaTOrpamme UCMbITYeMoro
pacTBopa no NONOKEHWUIO, OKPacKe U BeAUYmnHe
AO/MKHO COOTBETCTBOBATL NATHY Ha XPOMaTorpamme
pacTeopa CTaHAapTHOro 0bpasua meabaoHua
ourugpara.

KayecTBeHHan peakuus ¢ peaktusom [pareHaopda
ObpasoBaHuKe ocajika OpaHMesoro LseTa.

CootsetcTeyet

CooTsetcTByer

Mpo3payHocTb

[P PO
Mpenapat Ao/MKeH BbITb NPO3payHbIM.

CooTBeTcTBYET

LigeTHOCTb

e Po
Mpenapat AoneH bbiTb 6ecuBeTHLIM.

CooTseTcTBYET

pH

[P PP, [oTEHUMOMETPUYECKMIA
017,000 9,0.

7,7

MexaHu4yecKue BKAYEHUA

[® Pd, BusyanbHbIN
He 6Bonee 9 amnyn ¢ BKAKOYEHUAMU.

[P PP, CyeTHO-HOTOMETPUYECKUIA

HeBugMmble YacTuubl:

He o6HapyxeHo

He 6onee 0,35 E3/mr menbaoHua guruapata.

2 10 mkm — He Bonee 6000 Ha amnyay; 190

2 25 MKm — He Bonee 600 Ha amnyay. 5
PogcteeHHble npumeck TCX

OfHo nATHO npumecw He bonee 0,5%. He obHapyeHo
M3snekaemblil 06bem [®Po

P re >5,0mn

He menee 5,0.

BakTepuanbHble 3HAOTOKCHUHbI [ PO

meHee 0,35 E9/mr

avruapata) 8 1 ma npenapara go/mkHo Bbith 0T 95,0

CrepunbHOCTL [® PO, MembpaHHaa duabTpauus uau npamoii noces
CrepunbHo
Mpenapar foareH 6bITh CTEPUAbHBIM.
KonuyectseHHoe onpegenernve | TUTPUMETDUHECKMI
Copepanue CsgH1aN20 x 2H20 (MenbaoHus 100,3 mr

KOHUeHTpauuio B8 Mmr/mn, obbem nexkapcTBeHHOro
rpenapata B amnysie 8 mJi, NyTe BBeAeHUA: «CMoTpu
MHCTPYKUMIO N0 MEAWMUMHCKOMY  NPUMEHEHUI0

A0 105,0 mr.

YnaKoBKa Mo 5 mn npenapata B amnynel GecugerHoro | Mo 5 ma npenapata 8 amnyabl BecLgeTHOro
HEMTPanbHOTO cTeKna TN | ¢ LBETHOM TOUKOM W | HeliTpanbHOro TWn | C LBETHOM TOYKOM W
Hace4ykoW WAM C UBETHbIM KOAbLOM u3noma. Ha | Haceukoi.
amnynbl AOMONHWUTENLHO MOMET HAHOCWUTLCA OfHO | Ha amnyne HakieeHa ITMKEeTKa CaMOKNeALLaACcs.
LBETHOE KO/bLO. 5 amnyn nomelweHbl B8 KOHTYPHYIO AYEKOBYHO
Ha amny/ibl HaKNeMBaOT STUKETKY CAMOKNEALLYIOCA. YNaKOBKY M3 MNAEHKW NONUBUHUAXIOPUOHOM.
Mo 5, 10 amnya NOMELLAOT B KOHTYPHYIO AMEHKOBYIO | 2 KOHTYpHble AYEliKOBbIE YNaKOBKM BMeCTe C
YNaKoBKY U3 NNAEHKM NOAUBUHUNXIOPUIHOM. MHCTPYKUMEN NO MEOMLMHCKOMY MPUMEHEHUIO
1 MAK 2 KOHTYpHble AYEHKOBLIE YNAKOBKW BMECTE C | (AMCTOK-BKAAAbIL) NOMELieHbl B KapTOHHYIO
MHCTPYKLMER N0 MEeAMLMHCKOMY  MPUMEHEHMIO | ynakoBky (nauky).
{nncToKk-BRAAABIWL) NOMELLAIOT B KAPTOHHYIO YNaKoBKy
(nauxy).

MapKkupoBKa Ha aTMKeTKe amnynbl  YKa3blBalOT TOProBOE | Ha 3TMKETKe amny/ibl  yKasaHo: TOProsoe
HanMeHOoBaHMe NeKapCTBEeHHOI0 npenapaTa, | HAKMeHOBaHWe JIEKApPCTBEHHOTO Mpenapara,

KOHUEHTpauma 8 mr/ms, o6bem NekapcTeeHHoOro
npenapata 8 amnyae B M/, NyTb BBELEHWA:
«CMOTPM  MHCTPYKUMID MO MEAULMHCKOMY

Ogopmaeno: umwkenep no ceprudukauun Mapruna H.B.

Crpannua: 1 u3 2
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(nUCTOK-BKNAABIW)», HAWMEHOBaHWe NPOU3BOAUTENA
NeKapCcTBEHHOrO npenapara, ¢apm-Kog, HOMep cepuu
(BKNOHAOWMIA MeCAL, M rog NpPoOM3BOACTBA), AaTy
UCTEYEHMA CPOKa rogHocTH (mecau, v rog).

Ha KapTOHHOM ynakoBKe (Madyke) yKasbisaloT TOProsoe
HauMeHOBaHWe NEKapCTBEHHOrO npenapara
(coBnagaeT ¢ MewAayHapoAHLIM HENaTeHTOBaHHBIM
HaMmeHOBaHWeM), nyTe  BBegeHusa:  «CmoTpu
MHCTPYKLUMIO MO MEOULMHCKOMY  MPUMEHEHUIO
(nncTok-BRABABIW)» HauMeHOBaHWe  Jepartensa
perucTpaLMoHHOMo YAOCTOBEPEHUA W HauMeHOoBaHWe
NpoOM3BOAMTENA NIEKAPCTBEHHOrO npenaparta, agpec
Npou3BOSMTENA NEKAPCTBEHHOrO npenaparta (cTpaHa,
obnactb, ropog), OSNEKTPOHHbIA ajgpec W cauT
NPOM3BOAMUTENA, AAPEC AepKaTeNs PerMcTpaLMoHHOIo
YOOCTOBEPEHWUA (CTpaHa), JNexapcTBeHHy dopmy,
KOHLeHTpauuio 8 mr/mn, o6bem npenapara 8 amnyne
B M/, KONMUECTBO amryn B yNakoBKe, MHGOPMaLIMIO O
COCTaBe /IeKapCTBEHHOro npenaparta (HaumeHoBaHWe
[OENCTBYIOLWErD BELWECTBA U €r0 KO/IMYECTBO, NepeYeHb
BCMOMOraTebHbIX BELLECTB), Homep cepum
(Br/OYalOWMI MecAl, W rog MNpPOM3BOACTBA), AaTy
MCTEUYEHWA CPOKa roaHOCTM (rogeH Jo: Mecsy W ro),
YCNOBMA  XPaHEHWA, YCNOBMA  OTMYCKa, Homep
PerncTPaLMoHHOro YAOCTOBEpeHUs, norotun
npoussoauTens,  dapm-Kogd,  WTPMXOBOM  Kog,
[OBYMEPHBIW WITPUXOBOM KOA C MONHOM UM HaCTUYHOM
pacwuppoBKoin MHDOpMaUMK, coaepallenca B
ABYMEPHOM WTPUXOBOM Koge wau 6e3  Hero,
«CTepuabHO», «[lO0 WUCTEYEHWM CpOKa TOOHOCTU He
[OJ/IKHO MPUMEHATLCA», «XPaHWUTb B HEAOCTYMHOM ANA
neTeii mectey.

[ononHUTeNbHO Ha KapTOHHOM ynakoBKe (mauke)
aybanpyetca TOProsoe HaumeHOBaHue "
KOHLEHTPALMA C UCNONb30BaHueM WpudTa bpaias.

NPUMEHEHUIO (nucTok-BKnaapiw)»,
HaMMeHOoBaHWe NPOU3BOAUTENSA SIEKAPCTBEHHOIO
npenapara, dapm-Kog, Homep cepumn
(BrAtOYaIOWMIA MECAL, U TOf, NPOWM3BOACTBA), AaTa
UCTeYEHMA CPOKA rOAHOCTM (Mecal M rog).

Ha KapToHHOW ynakoBKe (mauke) yKasaHo:
TOproBoe  HaMMEHOBaHWE  NIEKapPCTBEHHOro
npenapata (cosnagaer c MeXAyHapoaHbIM
HenaTeHTOBaHHbLIM  HaWMEHOBaHWem), nyTb
BBEAEHMA: «CmoTpm WHCTPYKLMIO no
MeaULUHCKoMY NPUMEHEHWIO (nncTok-
BKNaAbIW)» HauMeHoBaHue JepaTtens
PErucTpaLMoHHOro YLOCTOBEpeHUA ]
HavMeHOBaHWe NPOU3BOAMTENA NEKAPCTBEHHOIO
npenapara, apgpec npoussoguTens
NeKapcTBeHHOro npenapata (cTpaHa, obnacTs,
ropos), 3MEKTPOHHLIN  agpec M caWT
NPOM3BOAMTENSA, appec Aepwrartens
PerucTpauMoHHOro  yaoctosepeHusa  (ctpawa),
NexkapcTeeHHan $opma, KOHUEHTpauua B mr/ma,
obbem npenaparta B amnyfie B mJ, KOAWHECTBO
amnyn B ynakoBke, uHboOpmauus o cocrase
NeKapcTBeHHOro npenapata  (HaMmeHoBaHue
[OeUCTBYIOWEro BelecTBa U ero  KOJMYecTso,
nepeyeHb BCMOMOraTeNbHbIX BELLECTB), HOMEp
cepun  (BrNwualOWMA  mMecAly W rog,
NPOW3BOACTBA), 4ATa MCTEYEHWA CPOKA rOAHOCTM
(ropeH po: mecAy, W rop), YCAOBUA XpaHeHus,
YCNOBMA OTNYCKa, HOMEP PErucTPaLMOHHOr
YAOCTOBEPEHWsA,  JIOTOTMN  NPOW3BOAUTENS,
dapm-Kof,  WTPUXOBOM  KOZ,  ABYMEpHbIA
WTPUXOBOM KOA € YacTMYHOM pacwudposKoi
MHPOPMALIMKM, COAEPIKALLEHCA B ABYMEPHOM
WTPKUXOBOM KoAe, «CTepuabHO», «I10 UCTEHEHMM
CPOKa [rOAHOCTM HE [O/KHO TMNPUMEHSTBCAY,
«XpaHWUTb B HEAOCTYNHOM ANA AeTel mecTey.
[OnoNHWTENBHO Ha  KapTOHHOW  ynakoBsKe
(nauxre) npoaybanposaHbl Toprosoe
HaumeHoBaHue u KOHUEHTpaums 3
ucrnonb3oBaHuem WpudTa Bpanna.

Cpok rogHocTtu

3ropa

fopeH po: 02/2025

XpaHeHue

B 3allMlLEeHHOM OT CBETa MECcTe Npv TemnepaTtype He Bbilue 25 °C. He 3amopakusats.

3aknioueHue: crg_o;rgaﬁ:mﬂ He cooTseTcTayeT TpebosaHuam JIM-004141-250719, M3m. Nel

(Heobxoaumoe noayYepKHYTh)

HayanbHuK OKK i

OdopmneHo: HHieHep no ceprudukauuy Mapeuna U.B.

/Knpunuxa N.®,

Crpanmua: 2 13 2




PEAEPAABHAA CAVMEA TI0 HAAIOPY

B CREPE ZAPABOONPAHEHMA

«CBefeHunA o0 BBOAE B rpaxgaHckmnm odbopoT B Poccnmnckon depepaymm
JleKapCTBEHHbIX CPencTB Mo cocToAHMIo Ha 02.02.2023 14:19»

Opranu3anms,
JlaTa BHeceHHs B IIponspoauTenn Homep Howmep, nata
. CBeJieHHsI 0 CTAIHSIX HopmarusHast BBINYCTHBINAS B
AHC Toprosoe HanmMeHOBaHHE (BBINTY CKAIOIHH Crpana . CepHH, paspemieHHst
NPOH3BOJICTBA JIOKYMEHTAaLHST rPaKIAHCKHIH
Poc3gpaBHamzopa KOHTPOJIb) NapTHH Ha HJIII
obopor
Meommit-COJTOMapw; OO0mecTBO € OO0mecTBO €
Y OrpaHUYCHHOM OrpaHUYCHHOM
13.04.2022 5{‘;‘;;‘;0{’ L‘:{’;" (‘;“;Jf;‘”;;‘nlyggl OTBETCTBEHHOCTHIO Poccus | oTBeTCTBEHHOCTHIO JITT-004194-051219 000 "Tpotekc" 010322
(10) Ha‘{Kl/l.KapT()H’HblC . "I'potexc” (OO0 "I'potexc” (OO0
’ "I'porexc") "I'porexc"), Poccust
MesoHuit; pacTsop st Obmecrso ¢ gﬁiﬁz:oﬁ JIT1-004141-250719;
01.04.2022 MHbeKIMA 100 mr/w 1 wr. (3 OTPAFITICHHOM Poccus OTBETCTBEHHOCTBIO Hsm. Nel 000 O30H 010322
), amnyisl (10), mauku OTBETCTBEHHOCTHIO

KapTOHHBIE/ ~

"O3z0x" (OO0 "O30H")

"O3zon" (OO0 "O30H"),
Poccus

JIT1-004141-250719
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