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OTnen KOHTpOII KadecTBa Crp.1u33

ITACITOPT Ne S5TTI-I'5
«04» mrons 2022r.
HaumeHoBanue

I'nroxo3a, pacTBop Anst mudysuii 5 % 200 ma

Cepusi/IlapTus Ne 0050522
KoanyecTBo SIMHKOB KAPTOHHBIX 6171 mT.
KoandecTBo GyThLIOK 172788 .
JlaTa u3roToBIeHHSN 21.05.2022r
T'omen no 05.2025r

Hcnbiranus nposenens! no HJT JICP-001928/08-151119 ¢ uamenennem Ne 1,2 «I'oko3a, pactrop s unady3uii 5 %o»

Ne HanmenoBanue Toe6 N P .
/o HoKasaTeneh PE0OBAHHA HOPDMATHBHOH XOKYMEHTAUHH €3yJbTAThl HCOBITAHHH
1. | Onucanne Beclperras npospayHas KUAKOCTh BecrperHas npospadHasd dKUAKOCT
5. | iommomocts Kalief:'fBeHHme peaxiMH Ha THoKo3y, Ha Haet KaT{eC'rBem&Iri pEaKiMy Ha
HAaTpHH, Ha XJIOPHIEI. [JIFOKO3Y, Hd HATPHH, Ha XJIOpHIbI.
3. | IIpo3pavHocTh ITpenapar noJpKeH OBITh NPO3pauHEIM ITpenapat npospayHbli
4. | IgernocTe IIpenapar gomkeH OBITE OeCIBETHREIM ITpenapar 6ecrpeTHEIR
5. | pH ‘Or3,0n04,1 3,56
Mexannyeckne
BKJIIOYEHHS.
S JomxeH BELIepKUBATE TpebOBaHUS Brinepskupaet tpeboBanus
O®dC.1.4.2.0005.18 0®C.1.4.2.0005.18
6. | Mexammrieckue ;
" | Bmroyenus
HepnpuumMele YacTun pasmepoM 10-25 MxM — He bonee 25/mn | 12
HERRLIRITRRRe YacTul pazMepoM > 25 MxM — He Gonee 3/mi 1
BEKITHOYEHHA
S-ruapoxca-
7. et dyphypon Ornrrayeckas IOTHOCTE He Bonee 0,25 0,017
H POJCTBeHHbIE
cCOeJHHEeHHNA
8. Mieatiaesmil He mMeHee HOMHHATBHOTO 204,0 mn
o0bem
g, | DaxTepuankmble |y 6onee 0,25 EDvn Menee 0,25 E3/ur
IHIOTOKCHHBI
AHOManbHAsA .
10. TIpenapat fomkeH OBITh HETOKCHHHBIM Heroxcrunsiit
TOKCHYHOCTH
11.| CrepuianHocTh Ilpenapat fosoxeH OBITH CTEPHIIBHBIM CrepuipHbIi
i, || el He 6osee 0,0005 % Menee 0,0005 %
MEeTAJIbI
Kosmuecrsennoe
13.| onpenenenne Ot 0,0475 mo 0,0525 r/mn 0,0493 r/mn
FIHK0O3bI
ITo 100, 200 mn wmm 400 M1 mpenapara B ITo 200 M B cTEKIIAHHBIE
CTeKJIsHHbIe OYTBUIKH, YKYTIOPEHHEIE TPoOKaMH | OYTBUIKH, YKyTIOpEeHHEIEe pobKkaMu
K3 pe3dHsI 4 06xaThle KONmaYKaMH H3 PE3HHBI ¥ 00KaTBIE KONMaIKaMU
QTIOMHHHEBBIMH. ANMOMHHHEBEIMH.
Jta peanuzaiiy gepes anTeuHyro CeThb 1o | 28 GYTBUIOK B SAIIHK W3 KAPTOHA.
14.| Vnakosxa 6yTeUTKE BMECTE C HHCTPYKLHEH 1o I'pymmoBas 1 TpaHCIIOpTHAS
MEOHLIHHCKOMY NPHUMEHEHHIO JIEKAPCTBEHHOTO YIIaKOBKa CDOTBCT(}
[pernapara NOMeIIA0T B MAYKY H3 KapTOHa. 3
Hns cranmonapos OyTEUTKH BMECTE ¢
HHCTPYKITHAMH [10 MEJHIITHHCKOMY
IIPHMEHEHHIO B KOIIMYECTBE, COOTBETCTBYOLIEM
KOJHYECTBY NEPBHYHLIX YIIAKOBOK, MOMELIA0T




Ortnen KOHTpOJIA Ka4decTea

Crp.2u33

MOCGAPM
Cepres Moca

B SILIMK M3 KapPTOHA.
I'pymmioBas ¥ TpaHCTIOPTHAS YIAKOBKA B
cootrercteuu ¢ PI1 00001927-01-92 u I'OCT
17768-90.
Ha stHkeTke nmsg OyTeuTkH (epeuyrnan Ha sTukeTke mns OyTeUIKH
YNAaKoeKka) YKa3elBaloT TOProBOe U (nepsuyHas ynakoexa) yKazaHo
TPYTIIMPOBOYHOE HAUMEHOBaHHE TOPTOBOE ¥ TPYTIIHPOBOYHOES
JIEKapCTBEHHOT O Npenapara, HOMep CepHH, CPOK | HaMMeHOBaHHE JNEKaPCTEEHHOTO
FOJTHOCTH, 00BEM B MUJLTHITMTPAX, nipenapara, HOMep CEpHH, CPOK
HaMMEHOBaHHE [TPOU3BOIAMTEN JIEKAPCTBEHHOTO | TOMHOCTH, 00BeM B MHJUTHIHTpPAX,
npenapaTa H ero TOBapHbIH 3HaK, ajipec, HAaHMEHOBaHHE IIPOH3BOIHTEIS
Tes/daxe, JeKapCTBEHHYIO (OpMYy, COCTaB, JIEKapCTBEHHOTO Mpenapara | ero
KOHIIEHTpALIMIO PacTBOpa, 3HATEHHE TOBapHBIH 3HAK, anpec, Te/dakc,
TEOPETHYECKOH 0CMOJIAPHOCTH, crocol JieKapcTBeHHas GopMa, COCTaB,
npumerenHs, « CTepuIbHOY, YCIOBHS XPaHeHHd, | KOHIEHTPALMA PacTBOpa, 3HAYeHHe
«XpaHUTE B HEJOCTYIIHOM JIs JeTell MecTen, TEOPETHYECKOH OCMOIISIPHOCTH,
«B ciry4yae nusmMeHeHHS OKpacKH NpenapaTa Wik | crmocob npumeHeHus, « CTepHIbHOY,
TIOSAB/IEHHA B3BECH, PACTBOP He NIPHIOIEH K YCIIOBHA XpaHEHHS, € XPaHHTb B
OpHMEHEHHION, «He npuMeHnaTh 1o HCTeUeHHH | HEDOCTYIIHOM LA JeTeH MecTen, «B
CpOKa rOIHOCTH», HOMEp PErHCTPAIHOHHOrO clTydae U3MEHEHHS OKPacKH
YOOCTOBEPEHHS, MITPHXOBOH KO npenapaTa WX MOSBJICHHUS B3BECH,
Ha sTuxerke GyThIIKM B Nayke JOMONHUTEILHO | pacTBOP HE IPHTOZIEH K
yKaspiBaioT «OTIycKaeTes 10 PELEnTy ». NIpHMeHeHHIO», «He NpAMeHsITs o
Ha stuketke OyThIIKH 63 BIOXKEHHS B TTATKY HCTEYEHHH CPOKa TONHOCTH?, HOMED
JIOTIOJTHHTEITBHO YKa3bIBaloT « s PErHCTPALMOHHOTO YIOCTOBEPEHHS,
CTallHOHapOB». IMTPHXOBOHA KOZ,.
Ha nauke mus 6YTBUTKH, 3THKETKe TS AIIHKA Ha stuxerke OyTbUIKH
YKa3BIBaIOT TOPrOBOE HAHMEHOBAHHE JIOTIOJTHHTEJIBHO YKa3aHO « s
JIEKapCTBEHHOIO TIPeTapaTa, MeXyHapo,JHoe CTaIlHOHAPOBY.

15. | MapkupoBka HETIATEHTOBAHHOE HAMMEHOBaHHe, HoMep cepry, | Ha nauke m1a GyTBUTKH, 3THKETKE

CPOK F'OJTHOCTH, KOHIIEHTPAIIHIO PacTEOpa,
3HaYeHHE TEOPETHIECKOH OCMOJISPHOCTH,
crioco6 npumeHeHns, «CTEPHIILHOY, YCAOBHS
XpaHenus, «XpaHUTb B HeOCTYITHOM IS HeTeit
MECTE», «B CJIydac M3MEHEHHA OKpacKH
npenapara WiH MOSBJIEHUs B3BECH, PACTBOp He
IPpHTOAEH K IPHMEHEHHIO», «He NPpHUMEHATE I10
HCTEYEHHH CPOKA FOJIHOCTHY, HOMED
PETHCTPAIHOHHOrO YAOCTOBEPEHH A, IITPHXOBOH
KOZI.

Ha stuxerke it OyThUIKY, nayke Uit OyThUTKU

Y 9THKETKE SIIHKa [T OyTBLIOK
JOTIONHHUTENBHO yKasbiBatoT «HecmagusaemocTn
BHYTPEHHEH OBEPXHOCTH OYTBLIKH HE ABIAETCS
TIPOTHBOIIOKA3aHHEM K IPHMEHEHHIO
mpemnaparan.

Ha 3THKeTKe /UIg 11MKa JOINOIHUTENBHO
YKa3BIBAIOT KOJHYECTBO eMHUI NEPBHYHEBIX
YIIAKOBOK.

Ha nauxe, Ha 3THKeTKe fmHKa 111 OYTEUIOK B
Ma4dKe OONOJHHTENEHO YKa3bIBarT
«OTITycKaeTcd 10 pelenTy».

Ha atHkerke amuka 11 OyTeUIOK 0e3 BIOKEHHA
B NTAYKy HOIMOJHHTENRHO YKA3kIBAOT ((ID'UI
CTAITHOHAPOBY.

IJI1 SLIHMKA YKa3aHO TOProBOE
HaMMEHOBaHUE JIEKapCTBEHHOTO
TIpenapaTta, MesKIyHapOIHOe
HEeNnaTeHTOBaHHOE HAHMEeHOBAaHHe,
HOMEp CEpPHH, CPOK I'OTHOCTH,
KOHLIEHTPALIA PacTBOPA, 3HaYeHHe
TEOPETHYECKOH OCMONAPHOCTH,
crnoco® npumeHeHHUs, «CTEPUIBEHOY,
YCIIOBHSA XpaHeHus, «XpPaHHTE B
HeJOCTYITHOM IUIs JeTel mecTen, «B
CIIy4yae H3MEHEHHS OKPaCcKH
NIpenapara M MOsSBJIeHHS B3BECH,
PacTBOp He TIPHrOZieH K
IpHMEHEHHIOn, «He npHMeHsTs 110
MCTEYEHHH CPOKa FOJHOCTH», HOMEP
PETHCTPALIHOHHOTO YOOCTOBCPEHHA,
INTPHXOBOH KOJI.

Ha stuketke ans OyTBUTKH H
3THKETKE AIHKA I G'YTBIHOI(
JOIIONMHHTEJIEHO YKa3zaHO
«HecMmaguBaeMOCTh BHYTpeHHEH
TOBEPXHOCTH 6)7[‘]:].]'[](}*1 He ABfAeTCA
TNPOTHBOIIOKA3aHHEM K NNPHMEHEHHIO
npenapara.

Ha stHxerke 1is sumka




p

MOCEAPKM
Caprs Nociy

Ortnen KOHTpOJIS Ka4ecTa

Crp.3m3

J11 BO3MOKHOCTH HapyLIEHUs IPyIIOBOM
ynakorkH (OyTeUTKH 6€3 BJIOKEHHS B TAYKH)
TpH OTIIYCKE TIperapaTa B arTe4HoH ceTH
JOIycKaeTcs He HAHOCHTE HaATUCh « s
CTalMOHAPORY» HA 3THKETKe GYTHIIKH H
STHUKETKE AUIHKA.

JlomyckaeTcs HaHeceHHe CPEfICTB
HIeHTH(HKALNK Ha IePBHYHYIO0, BTOPHYHYIO H
TPYINOBYIO YIAKOBKY METOAMM TI€4aTH HIH
STHKETHPOBAHHS CTHKEPOM, HEOTHENIUMBIM OT
YIaKOBKH.

€JIHHHI| NEPBUYHBIX YIIAKOBOK.
Ha aTukeTke suwmka 11 6yTbLIOK
JOMOSTHUTENBHO YKa3aHo « ]l
CTaLHOHAPOB».

Ha rpynmnoByo ynakoBKy HaHeCeHbI
CpencTBa MAeHTHUKALUH METOIOM
STHKETHPOBaHHA CTHRKEPOM,
HEOTIEIUMEIM OT YIIaKOBKH.

16.| Cpok roanoctn

3 rona

3 rona

Yciopns XpaHeHHS: B 3aIlUINECHHOM OT CBETAa MecTe IIpU Temiteparype ot 5 go 25 °C.

SAKJIIOYEHHUE: npenapat «I yoko3a, pactBop nist mady3uit 5 %» 200 mux cepun 0050522
coorsercTByeT Tpebosanuam JICP-001928/08-151119 ¢ usmenennem Ne 1, 2 «['moko3a, pacreop

st aHQy3ui 5 %»

ITacnopT Be1AaH Ha ocHoBanuu: ITpotoxona Ne 55/TTI-I'5/KoAJl;

Hagansauk OKK:

IIporoxona Ne 55/TTI-I'S/MBJ,
Konrponssex nacto JIBK ¢ Ne 217 mo 220

IIpotoxona OOO ucmeIrareMbHLI UeHTD <(¢APMOBOP9M$S" v

/L/C'"'-fj /Ko6zuna E.H. / « \-f"“,{/»

3381/22 o1 30.05.2022 ¢

(nnmnu:ay (DHO)

/

L 2% m::_

{na'ra}

JOTIONMHHUTENLHO YKa3aHO KOTHYECTBO




