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HauMeHoBaHHe Ipenapara
Cepus
KoangecTBO AMHKOB KADTOHHBIX
KosnnuecTso 0y THLIOK
JlaTa H3roTOBJICHHSA
Tonen no

Mcmesrtanms nposeaessi mo HJI JICP-005263/07-240521 «Hatpust XI0pHIL, pacTsop At uH(y3uit 0,9 Yon

IMACIIOPT Ne 128/T'TI-H/II3

Harpusi XI0pui, pacTBop Aus uudysnii 0,9 % 500 mu

1280522
9992 1T,

119904 mr.
21.05.2022r

05.2027r

BeHYHKA OYTBUIOK, TAK)KE [103TAITHO
0JTy4aeMbIX B IIpoliecce NPOH3BONICTRA H3
rpaHy’ COTOIHMEpa TTOIMIIPOIHIIEHa HIIH
CTaTH4YEeCKOro cononauMepa
TIOJIMIPOIIHJICHA, 4 TAKKe U3 COETUHEHNA
TEePMOIUTACTHYHOTO 31aCTOMEPa IIIH
YHHMBEpCANILHOTO TEPMOILIaCTHIHOTO
BYJIKaHH3HPOBAHHOTO 3]1aCTOMEPa cpenHeit
TBEpPAOCTH, HU3KOIi IJIOTHOCTH.

Ne HanMeHoBaHME TpeGopaHus HOPMATHBHOMH .
i Pe3ybTaThl HCHBITAHHH
n/n noxasareei NOKYMEHTAUHH
1; Onncanne BeclieTHAs Ipo3payuHas JKUIKOCTh beclBeTHAs npo3padHas )KHIAKOCTh
KauecTBeHHBIC peaKIiliH Ha i
2. 11 T — B 1e peaKi|1 Ha HaTpUi H Haer KayeCTBEHHbIC peaKuyy Ha
Ha XJIOpHJIBL HaTpuil H Ha XJIOPH/IbI
3. Ilpo3pauHocTsh Tpenapat A0JoKeH OBITh NPO3PaIHEIM TIpo3pauHEIii
4. IIpeTHOCTH IIpenapat HOJvKeH ObITh GeCIBETHEIM BecLBeTHBIA
5. pH 0t5,0m07,5 6,25
MexaungecKkne
BKJIIDYEHHS, [Ipenapat KO/LKEH BBIACPKHBATE TTeAn RS aeT TheGOBAHHS
BunuMble MexaHH4eckue | TpeboBaHMA O®C.1.4.2.0005.18 pertap AP P
6 BKJIFOYEHHS
HesumumMele Cpexree 9HCIO TacTHI pasmepoM 10-25 MM —|
MexaHHdeckue He Gonee 25/M1
BKJTIOUCHHS CpeHee 9HAC/IO YACTHI[ pa3MepoM > 25 MKM — 1
me Gonee 3/ma
B Y®-
7. Hornomghiae s VP He 6onee 0,1 0,015
06J1acTH
8. HM3snexkaeMsblil 00beM He MeHee HOMHHAIBHOTO 510,0 mn
ABHOMANBHANA 3
9. TIpenapat foJDkeH OBITE HETOKCHYHBIM HeTokcHYHBIH
TOKCHYHOCTE
10. | CrepniabHOCTH ITpenapar J0JDKeH OBITh CTEPHILHBIM CrepHnbHBIA
Pasnocts Mexny obsemamu  0,01M
BoccTaHARIHBAIOIIHE
114 pacTBopa HATpHA THOCYIb(aTa He 6onee | 0,15
BELIECTBA
3,0 mn
Ha e
{p] [BATCPULIENEL He 6ostee 0,25 ED/ Mesiee 0,25 ED/mn
3HJ0TOKCHHDI
eHHoe
e O M Or 0,0086 10 0,0094 T/ 0,0089 r/aur
onmpeaeeHye
ITo 50, 100, 150, 200, 250, 300, 350, 400, ITo 500 mu B GYTBUIKH MOAHMEPHEIC,
450, 500, 600, 750, 800, 1000 M1 B chopMHpOBaHHBIE B [IpOLIECCE
GyTHUTKH NIONHMeEpHbIe, ChOPMHPOBAHHEIE B | TIPOH3BOACTBA.
npoliecce IPOH3BOJICTBA U3 IPaHyJl paHIoM 12 GyTBUIOK B ALIHK A3 KapTOHA.
COTIONMMMEPA TIOIHIPONMIIEHa WX H3 I'pynnoBas ¥ TPaHCHOPTHAK yNAKOBKA
rpaHyJl CTaTHYECKOTO CONONNMEpa COOTBETCTBYET
TIOJIAIPOIENEHa, TeEPMETHIHO
YKYTIOPEHHBIX, METOZIOM TEPMHUIECKOH
MIpUBapKH COOpHBIX KOJINAYKOB K TO
14, | ¥YnakoBka preep P B
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Ha OyThUIKH HaKNeHBaIOT 3THKETKH H3
Oymaru.

Jlnst peanusaiuu yepes anTeuHylo ceTh
KaKIy1o OyTBUIKY BMECTe ¢ HHCTPYKIHeil
I10 IPUMEHEHHIO JTeKapCTREHHOTO
npenapara MOMeMaloT B NIayKy M3 KapToHa
HITH B MEINOK M3 Npo3payHoii
TIONH3THWIEHOBO! IUTEHKH (BTOPHUHYIO
YHOaKoBKY). BYTBUIKH BO BTOPHYIHEBIX
yIakoBKax WIH 6e3 BTOpHYHEIX YTIaKOBOK
(s cTAHOHAPOB) MOMEIANOT B AINHK H3
KapTOHa B KOJIHYECTBE

1- 112 6YTEUIOK.

B ciygae ynakoBku OyTeUIOK B3
BTOPHYHOI YTIaKOBKH, €C/IH Ha
MOBEPXHOCTH MEMIKA H3 NOJIHITUIIEHOBOI
IUIEHKH HJIM NTa4K4 KaPTOHHOH He HaHeceH
TEKCT HHCTPYKIIHH 1O NPUMEHEHHIO
JIeKapCTBEHHOIO NPENapaTa, TO B AIIHK
BKI3IbIBAIOT HHCTPYKLHKH 110 IPAMEHEHHIO
npenapara B KOMH4ecTBe,
COOTBETCTBYIOIIEM KOJIHYECTBY MEPBHYHBIX
YIIaKOBOK.,

I'pymmnosas ¥ TpaHCHOPTHAA YIIAKOBKA B
cooTseTcTBHH ¢ PJ{ 00001927-01-92 u
I'OCT 17768-90.

15.

Mapxkuapopka

Ha stuxerke ans OyTeUiky (nepeuunasn
Yhaxkoexa) yKasbIBalOT TOPIOBOE K
TPYIIIAPOBOYHOE HAUMEHOBAHHE
JIEKapCcTBEHHOIO Ipenapara, HOMep CepHH,
CPOK FOHOCTH, KOHLIEHTPaLHIO PacTBOpA,
00BbeM B MIJLTHITHTPAX, HAHMEHOBaHHE
MPOH3BOJIMTEJIA JIEKAPCTBEHHOTO TIpernapara
 ero TOBapHEIH 3HAK, anpec, Ten/takc,
JeKapCTBEeHHYI0 (OpMY, COCTAR, 3HAUYEHHE
TEOPETHYECKOH OCMOISIPHOCTH, CIIOCOD
npuMeneHns, «CTepunbHOY, YCIOBHS
XpaHeHns, « XpaHHThb B HEAOCTYITHOM s
Jeteit MecTey, «Jlomyckaercs
3aMOpaKMBaHKe IIPH TPaHCIIOPTHPOBaHHK
TIpH YCJIOBHH COXPaHHOCTH TEPMETHIHOCTH
ynaxkoskuy, «HecMauuBaeMocTh
BHYTpeHHEH NOBEPXHOCTH YTIaKOBKH He
ABJIAETCS IPOTHBOMNOKA3aHHEM K
NIpUMEHEHHIO TIpenaparay, «B ciyyae
H3MEHEHHA OKPAaCKH Npernapara Hin
TIOABJICHHS B3BECH, PaCTBOP HE NPUTOJEH K
ynotpebnenuton, «He NpUMEHSTE 10
HCTEUEHNUH CPOKa roJHOCTHY, HOMEP
PETHCTPAlHOHHOTO Y/IOCTOBEPEHHS,
IOTPHXOBOH KOJI.

Ha sTtuxerxe 6yThUiki BO BTOpHYHOI
YNaKOBKe JOTIONHATENIBHO YKA3EBAIOT
«OTnycKaeTcs [0 pelentTyy.

Ha sTrkeTke OyThINKN 6€3 BIOXKEHHA B
NayKy HIH MEIIOK JONOJHATENBEHO
YKa3bIBatOT «JIns cTaunoHaposy.

Ha nauxe mis 6yTeUIKY (8mopuyHas
YRAaxkosKka) YKasblBalOT TOPrOBOE U

Ha staxeTke mis 6yTeUTKE (Mepsuynas
ynaxoska) yKa3saHo TOPTOBOE H
IPYNNHEPOBOYHOE HAUMEHOBaHHE
JNIEKapCTBENHOIO Ipenapara, HoMep
CEPHH, CPOK F'OHOCTH, KOHIIEHTPALHs
pacTBopa, 06beM B MHJUTHITHTPAX,
HaUMEHOBaHHE TIPOH3BOIUTENS
JIEKapCTBEHHOIO NIPENapara | ero
TOBApHEBLA 3HaK, afpec, Tei/dakc,
nexapcTBeHHas (opMa, cocTag,
3HaYEeHHE TEOPETHIECKOH
OCMOILIPHOCTH, CI0c06 IpHMEHEHHS!
«CTEpHNBHOY, YCIIOBHS XPaHEHHS,
«XpaHUTh B HENOCTYIIHOM I JeTei
mecten, «JlonyckaeTcs 3aMopaxxuBaHne
TIPH TPaHCIIOPTHPOBAHHH [IPH YCIOBHH
COXPaHHOCTH TepMETHUHOCTH
ynakoBkmu», «HecMagnBaeMocTh
BHYTpPEHHEN MOBEPXHOCTH YIIAKOBKH He
ABJIAETCA IPOTHBOMOKA3aHHEM K
IIPEMEHEHHIO TIpenaparay, «B ciyuae
U3MEHEHHs OKpacKy Ipenapara iy
TOABJIEHUSA B3BECH, DACTBOP HE
TIPHTOJIeH K ynoTpebneHioy, «He
[PUMEHSATh 10 HCTEYESHHH CPOKa
TOJIHOCTHY, HOMEp PErHCTPalHOHHOTO
YAOCTOBEPEHHMS, IITPHXOBOH KOJL.

Ha stikeTtke 6yTeUTKH 6€3 BIOXKEHHA B
[a4Ky HJIH MEIIOK JAOTIONHHTENEHO
yka3ano «J{ns crauuoHaposy.

Ha sumke (ynaxosxe dns cmayuonapos)
YKa3aHo TOProBOE M IPYIIHPOBOYHOE
HaHMEHOBaHUE JIEKAPCTBEHHOTO
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Otaen KOATPOJLA KagecTBa

ctp. 3u3 4

IpYIIHPOBOYHOE HANMEHOBAHHE
JIEKapCTBEHHOrO Npenapara, HoMep CepHH,
CpOK FOIHOCTH, KOHLEHTPAIlMIO pacTBOpa,
06BeM B MUJUTIJINTPAX, HAHMEHOBaHHE
TPOM3BOIUTEIIA IEKAPCTBEHHOTO Npenapara
1 ero ToBapHsIi 3HaK, anpec, TeJ/daxe,
NeKapCTBEHHYIO (JOPMY, COCTaB, 3HaUSHHE
TEOPETHYECKOH OCMOJIIPHOCTH, CIOCO0
IIPAMEHEHNUs, YCTIOBUA OTITYCKa, yCIIOBHS
XpaHeHUs, HOMep PErHCTPalOHHOTO
ynocrosepeHns, «CTepunbHOY, «XpaHUTh B
HEJOCTYTIHOM 11 IeTeil MeCTe,
«JlomyckaeTcs 3aMOpaXKHBaHKE NPH
TPAHCIIOPTHPOBAHHHE NIPH YCIIOBHH
COXPAHHOCTH N€PMETHYHOCTH YIIaKOBKI,
«HecMaunBaeMOCTh BHYTPEHHEH
TIOBEPXHOCTH YNaKOBKY HE ABNAETCA
TIPOTHBONOKA3AHHEM K IPHMEHEHHIO
npenaparay, «B ciydae H3IMEHEHU
OKpAcKH TIperapara HilH MOsSBJICHHS B3BECH,
pacTBOp HE IPHTOJIeH K yNOTpeOIeHIoy,
«He mpuMeHATE M0 UCTEYEHUH CpOKa
rOJHOCTHY, IITPHXOBOH KOA.

JTomyckaeTcsl HAHOCUTD TEKCT HHCTPYKIHH
TI0 IpEMEHEHHIO IEKAPCTBEHHOTO
ripenapara (TOJTHOCTHIO BCE Pas/ielbl)
TurnorpadckuM crnocoboM Ha mavky Hin ¢
TIOMOIIBIO TEPMONEYaTH Ha MOBEPXHOCTh
MeIIKa U3 NOJH3THIEHOBOH IUICHKH.

Ha sumpke (ynaxoeke 07151 Cayuonapos)
YKa3bIBaIOT TOPTOBOE ¥ [PYIIIHPOBOYHOS
HAaHMeHOoRalHe JIEKapCTBEHHOI0 NpenapaTa,
HOMEp CepHH, CPOK TOJJHOCTH,
KOHIIEHTpPALIHIO PacTBOpa, 06beM B
MHJTMNHTPaX, HAHMEeHOBaHHE
NpOH3BOIUTENS JIEKApCTBEHHOTO Npernapara
1 €ro TOBapHBIA 3Hak, anpec, Ten/jaxc,
JlexapCTBEHHYIO (POPMY, COCTaB, 3HAUEHHE
TeopeTHaeckoil OCMONAPHOCTH, CTIOCOG
NpUMEHEHNs, YCIIOBHSA XpaHeHus,
PEruCTpallHOHHbIH HOMep, KCTePHILHOY,
«XpaHuTh B HEIOCTYIHOM UL AeTel
MecTen, «JlomyckaeTcs 3aMOpaKHBaHNe
TP TPAHCTIOPTHPOBAHKH NIPH YCIOBHH
COXPaHHOCTH FepPMETHIHOCTH YIIaKOBKHY,
«HecMaunBaeMOCTh BHYTPEHHEI]
TIOBEPXHOCTH YTIAKOBKH HE SIBJIAETCA
TPOTHBOMOKA3aHHEM K IPUMEHEHHIO
npenaparay, «B cirydae H3MEHEHNUA
OKpacKH Mperapara HiH MOsBJICHHs B3BECH,
pacTBOP HE MPHTOIEH K YNOTPEeOICHIION,
«He npuMeHATh 110 UCTEYEHHH CPOKa
ToOHOCTHY, IH‘I‘pHXDBOﬁ KO, KOJIHYeCTBO

e JMHHI] TIEPBUYHEIX YIIAKOBOK B SIIHKE.

Ha simyixe ans 6yTBUIOK B MaYKe WK
MeIIKE JIOMOJHUTENBHO YKa3hBaOT
«OTnyckaercs o penenty».

Ha suuke s 6yTeUIok 6e3 BIOKEHHS B
NagKy HOTIONHHTENBHO YKa3blBaloT «JInd

TiperiapaTa, HoOMEp CepHH, CPOK
TOIHOCTH, KOHLIEHTPALIHs PacTBOPa,
00BeM B MIUIMIHTPAX, HAaUMEHOBaHKe
TIPOHM3BOIHTENS JIEKAPCTBEHHOTO
TperiapaTa u ero ToBapHblif 3HaK, anpec,
ten/daxc, nekapcTBeRHas popma,
cOCTAB, 3HaYeHHe TEOPEeTHIECKOH
OCMOJIAPHOCTH, CTOCO0 NPHMEHEHHA,
YCNOBHS XPaHeHHs, PErHCTPaUHOHHEIH
nomep, «CTEpIIbHOY, «XPaHHTh B
HEJIOCTYIIHOM ML ieTeii MecTen,
«Jlomyckaercs 3aMOpaKMBaHye NpH
TpaHCIOPTHPOBAHHY IIPH YCIOBHH
COXPaHHOCTH FepMETHYHOCTH
yrnakoBKkn», «HecMaunBaeMoCTh
BHyTpeHHell MOBEPXHOCTH YIIaKOBKH HE
ABJIAETCH POTHBOIOKA3aHUEM K
IIpMMEHEHHIO TIpenaparay, «B ciydae
H3MEHEeHHs OKPacKu Ipenapara Wil
NIOSIBIICHNA B3BECH, PaCTBOP He
TIpUrozieH k yrmoTpebnenuo, «He
NPUMEHSATB TI0 UCTEYEHHH CPOKa
TOJHOCTHY, MITPHXOBOH KO,
KOJIMYECTBO eIHHHI] IEPBUIHBIX
YIIAKOBOK B SITHKE.

Ha sitmike ays 6yTeUI0K Oe3 BIOKEHHUS B
nayKy JOMOJHHTENBHO YKa3aHo « /[
CTAIMOHAPOBY.

Ha A1mmK HaHecEHk! CPeiCTBa
ugenTH(HKAITHA METONOM [1e4aTH HiH
3THKETHPOBAHHUs CTHKEPOM,
HEOTHeTHMBIM OT YTIAKOBKH.
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Cegroealocn

CTaLOHAPOBY.
JomyckaeTcs HaHeceHUe CPeficTB
H,EIBHTH(I}HK&H,HI‘I Ha NEPBEHYHYIO,
BTOPHYHYIO U I'PYINOBYIO YIAKOBKY
METOOaMH MeY4aTH HiITH ITHKETHPOBaHHUA
CTHKEPOM, HEOTHEIUMBIM OT YINaKOBKH.

Cpoxk rognocTn 5 ner 5 ner

¥Yenosus xpaHeHns: npu Temneparype He Boime 25 °C,

SAK/IFOYEHUE: npenapat «Hatpus xnopuz, pacrsop aast nudysunii 0,9 %» 500 ma cepun
1280522 coorBercryer Tpedoanusm HJL JICP-005263/07-240521 «Hatpus X10pui, pacTBop
nast uadysuit 0,9 %»

TlacnopT BELIAH HA OCHOBAHHH:

IIpotokona KoAJI Ne 128/TTI-H/ KoAJI/113

ITpotoxona MBJT Ne 128TTI-H/MBJIII3

Koutponsrsx micros JIBK ¢ Ne 509 no 512 > r
Hporokon OO0 ucnerratensusii tenrp «®APMOBOPOHAN Ne 83261/22 o7 27.05.2022 1
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