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HaumenoBaHHe npenapara

Cepus

Ko/m4ecTBOo ANHKOB KapTOHHBIX
Ko/1H4eCcTBO NOTHMEPHBIX KoHTeiiHepoB

JlaTa u3roToBJAeHHA

I'oaen 10
Mcnerranus nporejiexst no HJL JICP-005263/07-230920 «Hartpus xaopua, pactsop ans uudy3uii 0,9 Y%en

ITACITOPT Ne 28/T'11 — H/1I2

Harpus xaopna, pacreop Aas undysuii 0,9 % 200 ma
0200321

1618 wT.
51776 wt.

16.03.2021 r
03.2024 r

MOMHTPOMHAEHA MPOHIBOICTRA HIH NOPTAMH,
M3TOTOBNEHHBIMHK W3 TPAHYI NOAHNPONHIEHE
(paHIOM-CONONNMEP NOANNPONTHIACHA) HIH
MOpTaMK, H3TOTORICHHBIMH U3 TPaHyn
CTATHYECKOTD CONOAMMEpPa NOANNPONHIEHa UK B
KOHTCHHEPbI IOTHMEPHBIE H3 NOANNPONHAEHA HAK
B KOHTEHHEpH NOMUMEPHBIC H3 MONUNPONIIeHa
OZHOKPATHOTO NPHMEHEHHA ¢ npodKoil 1
ananrepoM. Ha noBepXHoCTh KOHTEHHEPA HAHOCAT
TEKCT WK HAKIEHBAKOT 3THKETKY.

JIna peanu3auuiu Uepes anTeHHYO CeTh KaK bl

Ne Hanmenosanue T - 5
= peboBanns HOPMATHBHOMN JOKYMeHTALNH Pezyantathl HenbIranmii
n/n nokasareneii
1. | Onuncanue BecupeTHas npo3payHas XHIKOCTh BecupeTHas po3payHas KUAKOCTh
9 | PT— KauecTeeHHble peakildy Ha HATPHil 1 Ilaet Iia‘ICCTBeHHL!E peakuny Ha
Ha XJIOpHBI HaTPHH M Ha XJIOPH/BL
3. | Hpozpaunocrs [lpenapart poswkeH ObITh NIPO3pAYHBIM INpospaunsii
4, IsetnocTh [penapar aomkeH ObiTh OCCLBCTHBIM BecuseTtHsiii
5. | pH Or50n075 6,11
[lpenapar aomkew peizepixusarth Tpebopanus | [Ipenapart seiiepkuBact
MexanuuecKne 0OdC.1.4.2.0005.18 TpeboBaHus
6. BKJIIOMEHHA Yactiupt pasmepom 10-25 Mim — He Gonee 25/ma 0
Yactuims! paMepoM > 25 MM — He Gonee 3/ma 0
7 Moraomenne o YP- HeBoneeitl] 0,013
ofuracTH
8. Hzsaexkaembiii o6bem | He mMenee HoMuHamBHOTO 204,0 mn
9. e i— [Tpenapar nomkeH ObITh HETOKCHUHBIM Hertokcuunptit
TOKCHYHOCTh
10. | CrepnabHOCTD [Tpenapat somaeH ObiTh CTEPUILHBIM CrepunsHsiit
1 Boccranasausaroumue | Pasuocts mexay ofvemamn 0,01M  pactsopa 0.1
" | BemecTBa HaTpua THocyak(aTa He Gonee 3,0 mn ’
12, BaxTepaam.uie He Gonee 0,25 ED/mn Menee 0,25 E3/ma
FHAOTOKCHHBI
(3. | Koamuectsennoe | 4 6086 16 0,0094 r/sn 0,0089 r/sin
onpenenexie
[To 100, 200, 250, 300, 400, 500, 600, 800, 1000, Tlo 200 M1 B noAHMEPHbIE
1500, 2000, 3000 ma B noAKMMEpHbIe KOHTEHHEPH, | KOHTefiHepsl, ChopMUPOBAHHLIE B
cpopMHpOBaHHLIE B MpoOLecce IPOHUIBOACTBA H3 npouecce NPOH3BOACTEA.
niaeHky nonuoneduHoBoR UK TUTEHKH 32 xouTelinepa B SUMK KapTOHHBIHA.
MHOrocnofiHoi H3 MOAHITHIEHA H COMONMUMEDPa ['pynmosas u TpancnopTHas
TIpOTHAENA), WK USALHOR HiIH pajieabHOl yTIaKOBKA COOTBETCTBYET
pykasroil nneskt APP114 w3 nonnoncduna n
NOAHNPONHICHA WM H3 TPAHY PaHI0M-
cononnMep NOIKNPONKWACHA WX U3 FPanyh
CTATHYECKOI'O CONONHMEpa NOJHNPONUASHA
H YKYNIOpPeHHbIE MOPTaMi U3 noskapboHara ¢
14, | Ynakoska npobkoii 13 pe3uHbl H KOATIAYKOM HITH TIOPTAMH H3
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NOMMMEPHBIN KOHTEHHEP YNAKOBLIBAIOT B MELIOK
W3 ROAMITHACHOBOH MUICHKH (BTOPHUHYIO
YNAKOBKY) Wi NIAYKY N3 KApTOHA Ui
norpefutensckoii Tapst (06bemom 10 1000 ma
BKIHOYHTENLHO).

Jlas crauMoHapoB MoAHMEpHbIl KoHTeilep He
YNaKOBLIBAIOT BO BTOPHHHYIO YNIAKOBKY.

1- 112 nonumepHbix KoHTEfHepa oGheMomM B
naukax kaproxseix (oGnesmonm go 1000 mn
BK/IHOUMTENLHO) HIIM B MELIKAX H3
nonuaTHAEHOBOH [UIeHKH (TpyHoBas
(TpaHcropTHAA) YIAKOBKA) HH §e3 MELIKOB H
KAPTOHHBIX (1AYCK (JUIH CTALMOHAPOR) BMECTE ¢
PYKOBOACTBOM 10 HCTIOMBIOBAHIIO IOTHMEPHBIX
KOHTeHHEpOB ¢ HHYIHOHHBIM PACTBOPOM
NOMEUIAIOT B AUIMK H3 KapTOHA.

Ha noBepXxHOCTH NOTHMEPHOIO KOHTEHHEPa,
MEUIKA W3 NOMHATIICHOBOM IVIEHKH WITH Na4KH
KApTOHROII IOMYCKACTCH HAHECEHHE TEKCTa
HHCTPYKUHH 10 MEIULHHCKOMY TPHMEHSHHIO
AEKapCTBEHHOTO Npenapata Ge3 BAoKeHHA
HHCTPYKIHH B YNAKOBKY.

B cnyyae, €C/1H HA NOBEPXHOCTL MOTHMEPHOTO
KOHTEHHepa, MEUIKA H3 MOITHITHICHOBOM MICHKH
HITH TIa4KH KAPTOHHOH HE HaHEeCeH TEKCT
MHCTPYKLIH 0 IPHMEHCHMIO [IEKAPCTBCHHOIO
[penapara, TO B ALMK BKIAIBIBAIOT HHCTPYKLHH
110 NIPHMEHEHHIO [IPENAPaTa B KONHECTBE,
COOTBETCTRYIOLIEM KOIHUECTRY MEPBHUHBIX
ynakoBoK. [ pynnoBas 1 TpaHCHopTHAl yaKoska
8 cooTsetcTBuM ¢ PJ] 00001927-01-92 u FOCT
17768-90.

15

Mapkuposka

Ha 5THKeTKe 114 [OHMEPHOTO KOHTEHHEPa, Ha
NOBEPXHOCTH NOTHMEPHOTO KOHTEHHEpa
(nepauynan ynakogra) yKabiBaoT TOProBoe i
rpyNNHPOBONHOC HAHMEHOBAHHE JICKAPCTBEHHOMO
npenapara, HoMep CEPHH, CPOK rOAHOCTH,
KOHUEHTPALHIO PACTBOPA, 00BEM B MHIUIMIHTPAX,
HAMMEHOBAHHE IPOHIBOAKTEIA JIEKAPCTBEHHOTO
npenapara u ero TOBapHLIH 3HaK, aapec, Ten/gakc,
nexapcTBeHHYH0 (opMy, COCTaB, IHAHCHHE
TEOPETHYECKOH OCMONAPHOCTIH, €r10cob
npumerienns, «CTEPHABHON, YCIOBUA XPAHCHILA,
«XpauHTL B HENOCTYNIHOM [UIA AeTell MecTe,
«JlonycKaeTes 3aMOpaKHBAHNE TIPH
TPAHCMIOPTHPOBAH UM TIPH YCIOBHH COXPAHHOCTH
repMETHUHOCTH Ynakosxki», «HecmatBaeMocTs
BHYTPEHHeH MOBCPXHOCTH YITAKOBKH HC ABARCTCA
NPOTHBONOKAIAHHEM K IIPHMEHEHUIOC NPEnapaTay,
«B ciydae W3MEHSHHA OKPacKH npenapara i
NOAB/1eHHS B3IBECH, PACTBOP HE NPUIOACH K
ynorpeSnennior, «He npUMEHATE 110 UCTEHCHIH
CpOKa FOAHOCTHY, HOMEP PErNCTPAUHOHBEOTO
YIOCTOBEPCHNA, WTPHXOBOH KOLI.

Ha 3THKeTKe 118 HNOAHMEPHOTO KOHTeRHepa HiH
Ha MOBEPXHOCTH [1O/IMMEPHOTO KOHTEHHEpa BO
BTOPHUUHOM YIIAKOBKE, AOMONHHUTENBHO YKa3bIBAOT
«Ornyckaeres no peuenty».

Ha JTHKeTke nojMMepHOro KOKTEHHEPA MK Ha

Ha noeepxHOCTH NOAHMEPHOTO
KoHTeHHEpa (MEPEUHNaR YnakosKa)
YKA3IaHO TOProBOE H
rPYNMTHPOBOYHOE HAHMCHOBAHMC
NeKapCTBCHHOTO Npernapara, Homep
CepHH, CPOK MOIHOCTH,
KOHUEHTpaliHg pacTeopa, o0sem B
MIUUTHIMTPAX, HAaUMEHOBAHHE
MPOMIBOAHTENA EKAPCTBCHHOTO
npenapara # ero TOBapHbid 3HAK,
aapec, Ten/akc, nekapcTeeHHas
dopma, cocTan, JHAUCHHE
TEOPETHHECKOH OCMONAPHOCTH,
crioco6 npumeenis, «CTeprabHO»,
YCAOBHA XpaHeHUA, «XPaHHTL B
HEAOCTYITHOM 1A feTel MecTe,
«JlonyckaeTcs 3aMOPaXKHBAHHE [1pH
TPAHCTIOPTHPOBAHHM TIPH YCJA0BHH
COXPaHHOCTH FEPMETHYHOCTH
ynakosiu», «HecMaunsaeMoCThH
BHYTpeHHEH NOBEPXHOCTH YIIAKOBKH
He SBIACTCH NPOTHBONIOKABAHHEM K
NpHMEHEHHIO Tipepaparan, «B
cnyuae wiMehenus okpacku |
npenapara npmfnomﬁemig B3
pacTBOp He HPHTONeH K.

yroTpebneHmos, «He Gpuh
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MOBEPXHOCTH NOAHMEPHOIO KoHTeliHepa bes
BIIOACHHS B NAYKY HIH MEIIOK JIONOTHATEARHO
YKa1L1BaIOT /114 CTALHOHAPORY.

B cnynac HaHeceHHA MAPKHPOBKH HA OBCPXHOCTD
MONHMCPHOID KOHTEHHEPA IONOAHHTENBHO
YKa3BIBAKOT LiKany AeneHuii ¢ warom 50 ma ans
kouTeiHepor obbemom o1 100 g0 800 M1 1 warom
aenennit 100 M ans kourelidepos oGbemom 1000
u Gonee,

Ha navke 1714 nonMMepHOro KoHTEHHEPa H Meurke
A4 NOIUMEPHOTO KOHTEHHEPA (emopuvnan
ynaxogxa) YKaleiBaoT TOPropoe
rPYNMTHPOBOYHOE HAHMEHOBAHHE NIEKAPCTBEHHOTO
Tnipenapara, HoMep CepHH, CPOK TOAHOCTH,
KOHLIEHTPALMIO pacTBOpa, 00beM B MULTHIANTPAX,
HAHMCHOBAHWC NPOHIBONTENR IEKAPCTBEHHOTO
Npenapara 1 ero ToBapKeii 3Hak, anpec, Tea/daxc,
TEKAPCTBEHHYIO QOPMY, COCTAR, IHAYEHHE
TEOPETHHECKOH OCMOMAPHOCTH, Crocod
NPHMEHCHHA, YCIOBHA OTITYCKA, YCIOBHA
XPAHCHHA, HOMED PEruCTpaMoHHOIO
yaoctopepenud, «CTepunbio», «XpauuTs 8
HegocTYnHOM A aeteil Mecten, «[lonyckaercs
3AMOPLKHBARNE MPH TPAHCTIOPTHPOBAHMH [1PH
YCAOBHH COXPAHHOCTH FCPMETHYHOCTH
YNakoBkH», «HecMaunpaeMocTs BHYTpeHHEH
NOBEPXHOCTH YIIAKOBKH HE ABARCTCA
MPOTHEONMOKAZAHHCM K NIPHMCHCHHIO npenaparan,
«B cayuae HIMEHEHIE OKPACKH NpEnapara iy
MOABACHHA BIBECH, PACTHOD HE NPHTOACH K
ynotpebnenmion, «He NPHMEHATR N0 HCTEUCHUM
CpOKA rOAHOCTHY, UITpHXoeBoit kon. lonyckaetcs
HAHOCHTH TEKCT HHCTPYKUHH N0 MELHURHCKOMY
MPUMEHEHHIO IeKAPCTBEHHOTO Npenapara
(MOMHOCTBIO BCE pa3fiesl) THIOrPadCKiM
crocofoM HA NAYKY, HIH ¢ NOMOLLBIO
TEPMOMNEYATH HA MOBCPXHOCTH TONHMEPHOTO
KOHTCHHEPA MM MELIKA M3 NOIHITUIRHOBO#
TIICHKH.

Ha sumxe (Cpynnosol: ynaxoexe u ynaxosxe daa
CMAYUOHAPOG) YKA3BIBAIOT TOProBoe 0
IPYNMHPOBOHOS HAKMEHOBAHHES ICKAPCTRCHHOTO
npenapara, HoMep CepHH, CPOK TOHOCTH,
KOHUEHTPALIHIO PacTBOpa, 00beM B MUILTHIHTPAX,
HEZHMEHOBAHHE NMPOU3BOHTERR NEKAPCTBEHHOTO
npenaparta  ero ToBapHsiii 3HaK, anpec, Ten/dakc,
JIEKAPCTBEHHYIO HOPMY, COCTAB, JHAYCHHE
TEOPETHHECKOH OCMOAAPHOCTH, CMOCOd
TIPUMCHCHUSA, YCNOBHA OTITYCKA, YCII0BHA
XPAHCHHA, HOMEP PErUCTPAHOHHOTD
yaoctosepenus, «CTepunsHO», « XpaHHTb B
HEAOCTYNHOM 118 AeTed MecTey, «donyekaercs
3aMOPAKHBAHHE MPH TPAHCTIOPTHPOBAHHK NPH
YCOBHH COXPAHHOCTH rePMETHYHOCTH
ynaxosku», «HecmaunsaemMocTs BHYTpeHHeH
TIOBEPXHOCTH YIIAKOBKH HE HBIACTCH
MPOTHBONOKAIAHHEM K IPHMEHSHIIO npenapatany,
«B cayvac W3IMCHCHHUA OKpAacKH npenapara uiH
TOABAEHWS BIBECH, PACTROP HE NPHIOACH K

HCTEUCHUH CPOKA rOAHOCTHY, HOMED
PECHCTPALHOHHOTO YIOCTOREPEHH,
HITPHXOROH KO

Ha nosepxuocts noansepHoro
kouteitiepa ykazaxo « [l
CTALHOHAPOBY,

Ha nosepxuocTy nonusepHoro
KOHTEHNHEPd YKASaHA LKA AeacHuii
¢ wraroM aeneHuii 100 mo,

Ha sumke (pynnosoi ynaxosxe u
yraxoske 018 cmayuonapos) yKazano
TOProBoe H IPYNIHPOBOYHOE
HAHMEHOBAHHE NEKAPCTBEHHOMO
nperiapata, HOMEP CEpHH, CPOK
TOHOCTH, KOHIIEHTpaliMa pacTBopa,
00BbeM B MHLTHIIHTpAX,
HAUMEHOBAHHE NPOH3BOANTENS
TeKapCTBEHHOro Npenapara u ero
TOBapHbIt 3HaK, anpec, Ten/daxc,
nekapersernan gopma, cocras,
3HAYEHHE TEOPeTHUECKOT
OCMOAPHOCTH, CNOCO0 NpHMeHeHH s,
YCIOBHA OTIYCKR, YCAOBHA
XPaHEHHA, HOMEP PErHCTPaUHOEHOro
yaoctopepeHins, «CTepHabHOR,
«XpaHnTh B HEOCTVITHOM ULS JICTei
mectey, «lonyckaertcs
3aMOpaXHBaHue Npu
TPAHCNOPTHPOBAHHH TIPH YCIOBHH
COXPaHHOCTH rEPMETHHHOCTH
ynaxkosxu», «HecmauunaemocTs
BHYTPEHHEH MOBEPXHOCTH YNAKOBKH
HE ABJAETCH TPOTHROMNOKATANNEM K
NpHMEHCHWIO Npenaparan, «B
CIYYde HIMEHEHHS OKPACKM
ApenapaTa vau NOSBICHHS BIBECH,
PAcTBOP He NPHIOALH K
ynotpebnennion, «<He npumeHsTs no
HCTEHEHHH CPOKA MOAROCTHY,
WITPHXOBOI KO/, KONHYECTBO CaHHHIL
NEPBHYHBIX YNAKOBOK B ALIMKE.

Ha sunmke ns nonuMephsix
KOHTEiHepoR yKasaso «Jlns
CTALHOHAPORY,

Ha rpynnosyio ynakoBxy HaneceHsi
CPEACTRA HACHTHOMKALNH METOIOM
ITHKETHPOBAHHA CTHKEPOM,
HEOT/IE/IHMBIM OT YITAKOBKH.
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Coorves Mookl

ynorpednennion, «He NPUMEHATE 110 HCTEHECHHH
CpOKa FOAHOCTH?, WTPHXOBOH KO, KOMHHECTBO
eMHHL, NIEPBHYHBIX YIAKOBOK B SLIHKC.

Ha sumxe ans ROTHMEPHBIX KOHTEITHCPOB BO
BTOPHYHOH YNAKOBKE OTOMHUTENLHO YKAILIBAIOT
«OrmyckaeTcs no peuenty.

Ha auuike A4 NOAHMEPHBIX KoHTeHRepos 0e3
BAOAKCHHA B MELIOK OMOAHHTENBHO YKZIJ!:I‘B&GT
«Jlna cTaunoHapoB».

JlonmyckaeTcs HaHeceHH e CpeacTs WACHTHDUKALIHH
HA NCPBHYHYIO, BTOPHYHYIO | (PYNNOBYIO
YHAKCBKY METOAAMH eHaTH HiIH ITHKETHPOBAHHA
CTHKEPOM, HCOTIEIHMMBIM OT YMaKOBKH.

16. | Cpok roanocTs 3 roaa 3 rona
YcaoBas XpaHeHHA: IPH TEMIIEPATYPE HE BBILIC 235 2C.

3AKJIOYEHHE: npenapat «Harpus xaopul, pacrsop Uis undy3mit 0,9 %» 200 s cepun 0200321
coorsercTyer Tpebopanmsm H/L JICP-005263/07-230920 «HaTpus x10pus, pacTeop A1 nndysnii 0,9 Yor

[1acnopT BRUTEH HE OCHOBRNHH!

IpoTokona KoAJT Ne 28/TTI-H/ KoAJUI[2 i
[lporokona MBJT Ne 28/ T-HMBJIAR -

KouTponsusn mietos JIBK ¢ Ne 109 no 112 5

[Ipotokoi OO0 HenwiTaTeAbHbIA USHTP «DAPMOBOPOHAY Ne 3702/0/21 o1 30.03.2021 r
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