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ITACIIOPT Ne 5182245

Haiiz ® rpanyibl JJisi IPUrOTOBIEHMS CYyCIIeH3MM 1S pueMa BHYTps 100 mr

Howmep mapruu (cepun): 121125
KonuuecTso B mapTuu(cepun): 9749 ym.

Kon-Bo IITYK BO BTOPHYHOM yrakoBke: Ne9

Jara npoussopcTea: 11.2025
Ananus BeinonseH no: JIIT-Ne(005552)-(PI'-RU)-200225

fo
n}}r;l Hg::::;;;m Mexon HCH:::?S:;}:L{F? Ha MeToR TpeGopanus HI{ Pe3yneTaT HCIIBITAHUI
i |Grinoanme OprasonenTHYECKHi Cmech rpany’i ¥ MOPOLIKA CBETIIO-KEIITOr0 LBETA C 3aI1aX0M - CMeCh rpaHyJl M IIOPOLIKa CBETJIO=KEITOr0 LBETA C
aneNbCHHA. 3aIaxoM ancibCHHA.
& Memnee 2,00 MM - He meHee 95 % Pa3smep yactuu; meree 2,0 mm - 100%
2 |Pasmep wactuu | Curopoii anamus, I'd PO, OOC.1.4.2.0032 Mencee 0.355 mm - He Gonee 70 % Pasmep yacrui: MeHee 0,355 mm - 32%
BpeMst yACPKHBAHHSA OCHOBHOIO NMKA HAa XPOMATOrPaMMe
Bricokoa e THBHAA KHAKOCTHAS HCTIBITYEMOrO PacTBOPa, MPHIOTOBIEHHOTO /ISt
3 |Upenruduxauusa |xpomarorpadus, 'O PD, KOJIMYECTBEHHOTO ONpPC/CICHHUS, JOJDKHO COOTBCTCTBOBATH BIXX - [oarsepskacsa
0OdC.1.2.1.2.0005 BPCMCHH YACPKHUBAHHS MHKA HUMCCYJIHIA HAa XpOMaTOrpaMMe
CTAHJIapTHOrO PACTBOPA.
o) OllHOpOlIHOCTL MacCChI JO3MPOBAHHBIX Cpem—mx macca - 1980Mr
4 |=AEOPONEOTTE nexkapcTBeHHbIX Gopm, I'D PO, 2000 mr + 7,5 % (ot 1850 zo 2150 mr) OpnHopomHocTs Maccs! - 20/20 naketos - ot -3,1% xo
— 0®C.1.4.2.0009 +3,4%
5 |PacnagaeMoCTh ;z‘;ri‘ulezd;g"’g?;g}? Ii(; %%i%cmeﬂumx He 6omee 15 mun (8 Boze) - 2MHH
T — g;;:uynm, I'd PO, ODC.1.4.1.0004; Cranus - S1
& |ioimisansnoro TBOPCHHE LA TBEPABIX AOSUPOBAHHBIX |1 oo {5} mopies Ansean: Pacraopem;xe OT HOMHMHAIBHOTO COJIEPXKAHHUs Yepes 45
JIeKapCTBeHHBIX GopM, I'D PD, MHuHYT - 77%
CORCPHAIAT | 0dpC.1.4.2.0014 - O1 76% 10 78%
Brewsuil BUI Tlpu pacTBOpCHUH CoACp)uUMOro makera B 100 Mi Boap! ¢
7 Cycnensuu, 'O PO, OPC.1.4.1.0014 Temneparypoii 20-25 °C B Teuenne 1-3 MuH obpazyercs - CooTBETCTBYET
CYCTICH3HH CYCHEH3Hs OT GEIIOro IO CBETIIO-XKEITOr0 LBETA.
Ce mimenTanuonn| CeqMMeHTANHORNAS YCTOHunBoCTs, [ | CYSTICH3HA, noMyueHHas B ecre "BHewHHH BuA CycneHsuH",
8 . nocne B3GaNThIBAHMSA HE JOJDKHA PACCIaUBATHCS B TEUCHHE 2 - He paccnausaercs
as ycroityusocts |P®, OPC.1.4.2.0029 o
9 |pH Honomerpus, 'O PO, ODC.1.2.1.0004 012,5 10 3,5 -3,20
Tpumecs C - e Gonee 0,3 % npumecs D - 0,00%
BricokoaddpeKTHBHAA KUAKOCTHASL Ipumecs D - e Gonee 0,3 % npumecs C - 0,00%
10 |IIpumecn xpomatorpadus, [P PO, Jho6Gas eaMHMYHAs HeMACHTHOUUMPOBAHHAS [IPHMECH - HE mo6ast eIMHUYHAA HeHACHTHQHLNPOBAHHAS IPUMECh -
O®C.1.2.1.2.0005 Gonee 0,2 % 0,00%
Cymma npumecet - He Gonee 1,0 % cymma mpumeceit - 0,00%
1 [loTegas aaces IMoteps B Macce NpH BHICYIIHBaHKH, ['D He 6 1.0% 0.29%
TpH P®, OPC.1.2.1.0010 e bonee LI B
BBICYIUHMBAHUH
OpuoponHocTs Jo3uposanus, I'D PO,
Opuopoarocts  |OPC.1.4.2.0008 (ciocob 1); B cooTBeTcTBHH ¢ TpeGopannamu ['D PO, ODC.1.4.2.0008 i =i
12 |mosupoBanusix | BricokoaddekTHBHAA KHAKOCTHAS (cnocob 1) Ag/"l ) nl:) 2%
o 5 0
e IMHUL] xpomarorpadus, [P PD, ITokasarens npuemneMocti (AV) gomker GbiTh He Gonee 15,0.
O®dC.1.2.1.2.0005
KonuuecTBeHHOE
BsicokoahdexTUBHAA HHUIKOCTHAS
13 |CTIPCACIICHKE, xpomatorpadus, ['d PO, Ot 90,0 10 110,0 Mr -93,10mMr
CORCPX@RNE B | 3y 1.2.1.2.0005
OIHOM ITaKeTe
Of1ee YHCIo aDpOOHBIX MHKPOOPraHH3MOB - He Gonee 1 000
KOEs1r ’ OYAM (KOE & 1T1)- 10
14 Minpobroxorue I'® PP, OPC.1.2.4.0002.18 Kareropust 3A | OBuee Y4CiIo APOIOKEBBIX M IUIECHEBEIX rpuOOB - He Gonee 100 | OUT" (KOE B 1 r) - Menee 10
CKasd HUCTOTA KOEr1r Pesynsrar Escherichia coli - He o6HapyseHo B Ir
Escherichia coli - otcyrctBHe B 1 T
Tlo 2 r B makeT U3 KOMOHHHPOBAHHOTO MaTCpHaIa -Ilo 2 r B maxeT U3 KOMOHHHPOBAHHOTO MAaTCPHAIIA
15 Onucaxue (6ymara/onsra/monuarunen). ITo 9, 15 wiu 30 nakeros BMecte | (Gymara/donsra/monustinen). ITo 9 nakeros BMecTe ¢
YIAKOBKH € MHHCTPYKUHCH [0 NPHMCHCHHIO MIOMCIIAIOT B NMAYKY M3 MHCTPYKLMCH 10 OPHMCHCHHIO OMCLLCHBI B [TAYKY H3
KapTOHA. KapTOHa.
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Ne | Ilokaszarens

wn KavecTBa WCTIBITaHHH

Merton ucnertanuit/HJI Ha MeTOX

Tpe6osanus HI

Pe3ynprar ucrpIraHuit

16 (Mapxupoeka

Ha nepBuuHOIt yrmakoBKe (MaKeTe) Ha pyCCKOM S3bIKE
YKa3bIBAKOT: TOProBOE HAHMEHOBAHHE MPEnapara ¢
TpeXyNpeaHTeNLHOH MapKHPOBKOil ®, MeXAYHapoaHOE
HCMATCHTOBAHHOC HAHMCHOBAHKC (HA PYCCKOM M aHMTHICKOM
A3BIKE), IEKAPCTBEHHYIO GOPMY, JO3HPOBKY, KOIHYECTBO
JIEKApCTBEHHOI'O CPE/ICTBA B ITAKETE, COJEPIKAHHE
ZCHCTBYIOWIErO BCLICCTBA, IPCAYNPCAHTEIBHYIO HANITHChH
«CoepxuT caxapozy.», HHGOPMALHOHHYIO HAIIHCH O COCOGE
Tp! s («Crioco6 npu , «[Ipenapat NpHHMMAIOT
BHYTPb, N0 | makery (100 Mr HuMCCynHaa) ABA pa3a B CYTKH.
Ilpenapat pekoMeHayeTcs NpHHUMaTh nocie easl. Coaepxumoe
[1aKeTa BBICHINAIOT B CTAKAH M PaCTBOPSAIOT NpUMEpHO B 100 Ma
BOJBL. [IpUroTORNECHHBIH PACTBOP XPAHEHHIO HE MTOJJICHKHT.»),
HAaUMEHOBAHHME M CTPaHy GHPMBI-IEpIKaTeNIsi PErHCTPaLHOHHOIO
YAOCTOBCPCHHS, CC JIOFOTHII (IATHHMLICH ), HAHMCHOBAHHC H
CTpaHy (HpPMBI-IPOH3BONHTENIS, €€ JIOFOTHII, rpaduyeckoe
M300paXKEHHUE 11AKETa, BBICHIIAEMOrO B CTAKaH C KHAKOCTHIO,
HOMCp CCPHH (J1aTa POM3BOACTBA BKITIOUCHA B HOMCP CCPHH),
JIaTy UCTEYEHUS CPOKA FOIHOCTH, JOTIONMHHTENBHO MOTYT ObITh
HAHCCCHBI IIPOU3BOJACTBCHHBIC HJIM TCXHOJIOIHYCCKHE OTMCTKH,
pacnosoxeHue u Gopma KOTOPEIX MOMKCT H3MCHATHCA. Ha
BTOPHYHOM YNaKoBke (TTauke KapTOHHOI) Ha PYCCKOM A3bIKe
YKa3bIBAIOT: TOProBOC HAMMCHOBAHHC MPEMapara ¢
NpeaynpeAHTENbHOM MApKHPOBKOH ®, MEKAYHAPOAHOE
HETIATCHTOBAHHOE HAHMEHOBAHHE, JIEKAPCTBEHHYIO HopMmy,
KOJIHYCCTBO NaKETOB B YNAKOBKE, KOMMYCCTBO JICKAPCTBECHHOTO
CpeICTBA B MAKETe, JOSHPOBKY, COACPIKAHHE JEHCTBYIOIEr0
BEIIECTBA B KAKIOM NTAKETE, YCIOBHs XPAHCHHUS, HANIIHCH
(«CopepxuT caxaposy.», «XpaHHTh B HCOOCTYIIHOM IS ACTEH
MecTe.», «IIpUMEHATE 0 Ha3HAYEHHIO Bpaya.y», «He mpuMeHATs
TIO MCTCUCHHH CPOKA FOTHOCTH.»), YCIOBHS OTITYCKA, HAXIIMCE
«® — 3aperHCTPHPOBAHHBIH TOBAPHBIA 3HAK», HOMEp
CBH/IETENLCTBA O PETMCTPALIMM TOBAPHOI'O 3HAKA, HAUMECHOBAHHE,
H CTpaHy (HPMBI-ICPHKATENA PETHCTPALIHOHHOTO
YAOCTOBEPEHHS, €€ JIOTOTHIT (JIATHHULCH); HAUMEHOBAHHE H
cTpaHy (upMBI-pousBouTens, ee sororun, GTIN-kox,
IITPHX-KOJ, rPadHUCCKOC H30GPKEHHC [TAKETA, BBICHITACMOrO
B CTaKaH C KHIKOCTBIO, HOMEp CEpHH (1aTa NPOH3BOACTBA
BKJIIOYCHA B HOMCP CCPHH), IATy HCTCYCHHS CPOKA FOJHOCTH,
WTpHX-KOA B popmare DataMatrix, HHIAHBHIYANBbHBIH
CepHHHEBIi HOMEp TOProBOH ¢XHHHIELI, ZOIIONHATEILHO MOTYT
GBITH HAHCCCHBI IPOM3BOACTBEHHBIC HIIH TCXHOIOTHYCCKHE
OTMETKH, PacroNoXKeHHe H (OpMa KOTOPBIX MOXKET H3MEHATHCS.
JIOIONIHHTEIBHO Ha BTOPHYHOM YIIAKOBKE (X1a4Ke KAPTOHHOM)
HA AHTTHHACKOM A3BIKE YKa3bIBAIOT: TOPFOBOC HAMMCHOBAHHC
JIEKapCTBEHIIOrO NpEnapara, Mex/IyHapoJHOE HEMaTeHTOBAHHOE
HaHMCHOBAHHC, JICKapCTBCHHYIO GOPMY, ZO3UPOBKY,
KOJIHYCCTBO NMAKETOB B YNAKOBKE, KOMHYECTBO JICKAPCTBCHHOTO
CpeJICTBA B MAaKETe.

- Ha nieperiHOH ynakoBKe (MTAKCTE) Ha PyCCKOM SI3BIKE
yKa3aHbl: TOProBOE HAMMEHOBAHKE Mpernapara ¢
NPeRYNPEUTENLHOH MAPKUPOBKOH ®,
MCX/yHAPOJHOC HCMATCHTOBAHHOC HAMMCHOBAHHUE (Ha
PYCCKOM M aHTJIHHCKOM A3BIKE), T€KapCTBEHHAS
(opma, 103MpOBKa, KOJUYECTBO JIEKAPCTBEHHOIO
CPC/ICTBA B AKCTC, COACPIKAHUC ACHCTBYIOLICTO
BEN[ECTBA, MPETYNPETUTENBHYIO HAXMHCH «CONEPIKHT
caxapo3y.», HH()OPMALHOHHYIO HAJMUCE O CIOco6e
npuMeHenns («Crioco6 npumenenus», «[Ipenapar
TPHHMMAIOT BHYTPS, N0 1 makety (100 Mr
HHMCCY/IHAa) JBa pasa B cyTkH. [Ipenapar
PEKOMEHYETCA MPUHUMATh nocie exsl. Copeprumoe
I1aKeTa BBICLIIAIOT B CTaKaH M PaCTBOPSIOT IPUMEPHO B
100 M Boas!. IIpHroTOBNCHHBIH PaCTBOP XPaHCHHIO HE
TIOJIEIKHT.»), HAMMECHOBAHHE H CTPaHa (PHPMbI-
JICpXKATeIIs PETMCTPALMOHHOTO YAOCTOBEPCHHUS, e&
JIOTOTHII (TATHHHLCH), HAHMCHOBAHUC M CTPaHA
(DHPMEI-NPOM3BOIUTEIA, €€ JIOTOTHII, rpahuuecKoe
H300PaKCHHC MAKETa, BHICHITACMOr0 B CTAKAH C
HHIKOCTBIO, HOMEP CEpHH (IaTa NPOH3BOACTBA
BKJIIOYEHA B HOMEp CEPHH), JaTa HCTEYEHHs CPOKa
TOJHOCTH, HAHCCCHBI TCXHOMOTHYCCKHE OTMCTKH. Ha
BTOPHYHOMH YNaKoBKe (MauKe KapTOHHOI) Ha PyccKOM
A3BIKE YKA3aHBI: TOPrOBOC HAMMCHOBAHHMCE TIPENIapara ¢
NpPCAYNPCAHTENBLHOM MAPKHPOBKOH ®,
MEKYHAPOIHOE HEMATeHTOBAHHOE HAMMEHOBAIHE,
JeKapcTBCHHAs (HOpMa, KOMTHYCCTBO MAKCTOB B
YMaKOBKE, KONMYECTBO JIGKAPCTBEHHOrO CPEACTBA B
nakere, IO3MPOBKaA, COAEPKAHHE JEHCTBYIOLIEro
BCILCCTBA B K2XIOM MaKETC, YCIOBUS XPAHCHHS,
Hagmuck («CoaepxuT caxaposy.», «XpaHuTs B
HEOCTYIHOM 1A fiereit Mecte.», «[IpuMeHsTs no
Ha3HAYCHHIO Bpaya.», «He MPHMCHATE [0 HCTCYCHHH
CpOKa FOJIHOCTH.»), YCIOBHS OTITYCKa, HaAMHCh «® —
3apCrHCTPHPOBAHHbIH TOBAPHBIH 3HAK», HOMEP
CBHJICTE/IBCTBA O PETHCTPALMH TOBAPHOTO 3HAKA,
HaMMEHOBAHHE U CTpana HHUPMBI-AepxaTens
PCTHCTPALHOHHOTO YIOCTOBCPCHHUS, €C IOTOTHII
(MaTHHHLEH); HAUMEHOBAHKE U CTpaHa (pUpMbI-
npousBojutens, ee orotur, GTIN-KoZ, WTpHX-KOA,
rpaduucckoc M300paKCHHE MAKETa, BBICHIIACMOTO B
CTaKaH ¢ XHIKOCTBIO, HOMEp cepHH (Jarta
IIPOM3BOICTBA BIIIOYEHA B HOMED CEPHH), JaTa
MCTCYCHHS CPOKA FOJHOCTH, LITPHUX-KOA B (hopmare
DataMatrix, HHIMBHIYaNbHBIH CEPHIHBIN HOMED
TOProBO# CAMHHIIBI, HA MAYKY HAHCCCHBL
TEXHONOTHYECKHE OTMETKH. JIOMOMHHTENBHO Ha
BTOPHYHOH YITaKoBKe (TauKke KapTOHHOM) Ha
AHTHICKOM A3BIKE YKA3aHBI: TOProBOC HAMMCHOBAHMC
JIEKapCTBEHHOT'O MPEMapaTa, MeXyHapOLHOe
HEIATEHTOBAHHOE HAHMEHOBAHHE, JIEKAPCTBEHHAS
(opma, T03HPOBKA, KONHUCCTBO [TAKCTOR B YIIAKOBKE,

Yenopus xpanenus: [Ipu Temneparype He Boiue 25 °C

Cpox rogunoctu (Cpox xpaHenus): 3 rona
Topen mo: 11.2028
Amnanms seimoanen: 01.12.2025

KOJIMYECTBO JICKAPCTBEHHOIO CPE/ICTRBA B MMAKETE.

3akmouenne OKK: Haiiz ® rparynsl Jyis IPUTOTOBICHHS CYCIICH3HH 1A NpueMa BHYTps 100 Mr cepust: 121125 cooTBeTCTBYET TpeGoBaHUAM
HopMaTuBHOU moxymenTauuu JIIT-Ne(005552)-(PI'-RU)-200225

3aM. HaYaNbHHUKA OTHEJA KOHTPOJIA Ka4ecTBa

MargeeBa H.M.
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