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IMACIIOPT Ne 4189237

Haiiz ® rpauy.isl JUisi NPUIOTOBJIEHNS CYCIIEH3UH JUIA NpHemMa BHYTPL 100 mr

Homep naptuu (cepun): 110825
Konwnuectno B mapTHH(ceprn): 10183 yn.

Kon-Bo mrTyk Bo BTOpHYHOl ynakoske: Ne9
Jara npomssoactsa: 08.2025
Ananu3s seinonden no: JIIM-Ne(005552)-(PI'-RU)-200225

Menee 0.355 Mm - He Gonee 70 %

No | [lokazaTens Meto it ucnisrranni/HJI Ha mero 2
/i = .%I o Tpebopanua HJ Pesynbrar McnpiTaHui
n KayecTBa HCIIBITAaHHI
a C.\[CCL TPaRy’l H IMMOPOLIKa CBCTJIO-AKC/TOrO 1BCTA C 3aAX0M - CMCEB l'pilHle H nopoika CBCTJIO-AKCITOrO UBETA C
1 |[Onucanne OpraHomenTHIecKHii anenibcuHa. 3ANAXOM AMNCITLCHHA.
S Menee 2,00 mu - He Menee 95 % Pasmep uactui: Menee 2,0 mm - 100%
2 |Pasmep yactuu | Curosoil anauusz, I'd PP, 0DC.1.4.2.0032 ¢ : P & g

Pasmep yacriil: McHee 0,355 mm - 38%

BricokoadidekTHBHAA KHAKOCTHAS

Bpema yICpKHBAHHA OCHOBHOrO MHKA Ha XpOoMaTorpamMmMe
HCMBITYEMOro pacTBOPA, MPArOTORNCHHOIO JUTA

0O®C.1.2.1.2.0005

Gonee 0,2 %
Cymma nmpuncceii - ve Gonee 1,0 %

3 |Mpentndnxauus |xpomatorpagus, [D P, KOJIHYECTBEHHOrO ONPE/Ic/eHHA, AMDKHO COOTBCTCTBOBAT BOXKX - lNoarsepaicHa
OdC.1.2.1.2,0005 BPCMCHH YICPAHBAHMA NTHKA HUMCCYIHAA HA XPOMATOTpaMME
CTAIAPTHOrO PAcTBOpA.
OnHOPOAHOCTE OﬂHOPOJIHOCTT- Macchl AO3HPOBAHHBIX Cpenuss Macea - 2004umr
4 Maccr,jlj nexapctennsix opm, I'd PO, 2000 mr + 7,5 % (ot 1850 1o 2150 mr) OnuopoanocTs Maccst - 20/20 nakero - ot -3,5% 1o
O®dC.1.4.2.0009 +2,7%
PacnamaemocTs TBEpJBIX JIEKAPCTBEHHBIX
5 |PacnagmaemocTb He Gonee 15 Mun (B Boge - 2Mu
JBEMOCTE | bopm, TD PO, OBC.1.4.2.0013 c (& o)
PacTERpCERE, T gg:‘::: h::’ rg) a OE'DC-1-4- 1-0004;11 PCTM"X P MUHATEHOTO COflepAaHNA epes 45
6 |HOMHHANBHOTO PEHHE [/ TBEPIIX OIUPOBREHX | 1re vipree 70'% (Q) vepes 45 mum. acTBopem;e T Aep P
nekapeTBenusIx dopm, F'd PO, MuHYT - 85%
CoepIKAHHA ODC.1.4.2.0014 - ot 84% 10 86%
Buermsmii Bun IMps pacTeopeHHH copcp:xknmoro nakera B 100 smn Boasi ¢
7 Cycnensuu, I'd PO, 0DC.1.4.1.0014 Temnepatypoii 20-25 °C B Tevierue 1-3 mun obpazyercs - CooTBETCTBYET
CYCHEHINY cycneH3HA oT Belloro 10 CBCTNIO-KETOrD UBCTA.
- Cycnensis, nofyHcHnan B recre "Buewnnii sng cycnensuu’,
8 Cenume‘f{ TaunomH CequmerTanKonnaa yoroltnsocts, MG nocine B3GANTHIBAHMA HE ZOLKHA PAcCHanBaTheA B Tenenne 2 |- He paccnanpaercs
as ycroifunsocts |P®, O®C.1.4.2.0029 MHH.
9 |pH Honomerpnsa, I'd Pd, ODC.1.2.1.0004 01250035 -3,08
TIpumecs C - ne Gonee 0,3 npumecs D - 0,00%
BricokoapekTHBHAA FKUAKOCTHAS Tlpumecs D - ne Gonee 0,3 % npumecs C - 0,00%
10 |TIpumecu Xpomatorpagus, ['D PO, Jobas eguunuHas HenaeHTH(ONLNPOBANNAR IPHMECE - He nioGan efHHNYHAA HEHOEHTH(HIIHPOBAKHAA NPHMECH -

0,00%
cymma npumeceii - 0,00%

[loTeps B Macce

[NoTeps B Macce npn BeIcymnBanuH, 'O

CO/IEp)KaHHe B
OJHOM TaKETE

0OMmC.1.2.1.2.0005

o, 0,
11 |npn P®D, OBC.1.2.1.0010 He 6onee 1,0 % - 0.08%
BbICYIINBAHWH
OpnuoponHocTs Ao3nposanus, M PO,
Opuoponuocts  |O®C.1.4.2.0008 (cnocob 1); B coorsercrniti ¢ TpeGosanuamu I'b Pd, ODC.1.4.2.0008 o —10
12 |nosupoBanusix | BeicokosdydekTHBHAA KHAKOCTHAA (cnocob 1) A]\J;; -_l:; 6%
eMHHLL xpomarorpapus, I'd PD, Tlokasatens npuesnenocti (AV) nomken OwiTh He Gonee 15,0. ’
OdC.1.2.1.2.0005
KonnuectseHHoe
s BricokoatpekTHBHAS KHIKOCTHAA
13 ! xpomartorpapus, I'd PO, 0t 90,0 no 110,0 mr -99,20mr

14

MuxpobHonornue
CKaA YHCTOTa

I'd PD, ODC.1.2.4.0002.18 Kateropus 3A

Oburee uHcno apobHBIX MHKpOOPraHHIMoB - He Gonee 1 000
KOEsl1r

OfLee YHCNIO POIGKEBBIX M ILIECHEeBBIX rpudos - He Doxee 100
KOEslr

Escherichia coli - oTeyTeTBueB 1 T

OYAM (KOE = 1 r) - menee 10
OUr (KOE & 1 r) - menee 10
Pesynetar Escherichia coli - He obnapyxkeno s Ir

Onucanue
YNIaKOBKH

TTo 2 r B maxer u3 K()MG“HIIPDHHHHDI'D MaTcpHana
(Bymara/thonsra/monnstivien). o 9, 15 nnn 30 maxetos BMecTe
€ HHCTPYKUHCIi 10 NPHMCHCHHIO MNOMCIIAIOT B MAYKY H3
KapToHa.

-TTo 2 r B nakere 13 KOMOHHHPOBAHHOTO MATEPHATA
(Symara/donsra/monuatnen). [To 9 naxeros BMecTe ¢
HHCTPYKLUMHCHT MO NPHMCHEHHIO B MAYKE H3 KAPTOHa,
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Ne | Ilokazarenn
n/nn KayecTsa

MeTtop ucneiranuid/HJI Ha MeTOx
HCTBITAHHIT

Tpebopanusa HIJ

Pe3ynbTaTr UCTIBITAHHH

16 |Mapkuposka

Ha nepputHOii ynakosxe (MaKeTe) HA pYCCKOM A3bIKE
YKa3BIBAIOT: TOProBOE HAHMEHOBAHHE TpeNapara ¢
npeaynpennTensHoli Mapkupopkoii ®, Mexaylapoaioe
HETAaTCH' e (Ha PYCCKOM H aHTIHIICKOM
A3BIKE), JIGKAPCTBEHHYIO (JOPMY, AO3HPOBKY, KOJHUECTBO
JICKAPCTBEHLIOr0 CPEACTBA B NAKETE, CONEpKALINE
NCICTBYIONICTO BCMICCTBA, NMPEAYNPCANTEBHYIO HAAMHCH
«COIEPAIT caxapo3y.», HHOPMAIOHHYI0 HA/NHCE 0 criocole

- Ha nepentnoit ynakoske (MakeTe) Ha pyCCKOM A3BIKE
ykasailbl: TOProBoe HaiMeHoBakie npenapata ¢
npeaynpeAUTeNBEHOH MapkHpoBkoii ®),
MEKIYHAPOAHOE HENATEHTOBAHHOE HAHMEHOBAHNE (Ha
PYCCKOM H anTIHICKOM A3LIKe), NeKapCTBEan
(hopma, 103MPOBKA, KOMIMCECTBO JICKAPCTBCHHOTO
CpeCTBA B IAKETE, COMepRauHe aeicTayomero
BELIECTBA, NMpeAyNpeAnTeIbIIaN HAINNHCL «Conepmn
caxapo3y», HH(IOpMALHOHHAA HAJMHCE O cnocobe
npumenend («Cnocof npumenennan, «[Ipenapar

npumencHns («Criocob npum , «[Tpenapar ny T
BHYTpB, M0 | makety (100 Mr HuMecynnaa) Asa paza B CYTKH,
[Ipenapar pekoMenxyeTca MpHIMMAaTh nocie enet. Comepsximoe
NaKeTa BHICHLINAIOT B CTAKAH H PACTBOPAIOT Ipimepo 8 100 Mn
Bofpl. [IpHrOTOBAEHHEIA PACTBOP XPAHEHHIO HE MOTEKHT.»),
HnaiMeloBaiie H CTpany (HpMEI-IepaTe/1A PErHCTPaLIHONIOTo
YAOCTOBCPEHHA, CC IOrOTHN (aTHHHLCH), HAMMCHOBIHHC H
CTpany GHPMEI-TIPOH3IBOIATESS, ee JIOTOTHII, rpadiseckoe
n300pakeHHe NAKeTa, BLICKIIAEMOr0 B CTAKAH C KMAKOCTBIO,
HOMCp cepii (aTa IPOH3BOICTBA BKIIOYCHA B HOMCP CEpHIL),
JIaTY HCTEHEHHA CPOKA FOIOCTH, IONMOMIKTENBIO MOTYT ObITS
HaHCCEHBI IPOM3IBOJICTBCHHBIC HITH TEXHOIOIHYCCKIE OTMCTKIL,
pacnosnokeHie i (opMa KOTOPEIX MOKeT HaMenaTheA. Ha
BTOPHYHOI YTIaKoRKe (TIAMKe KapToNNoii) Ha PYcCKOM A3LIKE
YKA3bIBAIOT: TOPropOC HAHMCHOBAHHC NPENapaTa ¢
npeaynpensTensHoil MapkHpoBkoft ®, MekayHaponHoe
HellaTeHTOBAHHOE HAHMCHOBAHHE, IEXapCTBEHHYIO hopMmy,
KOMHYCCTBO MAKCTOB B YMAKOBKE, KOMHUCCTBO ICKAPCTBCHHOIO
CPE/ICTBA B NAKETE, IO3UPOBKY, CO/ICpKaHMe ielicTRylowmero
BCUICCTBA B KAKUOM [1AKCTC, YCIOBHA XPAHCHHA, HALITHCH
(«ConepkuT caxaposy.», «XpaHuTh B HETOCTYNHOM 1A ACTCH
Mecte.n, «[IpMenaTs no nasnavenuio spaua.n, «He npiamenarsn
[0 HCTCHCHIMH CPOKA OJHOCTH.Y ), YCIOBHA OTIYCKA, HANMNCDH
«® — 3aperHCTPHPOBAHHBIIT TOBAPHEIIT 3HAKY, HOMEp
CBH/ICTE/ILCTBA O PETHCTPALINH TOBAPHOIO 3HAKA, HAMMEHOBAHHE
H CTPaHy (PHPMbI-JACPXKATENA PErHCTPALHOHHOIO
YAOCTOBEPEHHA, €¢ IOrOTHI (MaTHHMLIE); HAHMEHOBAHHE 1
crpaHy GHpMEI-NponIBonuTeNd, ee jorotui, GTIN-kon,
WTPHX-KOA, rpadHucckoe HI00pakeHIE NAKCTa, BHICHINACMOID
B CTAKan ¢ KH/IKOCTHIO, HOMEp cepHi (1aTa NPOHIBOACTRA
BKJIOYCHA B HOMCP CEpHM), AATY HCTCHICHHA CPOKA FOAHOCTH,
wTpux-kon B hopmare DataMatrix, nnansnayansustit
cepHiilbIi HoMep TOpProBoii eINMILEL], JOMOMIHTENEHO MOTYT
OBITh HAHCCCHE IPOH3BOACTBCHHBIC IUTH TCXHOMOIHYECKHC
OTMETKH, PACTIONOKEHNE H (HOPMA KOTOPBIX MOKET HIMEHATLCA.
JIoN0/IHKTENBHO B BTOPHYHOI YIIAKOBKE (IAMKE KAPTOHHO)
HA AHCTHICKOM A3BIKC YKa3bIBAKOT: TOPTOBOC HAHMCHOBAHNC
NEeKapcTREHIOro Npenapara, M AyHapoIIoe enaTenTonanioe
HAIMCHOBAHNE, NCKAPCTBEHHYIO (opMY, IOIHPOBKY,
KOTHYCCTBO MAKCTOB B YNAKOBKE, KOINUCCTRO JCKAPCTBCHHOTO
CPEJICTRA B MaxeTe.

mp 0T BHYTpS, 110 1 makery (100 mr
HIMECY/THAA) ABA pa3a B cyTKH. [Ipenapar
peKoMeltlyeTca MpHIMMAaTE nocne efkl. Conepikumoe
TNIAKCTA BBICEITIAIOT B CTAKAH H PACTBOPAIOT PHMCPHO B
100 mn Boast, TipuroToBneHHbIH pacTBOp XpaHEHHIO He
TI0VIEKHT» ), HAHMEIOBANHE M CTpana GupMbI-
[epHKATCA pErHCTPAUNOHEOTO YA0CTOBEPCHHA, eC
JIOTOTHN {MATHHHIEIT), HAHMEHORANHE H CTPaHa
DHPMBI-TIPONIBOMTENA, €€ JIOroTHIIL, rpahuueckoe
HJUG]JEDKEHHE TAKETa, BEICKINACMOro B CTAKAH C
JKH/KOCTBIO, HOMEP cepHit {IaTa MPON3BOACTRA
BKIIIO4CHA B HOMCP CCPHH), JIaTa HCTEYCHHA CPOKA
roaxocTy. Ha BropisiHoii ynakoske (nauke
KapTOHIDii) Ha pyccKoM A3LIKE YKa3albl: TOProBoe
HalIMCHOBAHHE MIPENApaTa ¢ MPSAYNPeAHTENLHOM
MApKHpOBKOii ®, MeXIYHAPOIHOE HENATEHTOBAHHOE
HaNMeHOBAHME, JeKapcTBeHEAA (GopMa, KOIHYECTBO
NAKETOB B YMAKOBKE, KOMHYCCTBO ICKAPCTBCHHOrD
CPEJICTBA B MAKETE, I03MPOBKA, COJIEPiaHise
ncﬁc‘mymmeru BCUICCTBA B KAJKIOM NAKCTC, YCIOBHA
xpaxenmn, nagmucy («ConepHT caxaposy»,
«XpanuTh B HEXOCTYMIOM JINA JA€Teil MecTen,
«[IpiMeHATL NO Ha3HAaYeHHIO Bpauan, «He npHMCHATL
10 HCTEUEHUH CPOKA FOIHOCTHY), YC/IOBMA OTIYCKA,
HajHes «® — 3aperncTpHpOBAHHLIT TOBAPHLII IHAKN,
HOMCp CBHICTENLCTBA O PETHCTPALMH TOBAPHOTO
IHaKa, HAHMEHOBAHHE K CTpaHa QUpMbI-aepKaTens
PErMCTPaLMOHHOI0 YAOCTOBEPEHHS, €€ JIOFOTHIT
(naTuHHLEIT); HAUMCHOBAHKC H CTPaHa hHpMEI-
niponsBouTens, e¢ morotun, GTIN-koa, miTprx-Kof,
rpadyurieckoe H300paKCHHE NAKCTa, BRICKINACMOrO B
CTaKaH ¢ AHMAKOCTBIO, HOMEP CepiH (aaTa
TIpOH3IBOACTBA BKIIOYEHA B HOMED CEPHH), AaTa
MCTCYCHHMA CPOKa FOHOCTH, IITPHX-KO/ B opMaTe
DataMatrix, HHAHBIAYANLHEL cephiinulit Homep
TOProBOil eIHHHLBLTEXHONOIHYECKHE OTMETKH.
JononHHTENBHO Ha BTOPHYHON yNakoBKe (Mauxe
KapTOHIIO) 1a anriuicKoM A3blKe YKa3aHbl: TOProsoe
HaHMCHOBaHHC CKaPCTBEHHOIO NpCnapara,
MEXIYHAPOIHOC HEMATCHTOBAHHOC HAHMCHOBANMNCE,
nekapcTeenmnas Qopaa, J0IMPOBKA, KOJHYECTRO
TIaKCTOB B YNAKOBKC, KONMHYCCTBO ICKAPCTBCHHOTO
Cpe/ICTBA B NAKeTe.

Venosua xpanenus: [Ipu temneparype He Boiute 25 °C

Cpok roanoct (Cpok xpanenns): 3 roga
Copen no: 08.2028
Awnamm3 seimoanen: 08.09.2025

3axmouenne OKK: Haiiz ® rpanyst 115 NpUrOTOBIEHHS CYCIIEH3HHM JlA NprHeMa BHYTpE 100 mr cepun: 110825 coorsercTByeT TpeGoBanuam

HopMaTHBHOH AokymenTaunn JITT-Ne(005552)-( PF-RU)-‘Z?&S
HavansHHMK 0Te/1a KOHTPOJIA KayecTBa (—\//) /@ /___7 _ Jdpemyk A.H.
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