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KAHOH®APMA

MOOACKLLH

IIACIIOPT Ne 5217194

Haiiz ® rpany.sl 2Jisi IPHrOTOBJIEHHS CYyCIEH3MM 1JIst IpuemMa BHYTpL 100 Mr

Howmep naprun (cepun): 141125
KonuuecTso B mapTHH(cepun): 10079 yrr.

Kon-Bo mTyK BO BTOpHYHOM yrakoBke: Ne9

Jara npoussozacraa: 11.2025
Anamus BeinonHeH no: JIIT-Ne(005552)-(PI-RU)-200225

KapToHa.

Ne | Iloxasarens Meron ucnsrranuit/HJI Ha mero, o
y o vll A TpeGoBanus HIJ Pesynbrar ucneitanuit
w/n KayecTBa HCIIBITaHHH
i |Orscamme OprasosenTHeckHil s:;c:; ;f:lyn H [IOPOLIKA CBCTJIO-XKCIITOrO UBCTA C 3a[[aXOM ; aCn»;:z; r;p::;i:]c :Hx;opomxa CBCTJI0-XKEIITOTO LIBETA C
= 0, . s » )
2 [Pasuiep sacuu_| Curromoii ananws, T® P, 0GC.1.4.2.0032 | yeice e e veome e s soreicenss 3
BpeMst yep)KHBAHHS OCHOBHOTO MHKA HA XPOMATOrpaMMe
BeicokoaddekTHBHAS KHIKOCTHAS HCTIBITYEMOTO PacTBOPa, MPHUIOTOBJIEHHOTO JUTs
3 |Mpentuduxanus |xpomarorpadus, [P PO, KOJIMYCCTBCHHOTO ONPCACIICHMUS, HOJDKHO COOTBETCTBOBAT BIXX - MNoarsepskacHa
O®C.1.2.1.2.0005 BPCMCHH Y/ICPKHUBAHH ITHKA HUMCCYJIHIA HA XPOMATOrpaMMe
CTaHAapTHOTO PAcTBOpA.
OZHOPOAHOCTD OJHOPOXHOCTE MACCHI HO3UPOBAHHBIX Cpexrsist Macca - 1957mr
4 PO/l JexapcTBeHHBIX (hopm, ['D PO, 2000 mr + 7,5 % (ot 1850 o 2150 mr) OnHopoaHocTs Macesl - 20/20 1akeTos - ot -3,2% 1o
—— O®C.1.4.2.0009 +2,7%
PacrmagaeMocTs TBEpIBIX NeKapCTBEHHBIX
6 -2
5 |PacmamaemocTh bopm, T'D PD, ODC.1.4.2.0013 He 6onee 15 mun (8 Boze) MHH
PO, ODC.1.4.1. 5 &
PactBopente, o1 gg::z: L;;?m irge cLllx (is(:(oe)i;kmux I(E‘muux ” 45
6 |HomuHANBEHOrO flney CE perEEX $0 Mp nl" ® 1; o P He menee 70 % (Q) vepes 45 mum. Mi?;:{’;‘;‘:z OT HOMHHABLHOTO CONEPXKAHHS YePes
conepKaHus P PM, ’ 5 o o
OdC.1.4.2.0014 ot 80% no 83%
Brewsuit U Tlpu pacTBOpCHMH copepxumMoro nakera B 100 ma Boasi ¢
7 Cycnensuu, [® PO, ODC.1.4.1.0014 Temneparypoii 20-25 °C B Tedenne 1-3 Mun oBpasyercs - CooTBeTcTBYET
CYCICEIMA CycreH3us oT 6eIoro 210 CBETIIO-KENTOro LBeTa.
Ce mumenTaLMONH| CeMMEHTAUKONHAS YCTOHUMBOCTS, ['D CycnieHsus, nony4cHHas B Tecte "BHew Ui Bu cycneHsun”,
8 o Tnocne B30ANTHIBAHUS He JOJDKHA PAaCCIauBaThes B Tedenne 2 |- He paccnansaercs
as ycroitausocts | PP, ODPC.1.4.2.0029 MU
9 [pH Honomerpus, I'® PP, ODC.1.2.1.0004 0r2,5103,5 -3,16
IIpumecs C - ne Gonee 0,3 % npumeck D - 0,00%
BricokoadpeKTHBHAS KU AKOCTHAS Ipumecs D - He Gornee 0,3 % npumecs C - 0,00%
10 |TIpumecu xpomatorpadpus, I'd PO, Jli06as eqMHUYHAS HeUACHTHOUUMPOBAHHAS PHMECH - He mobas ex HeuaeHTH(PHIKPC npumech -
O®C.1.2.1.2.0005 Gonee 0,2 %, : . 0,00%
‘Cymma nipumeceii - He bonee 1,0 % cymma npumecei - 0,00%
acce
11 II_?OI:CP ABM IMoteps B Macce npu BeICymHBaHuH, [' O He 6once 1.0 % 0.28%
P P®, ODC.1.2.1.0010 n 8%
BBICYIIUBAHUU
OaropogHocTs posuposanusi, [P PO,
Opuoponnocts | ODC.1.4.2.0008 (crmocob 1); B cootBeTcTBHH ¢ Tpe6oBammamu ['d PO, ODC.1.4.2.0008 oxt - n=10
12 {mo3upoBanHbIX | BeIcOKOd(dexTUBHAS HKUAKOCTHAS (cnoco6 1) Asll o
3 -5,7%
e IMHHIL xpomarorpadus, [P PO, Iokazarens npuemiemocty (AV) nomkeH 6bith He Gonee 15,0.
O®C.1.2.1.2.0005
KonuyecTBeHHOE
R ——— Bercokoa¢dekTHBHAA KHAKOCTHASL
13 coﬁep)xaﬂue » | xpomatorpagus, Td PO, 071 90,0 50 110,0 wr - 93,60Mr
®C.1.2.1.2.0005
OJIHOM ITaKeTe oaC 1.2.00
Obuee YHCIO AdPOOHBIX MHKPOOPTraHH3MOB - He 6once 1 000
KOEslIr OYAM (KOE 8 1 1) - menee 10
14 il s I'd PP, OPC.1.2.4.0002.18 Kareropus 3A | Obiuee 4Mcio APOXOKEBBIX M ILIECHEBBIX IPuGOB - He Goee 100 | OUT (KOE B 1 1) - Menee 10
Ckad THCTOTA KOEBIT Pesynprar Escherichia coli - He o6mapyxeno B It
Escherichia coli - orcyrctue B 1 r
ITo 2 r B makeT 3 KOMOHHHPOBAHHOrO MaTCpHAa - Ilo 2 r B maker U3 KOMOHHMPOBAHHOTO MaTCPHANA
15 Onwucanue (Oymara/ponsra/momuarunen). ITo 9, 15 wan 30 nakeroe Bmecte | (Gymara/donsra/momuatinen). [To 9 makeTos BMecTe ¢
YIaKOBKH € MHCTPYKUHCH 10 NPHMCHCHHIO IOMCIUAIOT B MAYKY H3 HHCTPYKUHCH 10 MPHMCHCHHIO MOMCLUCHBI B MAYKYy U3
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Ne | IToxaszarens

/i Ka4ecTsa HCTIBITAHUH

Merton ucnprranuit/HJI Ha MeTox

Tpebosarus H]

Pe3ynpTaT MCIBITaHM#I

16 |MapkupoBka

Ha nepBuyHo#t ynakoBke (MaKeTe) Ha pyCCKOM S3bIKS
YKa3bIBAKOT: TOProBOE HAHMEHOBAHHE Ipernapara ¢
MpeaynpeauTeabHOi MapKUpOBKOi ®, MexayHapoaHoe
HCMATCHTOBAHHOC HAMMCHOBAHHC (Ha PYCCKOM H aHIMIMHCKOM
A3BIKE), TEKAPCTBEHHYIO HOPMY, JO3HPOBKY, KONTHUYCCTBO
JICKApCTBEHHOIO CPEACTBA B MAKETE, COUCPIKAHHUE
NCHCTBYIONICTO BCUICCTBA, MPCAYNPCAHTCIBHYIO HAIHCh
«CoiepHT caxapo3y.», HHYOPMAIMOHHYIO HaJIITHCh O CrocoGe
IIpHl («Cnioco6 nip! s, «[Iperapar NpUHUMAIOT
BHYTPE, no | makery (100 Mr HHMeCyTHAa) JBa pas3a B CYyTKH.
Tpenapar pexoMen/yeTcs MpUHUMATH ocie eapl. Coxepxumoe
MAKCTa BBICHIMAKOT B CTAKaH H PACTBOPSIOT NPHUMCEPHO B 100 Mt
BOJIBI. [IpHTrOTOBNEHHBIH PaCTBOP XPAHCHHIO HE MOAJIEKHT.»),
HAMMEHOBAHHE H CTPaHy PUPMBI-JEPIKATENS PErHCTPALHOHHOIO
YAOCTOBCPCHHH, CC JIOFOTHII (JIATHHHMIICH), HAMMCHOBAHHC H
cTpaHy (HPMBI-IPOM3BOUTENS, €€ JIOTOTHII, rpaduueckoe
H300p@KEHHE 1AKETa, BHICHIIAEMOr0 B CTAKAH C KHAKOCTBIO,
HOMCP CEpHH (JaTa POM3BOJCTBA BKIIOUCHA B HOMCD CCPHH),
JIaTy UCTEYCHHS CPOKA FOJHOCTH, JOTIOMHHUTENLHO MOTYT ObITh
HAHCCCHBI IPOM3BOACTBCHHBIC HIIM TCXHOJIOTMYCCKHE OTMETKH,
PACTIONOXKCHHE U (POPMA KOTOPIX MOXKCT H3MCHATHCA. Ha
BTOPHYHOH ymakoBKe (Ma4yke KapTOHHO#) Ha pyCCKOM A3bIKE
YKa3bIBaIOT: TOProBOC HAHMCHOBAHHE NpEnapara ¢
npeaynpeanTeNnsHONH MapKHPOBKOif ®, MexayHapoaHOe
HEIATEHTOBAHHOE HAMMEHOBAHHE, JIEKAPCTBEHHYIO (hopMy,
KOJIHYCCTBO MAKETOB B YNAKOBKC, KONHYCCTBO JICKAPCTBCHHOTO
CPE/ICTBA B MAKETE, IO3HPOBKY, COZIEPXKaHHE NeHCTRYIONIEro
BCIUCCTBA B KAKIOM I1AKCTE, YCIOBHA XPAHCHHSA, HAAITHCH
(«Conepxut caxaposy.», «XpaHHTb B HCAOCTYIIHOM JUIS ACTEH
MecCTe.», «I'Ipnmeux'rb TI0 Ha3HAYCHHUIO Bpaya.», «He TPUMEHATH
TIO HCTCYCHHMH CPOKA POJHOCTH.)), YCIOBHS OTITYCKA, HAAMHCh
«® — 3aperucTPUPOBAHHbIH TOBAPHBIN 3HAK», HOMEP
CBH/IETENIECTBA O PETHCTPALMH TOBAPHOI'O 3HAKA, HAMMEHOBAHHE
H CTpaHy QHPMBI-ICPIKATENS PCTHCTPALHOHHOTO
YIOCTOBEPEHHS, €€ JIOTOTHI (JIATHHHUEH); HAMMEHOBAHHE H
cTpaHy (pMpMbI-npousBouTes, ee nororuil, GTIN-koz,
IITPHX-KOJ, rpadHICCKOC H300PAKCHHUE NTaKeTa, BHICHIMACMOro
B CTaKaH C KHIKOCTBIO, HOMEp CepHH (JJaTa MPOM3BOACTBA
BIJIIOYCHA B HOMEP CCPHH), JaTy HCTCYCHHS CPOKA FOAHOCTH,
IITpUX-KOA B popmaTe DataMatrix, HHAMBHIYANBHBIH
CepHHHBIH HOMEP TOPrOBOH ¢XHHHMLBI, XOTOTHHTENLHO MOTYT
GBITH HAHCCCHBI IPOH3BOACTBCHHDIC HITH TCXHOIOTHYCCKHE
OTMETKH, PACNONOXKEHHE H POPMa KOTOPHIX MOKET H3MEHATBCA.
JIOIOIHHUTENEHO HA BTOPHYHOM YIIaKOBKe (I1a4Ke KapTOHHOM)
Ha aHIJIHHCKOM S3BIKE YKa3bIBAIOT: TOPrOBOC HAHMCHOBAHHE
JIEKapCTBEHHOrO Mpenapara, Mex/IyHapoHOE HENaTeHTOBAHHOE
HAMMCHOBAHHC, JICKAPCTBCHHYIO JOpMY, IO3HPOBKY,
KOJIMYECTBO MAKCTOB B YNAKOBKE, KOJHYCCTBO JICKAPCTBCHHOTO
CpEJICTBA B MaKeTe.

- Ha nepBuyHOi#t ymakoBke (akeTe) Ha pycCKOM s3BIKS
yKa3aHbl: TOProBOE HAWMEHOBAHME TIpernapara ¢
IpexynpeanTebHOR MapKHPOBKOi ®,
MCX/IYHAPOJHOC HCMATCHTOBAHHOC HAHMCHOBAHHC (Ha
PYCCKOM H aHTJIHHCKOM S3bIKE), JIEKapCTBEHHAA
topma, 103MPOBKA, KOJIHUCCTBO JIEKAPCTBEHHOIO
CPCACTBA B MAKCTC, COACPKAHMC ACHCTBYIOILCTO
BEIIECTBA, MPEAYNPEAUTENbHYIO HAAMHCH «COACPXHUT
caxapo3y.», HH)OPMALHOHHYIO HAAMHCE O CIocobe
npumenenns («Crnoco6 npumeHenus», «Ilpenapar
MPHHMMAIOT BHYTpS, 110 1 maxety (100 Mr
HHMCCYJIHAQ) ABa pa3a B cyTKH. [Ipenapar
PEeKOMEH/IyeTcs NPUHUMATh nocne expl. Conepxumoe
I1aKETa BBICHIAIOT B CTAKAH M PACTBOPAIOT IIPHMEPHO B
100 mn poael. ITpHroTOBICHHBIH PACTBOP XPAaHCHHIO HE
ITOJUIEKHT. »), HAUMEHOBAHHE H CTPaHa (pHPMbI-
JICPXKATCIIS PCrMCTPALMOHHOTO Y IOCTOBCPCHHS, €€
JIOrOTHII (JIATHHHLCH), HAHMCHOBAHHUC H CTPAHA
(DUPMBI-MIPOU3BONTENA, €€ JIOTOTHII, rpaduUecKoe
H300PWKCHHE MAKETa, BBICHIIACMOrO B CTAKAH C
MHAKOCTBI0, HOMEP CepHH (IaTa MPOU3BOACTBA
BKIIIOYCHA B HOMEP CEPHH), JJATA HCTEYEHHS CPOKa
FOTHOCTH, HAHCCCHBI TCXHOIOTHYCCKUE OTMCTKH. Ha
BTOPHYHOH ymakoBKe (Mauke KapTOHHO#) Ha PYCCKOM
A3BIKC YKa3aHBI: TOPrOBOC HAMMCHOBAHHC IIperapara ¢
NPCAYNPEAUTEIBHON MapKHPOBKOH ®,
MEXIYHapOAHOE HEMAaTEHTOBAHHOE HAUMEHOBANHE,
JIeKapcTBeHHAS HOPMa, KOTHYCCTBO MAKCTOB B
YNaKOBKE, KOTHYECTBO IEKAPCTBEHHOTO CPEACTBA B
nakere, I03MPOBKa, COAEPIKAHUE ACHCTBYIOLIETO
BCLICCTBA B KXKAOM MAKETC, YCIOBHA XPAHCHHS,
HaamucH («ComepHuT caxapo3y.», «XpaHuTh B
HEJIOCTYIIHOM 14 AeTeii MecTe.», «[IpHMEHATS 1o
Ha3HAYCHMIO BPaya.», «He MPUMCHATE 10 HCTCUCHHH
CpOKa FOJHOCTH.»), YCIIOBHSA OTNYCKa, HAJMHCh «® —
3apCTHCTPHPOBAHHBII TOBAPHBIH 3HAKY, HOMEP
CBHJIETE/IBCTBA O PErHCTPALIMH TOBAPHOTO 3HAKA,
HaMMEHOBAHHE M CTpaHa GUPMBI-IepKaTess
PCrHCTPALHOHHOTO YIOCTOBCPCHHS, CC JIOTOTHIT
(maTHHULEH); HAUMEHOBAHKE U CTPaHa PUPMbI-
npoussoxurens, ee ororun, GTIN-koz, mwrpux-Koz,
rpadHyeCKOC H300PAXKCHHC TAKETa, BBICHITACMOrO B
CTaKaH C XHUJIKOCTBhI0, HOMEDP CEpHH (na'ra
IPOM3BOJCTBA BKJTIOYEHA B HOMEP CEpHHM), JaTa
HCTCUCHHSA CPOKA FOJXHOCTH, IITPUX-KO B hopMare
DataMatrix, HHAMBHIYATBHBINA CEPHITHBIH HOMEP
TOPrOBO#H CAMHHLBI, HA IAYKY HAHCCCHBI
TEXHOJIOTHYECKHE OTMETKH. JJOMONHHTENBHO HA
BTOPHYHOH YyImakoBKe (MTa4Kke KapTOHHO#) Ha
AHTJTHICKOM A3BIKE YKa3aHbI: TOPrOBOC HAHMCHOBAHHC
JIEKapCTBEHHOTO Iperapara, MeXXyHapogHOe
HE[ATeHTOBAHHOE )BAHHE, JICKAPCT

(opma, 103MpOBKaA, KONHYCCTBO MAKCTOB B YNAKOBKE,
KOJHYECTBO JICKAPCTBEHHOrO CPEICTBA B MAKETE.

Ycenorus xpanenns: Ilpu temneparype He Boiwe 25 °C

Cpoxk roanocru (Cpok xpanenus): 3 roga
Tomewn po: 11.2028
Awnanuz Boimoanen: 04.12.2025

3akmouenue OKK: Haitzs ® rparyns! 1y IPUrOTOBIICHHUS CyCIICH3HH I preMa BHYTpb 100 mr cepus:

HopMatuBHOH goxymeHTauuu JIII-Ne(005552)-(PI'-RU)-200225

3aM. HaYATbLHUKA OTHAEIA KOHTPOJA KayecTBa

Martseesa H.M.

ITacmopt Ne 5217194 ot 04.12.2025

141125 cooTBeTCTBYET TPEOOBAHUAM
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