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ITACIIOPT Ne 5245466

Haiiz ® rpanyas! AJs IPUrOTOBJIEHMSI CYyCIIEH3UHU N5l npuemMa BHYTpL 100 mr

Homep maptuu (cepun): 161125
Konuyectso B maptuu(cepun): 10132 ym.

Kon-Bo IITYK BO BTOPHYHO}M yrakoBke: Ne 9

[ara npoussoncta: 11.2025
Amnanus seimonse no: JIII-Ne(005552)~(PI'-RU)-200225

Ne | Tloxasarens Meron ucnsrranuid/HJ] Ha MeTon TpeGopanusa HI P o
- a’
n/n Ka4deCcTBa HCIBITAHHUH p C3YIbTAT UCIIBITARIH
1 OHP[CaHﬂe opraHOHCHTH'{eCKHﬁ CMCCB rpaHyil u rmpoun{a CBCTJIO-XKCJITOIO L[BCTA C 3allaxoM - CMGCL rpaHyn H NOpoUIKa CBCTJIO-JKEITOrO LBCTA C
anc/ibCHHA. 3arnaxoM amneibCHHA.
w Mesee 2,00 mm - He meree 95 % Pasmep yactui; meree 2,0 MM - 100%
2 |Pasmep qacruy | Curosoii anams, ' PO, 00C.1.4.2.0032 Menee 0,355 mm - He 6onee 70 % Pasmep yacrui: MeHee 0,355 MM - 45%
BpeMmst yACPKHBAHHA OCHOBHOTO ITHKA Ha XPOMATOrpaMMe
BricokosQpexTHBHAS KUIKOCTHAS HCTIBITYEMOTO PacTBOPA, MPUTOTOBJICHHOTO JUTst
3 |Apeuruduxauus |xpomarorpadpus, [P PO, KOJIMYECTBEHHOTO ONPEACICHHUS], JOIDKHO COOTBETCTBOBATE BIXX - [Moarsepxnena
OPC.1.2.1.2.0005 BPCMCHH YJCP)KHBAHUS TIMKA HUMCCY/IHAA HA XpOMATOrPaMMe
CTAHJAPTHOrO PacTBOPA.
OrHOpOXEOCTS ORHOPOAHOCTE MACChI JO3MPOBAHHBIX : . Cpenuss Macca - 2008Mr
4 MACCET nekapcTBeHHbIX (popM, I'D PD, 2000 mr =+ 7,5 % (ot 1850 go 2150 mr) OpsopoaHocTk Macesl - 20/20 nakeros - ot - 3,6 % 1o
O®PC.1.4.2.0009 +4,5%
PacrmagaeMocTh TBEpABIX ICKAPCTBEHHBIX
5 |PacmagaemMocTh dopm, T Pd, ODC.1.4.2.0013 He Gonee 15 mun (B Boze) - Imun
I'panynst, 'O PO, ODC.1.4.1. :
Faorsopeiie; 67 PEC’EZO e’Hl;le JllJ)m ’TSC C IX cts?dogigﬂﬂmx IETMM o
6 |HOMHHATBHOTO HeRA c‘f BEHHBIX (0 NE, Il;: @ g o P He menee 70 % (Q) uepes 45 mMum. M:{imfp :;':/e OT HOMHEAIILHOTO' CO7IEPIaEHA epes 45
COnepKAHUA 3 pM, ’ }7r7(y 08 %
0dC.14.2.0014 - ot 77% no 82%
BHeLHmil BUI TIpu pacTBOpeHHH coaepxuMoro makera B 100 M Boae! ¢ - Ipn pacTBOpPCHHH CONCPX)HMOTO makeTa B 100 M
7 - Cycnensuu, I'd PO, OPC.1.4.1.0014 Temmepatypoii 20-25 °C B Tedenne 1-3 Mun obpasyercs BOJIBI ¢ TeMmepatypoit 20-25 °C B Teyenue 1-3 mMun
Sy CUEHUIE CYCIEH3Hs OT GEJIOro 10 CBETIIO-KENITOr0 UBCTA. oBpasyercs cycrieH3us 6enoro sera.
8 CeaumenTauuons| CeiMMEHTaLMOHHAS YCTOHYMBOCTD, ['D Sgcc::zzg:ﬂ :;’;Z::;T: BoTeCT‘; "E::;m"ﬁ EdL °y°"°H3""2"’ H
an ycToifamBocts | PO, ODC.1.4.2.0029 o JIOJDKHA PacCIauBaTECs B TEYCHHE - He paccnansaercs
9 |pH Honometpus, I'® PO, ODC.1.2.1.0004 012,5103,5 -3,18
TIpumecs C - e Gonee 0,3 % npumeck D - 0,00%
BrIcOK03((heKTHBHAA XKHAKOCTHAS Mpumecs D - ue 6onee 0,3 % npumecs C - 0,00%
10 |[Ipumecu xpomatorpadus, I'd PO, JIo6as eqUHAYHAS HeHACHTH(GHUHPOBAHHASL PHMECH - HE moGas eQHHAYHAS HeHACHTH(PHUMPOBAHHAS TIPUMECE -
O®C.1.2.1.2.0005 6Gonee 0,2 %, . 0,00% .
Cymma npumeceii - He 6onee 1,0 % " |cymma npumeceit - 0,00%
acce
1 Eo}:ep BMACER TloTeps B Macce MpH BhICYMHBaHKH, ['D He Gonce 1.0 % 0.20%
P PO, OPC.1.2.1.0010 e el
BBICYINMBAHUU
OpHOpoIHOCTH Ho3upoBanus, I'D PO,
ORHOPOAHOCTH O®C.1.4.2.0008 (cocob 1); B coorsetctBuH ¢ TpeGoBanusmu ['®P PO, OPC.1.4.2.0008 I =10
12 |nosupoBansbix | BeICOKOI(EKTHBHAS KUAKOCTHAL (croco6 1) A{)/"l '_'; 39
eAMHML xpomatorpadust, D PO, Tlokasarens npuemnemoctu (AV) nomken 6uits He Gonee 15,0. e
O®dC.1.2.1.2.0005
KonnuccTBeHHOC
orreTeNeHiE Bsicokoa¢dhexTHBHASL KHAKOCTHAL
13 copenmwe . |xpomarorpapus, I'D PO, 0190,0 0 110,0 mr - 96.30mr
Aep O®dC.1.2.1.2.0005
OJIHOM ITaKeTe
OO6wee YHCNo adPOOHBIX MHKPOOPraHH3MOB - He Gonee 1 000
6w = KOE®ITr OYAM (KOE B 1 r) - Menee 10
14 I\ZI(HKpO CT(:TI:FH I'd PP, OPC.1.2.4.0002.18 Kareropust 3A | Obluee 4MCIIO APOXKIKEBBIX M IUIECHEBEIX rpuGOB - He Gonee 100 | OUI (KOE B 1 1) - Menee 10
CKas T KOE® 1T Pesynbrar Escherichia coli - He o6rapysicro B Ir
Escherichia coli - orcyrctue B 1 1
Ilo 2 r B MakeT U3 KOMGHHHPOBAHHOTO MaTEpHAIa - Ilo 2 r B naKeT H3 KOMOHHHPOBAHHOTO MATEpHANA
15 OnucaHue (6ymara/donsra/monusrunen). ITo 9, 15 nmn 30 makeros BMecte | (Gymara/ponmsra/monuatunen). o 9 makeTos BMecTe ¢
YIaKOBKH C MHCTPYKUMCH 1O NPHMCHCHHIO IOMEIIAIOT B NAUKY H3 HHCTPYKUHCH 110 IIPHMCHCHHIO IOMELCHBI B NAYKY H3
KapTOHa. KapToHa.
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/n

ITokazaTens
KayecTBa

Meron ucnprrauuii/HJI rHa meTox
MCTIBITAaHU I

Tpebosarus HIT

PesynbTar ucnbITaHHi

16

MapxkupoBska

Ha nepeuyHOl yrakoBKe (aKCTC) Ha PYCCKOM A3BIKE
YKa3bIBAIOT: TOProBOE HAMMEHOBAHHE Mpernapara ¢
TIpeyNpeUTeNsHOM MapKHPOBKOH ®, MexayHapoanoe
HCMATCHTOBAaHHOC HAMMCHOBAHHC (Ha PYCCKOM H aHTTIHHCKOM
A3BIKE), JIEKAPCTBEHHYIO (JOPMY, TOZHPOBKY, KOTHYECTBO
JIEKApPCTBEHHOIO CPEICTBA B ITAKETE, COUCPIKAHHE
JICHCTBYIOILCTO BCICCTBA, PCAYNPCAHTCIBHYIO HATIHCh
«CosiepKuT caxapo3y.», HH(OPMALHOHHYIO HAJITHCE O CrIoco0e
npumeHenns («Criocob npumenenus», «Ilpenapar npUHAMaloT
BHYTPb, 110 | makery (100 Mr HMMeCynnaa) fABa pasa B CYTKH.
TIpemapar pexomenyercs npunuMath nocne enst. Conepxumoe
TMAKCTA BHICHIMAIOT B CTAKAH M PACTBOPSIOT MPUMCEPHO B 100 M
BOJb!. [IpHrOTOBIGHHBIH PACTBOP XPAHECHHIO HE MOIJIEKHT.»),
HAMMEHOBAHHKE M CTPaHy PUPMBI-JEPIKATEIS PErHCTPALHOHHOTO
Y/IOCTOBCPCHHS, CC JIOTOTHII (IATHHHULUCH ), HANMCHOBAHHC H
cTpany GHPMBI-IPOM3BOUTENA, €€ JIOTOTHII, rpaduueckoe
M300paKEHHE [1aKeTa, BBICHIIAEMOTO B CTAKaH C XKHAKOCTHIO,
HOMCp CCPHH (IaTa NPOH3BOJCTBA BKJIIOUCHA B HOMCP CCPHH),
JIaTy UCTEUEHHS CPOKA FOHOCTH, JOMONHUTENBHO MOTYT GBITH
HaHCCCHBI IPOU3BOJCTBCHHBIC HIIH TCXHOJIOIMYCCKME OTMCTKH,
PacmioNokeHUE U (hopMa KOTOPBIX MOXKCT H3MCHAThCA. Ha
BTOPHYHOMH yMaKoBKe (ITauke KapTOHHOI) Ha PYCCKOM A3BIKE
YKa3bIBAIOT: TOProBOC HAMMCHOBAHHC Mperapara ¢
npeaynpeauTenbHOi MapKHPOBKOH ®, MexIyHapoaHoe
HEITATEHTOBAHHOE HAHMEHOBAHHE, JIEKAPCTBEHHYIO hopmy,
KOJIHYCCTBO MAKETOB B YNAKOBKE, KOMHYCCTRO JICKAPCTBCHHOTO
CPEJICTBA B TAKETE, JO3HPOBKY, COASPIKAHHE ACHCTRYIONErO
BCILCCTBA B KAXK/IOM I1AKCTE, YCIIOBHS XPAHCHHSA, HAIIUCH
(«ConepKHT caxapo3y.», «XpaHHTh B HEAOCTYTIHOM JUTA ACTCH
MecTe.», «IIpUMEeHATE N0 Ha3HAYEHUIO Bpaya.», «He npumenars
110 HCTCUCHHH CPOKA FOAHOCTH.»), YCIOBHS OTIYCKA, HAAMHCH
«® — 3aperuCTPHPOBAHHBIN TOBAPHBIiT 3HAK», HOMEP
CBH/IETE/ILCTBA O PErMCTPALIHK TOBAPHOrO 3HAKA, HAMMEHOBAHHE
H CTpaHy (pHPMBI-ICPIKATENS PETHCTPALMOHHOTO
YIOCTOBEPEHHS, €¢ JIOTOTHI (JTATHHHLEH); HAUMEHOBAHHE K
crpany pupMbI-npousBoutess, ee sorotur, GTIN-kox,
WITPHX-KOJ, rpadUICCKOC H30OPAKCHHUC MAKCTA, BHICHIIACMOrO
B CTaKaH C XHIKOCTBIO, HOMEp CEPHH (1aTa NMPOU3BO/CTBA
BKJIIOYCHA B HOMCP CCPHHM), ATy HCTCUCHHSA CPOKA FOXHOCTH,
wTpux-kox B hopmare DataMatrix, HHIMBHAYaNbHBIH
CEpUHHBI HOMEp TOProBOif ¢IMHHIILI, TOMOMHHTENLHO MOTYT
OBITH HAHCCCHBI IPOH3BOJCTBCHHBIC HIIH TEXHOJIOTHICCKHE
OTMETKH, PACTIONIOKEHHE H (pOPMa KOTOPBIX MOXKET H3MEHSATBCA.
JIONOTHMTENILHO HA BTOPHYHOM YIAKOBKe (11a4Ke KapTOHHO#)
Ha aHITTHHCKOM A3BIKE YKA3BIBAIOT: TOPrOBOC HAMMCHOBAHHC
JIEKapCTBEHHOTO Tpenapara, MeX/TyHapoAHOe HEMaTeHTOBAHHOE
HAMMCHOBAHHC, JICKAPCTBCHHYIO (hOpMY, IO3HPOBKY,
KOJIHYCCTBO NAKCTOB B YNAKOBKE, KOMHYCCTBO JICKAPCTBCHHOrO
CpEJCTBA B MaKeTe,

- Ha nepBuuHOit yrmakoBKke (IaKere) Ha pyccKOM A3bIKE
YKa3aHbl: TOProBOE HAMMEHOBAHHE Mpenapara ¢
TpeIyNpEaUTENBIOR MAPKUPOBKOH ®,
MCXKIYHAPOAHOE HEMATCHTOBAHHOC HAHMCHOBAHHE (Ha
PYCCKOM H aHITIHHCKOM A3BIKE), T€KapCTBEHHAA
(opma, IO3MPOBKA, KOJIMYECTBO JICKAPCTBEHHOIO
CPCHCTBA B MAKETE, CONCPKAHHC ACHCTBYIOLICTO
BENIECTBA, TIPEYNPEAUTENBIYIO HAnMHCh «COaepKUT
caxaposy.», HHQOPMALHOHHYIO HAAMUCE O CIIocode
npumenenns («Crioco6 npumenenus», «lIpemapar
NPUHEMAIOT BHYTpS, 1o 1 maxety (100 Mr
HHMCCY/IHIA) B pasa B CyTkH. ITpemapar
PEKOMEHIyeTca IpHHUMath nocne esl. Coaepknmoe
ITaKeTa BBICHIIIAIOT B CTAKAH H PACTBOPSIOT IPUMEPHO B
100 mMn Bozbl. IIpUTOTOBICHHBIH PACTBOP XPAHCHHIO HE
TOJUTEIKHT.»), HAUMEHOBAHHE M CTPaHa (PUPMBI-
JICpXKaTelIsl PErHCTPALMOHHOTO YIOCTOBEPCHHS, CC
JIOrOTHII (TATHHHLCH), HAUMCHOBAHHC U CTPAHA
(HPMBI-IPOM3BOUTENA, €€ JIOTOTHII, TpauIecKoe
H300P@KCHHE NMAKETa, BBICKHIIACMOTrO B CTAKaH C
JKHIKOCTBIO, HOMEP CEPHH (IaTa POU3BOACTBA
BIJIIOYEHA B HOMEP CEPHH), 1aTa HCTEYEHHUS CPOKa
TOJHOCTH, HAHCCCHBI TCXHOJIOTHYCCKHE OTMCTKH. Ha
BTOPHYHO# ynakoBke (Nauke KapTOHHOM) Ha PyCCKOM
A3BIKC YKA3aHBL: TOPrOBOC HAMMCHOBAHME IIPENapara ¢
PCAYNPCAHTEIBHOM MAPKHPOBKOH ®,
MEX/IYHApO/HOE HENaTeHTOBAHHOE HAHMEHOBAHHE,
JIeKapCTBEHHAs (OpMa, KOTHUCCTBO MAKCTOB B
YIaKOBKE, KONHYECTBO JIEKAPCTBEHHOTO CPEACTBA B
ITaKeTe, JIO3HPOBKA, CO/IEpXKAHUE ACHCTBYIONIEro
BCLUCCTBA B KAX/IOM IAKCTC, YCIOBHA XPAHCHHS,
HagnucH («ComepIXHT caxapo3y.», «XpaHuTs B
HEeIOCTYIIHOM J1A ieTel MecTe.», «IIpuMEHATS 110
HA3HAYCHUIO Bpaya.», «Hc MpUMEHATs 1o HeTedcHuu
CpOKa FOIHOCTH.»), YCIOBHA OTIYCKa, HAAHCH «® —
3apETHCTPHPOBAHHBIH TOBAPHBIH 3HAK», HOMCP
CBHIETEJBCTBA O PETHCTPALIMH TOBAPHOTO 3HAKA,
HaHMEHOBAHHE ¥ CTPaHa (GHPMBI-AepKaTens
PCTHCTPALHOHHOTO YIOCTOBCPCHHS, €€ JIOTOTHIT
(maTHHMLEH); HAMMEHOBAHHE U CTpaHa GUPMbI-
npousBojuTes, ee norotun, GTIN-koa, WIpHx-Koa,
rpaguuccKkoe H300paKCHHE TTAKETa, BBICHINACMOrO B
CTaKaH ¢ KMIKOCTBIO, HOMEp cepuH (1ata
[POHM3BOJCTBA BKJIIOYCHA B HOMED CEpHH), JaTa
HCTCUCHHA CPOKA FOAHOCTH, LITPHX-KOX B (hopmare
DataMatrix, UHAUBHYaTbHBIH CEPHHHBIL HOMEp
TOProBOH €AMHHLBI, HA MIAYKY HAHCCCHBI
TEXHOJIOrHYECKHE OTMETKH. JJONONHUTENEHO Ha
BTOPHYHO# yNakoBKe (Mayke KapTOHHOMH) Ha
AHTIMHCKOM A3BIKC YKA3aHBI: TOProOBOC HAHMCHOBAHHE
JIEKapCTBEHHOTO MPENapaTa, MeXIyHAPOAHOE
HEIIaTeHTOBAHHOE DBaHHE, JIEKAPCT

(opma, 03MPOBKA, KOMHYCCTBO MAKCTOB B YIIAKOBKE,
KOJIMYECTBO JIEKAPCTBEHHOTO CPE/ICTBA B TAKETE.

Ycenopus xpanenus: IIpu Temnepatype ne Boime 25 °C
Cpoxk ropuoctu (Cpox xpanenus): 3 roga

Tonen po: 11.2028

Anamms eeimoinen: 09.12.2025

3axkmiouenne OKK: Haiiz ® rpanys! 11 NIpUTOTOBICHHS CYCIEH3HH [T npueMa BHYTph 100 Mr cepus:

HopMaTuBHOU mokymenTauuu JITI-Ne(005552)-(PT'-RU)-200225

3aM. HAYANBHUKA OTAEIA KOHTPOJIA KauyecTBa

Martseesa H.M.

IMacmopt Ne 5245466 or 09.12.2025

161125 cooTBeTCTBYET TPEOOBAHHAM
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