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NaGoparopus OKK, NuueHaus Ha ocylecTanenne NPOM3IBOACTEA NEKAPCTBEHKLIX CPEACTE
MHURMCT@PCTBA NPCMBIWINEHHOCTI 1 TOProBNY PocCHACKoR Genepauuu Ne 00503-11C

PutHre

MacnopT N2 1005

acTao A MH uH, 250 m

nakoHbl (10), kopobxu ka

HHble

Perucrpayuonnoe ynocrosepenue J1C-001550 ot 06.05.2011 (aara 3ameHbl 10.06.2021)
Homep cepuu: 20100921

faTa npoussoacraa: 01.09.2021
loaeH go: 31.08.2024

~ Konuuecrso:

AHanuabl npoBeaexs! no: HA N1C-001550-100621

3415 xapTounsix kopoBok (34150 chnakoHoB M3 nonuaruneya)

Ne ”’::;:;;‘:;;’;"" [ TpeBosanua K NG-001550-100621 { Pe3ynsTaTH MCNLITAHAR W
1 | OnucaHue Npo3paqHeii GecussTHEIA pacTeop | MpoapayHeii GecuseTHER pacreop
MoanwHHocTs |
Hartpua BenuumHa SMMCCUU MCNLITYEMOrG PacTBOPAE AOM¥HA HAXO- | BennuiKa INMCCHM MCNLITYBMOrO PACTBOPA HAXOAWTER
AMTBCR @ AUENAIOHE IHAUGHWA IMMCCUM KBNHEPOBONHLIX | B AHBNAIOHE IHANEHHA IMUCCHN KanubpomoyKmx pac-
PACTBOPOB HATPUA, AIMEPEHKLIX B YENOOWAX KONMUECTBEH- | TROPOS HATPUA, HIMEPEHKBIX B YCNOBUAX KONUNECTBEH-
HOMG DNPeABNEHHR HOro onpegenekna
BENWIMHE IMHCCHK MCMBITYRMOMD PAacTBOPA ACNKNE Raxo- | Bensmns IMACCHM MCNBITYEMOT0 PacTBopa HaXDAUTCA
Kanudi AMTSCA 8 AUANBIOHE JHAUEBHAR IMUCCAM KANWSPOBONHBLIX|B AMBNEICHE IHANSHME AMUCCHM kanuBpeBoNHLEX pac-
FACTBOPOB KANMA, USHEPEHHLIX B YCIOBHAX KONMMECTBEH- | TBOPOS Kanus, HIMEDEHHLIX B YCNOBUAX KONWNECTBEH-
HOrO ONPeABNEHHR HOTO ONPBAENENHA
2 BanudMKa NOTNOWEHUR WCnLTyemore pacTacpa AOm¥aia | BenuuMHa NOMMOLIGHHA MCNBITYEMOT0 PaCTBOPA Haxo-
Kansti HAXOAWTCA B AMANAIOHE JHAYCHWH NOTNOWLEHWA kannEPs- | AUTCA B AMANAIOHE IHAYEHUR nornoweHua kanuGposoy-
1 BOYHLX DACTBOPOB KAMbUMA, UIMEDEHHBIX B YCNIOBMSX KOMM- | HbIX PACTBOROB KanbUus, HIMEPEHHbIX B YCNOBNAX KONU-
NECTBEHHOrO CnpaseneHun NESTBENKOIC ONpesenexus
Peaxoe wamenenwe (CXayox) noTenLMana WHAMKATOPHOTO Peaxoe n3menenue (ckavuok) notenunana HHAMKATOR-
anexTpoAa sBnuan ToviM akeMBanEHTHOGTY, HOMO 3NeXTPOAA BENHIK TONKM IKBHBANEHTHOCTU
TORBNEHNS OPAHKERO-HENTOrO OKPAIKMBANUA BEAHIN
Xnopugel TOUKH IKBHBANEHTHOCTH,
OBpasosanne Genore TEOPOMUETOro ocaaka, HBPacTROPM-
MOTO B @30THCR KMENOTe patpesentol 18 % u pacTeopu-
Moro B aMmudaxa pacraope 10 %
3 | NlooapaynecTy orieeH BbiTa NpOIpaYHbIM MNpo3payubiil
4_| Usernocts fomweH Bbits BecuseTHbIn Becusarybii
5 |pH 01408070 55
E # 06uam | He MoKee HemunansHoro 263 wn

HUA. BUAUMBE

k;ummgu
XAHUYECKHE BIITIONE-

Honwen cogrsercroonats Tpebosaniam

Coorsarorayer TpeSonanunm

HEBMAMMbIE CPAaIMEROM HaCcTHY 2 10 MKW — He Gonee 25 qacruwmn, 1 vactuy/mn
€ PaIMBPOM 4aCTHY 2 25 MxM ~ He Bonea 3 yseruumn 0 vacTiw/mn
8 ﬁ:;n;anma» TOREHY | Nonwan Buits HETOKCHYHBIM He toxcituen
BaxtepuansHeie aHAL-
8 Yok He Bonee 0,25 E3/mn Meree 0,03 E3/mn
10 ] CrepuneHocts Honmen BuiTh CTEDUNBKBIM Creprnan
Konudecrpennoa onpe-
AeneHue
1 “HATPURA Or 136.2 no 158,2 mmonsin 143,8 mmonw/n
“Kanui 013,70 204,30 MMOnb/R ,86 MMonp/n
-Kanbumi . 072,10 50 2,40 MMone/n .18 MMone/n
=XNOPUAbI Or 141,58 no 164,8 mmons/n 55,2 Mucns/n
, 1) MepauyKan ynakoska nexapcragHHoro npenapara ) MepauyHan ynakoBka NeKapcTBEeHHOrG npenapara
Mo 250 mn 1 500 mn 8o nakoms U3 NONUITHNENE Bea po- | Mo 250 mn B0 hnaxkeHax w3 NonuaTHneHa Ses AoBasox, |
Ganok, cooTBeTCTEYIOWEr0 TpeGoaaHuAM EBponeficked | cooTBRTCTEYIOWErD TPeGoaaMUAM Eeponeficxodt ®ap- |
Dapuakonen K NONUITANEHY ANA NBPEKTEDANBHBIX Npena- | Maxonew X NOAWITHNENY ANA NBPEHTEPaNbHbIX Npena-
paTon. dnakoHs WMERT 483 THNa, Tvn A — diNakoH ¢ ca- patee. ®naxows Twna B ¢ camocnanawMen Kopny-
MCCNaRRIOLIMMES KODMYCOM, KONBLUOM NOABESE U 60 WKANOH | COM, KoNbUOM noaBeca i Bea wkans: ofvamos. Ha kop-
06beMo8 Ha GOKOBOA NOBEPXHOCTH, ChOpMOBaHHGH B Npo- | nyce GRakoKor NPUCYTETEYIOT Undpossie, GykaenHwe,
YECoe HAroToBneHua Gnaxaros. Tun B — hnakon ¢ camocna- | IHakoawe CrMBONL, CDOPMOBAHHLIE B NPOUECCE HIrD-
ABIDLUMMER KOPNYCOM, KONLUOM NDABECE 1 683 WXansi ofy-| ToBNeHR thnakoHos.
emes, Ha xopnyce gnakonoe oSoux Tunos MOTYT NPUCYT- | Ha thnakonel HBBAPEHS! NONWITHNEHORLE KONNAYKM ¢
CTEOBATL UMIPPOBIE, GYKBHHEE, IHAKOBBIE CUMBONLI, ABYMA OTACNbHLIMM CTEPHABLHbLIMK NOPTAMN B BEpXHE#
CHOPMOBAHHLIE B NPOLECCE HIrOTCEARHUA tnaxonee, HaCTH, NOA XOTOPLIMK HAXOAUTCA PEIMHOBBIA AUCK: Kam-
Ha thnakeksl HaBapens NoNHITHNEHOBLIE XORNAYKH CABYMA | Abi M3 NOPTOB ND OTAENSHOCTY OnevaTas doneroi.
12" Ynaxosxa OTABITbHLIMI CTEPUNBHBIMYM NOPTAMI B BEPXHER YaCTH, noj | Konnasok inakoss coBMecTum € ABYXCTOPONHER KaHio-

KCTOPbIMK HAXOAWNTCA PEIMHOBLIA AUCK, KEMABIA U3 napTos
N0 OTABNLKOCTH onedvatar donerodt. Konnauok dinaxoxa
COBMBCTAM C ABYXCTOPOHHERA XaHIONed ANA CMeLMBEHWA
pacteopor «Ixocpnak Mukce. Ha konnausax mpxet nPUCYT-
CTEOBAT BHYTDANPOMIBOACTRENHAA NEpeMENNEA Lndipo-
B3R KOAMPOBKA.

Ha thnaxok HaknensawT sTukeTxy,

2) BTOpHUHAA yNaxoska NeKapcToenHoro npenapara

10 chnaxomes no 250 mn uan no 500 mn ¢ COOTRETCTRYIO-
LUMM KONUMECTEOM HKCTRYKUAR NO MEAULIHHCKOMY NpHMS-
HENWIO NEKADCTREHHOMO NPENapaTa B KAapToHHOA kopoBike
(Ana craumckapos).

Ha kapronnyo ¥0POGKY HAKIBUBRIOT 3TUKETRY

NER ANR CMEWMBAHKA PACTBOPOR «3xodnax Muxcs, Ha
KONMNAYKaX NPHCYTCTBYBT BHYTPHNPOMIBOA CTBEHHAR Ne-
peMennas yubposan koZHPOBKa,

Ha dnakon Hatneena aTukerxa,

2) BropusHas ynakoRKa NeKapcTaoHHOro npenapara
10 dnaxcuoa no 250 un ¢ COOTBATCTRYIOWMM KONW|E-
CTBCM MHCTDYKUMA NO MEBAULIMHCKOMY NDAMEBHEHMK Nne-
KAPCTBEHHOrO NPENapaTa 5 kapToWkoA Kkopofike (ans
CTBUACHAPOE).

Ha kapTonHyio Kopobiky HaKneeHa aTukeT<a |

Crpanuua: 1 ua 2
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NabBopaTtopna OKK, SIMueHIna Ha . CylecTENeHWE NPOMIBOACTBA NeKapCTBEHHEIX CpeacTs
MUHWUCTEPETEA NPOMBILLNEHKOCTI U Toprosnu Pocouiickoin ®eaepaunu Ne 00503-NC

Homep cepuu;

PuHrep, pacTeop ans uHdyaui, 250 Mn

20100921

Ne

HanmenoeaHue
nokaaarens

Tpebosarua HA NC-001550-100621

PeaynsTars CnbraHui

13

Mapxvposka

1) MepEMYHER YNaKOBKA NeKapCTAEHKOrO NpenapaTa

Ha aTukeTre hnaxoHa YKAILBAIOT TOPrOROE HAMMEHORAHWE
npenapara, NEKAPCTBEHHYK OPMY, HANMEHORAKNWE, agpec
# TenedoH npeanpusTiR-nponascautens (OO0 «lemarexs,
170000, r. Teeps, yn. Cepaokoscxas, n. 1. Tan, {4822) 48-
12-60) u €ro TOBAPHLIY 3HAK, HOMED PErUCTPALMOHHOM ya0-
CTOREePEHWA W ABTY PErWCTpaumM npenaparta, cocras, pH,
TEQPETVMECKYI0 OCMOMNAPHOCTE B MOCM/N, KOHUEHTPaLUMK
aNeKTRONWTOB B MMONL/N, cnacol eeegeHnA, aCTeCHNBHO.»,
«CacBogno 0T GakTepuanbhblX JHAOTOKCUHOR.D, YCNOBUA
XPaHEHWA, «XPAHUTH B HEAOCTYNHOM ANA ABTEA MeCTe.»,
«[1ONyCXARTCA JAMOPAKMBAHNE NPH TPAHCNOPTUPOBAHMM. >,
«QCTaBwmMecn HeucnonsaopanHeiMn ofbems! npenapata
NOANEKET YHHUTOMEHUI, D, HOMED CADUK, FOABH A0, CBLEM B
MURNKNUTPEX, LWTPUX-KOA, MABHTHIHKAUMOKHLIA HOMED.

Ha aTukeTrke NakoHa THNA B AONDNHATENLHO YKAILIBAIOT
wxany o6LEMOB W BHYTPHAPOUIBOACTBEHHBIR LUITPHX-KOA.

2) BropryHan ynakoBKa NexkapcTeeHHOro npenapara

Ha artmxeTke KapToMHO# KkopoGku YyKadslBEXT TOproaoe
HaMMEHOBaHKE npenapata, «Hatpua xnopuas pacteop
cnoxusit [Kanua xnopua + Kansuua xnapua + Hatpua xno-
PHAIR, NeXapCTREKHYI hOpMY; HAMMEHOASKKE, BAPeC U Te-
nedior  npeanpustaa-npowasoauTens (OO0  elemarexs,
170000, r. Teaps, yn. Cepaokopckan, a. 1. Ten. (4822) 48-
12-60) K 8ro TOBAPHLIR 2HAK, HOMEP PEMMCTRALMOHHOTD YAO-
CTODEPEHMA W AATY PerucTpauwy Npenapara, coctae, pH,
TEOPETHYECKYK OCMONAPHOCT B MOCM/N, KOHUEHTPaUMO
BNEKTPONUTOR 8 MMONb/N, 06beM B MUNAMAWTDAX, HOMEP Ge~
puH, rOAGH AD, cnocol paegeMun, «CrepunsHo.s, <Ceo-
60AHO OT BaxTepnanbHbiX 3HAOTOKCHHOB,», «OIHaKoMbTECs
€ MKCTPYRUKeR nepej fpuexeHUem npenapara.», «dnaxoH
TONLKD ANA OAHOPA30RBOrO MCNONbIoBaKKA.», aOcTaswmeca
KEMCNONBACEAHHBIMM 06 beMbI NPENAPATA NOANGKAT YHHHTO-
KEHUIO,, YCNOBMA XPAHEH AR, €XPAHUTL B HEAOCTYNHOM ANA
netell MecTa.», «[lonycxaeTca 3AMOPAXMBANHE NPA TPAKC-
NOPTMPOBANWMA., «HE NPUNEHATE N0 MCTBYEHUM CPOKA rOA-
HOCTH, YKAJAHHOIO HA YNAKOBKE,», WTPKX-KOA, NAEHTHTDUKE-
UMOHHBIA HOMED, KONWUABCTRO thRaKOHOB, aflnA CTaUMONE-
pon.», rNOBaNbHLIA MABHTUUKALMOKHBIR HOMED TOPrOBOR
eanmmist (GTIN-koa); 8 noBom mecTe sapuabensHod obna-
CTH, 060AHAYEHHOR HA MAKETE NYHKTUPOM, YKA3bIBAIOT BHYT
pUNPOM3IBOACTEEHHLIA LUITPHX-KOA, 8 TAOKE MOrYT OniTs yka-
33Kl TEXHKYECKUE ROABI W CPEACTRO MABHTMGIUKEUMH (ABYX-
_MepHbifi WTpwx0B0h KO4)

1) NepenyHan ynakoBKa NEKapCTEEHHOro Npenapara
Ha aTukeTxe thnBXOMA YKE3AHO TOPrOBOe HAUMEHOBaKWE
npenapara, nekapcTeerHan (popMa; HauMeHoBaHue, ag-
pec u Tens(oW npeanpUATHA-Nponisoawtans (OCO
«emarexs, 170000, r, Taeps, yn. Cepawxoackan, A, 1.
Ten, (4822) 48-12-60) v ero ToBAPHLIA 3HaK, HOMED pe-
MUCTPALMOHHOMD YAOCTOBEPBHWA W 4aTa perucTpaump
npenapata, cocTas, pH, TEOpETHYECKaR BCMONAPHOCTL B
mOCM/N, KOHUEHTPAUHA INEKTPONMTOB B MMONL/A, Cno-
cob eeapeHun, «CtepunsHo.», aCeofoaro ot Gamepu-
anbHblX HHAOTOKCHHOD.», YENOBHA XPaHeHuA, «XPaHUTD
BHEAOCTYNHOM Ann geTell mecre.n, aflonycraeTca 3amo-
paxuBanne NoH TPaHCNOPTMPOBaHWW.», «OcTaswaseca
HEUCNONL30BANKHNMY DBBeMbI Npenapata noanexart
YHVMTOMEHWO. 2, HOMBD CEDUN, FOA8H A0, 06bem B MUN- |
NWNWTPAX, WTPMX-KOA, WAGHTHMKAUWOHHBIA HOMep, |
wrana oBbanM0o8s, BHYTPHNDONIBOACTBEHHbIA LUTRUX-KOA.
2) Bropuinan ynakoBKka NekapcTeenHOro npenapara
Ha aruxetce kaprodHoll xopobku ykazauo TOprosos
HauMeHonasue npenaparta, aHATPMA XNOpMAE PacTaop
cnexubiil [Kanua xnopua + Kansyua xnopug + Hatpus
XNopuals, nexapcTsennan hopma; HaMMEHOBaHKe, an-
pec W TenedioM NpeANPUATHR-npomiscautens (OO0
alemarers, 170000, r. Teeps, yn. Cepawxopckas, 4. 1.
Ten. (4822) 48-12-60)  ero TOBApHLIR 3HAK, HOMEP pe-
MMCTPALMORHOTD YAOCTOEEDEHWS W AaTa PErucTpaumMu
npenapara, cocrag, pH, TEOPETHUECKEA OCMONAPHOCTL B
MOCM/N, KOHUBHTPAUMA JNEKTRONHTOE B  MMmOnL/N,
ofkeM B MANNUAKTPAX, HOMEP CEpiK, rofeH A0, cnocol
seesednn, «Crepunbho,», xCaoSoano oT Gaktepuans-
HbiX 3HAOTOKCHHOB. B, «O3HAKOMBLTRCH C MHCTRYKUMEN ne-
pej NPHMeHexvem npenapdta.n, «OnakoM TONsKO ANA
CAHOPAIOBOTG HCNONLIORAHUA.®, «OCTaBLMECH HEWUC-
NONbanBaMHbIMK 00BEMBI npenapata NOANSMAT YHHHTO-
WEHMIO.n, YCNOBUA XORHEHUA, «XPAHUTE B HBADCTYNHOM
Ans Aetel mecre.n, «[lonyCKABTCA A3MOPAXMBAHKE NPK
TPAHCNOPTUPOBAHKMA.», «HB NPUMEHATL NO METEUEHWW
£POKE FOAHOCTH, YKAIAHHOID HA YNAKOBKE. B, WTLHX-KCA,
WAGHTHDHKALUMONHEIA HOMBPR, KONWMECTED (NaKoHos,
«nA craupcnapos.», rnofaneHeii hAeHTHGMKEUNOH-
HlA HoMep Toprosoi eauHwust (GTIN-koa), 8 sapua-
GenbHoR oBnacTH yxadaH BHYTPMNPOWIBOACTBEHHLIA
WTPHX-KOA, TEXHWYBCKMI KOR ¥ CPEACTRO MALHTHDHKA-
uuy (geyxmepHsIR WTPUXOBAR Koa)

14

Cpox rogHocTh

droaa

3roaa

15

Xpanenue

[pn TemMnepaType Ko Buiwe 30°C

3akniouenmne: npenapar PuHrep, pacteop Ansa uhibyani, 250 mn cooTeeTcTBYET TPEGOBaHHAM HE ne-

001550-100621.

YnonHoMo4yeHHOE NULD
3aMecTUTens AWPEKTOpa NG KadecTay

an W.B. «20» centsbpa 2021 r.

Crpanuua: 2ua 2
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TINLER3MS Ha OCYLIECTBNEHWE NPOMIBOACTBA NEKAPCTBEHHBIX CPEACTB
MIHMCTERCTBE NPOMBILNEHHOCTH U TORroBAK Poccuitckoi Genepauuu Ne 00803-11C

MonTEepXaeHWe COOTBETCTBUS JIEKAPCTBEHHOrO npenapara TpebGoBaHWAM,
YCTaHOBMEHHLIM NP ero rocyAapcTBeHHOW perucTpauuu Ne 1037-21

npenapata

{Toprosoe HaUMEHOBAHWE NeKapCTBEHHOIO

Punrep

MexayHapoaHOe HENaTeHTOBaHHOE, UH
rPYNMMPOBOYHOE, UMK XMMUAYECKOe
HaUMMEHOBaHME

Hatpus: xnopwaa pacTsop cnoxHbiit [Kanus xnopug +
KanbLws xnopua + Hatpus xnopug)

NekapcTeeHHas dopma, A03UPOBKa

Pacreop ans uHdyaui

O6bem, Mn 250

dopma Bbinycka chnakoHsl (10), kopobki KAPTOHHbIE
Homep cepuu 20100921

[ara narotoeneHus 01.098.2021

["opeH go 31.08.2024

Konuwyecteo thnakoHos, WT. 34150

Konudecrao kopobok, Wwr. 3415

Homep 1 parta perncTpaulorHoroe
YAOCTOBEPEHNA

NC-001550 o7 06.05.2011 (naTa sameHs! 10.06.2021)

HopmaTusHas goxyMeHsTaums

NC-001550-100621

HavmeHoBaHue W agpec NpoM3BogUTENs
(Bce craguu nponssoacTea)

000 «emaTek», Poceus,
r. Teeps, yn. Cepawokoeckas, 4.1

HawmeHoeaHve 1 agpec gepxatens
PEerucTpauvoHHOre yA0CTOBEPEHNA

Q00 «lematex», Poccws,
199178, r. CankT-MNeTepbypr, 18-A NuHnA B.O., 4. 29,
nuT. 3, noM. 29-H, komH. 18

3aknwoyenve: [aHHas  cepus

NeKapCTBeHHOro

npenapara cooTBETCTBYET

TpeGoBaHUAM, YCTAHOBNEHHbIM NPy ero rocyAapcTBEeHHO! perucTpaumu.

YNOMHOMOMEHHOE NULC Ha 0cHoBaHWM npukasa M3 PO Ne288 ot 02.04.2021 r.

T 2109, 2021
L 3amecTvTenb AMPEKTOPA NO KadYecTay Motoukasa U.B. « » 2021r.
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Q00 «emarek», HoMep pokymerTa: HC-RU01-D-5-4-10-4004-01, Bepcus 5




