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CEPTU®UKAT CEPUM TOTOBON NMPOOYKLIUN
(nekapcTBeHHbIe NpenapaThbl ANA MeAULMHCKOrO npumeHenun) Ne 1 004

PeHrannH TabneTku ans paccacsiBaHus (KOHTYpHas suelikosas
ynakoska) 10 x 2 (nayka KapToHHas)

HasBaHue, nekapcreeHHas opma, paamep ynakoeku

Crpana HasHauenns: POCCUS

Homep cepun: 8200821

Hara nponssoactea:  31.08.2021

Cpok rogHoctv rogeH no:  31.08.2024

Konuuecteo ynakoeok B cepuu: 30 626 wT

Homep PY: JIM-N (000032) - (PT-RU) Aata peructpauun: 19.12.2019

HA: ®CN NIN-N (000032) - (Pr-RU) - 191219 ot 19.12.2019

HacTosimm s yaoctosepsio, 4to BCe cTaguu npowssoacTea Cepui roToBON NPOAYKUUM
NekapCTBEHHOro npenapara Ana MeAWLMHCKOrO NPUMEHEHWUS BbINOMHANUCH B MOMTHOM
COOTBETCTBUM C TpeGoBaHuAMU GMP 1 perucTpaumoHHLIM 4oCke.

YrnonHoMo4eHHoe nuuo: % /Kpoxuxa E.B./




mareria Y mebica

CEPTUOUKAT KAHECTBA Ne 820
Hassanue npenapara: «Pexranus» Ne20
CrpaHa — npoussoguTens: Poccuiickan degepauus

Homep pervcTpauuonHoro yaocrosepenua: M-N (000032) — (PM-RU) ot 19.12.2019, cpok geicteuns g0 19.12.2024 r.
[Losuposka: cocras Ha 1 rabneTky:

AeicTBYIOLME BELLecTRa

AnTutena Kk GpaguknHiuny adduHHO ouMiLeHHbie - 0,006 r*

AHTUTENA K rMCTaMUHY adbduHHO ounwlenHsle - 0,006 r*
AnTuTena k mopuHy ahUHHO OHHLLEHHbIE - 0,006 r*
BCNOMOraTensHble BellecTsa:

Waomaner 0,506 r
Liennionosa MukpokpucTannuyeckas 0,0275r
Marnus creapar 0,0055r
JlumonHan kucnora GessogHan 0,005225 r
KpeMHUA AMOKCUA KONNOUAHBIR 0,00275r
Liuknamat Hatpua 0,00275r
Caxapus HaTpus 0,000275r

* HAHOCATCA HA M3OMANGT B BYAS CMECH TPEX AXTUBHLIX BOAHO-CTIMPTOBBIX PAIBOAEHNI CySCTaHLWM, pase]eHHOR cooTBeTCTEEHHO B 1002, 100, 100 pas

Teoperuyeckan macca TabneTiv 0,55r

DNexapcreenHan thopma: TabneTku ANA paccackiBaHua

Paamep v Tun ynaxosku: no 10 TabneTok B KOHTYPHO! A4EAKOBOW YNAaKOBKE U3 NAGHKW NONMBUHUNXNOPUAHOHR U ChONBrA ANIOMURUESON.

Mo 2 KOHTYPHbIe AYSRKOBLIE YNAKOBKW BMECTE C MHCTPYKUMEH NO MEAULMHCKOMY NPUMEHEHWIO NOMELLAIT B NavKy Wa KAPTOHa.

Konwuuecreo ynakosok B cepun: 30626 wr.

Howmep cepuu: 8200821

[Oara npoussogcrea: 31.08.2021

[ara okoH4aHMA cpOKA rOAHOCTY: rogeH ao: 31.08.2024

Opuguueckuit agpec: 000 «HM® «MATEPUA MELWKA XONOWHM», Poccus,

127473, r. Mocksa, 3-ih Camoteunsiél nep., a. 9, Tenedon/caxc: 47 (495) 684-43-33

Aapec npon3BoAcTBeHHOR nnowaaku: Poccun, r. Yennbuwck, yn. Byrypycnaxckas, 4. 54

JlvueHaua: Ne 00432-11C 02 despann 2021 r., eeigaHHan MUHUCTEPCTBOM NPOMBILLNEHHOCTY U Toproenw Poccuiickon ®eaepaunu

PeaynbTarthl aHanuaa:

| ~ Tokasatenu TpeGosanun JM-N (000032) ~ (Pr-RU)-181219 Pe3yneTarthi MCNLITAHWA

Onucanne Tabnetkn nnockouunuHapudeckoid copmel, ¢ tackoir, ¢|Coorsercrayer.
pucKoit Ha OfHOW nnockoik cropore, ¢ LensHbiMu Kpaamu; | TabneTkn nnockouunuHApUNEckoi opmb:,
ot Benoro go noytu Genoro ysera. ¢ hacKon, ¢ pUCKoW Ha OAHOW NNOCKOR CTO-
Ha nnockoit cTopoHe C pUCKOW HaHECEHA HaANWCH | pOHe, C uensHbiMi kpanmu; Genoro useTa.
MATERIA MEDICA, Ha apyrofi nnockoi cTopoHe HaHeceHa | Ha nnockoi cTopoHe ¢ puckoll HaHeceHa
Haanuce RENGALIN. Hagnuce MATERIA MEDICA, Ha papyrod

NAOCKOR CTOPOHe HaHecexa Haanuce
RENGALIN.
MoanuHHOCTL KavecTBeHHan peakyus co cMmecbid nupokatexwna | CooTeeTcTayer.

pacTeopa 10 % C CEpHOW KMCNOTOW KOHUEHTPUPOBAHHOMR.
DonwHo HabnwaaTeCR PO30BOE DKPALLMBaHKEe.

Pacreop npuobpeTaeT po3osyk oKpacky.

OnHOPOOQHOCTL MAcChl
TabneTok

WcnbiTaHke NpoBOANAT B cooTRETCTBUM C TpeGoaaHuaMu

re Xii, r. I, O$C.1.4.2.0009.15 «O4HOPORHOCTE Macchbi
AO3NPOBAHHBIX NEKAPCTBEHHbLIX (BOPM».

flonycTMoe OTKNOHEHWE Macckl OTAENsHbiX Tabnerok oT
cpeaHel maccel aAns 18 w3 20 TaGnetox cocraensaer £ § %;
AONYCTUMOE OTKNOHEHWE MACCE! OTAenbHbIX TabneTox oT
cpegHei maccsl ana 2 w3 20 TabneTok cocraanser + 10 %.

CpepHnn macca: 0,551

Otknoxexus: ot - 1,09 % go + 1,09 %.
Coorsercrayet Tpebosaruam I'® Xill, 1. li,
0OdC.1.4.2.0009.15 «OaHOpOAHOCTL MACCHI
AO3UPOBAHHbIX NEKAPCTBEHHbIX CROPMY.

«MukpoGuonornyeckan yncToTar (kateropua 3A).

PacnagaemMocTk He Gonee 15 MUHYT C NpUMEHEHWEM ANCKOB. 6 MUHYT 31 CeKyHAaa.
WcneiTaHue NpoBOART B cooTBeTCTBMM G TpebosaHuAMK CooreetcteyeT TpeGosanuam o X, 7. 1i,
e X, 1. 11, 0O®C1.4.2.0013.15 «Pacnagaemocts Tabnetok | OPC.1.4.2.0013.15 «PacnagaemocTs
W Kancyn». TabneTok v kancyn».
MwukpoGuonoruyeckan Metoa 1. MWenwitawme npoBopAT B cooteetcteuu c | Cooteetcrsyer TpebGosaHuam M@ Xill, 7.1,
yucroTa TpeGoeanuamu e X, 1. 1, O®C.1.2.4.0002.15|0®C.1.2.4.0002.15 «MukpoGuonoruieckan

yncroTar (kateropus 3A)

ofwee yucno aspobHbiIX MUKPOOPraHnamos
- meHee 10KOEB 1T,

ofilLiee YMCNo APONOKEBbBIX U NNECHEBbIX
rpubos — menee 10KOEB 1 1;

1 r oTcyTeTeyioT Escherichia coli,
Pseudomonas aserugincsa, Staphylococcus
aureus, anrepobaxTepun, ycToRuusble K

*enuu (metoa 1).

Ceprwipurar xavecTsa NaB20 ot 13.08.2021

Crpanmya 1 13 2




Mokasarenu 7paﬁouuun Jin-N (000032) - ﬁ’r-RUM 91219 Pe3ynbTaTh! HCNLITAHWA
Ynaxosxa Mo 10 Tabnerok B KOHTYpHOR AveiKoBOW ynakomke W3 |CooTsertcreyer. |
NNEHKN NONHBUHUNXNOPUAHON ¥ (hoNbrY ANIOMHHIEBOH. Mo 10 TaGneTok B KOHTYPHOR AYeilKoBOW
Mo 2 «koHTypHble AueikoBbIEé YNAKOBKM BMECTE C|YNAKOBKE U3 nneﬂim NONKBUHKNXNOPHAHOR
WHCTPYKUMEH NO MEANLKHCKOMY NPUMEHEHUIO NOMBLLAIOT B | W ONLIH aNKMUHHEBOH.
naqky U3 KapToma. Mo 2 KoHTYpHbI® AYEiKoBLIE YNakoBKA
BMBETE & MHETPYRUNEN NO MBAULIMHEKOMY
NPAMBHEHUID NOM@LLBHL! B NAUKY W3

KapToHa.

XpaHeHne B 3JawMlyeHHoM OT cBETa MecTe, NpW Temnepatype He|CooTeetcTeyer. |

Buiwe 25 °C. B 3aWWILEHHOM OT CBETE MBCT, NP
TemnepaType He sbile 25

MapxupoBka MapKupoBKa NePBUMHONR YNaKoBKU CooTaeTcTeyer. |
Ha KoHTYpHOIl AYBiiKOBOR YNaKoBKe YKadbiBaloT: HaseaHue | MapkupoBKa nepBUYHOR yNakoBKu
Npenapara, NexapcreexHHyo (hopmy, HauMeHOBaHNe Ha xonTypHoi AveiikoBo# ynakoexe
NPOW3BOAMTENA W Ero TOBaPHLIA 3HAK, HOMEpP CepuM, CPOK | yKa3aHO! HadBaHue npenapara,
rogHocTH («o...»). nexapcTeeHHan opMa, HauMeHoBaHKe
Mapkuposka BTOPUHHOR YnaKoBku NPOU3BOAUTENA W 8ro TOBEPHBLIA 3HaK,
Ha xkapToHHOR Nauke yxalbiBAIOT: HANMEHOBAHWE, HOMEp Cepuu, CPOX rogHocTH («fo...»).
nouToBbIA aapec, TenedoH/akc n ToBapHLIR JHaK MapKkvpoBKa BTOPUWYHOR ynakoBKu
NPOM3IBOAUTENA, HA3BAHWE Npenapara, NeKkapcTEeHHYI0 Ha xapToHHOil nayke yxaiaHo:
¢opmy, cocras, konuvecrso TalneTok B ynakoske, HENMEHOBaHNe, NOYTOBLIA agpec,
«CnocoB npuMeHeHMA W A03bl CM. HHCTPYKLUIO NO TenedoH/(haks M TOBAPHIA aHaK
MEAULMHCKOMY NPUMEHEHWIO BHYTPM YNaKoBKM», YCNIOBUA | NPOM3IBOAUTENA, Haseanue npenaparta,
OTNyCKa, YCNOBWA XpaHeHWA, «XpaHWTb 8 HEAOCTYNHOM nexapcTeeHHan thopMa, cocTas,
Anna peTeil mecTe», «JleueHne kawnas, hapm-kos xonuuecTeo TabneTok B ynakoeke, «Cnocob
(rpachuyeckui u Lngposoi), Homep capun («Cepus:...»), NPAMEBHEHWA U AOBLI: CM. MHCTPYKLIAIO NO
cpok rogHocTh («[oaeH 40: ...»), AGTa NPOU3BOACTEA MEAVLIMHCKOMY NPMMEHBHHIO BHYTPM
(«aTta Nponse.: ,..»), NHAMBAAYANbHBIA CEPHAHLIA HOMEp, | ynakoBkis, YCNOBWA OTNYCKA, YCNOBWA
noTpeuTensckoil (sTopudHoi) ynakoeku («C.H.: ...»), XpaHeHUA, «XpPaHKUTL B HBAOCTYNHOM ANA
rno6anuHuiil Homep Toeapa GTIN («GTIN ...»), AeTeil mecres, &J}waune Kawnnay, chapm-
PEruCTPALIMOHHEIA HOMEP, LWTPKX-KOA, CPBACTBO xoa (rpadmyeckuil U undpoBoi), Homep
naexTuduxaumn (2D xoa B MawmHouuTaemodl hopme). cepum («Cepua:..,»), CPOK FOAHOCTH

(«lopeH A0; ...»),/aaTa NPOMIBOACTBA
(«/laTa npou3s.: ...»), HHANBUAYANbHLIR
cepuitHuiil Homep, notpeButensckoit
(sTopnunoR) ynakoeku («C.H.: ...»),
rnoBansHbiil Homep Tosapa GTIN («GTIN
..¥), PIUCTPALIMOHHKBIA HOMEP, LUTPUX-KOA,
CPeACTBO waenTUtbrkaumu (2D koa B
MmawuHouuTaeMoik opme).

CpoK rogHOCTH 3 roga Coorsercrayer. |

KoumenTapuy: YxasaHHAR B HACTOALLGM CepTHdhUKaTe COPUA Npenapara COOTBETCTBYST TPaSoBaAHUAM nﬁ-N (000032) - (PT-
RUp191218.

: TMM A CBMAEBTANLCTBYIO, YTO NPUBEAGHHAA BLILLE WHOPMEUMA AOCTOB@PHA M TOWHA. 3Ta cepwA
npoayxusn Guina npousejeHa (BKNIOMAA YNaKoBKY/MapKWpOBKY) W KOHTPO/b €6 Ka4YecTBa BLINONHEH B NONHOM COOTBeTCTBMM C
npasunamu GMP u pocte cneuuduxauuid ans wuccnegyemoro JIC. lpoToxonbl NPOM3BOACTBA, YNAKOBKW W aHanuaos Guinu

paccMmoTpeHkl U COOTB! we GMP ycraxorneHo,

Hauanehuk OKK: Kapnosa E.A.
Data: 13 centabpn 2021

Coprvgwaar ravecTss NeB20 ot 13.09.2021 Crpermua 2 ma 2




