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DAPMALIEBTUKA

Mecro Haxomaenua: 000 «O3oH», 445351, Camapckas o6, I. urynesck, ya. NMecodxas, 34, 11
MecTa ocyluecTnenua nuueHsupyemoi pearenbHoctu: 000 «O30H», 445351, Camapckas o6, . 0. JKurynesck, r. Hurynesck, yn.
TuapocTpouteneit, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00, dawc (84862) 341-09;

Jivuensua MuHucreperea MpombiwneHHocTy v Toprosam PO Ne /1012-00102-77/00010730

Ceptudukar KauecTsa cepum Ne 2049 ot 12.02.2026

YpcoaesoKcMxoneBana KUCN0TA, Kancy bl 250 mr

TOProace HalMeHoBaHWe NeKapcTBEHHOro NpenapaTa, NeKapcTREHHARA d:opMa, A03MpoBKa

PeructpaunoHHoe yooctoseperue J1M-Ne(001574)-(Pr-RU)

Homep cepun 020126
[ata Hayana nponssoacTBEa 29.01.2026
Konuuecteo 10 318 ynakosok
AHa/1M3 BbINOJIHEH N0 HOPMATUBHOMY [OKYMEHTY JIN-Ne(001574)-(Pr-RU)-201222
MeToa KoHTpOAA
HavmeHoBaHWe NoKasatens PesynbTaT KOHTPOAA
HopmaTrBHOe 3Ha4YeHue
Onucanue BuayanbHeii Tsepaple  enatMHoBble  Kancynsl  NeQ.
Teeppavie enatnHoBele Kancyast NeO. Kopnyc Genoro | Kopnyc Benoro  ugera  Henmpospaumbli,
LUBeTa HenpospayHbli, Kpbilleyka CBETAO-Ceporo | Kpblleyka CBETNO-CEepOro ugera
ugeTta HenpospayHas. CooepMumMoe Kancyn — CMech | HempospauHas. Coaepwumoe  Kancyn —
nopowka u rpadyn benoro uau noutk Genoro uBeta. | cMech NOpolWkKa M rpadyn bBenoro useTa.
[onyckaeTcR YNAOTHEHWE COAEPKMMOTO Kancyn B8 | YNJAOTHEHME COAEPMUMOrO Kamncya B KOMKH,
KOMKM, IerKo paspyluaemsle Npyu HagasauBaHuu. NIerKo paspyllaemsle NpY  HafaBAMBaHUM
OTCYTCTBYET..
MNoanuHHOCTL B3HX
Bpems  yOepMMBaHWMA  OCHOBHOTO  MNUKa  Ha
XPOMaTorpamme UCMbITYEMOro pacTeopa  BO/MKHO
COOTBETCTBOBATL BPEMEHW YAEPHWBaHWA OCHOBHOMO CooteeTcryeT
nuka Ha Xpomatorpamme pacTsopa Cco
YPCOLE30KCUXOIEBOM KWUCNOTbI (pazgen
«KonuyecTBeHHOe onpegenexHmen),
PacTtsopeHue [P Pd, BIKX
He meHee 75 % (Q) CasH400s (ypcopesokcuxonesom 101%

KUCAOTLI) OT 33ABNEHHOTO COAepMaHms yepes 45 MUH.

PopcTeeHHble npumecu

TCX

JNluToxonesas KucaoTa — He Bonee 0,1 %;

Xonesasa k1cnoTa — He 6onee 0,5 %;
XeHopeoKeuxonesan KucaoTa — He 6onee 1,5 %;
EAMHKUYHEA HEUARHTUPULMPOBAHHER NPUMECE — He
bonee 0,5 %;

Cymma HenaeHTUOULMPOBAHHLIX NpumMmecel — He
6onee 1,5 %.

He oBHapyeHo

OgHopogHocTs f03MpoBaHua

[® PO, cnocob 2

KWMCNOTbI) B Kancysie.

AV<15,0% 6,1%
KonnyecTseHHOE onpepeneHue B3XX
Ot 237,5 po 262,5 mr, CaqHs004 (ypcopesokcuxonesoi 259,4 mr

Mwukpobuonorudeckas ynctorta
Obuee 4ncno aspobHbix
MWKPOOPraH1U3mMOoB;

Obuiee YMCIO OPOMHMIKEBLIX 1
naecHesbIx rpubos;
Escherichia coli

[P PP, Kateropusa 3 A,

He Bonee 1-103 KOE/ r/mn;

He Gonee 1-:10% KOE/ r/mn;
ortcyTeTaue B 1 r/mn.

meHee 1-10" KOE

meHee 1-10' KOE
OTCYTCTBYET

YNakoBKa

Mo 5, 6, 10 Kancyn & KOHTYPHYIO AYEMKOBY!0 YNaKOBKY
M3 NAEHKU  NOJMBUHWUAXNOPUZHOM ¥ GOAbIKM
a/IIOMUHKUEBO NeYaTHOM NaKkMpPoBaHHOM.

Mo 10, 20, 30, 40, 50 wau 100 kancyn B BaHkM W3
NoNMSTUEHTEPedTaNaTa [/IA IEKAPCTBEHHBIX CPEACTB
AW NOAMMPONWAEHOBbIE  ANS  JIEKAPCTBEHHbIX
CPEACTB, YKYMOPEHHbIE KpbIWKaMK M3 MOAMSTUAEHA
BbICOKOro gasneHua c KOHTpOAEM NepBOro BCKPbLITHMA
UKW KPLIWKaMK NOMMNPONUAGHOBLIMU € CUCTEMOMN
«HaXKaTb-NOBEPHYTLY MK KPbILUKAMU U3 NOAUSTUNEHE
HW3KOIO AaBNEHUA C KOHTPO/IEM NEPBOTO BCKPbLITUA.
Ceobogrioe NpoCTPaHCTBO 8 BaHKe 3ano/HAT BaToi
MeAMUMHCKON MMrpoCKONUYecKoil.

Ha 6aHKy HakNeWBaIOT STUKETKY CAMOKNEALLYIOCH.
OpHy Banky wmam 1, 2, 3, 4, 5 uan 10 KOHTYPHBbIX

Mo 10 Kancyn B KOHTYPHOM AYelKOBOM
YNaKoBKE M3 NAEHKM MOAMBUHUAXAOPUAHOMN
v donbru  aNOMMHWMEBOM  MeYaTHOW
NaKMPOBAHHOM.

10 KOHTYpPHbIX AYEMKOBLIX YNaKOBOK BMECTe
c WHCTPYKUMEN no MeanLMHCKOMY
MPUMEHEHUIO (AMCTOK-BKA2AbIW) NOMELLEHbI
B KAGPTOHHYIO YNaKkosKy (na4Ky).

Odopmieno: Benosa H.C.
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DAPMALIEBTUKA

MecTo Haxoxaeruna: 000 «O30H», 445351, Camapckas 0baA., r. Murynesck, ya. Necoyras, 34, 11
Mecra ocyliecTBARHNA NKLeH3upyemoit geaTensHocTu: 000 «O20H», 445351, Camapckan oba., r. 0. urynesck, r. ¥urynesck, yn.
rmapoctpouTteneit, a. 6; Ten. +79874599991, +79874599992, (84862) 290-00, dakc (84862) 341-09;

Nuuensus Munucrepcrsa Mpombiwnenyocty v Toproeay PO Ne 1012-00102-77/00010730

AUEIMKOBbLIX YNAKOBOK BMECTE C WHCTPYKUMeW no
MEOMUMHCKOMY — MPMMEHEHMIO  (MCTOK-BKNaMpIiL)
NMOMELLEIOT B KAPTOHHYIO YNaKoBRY (nayky).

MapkrpoBKa

Ha KoHTypHOM A4elikoBOM ynakoBke (BawcTepe)
YKa3bIB210T TOProBOe HAMMEHOBAHWUE NEKAPCTBRHHOIO
npenapata (cosnagaet c MEMNAYHAPOOHbIM
HenaTeHTOBaHHbLIM HaMMEHOBaHUEM), IeKapPCTBEHHYIO
dopmy, [O03MPOBKY, HAUMEHOBaHWE [epwartens
PEruCTPaLLMOHHOIO YAOCTOBEPEHUA M HauMeHoBaHue
NpOM3BOAMTENA NEKAPCTBEHHOTO npenapaTta, HOMEep
cepuu (BKAOYROWMA MECAL, W ro4 NpPOM3BOACTBA),
[@TY UCTEYEHWA CPOKa rOAHOCTM (MECAL, M rog).

Ha  aTuKeTKe  BGaHKM  yKas3siBalT  TOprosoe
HaumeHoBaHKe NIeKapCTBEHHOro npenapata
(coBnagaeT € MEKOYHAPOAHLIM HEMmaTeHTOBaHHLIM
HaumeHoBaHKWem), NeKapCcTBEHHYIO bopmy,
[L03UPOBKY, KoNuyecTeo Kancyn B BaHke, cnocob
npumeHeHWs: «[18 NpUema BHYTPb», HAMMEHOBAHKE
[LepHaTens PerucTpauMoHHOrO  YAOCTOBEPEHUS W
HaMMEHOBaHWe  MpPOWM3BOAMTENA  /NEKAPCTBEHHOIO
npenapata, JOroTMN npouzsoauTens, $apm-Kog,
HoOMep  Ccepuu  (BRAOYAKOWMA  Mecal, W rog
Npou3BOACTBa), ABTY WCTEYEHWA CPOKa rO4HOCTH
(ropeH po: mecau w rog).

Ha KapTOHHOW ynaKoBKe (na4ke) yKasbiBaloT TOProsoe
HanMeHoBaHKe NEeKapCTBEHHOTO npenapata
(coBnagaeT ¢ MeKOyHapoAHbIM HEnaTeHTOBaHHLIM
HauMeHoBaHuem), HaumeHoBaHKe Lepkarens
PErMCTPELLMOHHOID YAOCTOBEPEHMA W HAaMMEHOBaHMWE
Npou3BOAMTENS /IEKAPCTBEHHOTO npenapaTa, afpec
NpPOW3BOAMTENS NIEKAPCTBEHHOrO mpenapara (cTpaHa,
0bnacTb, ropofd), 3NEKTPOHHbLIA aapec W calT
Npov3BOAUTENA, aAPEC AEPHHATENA PETUCTPALMOHHOIO
ypocToBepeHWs (CTpaHa), /neKapcTseHHylo Qopmy,
[O3MPOBKY, KONMYECTBO  Kancyn B YNaKoBKe,
UHOOPMALMIO O COCTaBE JEKapCTBEHHOIO Npenapata
(HameHOBaHWe [AEWCTBYIOLWErC BELLeCTBA W Ero
KOMMYECTBO, NepeYyeHs BCMOMOraTenbHbIX BELIECTs),
HOMep cepud  (BRAKOHAOWMA  Mecal, W rog
NPOU3BCACTBA), [aTy WCTEYEHWMS CPOKa TOAHOCTH
(rogeH po: mecau, M rof), YCNOBMA XpaHeHua, cnocob
npMmeHeHus: «ia  Npuema  BHYTPb», YCNOBMA
OTMyCKa, HOMEpP PEerucTpauyMOHHOrO YAOCTOBEpEHUS,
NOroTMN NpouaBoauTens, Gapm-Kog, WTPUXOBOI Koa,
ABYMEPHBIM WTPUXOBOM KOA C NONHOW MAM YaCTUYHOM
pacwudposkol uHGOpPMaLMK, Ccodepauleica B
LBYMEQHOM LUTPUXOBOM Koae uamn bes Hero, «CMoTpyH
WHCTPYKLMIO MO MeOMUMHCKOMY — NPUMEHEHMIO
(nMCTOK-BKNAAbIW)», «He NPUMEHATE N0 WUCTEYeHMM
CpOKa roAHOCTU®, «XpaHWTs B HefOCTYMHOM A8
neTei mecten.

[OnoNHWTENBHO Ha KapTOHHOW ynakoBke (nauke)
AyBAMpyeTCA TOProBoe HaWMEHOBaHME W AO3MPOBKa C
MCNoNb30BaHWem wpKndTa bpaina.

Ha  KOHTYpHOW  A4elikoBoit  ynaxoske
(6aucTepe) YKa3aHo: TOoprosoe
HaMMeHOBaHWe /NeKapcTBeHHOro npenapaTa
(coBnapaer c MEMAYHapoAHbIM

HenaTeHTOBaHHbLIM HauMeHOBaHWeMm),
NeKapcTBeHHan hopma, HO3UPOBKa,
HanmeHoBaHue pepwarens
perucTpaumMoHHoro YOOCTOBEPeHMA u
HaumeHosaHue npon3BoaMTENa

/IEKAPCTBEHHOrO npenapaTta, HOMEpP cepuu
(BrnroyatoWMit MecaL, M rog NpoMaBoAcTea),
faTa WCTeYEHWRs CPOKa roAHOCTU (Mecau u
rog).

Ha ®apToHHOM ynakosKe (nayke) ykasaHo:
TOProBoe HaUMEHOBAHWE JIEKAPCTBEHHOMD
npenapata (COBMNagaer C MeAyHapoOHbIM

HenaTeHTOBaHHbIM HaMMmeHOoBaHuem),
HaumeHoBaHue Aepxartens
perMcTpaunoHHoro ya4ocToBepeHns "
HaumeHoBaHUe NpoU3B0aUTENA
NeKapcTEeHHOro npenapara, agpec
Npov3BOAMTENA NEKAPCTBEHHOrO npenapara
(ctpaHa, obnacTb, ropog), 3SNEKTPOHHLINA
ajpec W CalT npou3BoguTens, anpec
oeparens PErMcTPaLMOHHOTO
YAOCTOBEpPeHWs  (CTpaHa), /ieKapcTBeHHas

dopma, LO3MPOBKA, KOAMYECTBO Kancysn B
yNakoBKe,  MHdOpmauuMs O  cocTase
NeKapcTBEHHOrQ fnpenapaTa (HaumeHoBaHue
[elCTBYIOLLErD BELECTBA W er0 KOJMYEecTBo,
nepeyeHs  BCMOMOraTejbHbIX  BELLEeCTB),
HOMED CepuvK (BKNHOUAOWMIA MECAL, ¥ rog
npov3BOACTBa), [aTa WCTeYeHus Cpoka
rogHOCTM (rofeH [0: MeCAL W rod), yCAoBus
XpaHeHus, cnocob npumeHeHua: «faa
npuema BHYTPb», YCNOBMA OTNYCKa, HOMEp
PErucTpaLMOHHOIO YAOCTOBEPEHMS, N0TCTUN
npovssoauTens, Gapm-Koa, WTPUXOBOH Koa,
OBYMEDPHbIA WITPUXOBOM KOA C YaCTM4HOW
pacwudposKon nHbopMaLmK,
COpepHalleica B8 ABYMEPHOM LUTPUXOBOM
Koge, «CmoTpu UHCTPYKLMIO no
MEAMUMHCKOMY — MPUMEHEeHWIO  (IMCTOK-
BKNBAbIW)», «He NPUMEHATb NO WCTEYEHWUM
CpOKa rogHoCTH», «XpPaHWuTb B HEAOCTYMHOM
O0A AeTel mecTen.

[ONONHWTE/IBHO HA KapTOHHOW YNaKoBKe
(nauke) npoaybarpoBaHbl TOproeoe
HaumeHoBaHue " DO3MPOBKa ¢
MCMOoAb30BaHMeM WpnbTa Epaitns.

Cpok rogHocTt

3ropa

rogeH po: 12/2028

XpaHeHue

Mpu TemnepaTtype He Boiwe 25 °C.

3aknodeHMe: CoOTBETCTSYET/ He cooTseTcTayeT TpebosaHuam JM-Ne(001574)-(Pr-RU)-201222 A
ﬁm@ﬁae MoA4ePKHYTH) 7]

Odopmneno; Benosa H.C.

HayanbHuk OKK:

[Rupununa J1.®.

D304
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DAPMALIESTURKA

Jlnnensusa Ne JI012-00102-77/00010730
Ne GMP/EAEU/RU/01313-2024

Paspemenne

Ha BBIITYCK CEpHHM JIEKapCTBEHHOTO IIpernapara B PeaH3alliio

34.447(04)

Ne 2049 ot

14 07 08 r.

HaumeHoBaHMe npernapara

YPCOHESOKCPD{OIEBB&R KHCIIOTa

MexxyHapOIHOE HENaTeHTOBAHHOE, WIH FPYNIHPOBAHHOE,
HIH XHMUYECKOE HAaNMEHOBaHUe

YpcoesokcHxoieBas KHCIOTa

JlexapcTBeHHas Gopma

Kancys

Ho3uporka

250 mMr

Dopma BEITYCKa

Kancyser, 250 Mr (koHTYpHas sdelikosas yriakoska) 10 x 10
(mauka kapToHHAaN)

Homep cepun 020126
Konmmaectso 10 318 ynakoBox
JaTa Havana Mpous3BOJICTBA 29.01.2026

Cpoxk rogxoctu / TomeH 1o

3 roga/ 12/2028

HopmarueHas noKyMeHTalUs

JII-Ne(001574)-(PT-RU)-201222

CepTudukar kauecTsa cepuu

2049 ot 12.02.2026

HaumeHORaHMe NMpoM3BOIHTENS

000 «O308»

AJpec npousBouTeNs (BCE CTAAUM MPOM3BOACTBA, BKIIOYAs
BBIITY CKAIO LM KOHTPOIE KauecTBa)

Camapckas o611, r.0. urynesck, r. JKurynesck,
yi. I'uapoctponTenel, 1. 6

PeructpaunorHoe yI0CTOBEpEHHE

JITI-Ne(001574)-(PI-RU)

Jlata rocyiapcTBEHHO perncTpaniu 20.12.2022 .
HaumeHoBaHHe NepskaTens perucTpalHOHHOro 000 «PUD»
YIOCTOBEPEHs

Pazpemmenye JeHCTBUTENLHO 10; 12/2028

Kommenrapun

[Tpusenentas Boime WHGOPMaLKs ABNAETCA TOCTOBEPHON U TouHON. Cepus JIEKApCTBEHHOTO MperapaTa NMpou3BeeHa (BKIIOYA YIAKOBKY
(MAPKMPOBKY) M KOHTPOJIS KAYCCTBA) HA NPOM3BOACTREHHOMN IUIOLIALKE B [TOTHOM COOTRETCTRHY C TpeboBanuaMu mHueHsuy, [Ipasun Haxnexameit
MPOU3BONCTECHHON NPaKTHKH, PETUCTPALMOHHOrO 10Cke. 3aMucH M0 NPOM3BOACTBY, YNIAKOBKE M KOHTPOTK) KAYECTBA NPOBEPEHSI, H YCTAHOBIEHO

HX cooTBETCTBYUE TpeboBanuam [Ipasun Hannesxkamel NPOH3BOACTBEHHOM PAKTHKHY,

[TPOJAYKIMA PASPEIIEHA K PEAJIU3AITAU:

YIoIHOMO49EeHHOE THIIO:

Llecece/” /Vinsuuesa Enena BraguMmuposaa/ L 07 W98/
2

7

] Ha U Her

NOAMHCE

DHO.

Jara

Crpannua: 1 u3 1




PEAEFAABHAA CAVMBA TID HAAS

B COEPE 3APABOOXFPAHEHMA

Y

«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax

Ha BBOA B rpaxgaHCkun odopoT B Poccuinckonm depgepaunm cepum nam naptmm MMMyHOBMONOrM4eckoro NeKkapCcTBEHHOro
rnpenapaTa, No coctoAHUo Ha 02.05.2026 15:23»

Oprann3anss. IIncbma 00
JlaTa BHeceHHsI B IIpousBoguTenn Bbl[:] CT“BH];M’B Homep Howmep, nara w3psrEn JIC
AHUC Toprosoe HaHMeHOBaHHe (BBIITY CKAIOIHF Crpana CBeJieHHsI 0 CTAHSIX NPOH3BOACTBA HopmaTtHBHas1 JOKyMeHTAIHSI rpafl(nancxnﬁ cepHH, pa3pelneHsst Ha (Homep
Poc3npaBramzopa KOHTPOJIb NapTHH HIIIT ’
AP A3op poutk) odopot P nara)
OO6mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "O30H" (000
YpcopesokcuxosueBast KUCIIOTa; OO6miecTBO ¢ "Oson"), Poccust (ITpousBoguresns (rotosoit JI®)); ObmecTBo ¢
12.02.2026 KamncyJst 250 1\111“ 10 wr., OrpaHUYEHHON Poccust orpaHrueHHoi otBeTcTBeHHOCThI0 "O30H" (OO0 "O30H"), Poccus JITT-Ne(001574)-(PT-RU)-201222 000 "Os0x" 020126 )
YIaKOBKHU SIUEHKOBBIE KOHTYPHbBIE OTBETCTBEHHOCTBIO (Y naxkoBmuK/(acoBIyK (B IEPBUUHYIO YIAKOBKY)); OOLIEcTBO ¢

(10), mauxku KapTOHHBIE/ ~

"O30n" (00O "O30H")

orpaHnueHHoi otBeTcTBeHHOCTHI0 "O30H" (OO0 "O30H"), Poccus
(YmakoBmUK/hacoBMUK (BTOPUYHAS/TPETUYHAS YTIAKOBKA))




